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PART A – Risk Management 

This document describes the acceptable use conditions required for the registration of ADD-F2-003 

(formerly ADD-F2-003) containing 200 g/L azoxystrobin and 80 g/L cyproconazol in Germany. This 

evaluation is required subsequent to the inclusion of azoxystrobin and cyproconazol on Annex 1. 

 

The risk assessment conclusions are based on the information, data and assessments provided in 

Registration Report, Part B Sections 1-7 and Part C and where appropriate the addendum for Germany. 

The information, data and assessments provided in Registration Report, Parts B includes assessment of 

further data or information as required at national registration by the EU review. It also includes 

assessment of data and information relating to ADD-F2-003 where that data has not been considered in 

the EU review. Otherwise assessments for the safe use of ADD-F2-003 have been made using endpoints 

agreed in the EU review of azoxystrobin and cyproconazol. 

 

This document describes the specific conditions of use and labelling required for Germany for the re-

registration/registration of ADD-F2-003. 

 

Appendix 1 of this document provides a copy of the final product authorisation Germany. 

 

Appendix 2 of this document is a copy of the approved product label for Germany 

The submitted draft product label has been checked by the competent authority. The applicant is 

requested to amend the product label in accordance with the decisions made by the competent authority. 

The final version of the label is not available, because the layout is the sole responsibility of the applicant 

and will not be checked again. 

 

Appendix 3 of this document contains copies of the letters of access to the protected data / third party data 

that was needed for evaluation of the formulation. 
Letter(s) of access is/are classified as confidential and, thus, are not attached to this document. 

1 Details of the application 

1.1 Application background 

This application was submitted by Syngenta Agro GmbH on 10 July 2013. 

 

The application was for approval of ADD-F2-003, a suspension concentrate containing 200 g/L 

azoxystrobin and 80 g/L cyproconazol for use as a fungizide. 

 

1.2 Annex I inclusion 

Azoxystrobin 

Azoxystrobin was included on Annex I of Directive 91/414/EEC on 20 July 2011 under Commission 

Implementing Regulation (EU) No 703/2011. 

 

The Annex I Inclusion Directive for Azoxystrobin (No 703/2011) provides specific provisions under Part 

B which need to be considered by the applicant in the preparation of their submission and by the MS prior 

to granting an authorisation. 
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For the implementation of the uniform principles, as referred to in Article 29(6) of Regulation (EC) No 

1107/2009, the conclusions of the review report on Azoxystrobin and in particular Appendices I and II 

thereof, as finalised in the Standing Committee on the Food Chain and Animal Health on 17 June 2011 

shall be taken into account. 

In this overall assessment Member States shall pay particular attention to the: 

• fact that the specification of the technical material as commercially manufactured must be 

confirmed and supported by appropriate analytical data. The test material used in the toxicity 

dossiers should be compared and verified against this specification of the technical material; 

• potential for groundwater contamination, when the active substance is applied in regions with 

vulnerable soil and/or climatic conditions; 

• protection of aquatic organisms. 

 

These concerns were all addressed in the submission. 

 

Cyproconazol 

Cyproconazol was included on Annex I of Directive 91/414/EEC on 1 June 2011 under Inclusion 

Directive 2011/56/EC. 

 

The Annex I Inclusion Directive for cyproconazole (2011/56/EC) provides specific provisions under Part 

B which need to be considered by the applicant in the preparation of their submission and by the MS prior 

to granting an authorisation. 

 

For the implementation of the uniform principles of Annex VI, the conclusions of the review report on 

cyproconazole, and in particular Appendices I and II thereof, as finalised in the Standing Committee on 

the Food Chain and Animal Health on 11 March 2011 shall be taken into account. In this overall 

assessment  

 

Member States shall pay particular attention to:  

•  the dietary exposure of consumers to the residues of triazole derivative metabolites (TDMs);  

•  the risk to aquatic organisms.  

 

Conditions of use shall include risk mitigation measures, where appropriate.  

The Member States concerned shall request the submission of confirmatory information as regards:  

(a) the toxicological relevance of the impurities in the technical specification;  

(b) analytical methods for the monitoring of cyproconazole in soil, body fluids and tissues;  

(c) residues of triazole derivative metabolites (TDMs) in primary crops, rotational crops and products of 

animal origin;  

(d) the long-term risk to herbivorous mammals;  

(e) the possible environmental impact of the preferential degradation and/or conversion of the mixture of 

isomers.  

 

The Member States concerned shall ensure that the applicant submits to the Commission the information 

set out in point (a) by 1 December 2011, the information set out in points (b), (c) and (d) by 31 May 2013 

and the information set out in point (e) within two years after the adoption of specific guidance.’ 

 

These concerns were all addressed in the submission. 



Part A 
National Assessment - Germany 
 

Product code 
ADD-F2-003 

Registration Report –Central Zone  
Page 6 of 40 

 
 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date 26.04.2018 
 
 

1.3 Regulatory approach 

To obtain approval the product ADD-F2-003 must meet the conditions of Annex I  inclusion and be 

supported by dossiers satisfying the requirements of Annex II and Annex III, with an assessment to 

Uniform Principles, using Annex I agreed end-points.  

 

This application was submitted in order to allow the first approval of this product/use in Germany in 

accordance with the above. 

 

1.4 Data protection claims 

 

For details on data protection claims, please refer to Appendix 1 of each section in the 

Registration Report. 

1.5 Letters of Access 

Data access has been proven. 

Syngenta Agro GmbH is the owner of all data. This point is not relevant. 

 

2 Details of the authorisation 

2.1 Product identity 

 

Product Name ADD-F2-003 (formerly ADD-F2-003) 

Authorization Number 

(for re-registration) 

008015-00 

Function Fungicide 

Applicant Syngenta Agro GmbH 

Composition 200 g/L Azoxystrobin 

80 g/L Cyproconazole  

Formulation type Suspension concentrate [Code: SC] 

Packaging 1L, 5L, 10L or 20 L HDPE or PET bottles / jerry cans 

 

2.2 Classification and labelling 

2.2.1 Classification and labelling under Directive 99/45/EC 

Not proposed. 

2.2.2 Classification and labelling under Regulation (EC) No 1272/2008 

The following labelling is proposed in accordance with Regulation (EC) No 1272/2008: 
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Hazard classes and categories: 

Acute Tox. 3, Repr. 1B 

Hazard pictograms: 

GHS07 exclamation mark 

GHS08 health hazard 

GHS09 environment 

Signal word: 

Danger  

Hazard statements: 

H302 Harmful if swallowed. 

H332 Harmful if inhaled. 

H361D Suspected of damaging the unborn child. 

H410 Very toxic to aquatic life with long lasting effects. 

Precautionary statemtents: 

P101 If medical advice is needed, have product container or label at hand. 

P102 Keep out of reach of children. 

P201 Obtain special instructions before use. 

P261 Avoid breathing dust/fume/gas/mist/vapours/spray. 

P264 Wash ... thoroughly after handling. 

P270 Do no eat, drink or smoke when using this product. 

P280 Wear protective gloves/protective clothing/eye protection/face protection. 

P301+P330 IF SWALLOWED: rinse mouth. 

P308+P310 IF exposed or concerned: Immediately call a POISON CENTER or a 

doctor/physician. 

P391 Collect spillage. 

P405 Store locked up. 

P501 Dispose of contents/container to ... 

Special rule for labelling of PPP: 

EUH401 To avoid risks to man and the environment, comply with the instructions for use. 

Further labelling statements under Regulation (EC) No 1272/2008: 

EUH 208-0098 - Contains 1,2-benzisothiazole-3(2H)-one. May produce allergic reactions. 
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2.2.3 Standard phrases under Regulation (EC) No 547/2011 

None 

2.3 Other phrases notified under Regulation (EC) No 547/2011 

2.3.1 Restrictions linked to the PPP 

The authorization of the PPP is linked to the following conditions (mandatory labelling): 

 

Human health protection 

SB001 Avoid any unnecessary contact with the product. Misuse can lead to health 

damage. 

SB005 If medical advice is needed, have product container or label at hand. 

SB010 Keep out of the reach of children. 

SB111 Concerning the requirements for personal protective gear for handling the plant 

protection product the material safety data sheet and the instructions for use of the 

plant protection product as well as the guideline "Personal protective gear for 

handling plant protection prod-ucts" of the Federal Office of Consumer Protection 

and Food Safety (www.bvl.bund.de) must be observed. 

SB166 Do not eat, drink or smoke when using this product. 

SF245-02 It must be ensured that treated areas/crops may not be entered until the film of the 

plant protection product has dried. 

SS110-1 Protective gloves (plant protection) must be worn when handling the undiluted 

product. 

SS206 Working clothes (if no specific protective suit is required) and sturdy footwear 

(e.g. rubber boots) must be worn when applying/handling plant protection 

products. 

SS2101 Wear a protective suit against pesticides and sturdy shoes (e.g. rubber boots) 

when handling the undiluted product. 

SS530 Wear face protection when handling the undiluted product. 

SS610 Wear a rubber apron when handling the undiluted product. 

Integrated pest management (IPM)/sustainable use  

WMFC3 Mode of action (FRAC-group): C3 (for azoxystrobin) 

WMFG1 Mode of action (FRAC-group): G1 (for cyproconazole) 

WH952 The indication identifying the mode of action must be assigned directly to each 

corresponding name of the active substance as supplementary information on the 

packaging and in the instructions for use. 

NB6641 The product is classified as non-hazardous to bees, even when the maximum 

application rate, or concentration if no application rate is stipulated, as stated for 

authorisation is applied. (B4) 
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NN2001 The product is classified as slightly harmful for populations of relevant beneficial 

insects. 

NN3002 The product is classified as harmful for populations of relevant predatory mites 

and spiders 

Ecosystem protection 

NW 262 The product is toxic for algae. 

NW 264 The product is toxic for fish and aquatic invertebrates. 

NW 265 The product is toxic for higher aquatic plants. 

NW 468 Fluids left over from application and their remains, products and their remains, 

empty containers and packaging, and cleansing and rinsing fluids must not be 

dumped in water. This also applies to indirect entry via the urban or agrarian 

drainage system and to rain-water and sewage canals. 

 

The authorization of the PPP is linked to the following conditions (voluntary labelling): 

 

Integrated pest management (IPM)/sustainable use  

  

  

  

 

2.3.2 Specific restrictions linked to the intended uses 

Some of the authorised uses are linked to the following conditions (mandatory labelling): 

See 2.4 (Product uses) 

 

Integrated pest management (IPM)/sustainable use  

WW709 

(use 001-037) 

Repeated applications of the product, or products of the same active substance group, 

may result or have resulted in a reduction of effectivity. To prevent resistance, the 

product should be applied alternately with products from other active substance groups. 

WW7041 

(use 002, 005, 

006, 009, 010, 

013, 022-025) 

Resistance to this active substance, or an active substance contained in this product, was 

proved to exist. Application only within the framework of a suitable resistance 

management. 

Ecosystem protection 

NW 605-1 

 

(all uses) 

When applying the product on areas adjacent to surface waters - except only 

occasionally but including periodically water bearing surface waters - the product must 

be applied with equipment which is registered in the index of 'Loss Reducing 

Equipment' of 14 October 1993 ('Bundesanzeiger' [Federal Gazette] No 205, p. 9780) as 

amended. Depending on the drift reduction classes for the equipment stated below, the 

following buffer zones must be kept from surface waters. In addition to the minimum 

buffer zone from surface waters stipulated by state law, the ban on application in or in 

the immediate vicinity of waters must be observed at all times for drift reduction classes 

marked with "*". 
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Drift reduction by  90 %  * 

   75 % * 

   50 % 5 m 

NW 606 

 

(all uses) 

The only case in which the product may be applied without loss reducing equipment is 

when at least the buffer zone stated below is kept from surface waters - except only 

occasionally but including periodically water bearing surface waters. Violations may be 

punished by fines of up to 50 000 Euro. 

Buffer zone of               5 m 

NW 705 

 

(uses 026 – 

030) 

Between treated areas which have an incline of more than 2 % and surface waters - 

including periodically but excluding occasionally water-bearing surface waters - there 

must be a buffer zone under complete plant cover. The buffer zone's protective function 

must not be impaired by the use of implements. It must be at least 5 m wide. This 

buffer zone is not necessary if: -sufficient catching systems are available for the water 

and soil transported by run-off, which do not flow into surface water or are not 

connected with the urban drainage system or  -the product is used for conservation or 

no-tillage methods. 
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2.4 Product uses 

GAP rev. (1), date: 2013-09-02 

PPP (product name/code) ADD-F2-003 

active substance 1 Cyproconazol 

active substance 2 Azoxystrobin 

Formulation type: SC 

Conc. of as 1:  80  g/L 

Conc. of as 2: 200 g/L 

  

Applicant:  Syngenta 

Zone(s): central/EU 

professional use    
non professional use  

  

Verified by MS: yes  

 

1 2 3 4 5 6 7 8 9 10 11 12 13 14 

Use-

No. 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

F, 

Fn, 

Fpn 

G, 

Gn, 

Gpn 

or 

I 

Pests or Group of 

pests controlled 

 

(additionally: 

developmental stages 

of the pest or pest 

group) 

Application Application rate PHI 

(days) 
Remarks:  

 

e.g. safener/synergist 

per ha 

 

e.g. recommended or 

mandatory tank 

mixtures 

Method / 

Kind 
Timing / Growth 

stage of crop & 

season 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

Min. interval 

between 

applications 

(days) 

kg, L product / ha 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

g, kg as/ha 

 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

Water L/ha 

 

min / max 

001 DE wheat 

TRZSS 

F septoria leaf spot of 

wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F* 

 

 

 

 

*The PHI is 
covered by the 
conditions of use 
and/or the 
vegetation period 
remaining 
between the 
application of the 
plant protection 
product and the 
use of the product 
(e. g. harvest) or 
the setting of a 
PHI in days is not 
required resp. 

 

NW605-1 (*,*,5 m) 
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NW606 (5 m) 

NW705 

002 DE wheat 

TRZSS 

F leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

003 DE wheat 

TRZSS 

F  brown leaf rust of 

cereals  

Puccinia recondite 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

004 DE wheat 

TRZSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

005 DE wheat 

TRZSS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

006 DE wheat 

TRZSS 

F tan spot of cereals 

Drechslera tritici-

repentis 

PYRNTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

007 DE barley 

HORVX 

F brown rust of barley  

Puccinia hordei 

PUCCHD 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 
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when first 

symptoms become 

visible 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

008 DE barley 

HORVX 

F leaf blotch of cereals  

Rhynchosporium 

secalis 

RHYNSE 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

009 DE barley 

HORVX 

F net blotch  

Pyrenophora teres 

PYRNTE 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

010 DE barley 

HORVX 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

011 DE rye 

SECCE 

F leaf blotch of cereals  

Rhynchosporium 

secalis 

RHYNSE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

012 DE rye 

SECCE 

F brown leaf rust of 

cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

013 DE rye 

SECCE 

F powdery mildew 

 Erysiphe graminis 

spraying BBCH 31 - 69 

from spring at 

beginning of 

a) 2 

b) 2 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

200 - 400 F Efficacy not 

demonstrated 
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ERYSGR infestation and/or 

when first 

symptoms become 

visible 

 as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

014 DE triticale 

TTLSS 

F  septoria leaf spot of 

wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

015 DE triticale 

TTLSS 

F  leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

016 DE triticale 

TTLSS 

F brown leaf rust of 

cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

017 DE triticale 

TTLSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

018 DE triticale 

TTLSS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

019 DE oats F crown rust of oats  spraying BBCH 31 - 59 a) 2 21 a) 1 L/ha a)  200 - 400 F Efficacy not 
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AVESS Puccinia coronata 

PUCCCA 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

b) 2 

 

b) 2 L/ha as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

demonstrated 

020 DE oats 

AVESS 

F stripe disease 

Pyrenophora avenae 

PYRNAV 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

021 DE oats 

AVESS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

022 DE sugar beet 

BEAVA 

F leaf spot  

Cercospora beticola 

CERCBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

023 DE sugar beet 

BEAVA 

F powdery mildew  

Erysiphe betae 

ERYSBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

024 DE sugar beet 

BEAVA 

F leaf spot of beet  

Ramularia beticola 

RAMUBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 
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025 DE sugar beet 

BEAVA 

F rust of beet   

Uromyces betae  

UROMBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

026 DE broad bean 

VICFM 

F Anthracnose of bean 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

027 DE broad bean 

VICFM 

F rust of broad bean 

Uromyces viciae-fabae 

UROMVF 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

028 DE broad bean 

VICFM 

F downy mildew of 

legumes  

Peronospora viciae  

PEROVI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

029 DE broad bean 

VICFM 

F powdery mildew 

 Erysiphe pisi 

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

030 DE broad bean 

VICFM 

F Sclerotinia 

sclerotorium  

SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 
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visible 

031 DE grey pea  

PIBSA 

F Anthracnose of pea 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

032 DE grey pea  

PIBSA 

F rust of pea 

Uromyces pisi-sativi  

UROMPS 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

033 DE grey pea  

PIBSA 

F downy mildew of pea 

Peronospora pisi 

PEROVP 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

034 DE grey pea  

PIBSA 

F powdery mildew 

Erysiphe pisi  

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

035 DE grey pea  

PIBSA 

F Sclerotinia 

sclerotorium 

 SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

036 DE oil seed rape 

BRSNN 

F Sclerotinia 

sclerotorium 

 SCLESC 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 
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symptoms become 

visible 
as2: 400g as/ha 

037 DE oil seed rape 

BRSNN 

F black spot of rape 

Alternaria brassicae 

ALTEBA 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 NW605-1 (*,*,5 m) 

NW606 (5 m) 

 

 

Remarks 

table 

heading: 

(a) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 

(b)  Catalogue of pesticide formulation types and international coding system CropLife  

International Technical Monograph n°2, 6th Edition Revised May 2008 

 (c) g/kg or g/l 

 (d)  Select relevant 

(e) Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be 

given in column 1 

(f) No authorization possible for uses where the line is highlighted in grey, Use should be crossed 

out when the notifier no longer supports this use. 

    

Remarks 

columns: 

1 Numeration necessary to allow references 

2 Use official codes/nomenclatures of EU Member States 

3 For crops, the EU and Codex classifications (both) should be used; when relevant, the     

 use situation should be described (e.g. fumigation of a structure) 

4 F: professional field use, Fn: non-professional field use, Fpn: professional and non-

professional field use, G: professional greenhouse use, Gn: non-professional 

greenhouse use, Gpn: professional and non-professional greenhouse use, I: indoor 

application 

5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when relevant, the 

common names of the pest groups (e.g. biting and sucking insects, soil born insects, 

foliar fungi, weeds) and the developmental stages of the pests and pest groups at the 

moment of application must be named. 

6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - 

type of equipment used must be indicated. 

 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of Plants, 1997, 

Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of 

application  

8 The maximum number of application possible under practical conditions of use must be 

provided. 

9 Minimum interval (in days) between applications of the same product 

10 For specific uses other specifications might be possible, e.g.: g/m³ in case of fumigation of 

empty rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection 

products. 

11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment 

(usually g, kg or L product / ha). 

12 If water volume range depends on application equipments (e.g. ULVA or LVA) it should be 

mentioned under “application: method/kind”. 

13 PHI - minimum pre-harvest interval 

14 Remarks may include: Extent of use/economic importance/restrictions 
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3 Risk management  

3.1 Reasoned statement of the overall conclusions taken in accordance with the 

Uniform Principles 

3.1.1 Physical and chemical properties (Part B, Section 1, Points 2 and 4) 

Overall Summary:  

All studies have been performed in accordance with the current requirements and the results are deemed 

to be acceptable. The appearance of the product is that of a yellow liquid with a sweetish, chalky odour. It 

is not explosive nor oxidising or highly flammable. The self ignition temperature is at 455 °C. In aqueous 

solution, it has a pH value around 7.2. The stability data indicate a shelf life of at least two years at 

ambient temperature.  

The technical characteristics are acceptable for a suspension concentrate formulation. 

 

Implications for labelling: none 

 

Compliance with FAO specifications:  

The product ADD-F2-003 complies with the general requirements for SC formulations according to the 

FAO/WHO manual (2010). 

 

Compatibility of mixtures:  

No tank mixes are recommended on the label. 

 

Nature and characteristics of the packaging:  

Information with regard to type, dimensions, capacity, size of opening, type of closure, strength, 

leakproofness, resistance to normal transport & handling, resistance to & compatibility with the contents 

of the packaging, have been submitted, evaluated and is considered to be acceptable. 

 

Nature and characteristics of the protective clothing and equipment:  

Information regarding the required protective clothing and equipment for the safe handling of ADD-F2-

003 has been provided and is considered to be acceptable. 

 

3.1.2 Methods of analysis (Part B, Section 2, Point 5)  

3.1.2.1 Analytical method for the formulation (Part B, Section 2, Point 5.2) 

The active substances of ADD-F2-003 can be quantified using the analytical GC method AMP10102-

01A/VAL-01A or the HPLC method SF-620/01, which is also capable of separating both diastereomers 

of cyproconazole. 

For the determination of cyproconazole and azoxystrobin in SC formulations individually   CIPAC 

methods are available. 

The relevant impurity toluene can be quantified using the analytical headspace GC method SD-1540/1. 

The impurity azoxystrobin Z-isomer (R230310) can be quantified using the analytical HPLC method SD-

1464/1. 

All methods are sufficiently validated. 
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3.1.2.2 Analytical methods for residues (Part B, Section 2, Points 5.3 – 5.8) 

Azoxystrobin 

For azoxystrobin adequate analytical methods are available for all analytes included in the residue 

definitions. Additional methods for the determination of residues in food of animal origin and in drinking 

water were evaluated and considered acceptable. 

 

However, the following minor data gap has been identified according to the requirements of 

SANCO/825/00 rev. 8.1: 

- A sufficiently validated confirmatory method for the determination of residues of azoxystrobin in 

surface water is missing. The EU agreed method for residues of azoxystrobin in surface water 

(Robinson, 2000) provides no sufficient validation data of the additional fragment ions for 

simultaneous confirmation by GC-MS as required in SANCO/825/00 rev. 8.1. 

This data gap can be addressed in the context of the next renewal of the approval of azoxystrobin 

according to Reg. (EC) No 1107/2009. 

 

Cyproconazole 

All analytical methods are active substance data and were provided in the EU review of cyproconazole 

and were considered adequate with the exception that a method in soil was missing. Additional methods 

for plants, soil and water were evaluated and considered adequate.  

 

However, according to the guidance document SANCO/825/00 rev. 8.1 which was adopted after the EU-

review of cyproconazole the following data gaps were identified:  

- A confirmatory method for the quantification of cyproconazole residues in liver is needed. The EU 

agreed method for cyproconazole in animal matrices does not provide sufficient validation data for 

confirmatory ions as required by SANCO/825/00 rev. 8.1 

- A statement about the efficiency of the extraction method for animal origin is missing. 

These data gaps can be addressed in the context of the next renewal of the approval of cyproconazole 

according to Reg. (EC) No 1107/2009 or in the context of the assessment of existing MRLs of 

cyproconazole. 

 

In case that cyproconazole will be classified as "toxic" analytical methods (primary and confirmatory 

method) in body fluids will be required. 

3.1.3 Mammalian Toxicology 

3.1.3.1  Acute Toxicity 

ADD-F2-003, containing 200 g/L azoxystrobin and 80 g/L cyproconazole has a low dermal toxicity. Its 

acute oral and inhalation toxicity is moderate resulting in a classification H302 and H332. It has no 

sensitizing properties. It is not irritating to skin and eyes. Taking into account the labelling of 

cyproconazole, ADD-F2-003 should be also labelled as H361D (Suspected of damaging the unborn 

child). 

3.1.3.2  Operator Exposure 

Operator exposure to ADD-F2-003 has not been evaluated as part of an EU review for proposed critical 

use rate/crop. Therefore all relevant data and risk assessments are provided and are considered adequate. 

Operator exposure was assessed against the AOEL agreed in the EU review (azoxystrobin: 0.2 mg/kg 

bw/d, cyproconazole 0.02 mg/kg bw/d). Dermal absorption data of studies conducted with different but 

comparable formulations with the single active substances have been used. 
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According to the model calculations, it can be concluded that the risk for the operator using ADD-F2-003 

in cereals, beets, beans, peas and oil seed rapes is acceptable with the use of personal protective 

equipment described in 2.3.1. 

3.1.3.3  Bystander Exposure 

The bystander and/or resident exposure estimations indicated that the acceptable operator exposure level 

(AOEL) for azoxystrobin and cyproconazol will not be exceeded under conditions of intended uses. This 

has no labelling implications. 

3.1.3.4 Worker Exposure 

The worker exposure was estimated using the model “German model”. Even without any PPE the 

estimated consumption of AOEL was below 10 % for all active substances. As a standard rule treated 

crops should not be re-entered before spray deposits on leaf surfaces have completely dried. 

 

Implications for labelling resulting from operator, worker, bystander assessments: 

 

See 2.2 
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3.1.4 Residues and Consumer Exposure 

3.1.4.1 Residues 

Fundamental residue data on azoxystrobin and cyproconazole like metabolism are already evaluated 

previously and is described in detail in the respective DARs. 

For both active substances a sufficient number of residue trials are available to demonstrate that the 

MRLs set in Regulation (EC) No 396/2005 for azoxystrobin and cyproconazole will not be exceeded for 

the intended uses in cereals, beets, beans, peas and oil seed rapes. 

3.1.4.2 Consumer exposure 

An estimation of dietary intake using EFSA PRIMo results in a maximum consumption of the respective 

ADIs/ARfDs below 100 %. 

 

Substance ADI/ARfD Model / Diet 
ADI/ARfD 

Consumption 

Azoxystrobin ADI: 0.2 mg/kg bw NTMDI, NVS II, 2-4 years 

old DE children 

73 % 

 ARfD: not allocated IESTI, EFSA PRIMo Not necessary 

Cyproconazole ADI: 0.02 mg/kg bw TMDI, EFSA PRIMo, UK 

toddler 

24 % 

 ARfD: 0.02 mg/kg bw IESTI, EFSA PRIMo, UK 

children aged 4-6 years 

< 2 % 

 

The chronic and the short-term intake of azoxystrobin and cyproconazole residues are unlikely to present 

a public health concern. 

 

3.1.5  Environmental fate and behaviour (Part B, Section 5, Point 9) 

 
A full exposure assessment for the plant protection product ADD-F2-003 in its intended uses in cereals, 

oilseed rape, sugar beet, sunflower, beans, peas and maize is documented in detail in the core assessment 

of the plant protection product ADD-F2-003 dated from January 2014 performed by zRMS Germany.  

The following chapters summarise specific exposure assessment for soil and surface water and the 

specific risk assessment for groundwater for the authorization of ADD-F2-003 in Germany according to 

its intended use in cereals, oilseed rape, sugar beet, beans and peas (Use No. 00-001 to 00-035). 

For reasons of better readability the intended uses in of the plant protection product ADD-F2-003 in 

Germany are summarised as follows: 
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Use 

Group* 

Crop/growth 

stage 

Application 

method/Drif

t scenario 

Number of 

applications, 

Minimum application 

interval, application 

time, interception  

Application 

rate, cumulative 

(g as/ha) 

Soil effective 

application 

rate 

(g as/ha) 

A/ 

00-001 

to 

00-021 

wheat/  

BBCH 31-69 

barley/  

BBCH 31-59 

rye/  

BBCH 31-69 

triticale/  

BBCH 31-69 

oats /  

BBCH 31-59  

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8 =32 

B/ 

00-036 

to 

00-037 

oilseed rape/  

BBCH 61-81 

spraying 2 x, 21 d 

1. 80 % 

2. 80 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

C/ 

00-022 

to 

00-025 

sugar beet/  

BBCH 39-49 

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8  = 32 

E/ 

00-026 

to 

00-030 

beans/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 70 % 

2. 70 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 60 = 120 

cyproconazole: 

2 x 24 = 48 

F/ 

00-031 

to 

00-035 

peas/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 85 % 

2. 85 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 30 = 60 

cyproconazole: 

2 x 12 = 24 

* For administrative purposes, each intended use of a plant protection product in Germany is assigned 

with an individual use number from the German Federal Office of Consumer Protection and Food Safety 

(BVL).  

 

Azoxystrobin: 

 

For azoxystrobin under laboratory conditions a geometric mean DT50 of 79.3 days is set. Used for 

PECsoil is a DT50 of 262 days from a field study. One major soil metabolite was identified in the 

laboratory study R234886. This metabolite shows DT50 values up to 1000 days (slow phase) and a higher 

mean DT50 value of 110.4 d.    

Adsorption/desorption studies result in a Kfoc arithmetic mean of 423. For the metabolite R234886 a pH 

dependency could be demonstrated therefore a Kfoc of 228 for acidic soils and 37 for basic soils had to be 

used. Therefore a translocation through the soil column is likely.   
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A water phase dissipation or degradation times of 14 days is reported. No data is given for the whole 

system degradation times.   

 

Cyproconazol 
Cyproconazol is only slowly degraded in soil. Under laboratory conditions DT50 values between 87 and 

191 days were derived. Two metabolites were found during the degradation process. 1,2,4-Triazol with 

up to 17.4 % ans TAA up to 6.7. %. 1,2,4 triazol is more persistent in soil with a slow phase degradation 

time of 67 days as TAA with DT50 values up  to 20 days. Under field conditions degradation times for the 

active substance cyproconazole vary a lot between 27 and 141 days. For 1,2,4-Triazol a mean DT50 of 

60.5 days was established.  

Median Kfoc for cyproconazole can be assumed with 364. The metabolite 1,2,4-Triazol is more mobile 

with a Kfoc of 89 and TAA is most mobile with a horizon dependent Kf values between 0.29 and 0.  

In the water/sediment-system no degradation could be observed also no degradation products need further 

assessment. DT50 of 1000 days are used for the assessment.   

 

Metabolites 

No new study on the fate and behaviour of azoxystrobin and cyproconazole or ADD-F2-003 has been 

performed. Hence no potentially new metabolites need to be considered for environmental risk 

assessment. 

Azoxystrobin 

The risk assessment for the metabolites of azoxystrobin has already been performed for EU approval (see 

SANCO/11027/2011 Rev 2–17.06.2011).  

For details see Part B, core assessment, section 5, chapter 5.3.1, table 5.3-3.  

However, the leaching potential into groundwater of the soil metabolite R234886 will be assessed for the 

application of the plant protection product and its intended uses. 

However, in the specific groundwater risk assessment for Germany considering the entry path surface 

run-off and drainage with subsequent bank filtration the soil metabolite R234886 of azoxystrobin is 

included. 

Cyproconazole 

The risk assessment for the metabolites of cyproconazole has already been performed for EU approval 

(see SANCO/10344/2011–08/11/2011).  

For details see Part B, core assessment, section 5, chapter 5.3.2, table 5.3-7.  

However, the leaching potential into groundwater of the soil metabolites CGA71019 (1,2,4-triazole) and 

CGA142856 will be assessed for the application of the plant protection product and its intended uses. 

However, in the specific groundwater risk assessment for Germany considering the entry path surface 

run-off and drainage with subsequent bank filtration the soil metabolite CGA71019 (1,2,4-triazole) of 

cyproconazole is included. 

 

3.1.5.1 Predicted Environmental Concentration in Soil (PECsoil) (Part B, Section 5, Points 

9.4 and 9.5) 

 
For the intended use of the plant protection product ADD-F2-003 in cereals, oilseed rape, sugar beet, 

beans and peas according to use No 00-001 to 00-035 PECSOIL was calculated for the active substances 

azoxystrobin and cyproconazole considering a soil depth of 2.5 cm. Due to the slow degradation of the 

active substances azoxystrobin and cyproconazole in soil the accumulation potential of azoxystrobin and 

cyproconazole was considered. Therefore PECSOIL used for risk assessment comprises background 

concentration in soil (PECaccu) considering a tillage depth of 20 cm (arable crop) or 5 cm (permanent 

crops) and the maximum annual soil concentration PECact considering the relevant soil depth of 2.5 cm 

or 1.0 cm, respectively. 
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Table: Results of PECsoil calculation for the intended uses used for German risk assessment 

plant protection product: ADD-F2-003 

use: Beans (covers all other uses 

number of applications/intervall: 2 /21 days 

application rate: Azoxystrobin: 2 x 200 g ai/ha  

Cyproconazole: 2 x 80 g ai/ha 

ADD-F2-003: 1.111 g/ha +) 

crop interception: 70 % / 70 % 

active substance/ 

formulation 

soil relevant 

application rate 

(g/ha) 

soil 
depthact 
(cm) 

PECact 
(mg/kg) 

tillage 

depth (cm) 

PECbkgd 

(mg/kg) 

PECaccu =  

PECact +  

PECbkgd 

(mg/kg) 

Azoxystrobin 2 x 60 g ai/ha 2.5 0.3114 

(day 21) 

20 0.0239 0.3353 

Met. R234886 2 x 16.6 g ai/ha* 2.5 0.0879 

(day 21) 

20 0.0382 0.1261 

Cyproconazole 2 x 24 g ai/ha 2.5 1) 0.1217 

2) 0.0985 

(day 21) 

20 1) 0.0030 

2) 0.0214 

1) 0.1248 

2) 0.1199 

Metabolite 

CGA71019  

(1,2,4-triazole) 

2 x 1.0 g ai/ha** 2.5 0.0036 

(day 21) 

20 <0.0001 0.0036 

ADD-F2-003 2 x 333.3 g ai/ha 2.5 1.7776 

(day 0) 

- - - 

+) ADD-F2-003 -density = 1.111 g/ml, 1L applied 

*       maximum occurrence: 28.8 %, molecular correction: 0.965 

**     maximum occurrence: 17.4 %, molecular correction: 0.237 

 

The results for PECSOIL for the active substance and its metabolites were used for the eco-toxicological 

risk assessment.  

 

 

3.1.5.2 Predicted Environmental Concentration in Ground Water (PECGW) (Part B, 

Section 5, Point 9.6) 
 

1. Direct leaching into groundwater 

Azoxystrobin 

Results of modelling with FOCUS-PELMO 5.5.3 show that the active substance azoxystrobin is not 

expected to penetrate into groundwater at concentrations of ≥ 0.1µg/L in the intended uses. 

For the metabolites R234886 concentrations of ≥ 0.1µg/L in groundwater cannot be excluded.  

Table PEC GW results for azoxystrobin 

Use No. Scenario 

80th Percentile PECGW at 1 m Soil Depth (µg L-1) modeled by  

FOCUS PELMO 5.5.3 

azoxystrobin 
Metabolite 

R234886 

Metabolite 

R401553 

Metabolite 

R402173 



Part A 
National Assessment - Germany 
 

Product code 
ADD-F2-003 

Registration Report –Central Zone  
Page 26 of 40 

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date 26.04.2018 
 
 

E 
Hamburg  

(acidic soils) 
< 0.001 < 0.001 < 0.001 < 0.001 

E 
Kremsmünster 

(alkaline soils) 
< 0.001 5.280 - - 

 

However, the metabolite R234886 is classified as not relevant for groundwater (see Core assessment, Part 

B, Section 5, Table 5.3-3 / EFSA Journal 2010; 8(4):1542). 

Cyproconazole 

Results of modelling with FOCUS PELMO 5.5.3 show that the active substance cyproconazole is not 

expected to penetrate into groundwater at concentrations of ≥ 0.1µg/L in the intended uses. 

For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be excluded 

for the application in beans according to the results of the groundwater simulation with FOCUS-PELMO 

5.5.3. The simulated concentration of 0.037 µg/L 1,2,4-triazole in groundwater is also below the limit of 

0.1 µg/L for active substances and relevant metabolites. However, 1,2,4-triazole is formed as metabolite 

of several active substances of plant protection products, which are used in different crops against a wide 

range of crop deceases. It is therefore possible that several 1,2,4-triazole forming active substances will 

be applied onto the same agricultural field in the same year and season, which may result in a summation 

of groundwater entries of 1,2,4-triazole from different active substances and could finally lead to 1,2,4-

triazole entries into the groundwater in concentrations ≥ 0.1 µg/L. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L 

can be excluded for the application in beans according to the results of the groundwater simulation with 

FOCUS PELMO 5.5.3. 

 

Consequences for authorization: 

Azoxystrobin 

None. 

Cyproconazole 

Submission of the results of a groundwater monitoring for the metabolite 1,2,4-Triazole of cyproconazole 

according to § 36 paragraph 5 PflSchG after authorization. The concept has to be developed together with 

the authorization agencies. The monitoring results have to be submitted annually. 

 

2. Ground water contamination by bank filtration due to surface water exposure via run-off and drainage 

Azoxystrobin 

According modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

active substance azoxystrobin due to surface run-off and drainage into the adjacent ditch with subsequent 

bank filtration can be excluded. 

According to modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

soil metabolite of R234886 due to surface run-off and drainage into the adjacent ditch with subsequent 

bank filtration can be excluded. 
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Cyproconazole 

According modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

active substance cyproconazole due to surface run-off and drainage into the adjacent ditch with 

subsequent bank filtration can be excluded. 

According to modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

soil metabolite CGA71019 (1,2,4-triazole) of cyproconazole due to surface run-off and drainage into the 

adjacent ditch with subsequent bank filtration can be excluded. 

 

3.1.5.3 Predicted Environmental Concentration in Surface Water (PECSW) (Part B, Section 

5, Points 9.7 and 9.8) 

 

For the intended use of the plant protection product ADD-F2-003 in cereals, oilseed rape, sugar beet, 

beans and peas according to use No 00-001 to 00-035 PECsw was calculated for the active substances 

azoxystrobin and cyproconazole considering the two routes of entry (i) spraydrift and volatilization with 

subsequent deposition and (ii) run-off, drainage separately. 

The calculation of concentrations in surface water is based on spray drift data by Rautmann and 

Ganzelmeier. The vapour pressure at 20 °C of the active substance azoxystrobin is < 10-5 Pa. Hence the 

active substance azoxystrobin is regarded as non-volatile. Therefore exposure of surface water by the 

active substance azoxystrobin due to deposition following volatilization does not need to be considered. 

The calculation of concentrations in surface water is based on spray drift data by Rautmann and 

Ganzelmeier. The vapour pressure at 20 °C of the active substance cyproconazole is between 10-5 und 

10-4 Pa. Hence the active substance cyproconazole is regarded as semivolatile (volatilisation only from 

plant surfaces). Therefore exposure of surface water by the active substance cyproconazole due to 

deposition following volatilization needs to be considered. 

The concentration of the active substances azoxystrobin and cyproconazole in adjacent ditch due to 

surface run-off and drainage was calculated using the model EXPOSIT 3.01. 

Table: Results of PECsw calculation for the intended uses used for German risk assessment  

active substance/ 

formulation 

1 m distance 

spray drift 

(82‘Perc). field 

crop [µg/L] 

run-off –ditch – 

no buffer [µg/L] 

drainage 

autumn/winter/early 

spring 

drainage 

spring/summer 

Azoxystrobin 2.15 1.00 1.11 0.36 

Cyproconazol 1.23 0.39 0.43 0.14 

ADD-F2-003 15.87 - - - 

 

 

 

3.1.5.4 Predicted Environmental Concentration in Air (PECAir) (Part B, Section 5, Point 

9.9) 

 

The vapour pressure at 20 °C of the active substance azoxystrobin is < 10-5 Pa. Hence the active substance 

azoxystrobin is regarded as non-volatile. Therefore exposure of surface water by the active substance 

azoxystrobin due to deposition following volatilization does not need to be considered. 

The vapour pressure at 20 °C of the active substance cyproconazole is between 10-5 und 10-4 Pa. Hence 

the active substance cyproconazole is regarded as semivolatile (volatilisation only from plant surfaces). 
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Therefore exposure of surface water by the active substance cyproconazole due to deposition following 

volatilization should be considered. 

 

Implications for labelling resulting from environmental fate assessment:  
For the authorization of the plant protection product ADD-F2-003 following labeling and conditions of 

use are mandatory: 

Classification and labelling  

Based on the data on the active substances azoxystrobin and cyproconazole the plant protection product 

ADD-F2-003 is considered to be not readily degradable in the sense of the CLP regulation.  

 

Standard Phrases for special risks and safety precautions under Regulation (EU) 547/2011 Annex II and 

III / conditions of use 

None. 

 

Further data requirements: 

Azoxystrobin 

None. 

Cyproconazole 

Submission of the results of a groundwater monitoring for the metabolite 1,2,4-Triazole of cyproconazole 

according to § 36 paragraph 5 PflSchG during the first 3 years after authorization. The concept has to be 

developed together with the authorization agencies. The monitoring results have to be submitted annually. 
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3.1.6 Ecotoxicology (Part B, Section 6, Point 10) 

A full risk assessment according to Uniform Principles for the plant protection product ADD-F2-003 in 

its intended uses in cereals, oilseed rape, sugar beet, beans, peas is documented in detail in the core 

assessment of the plant protection product ADD-F2-003 dated from January 2014 performed by zRMS 

Germany. The intended use of ADD-F2-003 in Germany is generally covered by the uses evaluated in the 

course of the core assessment. 

The following chapters summarise specific risk assessment for non-target organisms and hence risk 

mitigation measures for the authorization of ADD-F2-003 in Germany according to its intended use in 

cereals, oilseed rape, beet, beans and peas (use No. 00-001 to 00-021 (group A), 00-036 to 00-037 (group 

B), 00-0022 to 00-025 (group C), 00-026 to 00-030 (group E), 00-031 to 00-035 (group F)). 

3.1.6.1 Effects on Terrestrial Vertebrates (Part B, Section 6, Points 10.1 and 10.3) 

The risk assessment for effects on birds and other terrestrial vertebrates was carried out according to the 

European Food Safety Authority Guidance Document on Risk Assessment for Birds and Mammals on 

request from EFSA (EFSA Journal 2009; 7(12): 1438). 

 

Table Overview of ecotoxicological endpoints birds 

SUBSTANCE 
LD50 NOEL 

(mg/kg bw) (mg/kg bw/day) 

azoxystrobin > 2000 117 

cyproconazole 94 2.4 

 

 

Table Overview of ecotoxicological endpoints mammals 

SUBSTANCE 
LD50 NOEL 

(mg/kg 

bw) 

(mg/kg 

bw/day) 

Azoxystrobin > 5000 32 

Cyproconazole 
200 

1.4 

1.7 

ADD-F2-003 > 500 - 

 

Based on the presumptions of the screening step and Tier 1, the calculated TER values for the acute and 

long-term risk resulting from an exposure of birds and mammals to the active substances azoxystrobin 

and cyproconazole according to the intended use of the formulation ADD-F2-003 achieve the 

acceptability criteria TER ≥ 10 and TER ≥ 5, respectively, according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The results of the 

assessment indicate an acceptable risk for birds and mammals. 

3.1.6.2 Effects on Aquatic Species (Part B, Section 6, Point 10.2) 

Results of aquatic risk assessment for the intended for uses of ADD-F2-003 based on FOCUS Surface 

Water PEC values is presented in the core assessment, Part B, Section 6, chapter 6.4.  

Table Overview most sensitive endpoints for risk assessment 
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Substance Endpoint, 

Species, safety 

factor 

 [mg/L] 

Azoxystrobin NOEC of 9.54 µg 

as/L, SF 10, M. 

bahia 

Cyproconazole NOEC of 23 µg 

as/L , SF10, D. 

magna 

ADD-F2-003 EC50 of 1.2 mg 

as/L, SF 100, D. 

magna 

 

 

For azoxystrobin a regulatory acceptable concentration (RAC) of 0.55 µg as/L can be established and for 

cyproconazol a RAC of 2.3 µg as/L. 

For authorization in Germany, exposure assessment of surface water considers the two routes of entry (i) 

spraydrift and volatilization with subsequent deposition and (ii) run-off, drainage separately in order to 

allow risk mitigation measures separately for each entry route.  

1. Exposure by spraydrift and deposition following volatilization 

Based on the relevant toxicity of the active substance azoxystrobin, the calculated TER values for the risk 

to aquatic organism resulting from an exposure of surface water by spraydrift to ADD-F2-003 according 

to the use group A only achieve the acceptability criteria of TER ≥ 10, according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2 if 

appropriate risk mitigation measures (5 m buffer stripe or drift reducing technique) are applied. 

2. Exposure by surface run-off and drainage 

The concentration of the active substance azoxystrobin in adjacent ditches due to surface runoff and 

drainage was calculated using the model EXPOSIT 3.0.1. 

The calculated TER values for the risk to aquatic organisms resulting from an exposure of surface water 

by the active substances azoxystrobin and cyproconazole due to run-off and drainage according to the use 

group A achieve the acceptability criteria of TER ≥ 100 or 10 respectively, according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2, only if 

appropriate risk mitigation measures (10 m buffer stripe) are applied. 

For details see Part B, National Addendum-Germany, Section 6, chapters 6.6.3. 

Consequences for authorization: 

For the authorization of the plant protection product ADD-F2-003 the following labelling and conditions 

of use are mandatory: 

 

 

Required Labelling 

 

NW 262 azoxystrobin:  Navicula pelliculosa NOEC = 0.02 mg/L 
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cyproconazole:  Scenedesmus subspicatus NOEC = 0.0077 mg/L 

NW 264 azoxystrobin:  Mysidopsis bahia: EC50 = 0.055 mg/L 

  Oncorhynchus mykiss LC50 = 0.47 mg/L 

cyproconazole:  Daphnia magna NOEC = 0.023 mg/L 

  Pimephales promelas NOEC = 0.51 mg/L 

NW 265 azoxystrobin:  Lemna gibba NOEC = 0.4 mg/L 

cyproconazole:  Lemna gibba NOEC = 0.059 mg/L 

 

 

Safety precautions / Conditions of use 

All uses NW 468 

 NW 605-1/606 (common: 5 m, 50 % drift red.: 5 m) 

Use group E (026 - 030) NW 705 (5 m buffer stripe) 

3.1.6.3 Effects on Bees and Other Arthropod Species (Part B, Section 6, Points 10.4 and 

10.5) 

 

Bees  

Due to the results of laboratory tests ADD-F2-003 is considered to be practically non-toxic to bees. All 

hazard quotients are clearly below the trigger of 50, indicating that the intended use poses a low risk to 

bees in the field. Bee brood testing is not required since the test item is not an IGR.  

It is concluded that ADD-F2-003 will not adversely affect bees or bee colonies when used as 

recommended. 

 

Table 3.1.6.3-1: Results of laboratory bee toxicity studies 

Test substance Exposure route LD50 Reference 

ADD-F2-003 
oral 48 h > 376.6 µg product/bee  Kling, A. (2002)  

20021222/01-BLEU contact 48 h  > 549.5 µg product/bee  

azoxystrobin 

tech. 

oral 48 h > 25 µg as/bee * EFSA Journal 2010; 

 8(4):1542 contact 48 h > 200 µg as/bee * 

cyproconazole 

tech. 

oral 96 h > 100 µg as/bee * 
EFSA Journal 2010;  

8(11): 1897 contact 96 h > 100 µg as/bee * 

* EU agreed endpoint 

 

Other non-target arthropods 

Relevant for the risk assessment is a LR50 of 1591 ml/ha for T.Pyri derived from a 2 D glass plate study.  

The results of the assessment indicate an acceptable risk for non-target arthropods due to the intended use 

of ADD-F2-003 in all intended uses according to the label. No risk mitigation measures are required. 

 

3.1.6.4 Effects on Earthworms and Other Soil Marco-organisms (Part B, Section 6, Point 

10.6) 
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For German exposure assessment the applied soil depth is 2.5 cm for active substances with a Kf,oc < 500. 

This approach is based on experimental data (Fent, Löffler, Kubiak: Ermittlung der Eindringtiefe und 

Konzentrationsverteilung gesprühter Pflanzenschutzmittelwirkstoffe in den Boden zur Berechnung des 

PEC-Boden. Abschlussbericht zum Forschungsvorhaben FKZ 360 03 018, UBA, Berlin 1999). 

Table Overview effect on earthworms and other soil Organisms 

Species Substance Exposition 

Duration 

System 

Results 

Toxicity 

Eisenia fetida azoxystrobin chronic 

56 d 

NOEC = 10 mg a.s./kg soil dw 

Reproduction 

Eisenia fetida metabolite 

R234886 

chronic 

56 d 

NOEC = 16 mg/kg soil dw 

Reproduction 

Eisenia fetida cyproconazole chronic 

56 d 

NOECcorr. = 2.527 mg/kg soil dw 

Reproduction 

Eisenia fetida metabolite 

CGA71019 

chronic 

56 d 

NOEC = 1.0 mg/kg soil dw 

Reproduction 

Eisenia fetida ADD-F2-003 chronic 

56 d 

NOECcorr = 137.4 mg/kg soil dw 

Folsomia 

candida 

azoxystrobin chronic 

28 d 

NOECcorr. = 25 mg a.s./kg soil dw 

 

Folsomia 

candida 

cyproconazole chronic 

28 d 

NOEC = 55.8 mg a.s./kg soil dw 

Folsomia 

candida 

metabolite 

CGA71019 

chronic 

28 d 

NOEC = 1.8 mg/kg soil dw 

Organic matter 

breakdown (all 

organisms) 

azoxystrobin 6 months < 10 % effect 

Organic matter 

breakdown (all 

organisms) 

cyproconazole 6 months < 10 % effect 

 

Based on the predicted concentrations of the active substances and the formulation in soils, the TER 

values describing the acute and longterm risk for earthworms and other non-target soil organisms 

following exposure according to the GAP of the formulation ADD-F2-003 achieve the acceptability 

criteria TER ≥ 10 resp. TER ≥ 5 according to commission implementing regulation (EU) No 546/2011, 

Annex, Part I C, 2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable 

risk for soil organisms due to the intended use of ADD-F2-003 according to the label. 

 

3.1.6.5 Effects on organic matter breakdown (Part B, Section 6, Point 10.6) 

Not required but studies are available for azoxystrobin and cyproconazol, results are listed in chapter 

3.1.6.4. No relevant effects could be observed.  

 

3.1.6.6 Effects on Soil Non-target Micro-organisms (Part B, Section 6, Point 10.7) 

Based on the predicted concentrations of the active substances azoxystrobin and cyproconazole and their 

metabolites in soils, the risk to soil microbial processes following their exposure according to the GAP of 

the formulation ADD-F2-003 is considered to be acceptable according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2.  
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3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and 

Fauna) (Part B, Section 6, Point 10.8) 

 

Non-Target Plants 

 

Effects on non-target plants exposed to the formulation ADD-F2-003 were evaluated in a screening study 

for phytotoxic effects. The relevant endpoint for the risk assessment is an ER50 > 1000 ml product/ha. . 

Based on the predicted drift rates of ADD-F2-003 in off-field areas, the TER values describing the risk 

for non-target plants following exposure to the formulation according to the GAP achieve the 

acceptability criteria TER ≥ 10 according to commission implementing regulation (EU) No 546/2011, 

Annex, Part I C , 2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable 

risk for non-target terrestrial plants due to the intended use of ADD-F2-003 in all intended uses according 

to the label. 

 

Implications for labelling resulting from ecotoxicological assessment: 

 
For the authorization of the plant protection product ADD-F2-003 the following labelling and conditions 

of use are mandatory: 

Classification and labelling 

Relevant toxicity Active substance: Azoxystrobin (content 20 %) 

EC50 = 0.055 mg/L (M.bahia) 

NOEC = 0.00954 mg/L (M.bahia) 

M-factor = 10 

Active substance: Cyproconazole (content 8 %) 

EC50 = 0.023 mg/L (D.magna) 

M-factor = 1 

 

EC50 = 1.2 mg/L (D.magna) 

EbC50 = 0.478 mg/L 

Classification and labelling according to Regulation 1272/2008 

Hazard sysmbol GHS09 

Signal word Warning! 

Hazard statement H410 

 

Standard Phrases for special risks and safety precautions under Regulation (EU) 547/2011 Annex II and 

III / conditions of use 

All uses: 

NW 468  Fluids left over from application and their remains, products and their 

remains, empty containers and packaging, and cleansing and rinsing 

fluids must not be dumped in water. This also applies to indirect entry 

via the urban or agrarian drainage system and to rain-water and sewage 

canals. 

 

NW 605-1  When applying the product on areas adjacent to surface waters - except 

only occasionally but including periodically water bearing surface 

waters - the product must be applied with equipment which is registered 

in the index of 'Loss Reducing Equipment' of 14 October 1993 

('Bundesanzeiger' [Federal Gazette] No 205, p. 9780) as amended. 
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Depending on the drift reduction classes for the equipment stated 

below, the following buffer zones must be kept from surface waters. In 

addition to the minimum buffer zone from surface waters stipulated by 

state law, the ban on application in or in the immediate vicinity of 

waters must be observed at all times for drift reduction classes marked 

with "*".Drift reduction by  90%  * 

   75 % * 

   50% 5 m 

NW606 The only case in which the product may be applied without loss 

reducing equipment is when at least the buffer zone stated below is kept 

from surface waters - except only occasionally but including 

periodically water bearing surface waters. Violations may be punished 

by fines of up to 50 000 Euro. 

Buffer zone – 5 m 

 

Use group 

Group E  

NW 705 Between treated areas which have an incline of more than 2 % and surface 

waters - including periodically but excluding occasionally  water-bearing 

surface waters - there must be a buffer zone under complete plant cover. 

The buffer zone's protective function must not be impaired by the use of 

implements. It must be at least 5 m wide. This buffer zone is not necessary 

if: -sufficient catching systems are available for the water and soil 

transported by run-off, which do not flow into surface water or are not 

connected with the urban drainage system or  -the product is used for 

conservation or no-tillage methods. 

 

 

 

 

Other labels 

NW 262 The product is toxic for algae. 

NW 264 The product is toxic for fish and aquatic invertebrates. 

NW 265 The product is toxic for higher aquatic plants. 

 

3.1.7 Efficacy (Part B, Section 7, Point 8) 

ADD-F2-003 is a 280 g/L suspension concentrate (SC) formulation containing 200 g azoxystrobin and 

80 g cyproconazole per litre.  

Azoxystrobin and cyproconazole are two well established fungicide active substances already approved 

for use in cereals and in several other crops. The active substance azoxystrobin inhibits spore 

germination, mycelial growth and sporulation. It has preventative, translaminar and systemic properties. 

The mode of action of azoxystrobin is to bind to the bc1 segment of the electron transport chain causing 

interference with the electron flow at the cytochrome bc1 complex. Cyproconazole is a systemic fungicide 

with protective, curative and eradicant action and has activity against a range of fungal pathogens from a 

number of taxonomic groups. Cyproconazole belongs to the chemical group of triazoles. The biochemical 
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mode of action of cyproconazole is by interference with fungal ergosterol biosynthesis. Interference with 

sterol biosynthesis leads to disruption of membrane function, leakage of cytoplasmic contents and hyphal 

death. Triazole fungicides act by inhibiting the activity of C14 demethylase and are described as sterol 

demethylation inhibitors (DMI).  

 

Efficacy of ADD-F2-003 on cereals 

The applicant stated that all trials submitted follow the EPPO standards and were carried out by officially 

recognized test units in accordance with the principles of Good Experimental Practice (GEP). On the 

basis of the EPPO standard PP1/241 ‘Guidance on comparable climates’, the trials reported in the dossier 

are grouped and summarized by maritime, northeast and southeast EPPO zones. EPPO zones have been 

defined by taking into account differences between the agro-climatic sub-areas of the EPPO region. Trials 

have been carried out in Belgium, Czech Republic, Finland, France, Germany, Hungary, Latvia, 

Lithuania, Netherlands, Poland, Slovakia, Switzerland and United Kingdom between 2002 and 2011. 

 

Efficacy of ADD-F2-003 on other crops 

Product efficacy of ADD-F2-003 for the control of the principal fungal diseases on other crops than 

cereals was tested in several trials carried out in the four EPPO zones. Trials were carried out on mustard 

(1 trial), oilseed rape (19 trials), sugar beet (52 trials), sunflower (15 trials), peas (15 trials) and corn (3 

trials). In general, the claimed application rate of ADD-F2-003 is 1.0 L/ha (200 g/ha azoxystrobin and 

80 g/ha cyproconazole) with a maximum of two applications. On corn, the claimed application rate of 

ADD-F2-003 is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyproconazole) with a maximum of one 

application. Overall and throughout the four EPPO zones, it can be concluded from these results that 

ADD-F2-003 at the recommended application rate provides good to excellent control of all plant diseases 

claimed in the label and its efficacy is at least equivalent to the reference standards tested. Additional 

trials have been provided to the zRMS during ‘stop the clock’ period to further support the uses on sugar 

beet (9 trials), oilseed rape (34 trials) sunflower (6 trials) and corn (3 trials). These trials confirmed the 

efficacy of the product against the different diseases on cited crops 

 

Intended uses  

For uses 001-012 it can be concluded to accept the data provided by the applicant to demonstrate the 

effectiveness.  

 

Use 013 Erysiphe graminis: 

On the basis of expert knowledge and long-term field experience it can be concluded to accept the data 

provided by the applicant to demonstrate the effectiveness. 

 

Use 014: Septoria nodorum 

The presented data do not correspond with the requirements of the EPPO standards PP1/26, PP1/214, 

PP1/223 and PP1/226 for registration in the central zone. The number of trials (one) carried out in the 

maritime EPPO zone is understated according to the EPPO standard PP1/226. Taking into account the 

EPPO-Standard PP 1/214 the trial with an efficacy of 59.3% (inadequate achievement) do not show a 

sufficient effectiveness. No data were represented for the northeast and southeast EPPO zones. 

The requirement to demonstrate the effectiveness against Septoria nodorum in triticale was not fulfilled 

by the applicant. It can be concluded not to accept the intended use. 

 

Use 015: Septoria tritici 

The presented data do not correspond with the requirements of the EPPO standards PP1/26, PP1/214, 

PP1/223 and PP1/226 for registration in the central zone. The number of trials (eight) carried out in the 
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maritime EPPO zone is understated according to the EPPO standard PP1/226. Taking into account the 

EPPO-Standard PP 1/214 the trials with an efficacy of 67.4% (inadequate achievement) do not show a 

sufficient effectiveness. No data were represented for the northeast and southeast EPPO zones. 

The requirement to demonstrate the effectiveness against Septoria tritici in triticale was not fulfilled by 

the applicant. It can be concluded not to accept the intended use. 

 

Use 016: Puccinia recondita 

On the basis of expert knowledge and long-term field experience it can be concluded to accept the data 

provided by the applicant to demonstrate the effectiveness. 

 

Use 017: Puccinia striiformis 

The requirement to demonstrate the effectiveness against Puccinia striiformis in triticale was not fulfilled 

by the applicant. It can be concluded not to accept the intended use. 

 

Use 018: Erysiphe graminis 

On the basis of expert knowledge and long-term field experience it can be concluded to accept the data 

provided by the applicant to demonstrate the effectiveness. 

 

Use 019: Puccinia coronata 

The requirement for minor uses to demonstrate the effectiveness against Puccinia coronata in oat was not 

fulfilled by the applicant. It can be concluded not to accept the intended use. 

 

Use 020: Pyrenophora avenae 

The requirement for minor uses to demonstrate the effectiveness against Pyrenophora avenae in oat was 

not fulfilled by the applicant.  

It can be concluded not to accept the intended use. 

 

Use 021: Erysiphe graminis 

The requirement for minor uses to demonstrate the effectiveness against Erysiphe graminis in oat was not 

fulfilled by the applicant. It can be concluded not to accept the intended use. 

 

For uses 022-025 it can be concluded to accept the data provided by the applicant to demonstrate the 

effectiveness. 

 

Use 026-030: 

No data were submitted to support for individual intended uses in beans, no proposal for approval can be 

recommended by the zRMS. It can be concluded not to accept the intended uses. 

 

Use 031: Colletotrichum lindemuthianum 

No data were submitted to support for Colletotrichum lindemuthianum in peas, no proposal for approval 

can be recommended by the zRMS. It can be concluded not to accept the intended use. 

 

Use 032: Uromyces pisi 

The applicant did not submit the necessary number of 3 fully supportive trials per pathogen in more than 

one year as recommended in EPPO standard PP1/226.It can be concluded not to accept the data provided 

by the applicant to demonstrate the effectiveness against Uromyces pisi in peas. 

 

Use 033: Perenospora pisi 
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No data were submitted to support for Perenospora pisi in peas, no proposal for approval can be 

recommended by the zRMS. It can be concluded not to accept the intended use. 

 

Use 034: Erysiphe pisi 

Even though the efficacy of these one trial is excellent (91%) the necessary number of 3 fully supportive 

trials per pathogen as recommended in EPPO standard PP1/226 is not fulfilled.  

It can be concluded not to accept the data provided by the applicant to demonstrate the effectiveness 

against Erysiphe pisi in peas.  

 

Use 035: Sclerotinia sclerotorium 

The very restricted number of trials (one trial) does not fulfil the necessary number of 3 fully supportive 

trials per pathogen as recommended in EPPO standard PP1/226.  

Furthermore in this trial the disease incidence or severity is very low with fewer than 5%. This trial 

cannot be included in the assessment. Such trials will not provide any meaningful assessment of product 

effectiveness. It can be concluded not to accept the data provided by the applicant to demonstrate the 

effectiveness against Sclerotinia sclerotorium in peas. 

 

For uses 036-037 it can be concluded to accept the data provided by the applicant to demonstrate the 

effectiveness. 

 

Phytotoxicity 

Phytotoxicity was evaluated in 113 trials in wheat, 6 in durum wheat, 56 trials in winter barley, 21 trials 

in summer barley, 31 trials in rye, 17 trials on triticale, 62 trials in oilseed rape, 1 trial in mustard, 66 

trials in sugar beet, 24 trials in sunflower, 20 trials in peas and 16 trials in corn. No phytotoxic symptoms 

on treated host crop were observed in the majority of the trials. Some phytotoxicity symptoms were 

observed in wheat (4 trials), barley (1 trial) and sugar beet (1 trial). However, these symptoms were 

transient and negligible and did not affect the yield. Therefore, it can be concluded that application of 

ADD-F2-003 at the maximum recommended dose rate and with a maximum of two applications is safe to 

host crops. However, in case of especially sensitive or new varieties, it is recommended to carry out a 

small crop tolerance test before the product is used on a large scale.  

During many years of commercial use ADD-F2-003 showed excellent safety to a wide range of cereals 

and other crops. In addition, azoxystrobin and cyproconazole, as solo product or co-formulated with other 

active substances, are currently registered on a wide range of crops. No negative effects on propagation 

material or on most adjacent crops have been observed. However, azoxystrobin can be highly damaging 

to some apple varieties (Macintosh and Macintosh-derived varieties). Spray drift from applications of 

ADD-F2-003 to orchards of pome fruit must be avoided.  

 

Adverse effects on beneficial organisms (other than bees)  

The toxicity of ADD-F2-003 on beneficial organisms has been investigated by carrying out tests under 

laboratory conditions Typhlodromus pyri and under extended laboratory conditions on Aphidius 

rhopalosiphi.  

On the basis of these results effects of 25 – 50% are expected for populations of Aphidius rhopalosiphi, 

when ADD-F2-003 is applied according to the recommended use pattern, i.e. maximal two applications of 

maximal 1.0 L/ha to proposed crops.  

The indicator test species Typhlodromus pyri is not a relevant antagonist for the proposed crops. 

However, the results for Typhlodromus pyri indicate that populations of relevant predatory mites and 

spiders in the proposed crops would suffer losses from two applications of A12910. 
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ADD-F2-003 is classified as slightly harmful for populations of relevant beneficial insects. 

ADD-F2-003 is classified as harmful for populations of relevant predatory mites and spiders. 

 

Resistance risk 

The product ADD-F2-003 contains the active substances azoxystrobin at 200 g/L and cyproconazole at 

80 g/L. The two active substances belongs to different mode of action groups: azoxystrobin is a QoI 

fungicide, while cyproconazole is a DMI fungicide. There is no cross-resistance between these different 

modes of action groups. The product is recommended for 1-2 treatments per crop season. Based on the 

different modes of action of its components the product is conforming to the requirements of resistance 

management. The two active substances complement each other also in their spectrum and type of 

activity: the QoI fungicide azoxystrobin provides primarily long lasting preventive disease control, while 

the DMI fungicide cyproconazole also provides curative and eradicative activity. Sensitivity to both 

modes of action groups is monitored routinely since many years for the most important target pathogens. 

Monitoring programs and recommendations for resistance management are coordinated by the QoI and 

SBI (DMI) working groups of FRAC. 

The risk of reduced field performance for the combination product ADD-F2-003 is highest, when used 

against Erysiphe graminis in cereals. Under conditions of high disease pressure and especially in sensitive 

varieties to this disease, it is advisable to include a product with another mode of action into the spray 

program. In areas where QoI’s and DMI fungicides have been used intensively against Septoria tritici for 

many years it is also advisable to include a product with a different mode of action in the spray program 

to assure optimal disease control. Against all other diseases in cereals or in the other target crops for 

ADD-F2-003 the risk of reduced field performance of the product based on resistance can be considered 

as low. However, it is an important part of any effective resistance management strategy to include 

different products with different modes of action in spray programs, whenever feasible.   

 

 

3.2 Conclusions  

 

With respect to physical, chemical and technical properties of the formulation an authorisation can be 

granted. 

With respect to analytical methods (formulation and residues) an authorisation can be granted. 

With respect to toxicology, residues and consumer protection an authorisation can be granted. 

 

With respect to fate and ecotoxicology assessment, an authorisation can be granted. Considering an 

application in accordance with the evaluated use pattern and good agricultural practice as well as strict 

observance of the conditions of use no harmful effects on groundwater or adverse effects on the 

ecosystem are to be apprehended. 

 

With respect to efficacy and sustainable use an authorisation can be granted for the uses 001-013, 016, 

018, 022-025 and 036-037. 

The product is classified as non-hazardous to bees. 

 

An authorisation can be granted for the uses 001-013, 016, 018, 022-025 and 036-037. 

 

3.3 Further information to permit a decision to be made or to support a review of the 

conditions and restrictions associated with the authorisation 
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The following information is required in order to obtain (a prolongation of) the authorisation: 

 

Annex point Data 

Annex II 7.12 Submission of the results of a groundwater monitoring for the metabolite 1,2,4-

Triazole of cyproconazole according to § 36 paragraph 5 PflSchG after authorization. 

The concept has to be developed together with the authorization agencies. The 

monitoring results have to be submitted annually. 
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Appendix 1 – Copy of the product authorisation 

See Appendix 4 

 

Appendix 2 – Copy of the product label 

The submitted draft product label has been checked by the competent authority. The applicant is 

requested to amend the product label in accordance with the decisions made by the competent 

authority. The final version of the label is not available, because the layout is the sole 

responsibility of the applicant and will not be checked again. 

 

Appendix 3 – Letter of Access 

Letter(s) of access is/are classified as confidential and, thus, are not attached to this document. 

 

Appendix 4 – Copy of the product authorisation 

See below 



Bundesamt für Verbraucherschutz und Lebensmittelsicherheit
Dienstsitz Braunschweig • Postfach 15 64 • 38005 Braunschweig

Dr. Claudia Bock
Referentin

Syngenta Agro GmbH
Am Technologiepark 1 -5
63477 Maintal

TELEFON +49 (0)531 299-3471

TELEFAX +49 (0)531 299-3002

E-MAIL claudia.bock@bvl.bund.de

IHR ZEICHEN

IHRE NACHRICHT VOM

AKTENZEICHEN 200.22100.008015-00/00.85876
(bitte bei Antwort angeben)

DATUM 25. April 2018

ZV1 008015-00/00

ADD-F2-003

Zulassungsverfahren für Pflanzenschutzmittel

Bescheid

Das oben genannte Pflanzenschutzmittel

mit den Wirkstoffen: 200 g/l Azoxystrobin

80 g/l Cyproconazol

Zulassungsnummer: 008015-00

Versuchsbezeichnungen: SYD-21370-F-0-SC

Antrag vom: 10. Juli 2013

wird auf der Grundlage von Art. 29 der Verordnung (EG) Nr. 1107/2009 des Europäischen 

Parlaments und des Rates vom 21. Oktober 2009 über das Inverkehrbringen von Pflanzen-

schutzmitteln und zur Aufhebung der Richtlinien 79/117/EWG und 91/414/EWG des Rates 

(ABl. L 309 vom 24.11.2009, S. 1), wie folgt zugelassen:

Zulassungsende

Die Zulassung endet am 31. Mai 2022. 

Das Bundesamt für Verbraucherschutz und Lebensmittelsicherheit im Internet: www.bvl.bund.de
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Festgesetzte Anwendungsgebiete bzw. Anwendungen

Es werden folgende Anwendungsgebiete bzw. Anwendungen festgesetzt (siehe Anlage 1):

Anwendungs-

nummer

Schadorganismus/

Zweckbestimmung

Pflanzen/-erzeugnisse/

Objekte

Verwendungszweck

008015-00/00-012 Braunrost (Puccinia 

recondita)

Roggen

008015-00/00-016 Braunrost (Puccinia 

recondita)

Triticale

008015-00/00-003 Braunrost (Puccinia 

recondita)

Weizen

008015-00/00-022 Cercospora beticola Zuckerrübe

008015-00/00-006 DTR-Blattdürre 

(Drechslera tritici-re-

pentis)

Weizen

008015-00/00-023 Echter Mehltau (Ery-

siphe betae)

Zuckerrübe

008015-00/00-010 Echter Mehltau (Ery-

siphe graminis)

Gerste

008015-00/00-013 Echter Mehltau (Ery-

siphe graminis)

Roggen

008015-00/00-018 Echter Mehltau (Ery-

siphe graminis)

Triticale

008015-00/00-005 Echter Mehltau (Ery-

siphe graminis)

Weizen

008015-00/00-004 Gelbrost (Puccinia 

striiformis)

Weizen

008015-00/00-009 Netzfleckenkrankheit 

(Pyrenophora teres)

Gerste

008015-00/00-024 Ramularia-Blattfle-

cken (Ramularia 

beticola)

Zuckerrübe

008015-00/00-037 Rapsschwärze 

(Alternaria brassi-

cae)

Raps

008015-00/00-008 Rhynchosporium 

secalis

Gerste
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Anwendungs-

nummer

Schadorganismus/

Zweckbestimmung

Pflanzen/-erzeugnisse/

Objekte

Verwendungszweck

008015-00/00-011 Rhynchosporium 

secalis

Roggen

008015-00/00-025 Rübenrost (Uromy-

ces betae)

Zuckerrübe

008015-00/00-036 Sclerotinia sclero-

tiorum

Raps

008015-00/00-001 Septoria nodorum Weizen

008015-00/00-002 Septoria-Blattdürre 

(Septoria tritici)

Weizen

008015-00/00-007 Zwergrost (Puccinia 

hordei)

Gerste

Festgesetzte Anwendungsbestimmungen

Es werden folgende Anwendungsbestimmungen gemäß § 36 Abs. 1 S. 1 des Gesetzes zum 

Schutz der Kulturpflanzen (Pflanzenschutzgesetz - PflSchG) vom 6. Februar 2012 (BGBl. I 

S. 148, 1281), zuletzt geändert durch Artikel 4 Absatz 84 des Gesetzes vom 18. Juli 2016 

(BGBl. I S. 1666), festgesetzt:

(NW468)

Anwendungsflüssigkeiten und deren Reste, Mittel und dessen Reste, entleerte Behältnisse 

oder Packungen sowie Reinigungs- und Spülflüssigkeiten nicht in Gewässer gelangen las-

sen. Dies gilt auch für indirekte Einträge über die Kanalisation, Hof- und Straßenabläufe 

sowie Regen- und Abwasserkanäle.

Begründung:

Der im o.g. Pflanzenschutzmittel enthaltene Wirkstoff Azoxystrobin weist aufgrund seiner 

Toxizität ein hohes Gefährdungspotenzial für aquatische Organismen auf. Bewertungsbe-

stimmend ist hier die EC50 für Mysidopsis bahia von 55 µg/L. Jeder Eintrag von Rückstän-

den in Oberflächengewässer, der den Eintrag als Folge der bestimmungsgemäßen und 

sachgerechten Anwendung des Mittels entsprechend der guten fachlichen Praxis übersteigt, 

würde daher zu einer Gefährdung des Naturhaushaltes aufgrund von nicht akzeptablen Aus-

wirkungen auf Gewässerorganismen führen. Da ein erheblicher Anteil der in Oberflächenge-

wässern nachzuweisenden Pflanzenschutzmittelfrachten auf Einträge aus kommunalen Klär-

anlagen zurückzuführen ist, muss dieser Gefährdung durch die bußgeldbewehrte Anwen-

dungsbestimmung durchsetzbar begegnet werden.

Siehe anwendungsbezogene Anwendungsbestimmungen in Anlage 1, jeweils unter Nr. 3.
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Verpackungen

Gemäß § 36 Abs. 1 S. 2 Nr. 1 PflSchG sind für das Pflanzenschutzmittel die nachfolgend 

näher beschriebenen Verpackungen für den beruflichen Anwender zugelassen:

Verpackungs-

art

Verpackungs-

material

Anzahl Inhalt

von bis von bis Einheit

Flasche HDPE 1 1,00 l

Flasche PET 1 1,00 l

Kanister HDPE 1 5,00 20,00 l

Kanister PET 1 5,00 20,00 l

Die Verpackungen für den beruflichen Anwender sind wie folgt zu kennzeichnen:

Anwendung nur durch berufliche Anwender zulässig.

Auflagen

Die Zulassung wird mit folgenden Auflagen gemäß § 36 Abs. 3 S. 1 PflSchG verbunden:

Kennzeichnungsauflagen:

(NN2001)

Das Mittel wird als schwach schädigend für Populationen relevanter Nutzinsekten eingestuft.

(NN3002)

Das Mittel wird als schädigend für Populationen relevanter Raubmilben und Spinnen einge-

stuft.

(NW262)

Das Mittel ist giftig für Algen.

(NW264)

Das Mittel ist giftig für Fische und Fischnährtiere.

(NW265)

Das Mittel ist giftig für höhere Wasserpflanzen.

(SB001)

Jeden unnötigen Kontakt mit dem Mittel vermeiden. Missbrauch kann zu Gesundheitsschä-

den führen.

(SB005)
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Ist ärztlicher Rat erforderlich, Verpackung oder Etikett des Produktes bereithalten.

(SB010)

Für Kinder unzugänglich aufbewahren.

(SB111)

Für die Anforderungen an die persönliche Schutzausrüstung beim Umgang mit dem Pflan-

zenschutzmittel sind die Angaben im Sicherheitsdatenblatt und in der Gebrauchsanweisung 

des Pflanzenschutzmittels sowie die BVL-Richtlinie "Persönliche Schutzausrüstung beim 

Umgang mit Pflanzenschutzmitteln" des Bundesamtes für Verbraucherschutz und Lebens-

mittelsicherheit (www.bvl.bund.de) zu beachten.

(SB166)

Beim Umgang mit dem Produkt nicht essen, trinken oder rauchen.

(SF245-02)

Es ist sicherzustellen, dass behandelte Flächen/Kulturen erst nach dem Abtrocknen des 

Pflanzenschutzmittelbelages wieder betreten werden.

(SS110-1)

Beim Umgang mit dem unverdünnten Mittel sind Schutzhandschuhe (Pflanzenschutz) zu tra-

gen.

(SS206)

Arbeitskleidung (wenn keine spezifische Schutzkleidung erforderlich ist) und festes Schuh-

werk (z.B. Gummistiefel) tragen bei der Ausbringung/Handhabung von Pflanzenschutzmit-

teln.

(SS2101)

Schutzanzug gegen Pflanzenschutzmittel und festes Schuhwerk (z.B. Gummistiefel) tragen 

beim Umgang mit dem unverdünnten Mittel.

(SS530)

Gesichtsschutz tragen beim Umgang mit dem unverdünnten Mittel.

(SS610)

Gummischürze tragen beim Umgang mit dem unverdünnten Mittel.
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(WMFC3)

Wirkungsmechanismus (FRAC-Gruppe): C3

(WMFG1)

Wirkungsmechanismus (FRAC-Gruppe): G1

Siehe anwendungsbezogene Kennzeichnungsauflagen in Anlage 1, jeweils unter Nr. 2.

Sonstige Auflagen:

(WH952)

Auf der Verpackung und in der Gebrauchsanleitung ist die Angabe zur Kennzeichnung des 

Wirkungsmechanismus als zusätzliche Information direkt jedem entsprechenden Wirk-

stoff-namen zuzuordnen.

Die Zulassung wird mit folgenden Auflagen gemäß § 36 Abs. 5 PflSchG 
verbunden:

Dem Bundesamt für Verbraucherschutz und Lebensmittelsicherheit sind Unterlagen zu den 

nachfolgend aufgeführten Punkten und den dabei jeweils genannten Terminen vorzulegen:

Antragspunkt:

KIIA 7.12 (1,2,4-Triazole)

Termin:

30. Juni 2018

Forderung:

Vorlage des jährlichen Zwischenberichtes und - nach Rücksprache mit den beteiligten Behör-

den nach Abschluss der Studie - Vorlage des Endberichtes gem. § 36(5) PflSchG.

Begründung:

Mit Schreiben vom 29.04.2014 legte die TDMG den Report -Retrospective Survey of 1,2,4-

Triazole in Groundwater Samples From Monitoring Sites in Areas With High Levels of Tria-

zole Fungicide Usage - vor.  Im Ergebnis des Survey sind laut TDMG keine Einträge des 

Metaboliten 1,2,4-Triazol > 0,1 µg/L im Grundwasser zu erwarten.

Der vorgelegte Bericht enthält zwar initiale Informationen über den Gehalt von 1,2,4-Triazol 

im Grundwasser aus bereits abgeschlossenen bzw. laufenden Monitoringstudien nach 

Anwendung in Getreide und Raps, kann aber das geforderte zulassungsbegleitende Grund-

wasser-Monitoring (mit den konservativeren Parametern (Zuckerrübe-, Gemüsekultur, 

Anwendungshäufigkeit, Wirkstoffauswahl) nicht ersetzen. Die Informationen aus dem vorge-

legten Report (siehe oben) reichen nicht aus, um ein Grundwasserrisiko durch den Metaboli-

ten 1,2,4-Triazol über die Anwendung von Pflanzenschutzmitteln auszuschließen.

Da der Metabolit 1,2,4-Triazol nicht in den Überwachungsprogrammen der Länderbehörden 
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berücksichtigt ist und gemäß aktuellen Recherchen vermutlich auch nicht durch Wasser-ver-

sorgungsunternehmen im Grund- und Rohwasser untersucht wird, fehlen weiterhin geeig-

nete Daten zur Bewertung des Grundwasserrisikos durch den Metaboliten. Zum Schutz der 

Ressource Grundwasser ist gem. Art. 4 Abs. 3 Buchstabe b der Verordnung (EG) Nr. 

1107/2009 eine sichere Anwendung zu gewährleisten.

Die Forderung nach einem zulassungsbegleitenden Grundwasser-Monitoring für den o.g. 

Metaboliten bleibt somit weiterhin bestehen. Auf die Notwendigkeit einer Abstimmung des 

Studiendesigns sowie potentieller Studienstandorte mit dem Umweltbundesamt wird aus-

drücklich hingewiesen.

Unter Berücksichtigung der für die Erarbeitung dieser Unterlagen sowie ihrer Prüfung erfor-

derlichen Zeitdauer sind die Studien zu den oben genannten Terminen vorzulegen. Ich weise 

darauf hin, dass mir § 36 Abs. 5 S. 3 PflSchG für den Fall der nicht fristgerechten Erfüllung 

dieser Auflage die Möglichkeit eröffnet, das Ruhen der Zulassung anzuordnen. Ferner eröff-

net mir in diesem Fall § 49 Abs. 2 Nr. 2 VwVfG auch die Möglichkeit des Widerrufs der Zulas-

sung.

Vorbehalt

Dieser Bescheid wird mit dem Vorbehalt der nachträglichen Aufnahme, Änderung oder 

Ergänzung von Anwendungsbestimmungen und Auflagen verbunden.

Angaben zur Einstufung und Kennzeichnung gemäß Verordnung (EG) 
Nr. 1272/2008

Signalwort:

(S2) Gefahr

Gefahrenpiktogramme:

(GHS07) Ausrufezeichen

(GHS08) Gesundheitsgefahr

(GHS09) Umwelt

Gefahrenhinweise (H-Sätze):

(H302)

Gesundheitsschädlich bei Verschlucken.

(H332)

Gesundheitsschädlich bei Einatmen.
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(H361D)

Kann vermutlich das Kind im Mutterleib schädigen.

(H410)

Sehr giftig für Wasserorganismen mit langfristiger Wirkung.

(EUH 208-0098)

Enthält 1,2-Benzisothiazol-3(2H)-on. Kann allergische Reaktionen hervorrufen.

(EUH 401)

Zur Vermeidung von Risiken für Mensch und Umwelt die Gebrauchsanleitung einhalten.

Sicherheitshinweise (P-Sätze):

(P101)

Ist ärztlicher Rat erforderlich, Verpackung oder Kennzeichnungsetikett bereithalten.

(P102)

Darf nicht in die Hände von Kindern gelangen.

(P201)

Vor Gebrauch besondere Anweisungen einholen.

(P261)

Einatmen von Staub/Rauch/Gas/Nebel/Dampf/Aerosol vermeiden.

(P264)

Nach Gebrauch ... gründlich waschen.

(P270)

Bei Gebrauch nicht essen, trinken oder rauchen.

(P280)

Schutzhandschuhe/Schutzkleidung/Augenschutz/Gesichtsschutz tragen.

(P301+P330)

BEI VERSCHLUCKEN: Mund ausspülen.

(P308+P310)
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BEI Exposition oder falls betroffen: Sofort GIFTINFORMATIONSZENTRUM oder Arzt anru-

fen.

(P391)

Verschüttete Mengen aufnehmen.

(P405)

Unter Verschluss aufbewahren.

(P501)

Inhalt/Behälter ... zuführen.

Abgelehnte Anwendungsgebiete bzw. Anwendungen

Für folgende Anwendungsgebiete bzw. Anwendungen lehne ich Ihren Antrag ab (siehe 

Anlage 2):

Anwendungs-

nummer

Schadorganismus/

Zweckbestimmung

Pflanzen/-erzeugnisse/

Objekte

Verwendungszweck

008015-00/00-027 Ackerbohnenrost 

(Uromyces viciae-fa-

bae)

Ackerbohne

008015-00/00-026 Brennfleckenkrank-

heit (Colletotrichum 

lindemuthianum)

Ackerbohne

008015-00/00-031 Brennfleckenkrank-

heit (Colletotrichum 

lindemuthianum)

Futtererbse

008015-00/00-021 Echter Mehltau (Ery-

siphe graminis)

Hafer

008015-00/00-029 Echter Mehltau (Ery-

siphe pisi)

Ackerbohne

008015-00/00-034 Echter Mehltau (Ery-

siphe pisi)

Futtererbse

008015-00/00-032 Erbsenrost (Uromy-

ces pisi)

Futtererbse

008015-00/00-033 Falscher Mehltau 

(Peronospora pisi)

Futtererbse

008015-00/00-028 Falscher Mehltau 

(Peronospora viciae)

Ackerbohne
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Anwendungs-

nummer

Schadorganismus/

Zweckbestimmung

Pflanzen/-erzeugnisse/

Objekte

Verwendungszweck

008015-00/00-017 Gelbrost (Puccinia 

striiformis)

Triticale

008015-00/00-019 Haferkronenrost 

(Puccinia coronata)

Hafer

008015-00/00-030 Sclerotinia sclero-

tiorum

Ackerbohne

008015-00/00-035 Sclerotinia sclero-

tiorum

Futtererbse

008015-00/00-014 Septoria nodorum Triticale

008015-00/00-015 Septoria-Blattdürre 

(Septoria tritici)

Triticale

008015-00/00-020 Streifenkrankheit 

(Pyrenophora ave-

nae)

Hafer

Hinweise

Auf dem Etikett und in der Gebrauchsanleitung kann angegeben werden:

(NB6641)

Das Mittel wird bis zu der höchsten durch die Zulassung festgelegten Aufwandmenge oder 

Anwendungskonzentration, falls eine Aufwandmenge nicht vorgesehen ist, als nicht bienen-

gefährlich eingestuft (B4).

Weitere Hinweise und Bemerkungen

Vorsorglich weise ich darauf hin, dass bisher mitgeteilte Forderungen bestehen bleiben, 

soweit sie noch nicht erfüllt sind.

Unterbleibt eine Beanstandung der vorgelegten Gebrauchsanleitung, so ist daraus nicht zu 

schließen, dass sie als ordnungsgemäß angesehen wird. Die Verantwortung des Zulas-

sungsinhabers für die Übereinstimmung mit dem Zulassungsbescheid bleibt bestehen.

Hinsichtlich der Gebühren erhalten Sie einen gesonderten Bescheid.
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Rechtsbehelfsbelehrung

Gegen diesen Bescheid kann innerhalb eines Monats nach Bekanntgabe Widerspruch

erhoben werden. Der Widerspruch ist bei dem Bundesamt für Verbraucherschutz und

Lebensmittelsicherheit, Messeweg 11/12, 38104 Braunschweig, schriftlich oder zur

Niederschrift einzulegen.

Mit freundlichen Grüßen

im Auftrag

gez. Dr. Martin Streloke

Abteilungsleiter

Dieses Schreiben wurde maschinell erstellt und ist daher ohne Unterschrift gültig.

Anlage
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Anlage 1 zugelassene Anwendung: 008015-00/00-001

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria nodorum

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Das Pflanzenschutzmittel A12910C bzw. der darin enthaltene Wirkstoff Azoxystrobin weist 

ein hohes Gefährdungspotenzial für aquatische Organismen, insbesondere aquatische Inver-

tebraten auf. Bewertungsbestimmend ist hier die EC50 für Mysidopsis bahia von 55 µg/L. 

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 100 ist 

nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-

1/606 erforderlich, um einen ausreichenden Schutz von Gewässerorganismen vor Einträgen 

des Wirkstoffs Azoxystrobin in Oberflächengewässer zu gewährleisten. Weitere Informatio-

nen hierzu sind nationalen Addendum zum Part B des Draft Registration Report zu entneh-

men (Sektion 6, Kapitel 6).

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-002

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria-Blattdürre (Septoria tritici)

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-003

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-004

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Gelbrost (Puccinia striiformis)

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-005

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-006

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: DTR-Blattdürre (Drechslera tritici-repentis)

Pflanzen/-erzeugnisse/Objekte: Weizen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Weizen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-007

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Zwergrost (Puccinia hordei)

Pflanzen/-erzeugnisse/Objekte: Gerste

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Gerste

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.

B
V

L
_

F
O

_
0
5

_
2
4
3

7
_
2
0

0
_
V

1
.8



SEITE 26 VON 69

Anlage 1 zugelassene Anwendung: 008015-00/00-008

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rhynchosporium secalis

Pflanzen/-erzeugnisse/Objekte: Gerste

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Gerste

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-009

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Netzfleckenkrankheit (Pyrenophora teres)

Pflanzen/-erzeugnisse/Objekte: Gerste

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Gerste

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-010

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte: Gerste

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Gerste

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-011

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rhynchosporium secalis

Pflanzen/-erzeugnisse/Objekte: Roggen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Roggen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-012

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte: Roggen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Roggen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-013

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte: Roggen

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.
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2.3 Wartezeiten

(F) Freiland: Roggen

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-016

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte: Triticale

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Triticale

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-018

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte: Triticale

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

(F) Freiland: Triticale

Die Wartezeit ist durch die Anwendungsbedingungen 

und/oder die Vegetationszeit abgedeckt, die zwischen 

Anwendung und Nutzung (z. B. Ernte) verbleibt bzw. 

die Festsetzung einer Wartezeit in Tagen ist nicht 

erforderlich.
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-022

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Cercospora beticola

Pflanzen/-erzeugnisse/Objekte: Zuckerrübe

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 39 bis 49

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Zuckerrübe
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-023

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe betae)

Pflanzen/-erzeugnisse/Objekte: Zuckerrübe

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 39 bis 49

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Zuckerrübe
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.

B
V

L
_

F
O

_
0
5

_
2
4
3

7
_
2
0

0
_
V

1
.8



SEITE 46 VON 69

Anlage 1 zugelassene Anwendung: 008015-00/00-024

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Ramularia-Blattflecken (Ramularia beticola)

Pflanzen/-erzeugnisse/Objekte: Zuckerrübe

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 39 bis 49

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Zuckerrübe
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-025

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rübenrost (Uromyces betae)

Pflanzen/-erzeugnisse/Objekte: Zuckerrübe

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 39 bis 49

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Für den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen. 

Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Zuckerrübe
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3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-036

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Sclerotinia sclerotiorum

Pflanzen/-erzeugnisse/Objekte: Raps

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 61 bis 81

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Raps

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 1 zugelassene Anwendung: 008015-00/00-037

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rapsschwärze (Alternaria brassicae)

Pflanzen/-erzeugnisse/Objekte: Raps

Verwendungszweck:

2 Kennzeichnungsauflagen

2.1 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 61 bis 81

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW709)

Bei wiederholten Anwendungen des Mittels oder von Mitteln derselben Wirkstoffgruppe kön-

nen Wirkungsminderungen eintreten oder eingetreten sein. Um Resistenzbildungen vorzu-

beugen, das Mittel möglichst im Wechsel mit Mitteln aus anderen Wirkstoffgruppen verwen-

den.

2.3 Wartezeiten

35 Tage Freiland: Raps

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flächen in Nachbarschaft von Oberflächengewässern - aus-

genommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - muss mit einem Gerät erfolgen, das in das Verzeichnis "Verlustmin-

B
V

L
_

F
O

_
0
5

_
2
4
3

7
_
2
0

0
_
V

1
.8



SEITE 53 VON 69

dernde Geräte" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-

tenden Fassung eingetragen ist. Dabei sind, in Abhängigkeit von den unten aufgeführten 

Abdriftminderungsklassen der verwendeten Geräte, die im Folgenden genannten Abstände 

zu Oberflächengewässern einzuhalten. Für die mit "*" gekennzeichneten Abdriftminderungs-

klassen ist, neben dem gemäß Länderrecht verbindlich vorgegebenen Mindestabstand zu 

Oberflächengewässern, das Verbot der Anwendung in oder unmittelbar an Gewässern in 

jedem Fall zu beachten.

reduzierte Abstände: 50% 5 m, 75% *, 90% *

Begründung:

Siehe unter Anwendung 001.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur möglich, wenn bei der Anwen-

dung des Mittels mindestens unten genannter Abstand zu Oberflächengewässern - ausge-

nommen nur gelegentlich wasserführende, aber einschließlich periodisch wasserführender 

Oberflächengewässer - eingehalten wird. Zuwiderhandlungen können mit einem Bußgeld bis 

zu einer Höhe von 50.000 Euro geahndet werden.

5 m

Begründung:

Siehe unter Anwendung 001.
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-014

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria nodorum

Pflanzen/-erzeugnisse/Objekte: Triticale

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

Gemäß Abschnitt 6 Wirksamkeitsdaten des Anhangs der Verordnung (EU) Nr. 284/2013, Pkt. 

6.1 und 6.2 in Verbindung mit EPPO-Richtlinie PP 1/226(1) muss die Wirkung inkl. Grenzauf-

wand belegt werden. Es sind dazu 6 - 15 valide Wirkungsversuche inkl. Grenzaufwandversu-

che aus möglichst 2 Versuchsjahren erforderlich.

Die von Ihnen eingereichten Unterlagen erfüllen diese Anforderungen nicht, weil nicht genü-

gend valide Versuche vorliegen. Die Anzahl der Wirkungsversuche war zu gering.

Zudem war der Wirkungsgrad aus der eingereichten Studie deutlich zu gering für eine hinrei-

chende Wirksamkeit bzw. um der landwirtschaftlichen Praxis einen Nutzen zu erbringen
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-015

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria-Blattdürre (Septoria tritici)

Pflanzen/-erzeugnisse/Objekte: Triticale

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 014
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-017

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Gelbrost (Puccinia striiformis)

Pflanzen/-erzeugnisse/Objekte: Triticale

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

Wirksamkeit:

Gemäß Abschnitt 6 Wirksamkeitsdaten des Anhangs der Verordnung (EU) Nr. 284/2013, Pkt.

6.1 und 6.2 in Verbindung mit EPPO-Richtlinie PP 1/226(1) muss die Wirkung inkl. Grenzauf-

wand

belegt werden. Es sind dazu 6 - 15 valide Wirkungsversuche inkl. Grenzaufwandversuche

aus möglichst 2 Versuchsjahren erforderlich.

Die von Ihnen eingereichten Unterlagen erfüllen diese Anforderungen nicht, weil nicht genü-

gend valide Versuche vorliegen. Die Anzahl der Wirkungsversuche war zu gering.
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-019

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Haferkronenrost (Puccinia coronata)

Pflanzen/-erzeugnisse/Objekte: Hafer

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-020

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Streifenkrankheit (Pyrenophora avenae)

Pflanzen/-erzeugnisse/Objekte: Hafer

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-021

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte: Hafer

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 31 bis 59

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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Anlage 2 nicht zugelassene Anwendung: 008015-00/00-026

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Brennfleckenkrankheit (Colletotrichum lindemuthia-

num)

Pflanzen/-erzeugnisse/Objekte: Ackerbohne

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 61 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-027

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Ackerbohnenrost (Uromyces viciae-fabae)

Pflanzen/-erzeugnisse/Objekte: Ackerbohne

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 62 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-028

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Falscher Mehltau (Peronospora viciae)

Pflanzen/-erzeugnisse/Objekte: Ackerbohne

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 63 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-029

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe pisi)

Pflanzen/-erzeugnisse/Objekte: Ackerbohne

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 64 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-030

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Sclerotinia sclerotiorum

Pflanzen/-erzeugnisse/Objekte: Ackerbohne

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 65 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-031

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Brennfleckenkrankheit (Colletotrichum lindemuthia-

num)

Pflanzen/-erzeugnisse/Objekte: Futtererbse

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017

B
V

L
_

F
O

_
0
5

_
2
4
3

7
_
2
0

0
_
V

1
.8



SEITE 66 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-032

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Erbsenrost (Uromyces pisi)

Pflanzen/-erzeugnisse/Objekte: Futtererbse

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 67 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-033

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Falscher Mehltau (Peronospora pisi)

Pflanzen/-erzeugnisse/Objekte: Futtererbse

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 68 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-034

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe pisi)

Pflanzen/-erzeugnisse/Objekte: Futtererbse

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 017
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SEITE 69 VON 69

Anlage 2 nicht zugelassene Anwendung: 008015-00/00-035

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Sclerotinia sclerotiorum

Pflanzen/-erzeugnisse/Objekte: Futtererbse

Verwendungszweck:

2 Angaben zur sachgerechten Anwendung

Einsatzgebiet: Ackerbau

Anwendungsbereich: Freiland

Anwendung im Haus- und

Kleingartenbereich: Nein

Stadium der Kultur: 51 bis 69

Anwendungszeitpunkt: Ab Frühjahr bei Befallsbeginn bzw. bei Sichtbarwer-

den der ersten Symptome

Maximale Zahl der Behandlungen

  - in dieser Anwendung: 2

  - für die Kultur bzw. je Jahr: 2

  - Erläuterungen Anzahl

    Behandlungen: zeitlicher Abstand der Behandlungen mindestens 21 

Tage

Anwendungstechnik: spritzen

Aufwand:

  - 1 l/ha in 200 bis 400 l Wasser/ha

3 Begründung

Wirksamkeit:

siehe Begründung Anwendung 014
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Introduction 

This document summarises the information related to the identity, the physical and chemical properties, 

the data on application, further information and the classification for the product A12910C (Amistar Xtra 

280 SC) containing the active substances azoxystrobin and cyproconazole which were approved 

according to Regulation (EC) No 1107/2009. 

 

This product was not the representative formulation. The product has not been previously evaluated 

according to Uniform Principles.  

 

 

The following table provides the EU endpoints to be used in the evaluation. 

 

Agreed EU End-points  

End-Point Azoxystrobin 
Reg. (EU) No 703/2011 

Cyproconazole 
Reg. (EU) No 540/2011 

Purity of active substance min 930 g/kg min 940 g/kg 

Relevant impurities  Z-Isomer  max. 25 g/kg, 

Toluol  max.   2 g/kg 

 -  

 

 

Appendix 1 of this document contains the list of references included in this document for support of the 

evaluation.  

 

Information on the detailed composition of A12910C can be found in the confidential dossier of this 

submission (Registration Report - Part C). 
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IIIA 1 IDENTITY OF THE PLANT PROTECTION PRODUCT 

IIIA 1.1 Applicant 

 

    Syngenta Agro GmbH 

    Am Technologiepark 1-5 

    63477 Maintal 

    Germany 

 

 Contact person:  XXXXX 

 Tel.No.:  XXXXX 

 Fax No:   XXXXX 

 e-mail:   XXXXX 

 

IIIA 1.2 Manufacturer of the Preparation, Manufacturer and Purity of the Active 

Substance(s) 

IIIA 1.2.1 Manufacturer(s) of the preparation 

Confidential information - data provided separately (Part C). 

IIIA 1.2.2 Manufacturer(s) of the active substance(s) 

Confidential information - data provided separately (Part C). 

IIIA 1.2.3 Statement of purity (and detailed information on impurities) of the active 

substance(s) 

Azoxystrobin 

Name:    Syngenta Supply AG  

Address:   CH 4002 - Basel 

    Switzerland 

Contact:   Simon Baker 

    Syngenta 

    Jealott’s Hill, UK 

 

Telephone number:  +44 (0) 1344 414803 

Fax number:   +44 (0) 1344 416687 

E-mail:     simon.baker@syngenta.com 

Location of the manufacturing site 

Further information/justification is provided in Part C. 

 

Cyproconazole 

Name:    Syngenta Crop Protection AG 

Address:   CH-4002 Basel 
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    Switzerland 

Contact:   Simon Baker 

    Syngenta 

    Jealott’s Hill, UK 

 

Telephone number:  +44 (0) 1344 414803 

Fax number:   +44 (0) 1344 416687 

E-mail:     mailto:simon.baker@syngenta.com 

Location of the manufacturing site 

Further information/justification is provided in Part C.  

 

IIIA 1.3 Trade Names and Manufacturer’s Code Numbers for the Preparation 

Trade name:   A12910C 

Company code number:  A12910C 

 

IIIA 1.4 Detailed Quantitative and Qualitative Information on the Composition of the 

Preparation 

IIIA 1.4.1 Content of active substance and formulants 

The formulation was not the representative formulation. 

 

Pure active substance: 

content of pure azoxystrobin: 200 g/L 

content of pure cyproconazole: 80 g/L 

limits azoxystrobin: 188 - 212 g/L 

limits cyproconazole: 72 – 88 g/L 

 

Technical active substance: 

content of technical azoxystrobin  

at minimum purity (93.0 %): 

215.0 g/L (19.55 % w/w) 

content of technical cyproconazole  

at minimum purity (94.0 %): 

85.1 g/L (7.74 % w/w) 

None of the active substances in the formulation are present in the form of a salt, ester, anion or cation. 
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Further information on the active substances and on the certified limits of formulants is considered 

confidential and is provided separately (Part C). 

 

IIIA 1.4.2 Certified limits of each component 

This is not an EC data requirement/ not required by regulation (EU) 2011/545. 

 

IIIA 1.4.3 Common names and code numbers for the active substance(s) 

Azoxystrobin 

Data 

Point 

Type Name/Code Number 

1.4.3.1 ISO common name Azoxystrobin (ICI5504) 

1.4.3.2 CAS No. 131860-33-8 

1.4.3.2 EINECS No. Not available 

1.4.3.2 CIPAC No. 571 

1.4.3.2 ELINCS Not available 

1.4.3.3 Salt, ester anion or cation 

present 

none 

 

Cyproconazole 

Data 

Point 

Type Name/Code Number 

1.4.3.1 ISO common name Cyproconazole (SAN619) 

1.4.3.2 CAS No. 94361-06-5 

1.4.3.2 EINECS No. Not available 

1.4.3.2 CIPAC No. 600 

1.4.3.2 ELINCS Not available 

1.4.3.3 Salt, ester anion or cation 

present 

None 
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IIIA 1.4.4 Co-formulant details: identity, structure, codes, trade name, specification 

and function.  

CONFIDENTIAL information - data provided separately (Part C). 

 

IIIA 1.4.5 Formulation process 

IIIA 1.4.5.1 Description of formulation process 

This is not an EC data requirement/ not required regulation (EU) 2011/545. 

 

IIIA 1.4.5.2 Discussion of the formation of impurities of toxicological concern 

Azoxystrobin contains toluene and the azoxystrobin Z-isomer (R230310) as relevant impurities. 

Toluene is an impurity originating from the manufacturing process for azoxystrobin technical material. 

Toluene cannot be formed during the production process of the formulation and cannot be formed during 

storage of the formulation; the toluene content will not increase during storage. Therefore, it is not 

necessary to provide data for the content of toluene in A12910C after storage.  

The azoxystrobin Z-isomer (R230310) is an impurity which may be formed in low concentrations during 

azoxystrobin technical material manufacture; however R230310 is not formed during the manufacture or 

storage of its formulations. The reaction conditions and chemical reagents that would be required to 

convert azoxystrobin to R230310 do not exist in the formulation under ambient temperature storage. 

There is no credible synthetic pathway under these conditions for R230310 to be formed as a result of 

storage of A12910C. Therefore, it is not necessary to provide data for the content of R230310 in 

A12910C after storage. 

 

Cyproconazole does not contain any impurities of toxicological or ecotoxicological concern.  

 

 

IIIA 1.5 Type of Preparation and Code 

Type : Suspension concentrate  Code : SC 

 

IIIA 1.6 Function 

The product will be used as fungicide. 

 

IIIA 1.7 Other/Special Studies 

None. 
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IIIA 2 PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES OF THE PLANT PROTECTION PRODUCT 

Physical, chemical and technical properties of A12910C have not been evaluated as part of the EU review of the Azoxystrobin or Cyproconazole.  

Therefore, all relevant data are provided and are considered adequate.   

GLP-certified laboratories have conducted all tests using material from batch: J6200/52 containing a mean of 190 g/L Azoxystrobin and 81 g/L 

Cyproconazole (Kettner R., 2002, SAN619/7147).  

 

Table 1: Summary of the physical, chemical and technical properties of the plant protection product 

Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

Colour, odour and 

physical state 

(IIIA 2.1) 

Visual assessment and 

organoleptic 

determination 

Batch: J6200/52: 

190 g/L 

Azoxystrobin and 81 

g/L Cyproconazole 

The preparation is a yellow liquid 

with a sweetish, chalky odour. 

Y Kundel, P., 2002,  

SAN619/7144 

Acceptable 

Explosive properties 

(IIIA 2.2.1) 

EEC A 14 Batch: J6200/52 Test substance did not explode 

when exposed to heat or mechanical 

shock. 

Test substance is not classified as 

explosive according to A.14. 

Y Jackson W.A., 2002, 

SAN619/7156 

Acceptable. 

No classification 

according to CLP 

regulation, as A14 

and test series 3 (UN) 

are comparable 

Oxidizing properties 

(IIIA 2.2.2) 

UN Test O.2 Batch: J6200/52 pressure rise times for  

reference mixture: 2.1 s 

test mixture:  23.6 s 

Formulation has no oxidising 

properties. 

Y Jackson W.A., 2002a, 

SAN619/7157 

Acceptable. 

No classification 

according to CLP 

regulation. 



Part B – Section 1 

Core Assessment –  

Germany 

A12910C Registration Report – Central Zone

Page 13 of 46

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

Flash point 

(IIIA 2.3.1) 

EEC A 9 Batch: J6200/52 No flash point up to 100 °C (onset 

of boiling). 

Y Jackson W.A., 2002b, 

SAN619/7158 

Acceptable. 

No classification 

according to CLP 

regulation, as a closed 

cup method has been 

used in the test. 

Flammability 

(IIIA 2.3.2) 

- - not required for liquid formulations - - Acceptable. 

Auto-flammability 

(IIIA 2.3.3) 

EEC A 15 Batch: J6200/52 Auto-ignition at 455 °C. Y Jackson W.A., 2002c, 

SAN619/7159 

Acceptable. 

Not transferrable to 

CLP classification 

criteria. 

Acidity or alkalinity 

and pH 

(IIIA 2.4.1) 

CIPAC MT 31.2 Batch: J6200/52 Alkalinity : 0.01%, as NaOH Y Kundel, P., 2002,  

SAN619/7144 

Acceptable. 

pH of a 1% aqueous 

dilution, emulsion or 

dispersion 

(IIIA 2.4.2) 

CIPAC MT 75.3 Batch: J6200/52 Before storage: 

deionised water, 20 °C: 7.2 

Neat formulation, 20 °C: 7.7 

 

After 8 weeks, 40 °C: 

deionised water, 20 °C: 7.0 

Y Kundel, P., 2002,  

SAN619/7144 

 

 

Kundel, P., 2002b,  

SAN619/7170 

Acceptable. 

Kinematic viscosity 

(IIIA 2.5.1) 

- - not required, not for ULV use - - Acceptable. 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

Dynamic viscosity 

(IIIA 2.5.2) 

OECD 114 Batch: J6200/52 Viscosity was determined in 

duplicate at 20 °C and 40 °C for 

shear-rates between 10 and 200 s-1 

(in mPa s): 

 20 °C 40 °C 

10 s-1 823 656 

106 s-1 247 162 

200 s-1 203 124 

Formulation is a non-Newtonian 

liquid. 

Y Martin, N., 2002, 

SAN619/7150 

Acceptable 

 

Surface tension 

(IIIA 2.5.3) 

EEC A 5 Batch: J6200/52 0.1 %, 20 °C: 31.0 mN/m 

0.7 %, 20 °C: 29.4 mN/m 

Y Kundel, P., 2002a,  

SAN619/7155 

Acceptable. 

. 

Relative density 

(IIIA 2.6.1) 

OECD 109 Batch: J6200/52 Before storage: d4
20 = 1.100 

8 weeks, 40 °C: d4
20 = 1.100 

Y Kundel, P., 2002,  

SAN619/7144 

Kundel, P., 2002b,  

SAN619/7170 

Acceptable. 

Bulk or tap density 

(IIIA 2.6.2) 

- - not required for liquid formulations - - Acceptable. 

Storage Stability after - - please refer to 2.7.2, formulation - - Acceptable. 



Part B – Section 1 

Core Assessment –  

Germany 

A12910C Registration Report – Central Zone

Page 15 of 46

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

14 days at 54º C 

(IIIA 2.7.1) 

was stored at 40 °C 

Stability after storage 

for other periods 

and/or temperatures 

(IIIA 2.7.2) 

CIPAC MT 46.3 

storage conditions: 

8 weeks at 40 °C 

Batch: J6200/52 Storage material: HDPE and PET 

The content of the active substance 

does not decrease > 5%.  

Content of Azoxytrobin: 

before storage:  190 g/L 

after storage (HDPE): 191 g/L  

after storage (PET): 193 g/L 

Content of Cyproconazole: 

before storage:    81 g/L 

after storage (HDPE):   81 g/L 

after storage (PET):   82 g/L  

The changes of the physical and 

chemical properties appearance, pH, 

density, wet sieve residue, persistent 

foaming, suspensibility, spontaneity 

of dispersion and pourability are 

negligible. 

N 

 

N 

Kundel, P., 2002b,  

SAN619/7170 

 

Kundel, P., 2002c,  

SAN619/7171 

 

 

 

Acceptable. 

Minimum content 

after heat stability 

testing 

(IIIA 2.7.3) 

- - Not necessary, since the decrease of 

the active substance did not exceed 

5 %.  

- - Acceptable. 

Effect of low 

temperatures on 

stability 

CIPAC MT 39.3 Batch: J6200/52 
After 7 days at 0 °C : no separation 

After 24 h at room temperature after 

N Degen, S., 2002, 

SAN619/7154 

Acceptable.  

 



Part B – Section 1 

Core Assessment –  

Germany 

A12910C Registration Report – Central Zone

Page 16 of 46

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

(IIIA 2.7.4) 1 inversion: No separation 

Wet sieve test, 75 µm sieve:

 0.01 % 

Suspensibility, 0.7 % in CIPAC 

water D at 30°C after 30 min.:

 97 % (gravimetrically) 

Suspensibility, 0.2 % in CIPAC 

water D at 30°C after 30 min.:

 98 % (gravimetrically) 

formulation is stable at low 

temperatures 

Ambient temperature 

shelf life 

(IIIA 2.7.5) 

 Batch: J6200/52 Storage material: HDPE and PET 

Average temperature:  

The content of the active substance 

does not decrease > 5 %.  

content of Azoxytrobin: 

before storage:   190 g/L 

after storage (HDPE): 195 g/L  

after storage (PET):  197 g/L 

content of Cyproconazole: 

before storage:    81 g/L 

after storage (HDPE):  82 g/L 

after storage (PET): 82 g/L  

The changes of the physical and 

chemical properties appearance, pH, 

 Kundel, P., 2004,  

SAN619/7498 

Kundel, P., 2004,  

SAN619/7499 

Acceptable. 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

density, wet sieve residue, persistent 

foaming, suspensibility, spontaneity 

of dispersion and pourability are 

negligible (see table 2 below) 

Shelf life in months 

(if less than 2 years) 

(IIIA 2.7.6) 

- - Please refer to 2.7.5 - - Acceptable. 

Wettability 

(IIIA 2.8.1) 

- - not required for liquid formulations - - Acceptable. 

Persistence of 

foaming 

(IIIA 2.8.2) 

CIPAC MT 47.2 Batch: J6200/52 0.7 % in CIPAC water D: 

Before storage 10s:  0 mL 

  1 min: 0 mL 

  3 min: 0 mL 

  12 min: 0 mL 

8 weeks, 40 °C 10s:  0 mL 

  1 min: 0 mL 

  3 min: 0 mL  

  12 min: 0 mL 

N Degen, S., 2002a, 

SAN619/7153 

 

 

 

Kundel, P., 2002b,  

SAN619/7170 

use concentration 

according to GAP is 

0.125 to 0.5 %, so this 

is acceptable. 

Suspensibility 

(IIIA 2.8.3.1) 

CIPAC MT 184 Batch: J6200/52 CIPAC water D, 0.2 %, 30 °C: 

Before storage: 

Azoxytrobin:    99 % 

Cyproconazole:  100 % 

gravimetrical: 100 % 

 

after 8 weeks, 40 °C, grav.:   97 % 

N 

 

 

 

 

 

Degen, S., 2002b, 

SAN619/7152 

Degen, S., 2002a, 

SAN619/7153 

Kundel, P., 2002, 

SAN619/7170, 

 

use concentration 

according to GAP is 

0.125 to 0.5 %, so this 

is acceptable. 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

after 7 days, 0 °C, grav.:     98 % 

CIPAC water D, 0.7 %, 30 °C: 

Before storage: 

Azoxytrobin:    99 % 

Cyproconazole:  100 % 

gravimetrical:   97 % 

after 8 weeks, 40 °C, grav.:   97 % 

after 7 days, 0 °C, grav.:     97 % 

Degen, S., 2002, 

SAN619/7154 

Spontaneity of 

dispersion 

(IIIA 2.8.3.2) 

CIPAC MT 160 Batch: J6200/52 CIPAC water D, 5 %, 30 °C: 

Before storage: 

Azoxytrobin:  96 % 

Cyproconazole:  96 % 

gravimetrical: 98 % 

 

After 8 weeks, 40 °C, chem: 

Azoxytrobin:  98 % 

Cyproconazole:  98 % 

gravimetrical: 96 % 

N Degen, S., 2002a, 

SAN619/7153 

 

 

Degen, S., 2002b, 

SAN619/7152 

Kundel, P., 2002, 

SAN619/7170 

Acceptable. 

Dilution stability 

(IIIA 2.8.4) 

- - not required for SC formulations - - Acceptable. 

Dry sieve test 

(IIIA 2.8.5.1) 

- - not required for liquid formulations - - Acceptable. 

Wet sieve test 

(IIIA 2.8.5.2) 

CIPAC MT 59.3 Batch: J6200/52 Before storage: 

0.01 % on 75 µm sieve 

N Degen, S., 2002a, 

SAN619/7153 

Acceptable. 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

After 8 weeks, 40 °C: 

<0.01 % on 75 µm sieve 

 

After 7 days, 0 °C: 

0.01 % on 75 µm sieve 

Kundel, P., 2002, 

SAN619/7170, 

SAV619/7171 

Degen, S., 2002, 

SAN619/7154 

Particle size 

distribution 

(IIIA 2.8.6.1) 

- - please refer to 2.8.5.2 - - Acceptable. 

Nominal size range of 

granules 

(IIIA 2.8.6.2) 

- - not required for liquid formulations - - Acceptable. 

Dust content  

(IIIA 2.8.6.3) 

- - not required for liquid formulations - - Acceptable. 

Particle size of dust 

(IIIA 2.8.6.4) 

- - not required for liquid formulations - - Acceptable. 

Friability and attrition  

(IIIA 2.8.6.5) 

- - not required for liquid formulations - - Acceptable. 

Emulsifiability 

(IIIA 2.8.7.1) 

- - not required for SC formulations - - Acceptable. 

Dispersibility 

(IIIA 2.8.7.1) 

- - not required for SC formulations - - Acceptable. 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

Flowability 

(IIIA 2.8.8.1) 

- - not required for liquid formulations - - Acceptable. 

Pourability (including 

rinsed residue) 

(IIIA 2.8.8.2) 

CIPAC MT 148 Batch: J6200/52 Before storage: 

remaining residue: 4.7 % 

residue after rinsing: 0.2 % 

After 8 weeks, 40 °C: 

remaining residue: 4.8 % 

residue after rinsing: 0.2 % 

 

 Degen, S., 2002a, 

SAN619/7153 

 

Kundel, P., 2002, 

SAN619/7170 

 

SAV619/7171 

Acceptable. 

 

Dustability following 

accelerated storage 

(IIIA 2.8.8.3) 

- - not required for liquid formulations - - Acceptable. 

Physical 

compatibility of tank 

mixes 

(IIIA 2.9.1) 

- - Not required as no tank mixes are 

recommended on the label. 

- - Acceptable. 

Chemical 

compatibility of tank 

mixes 

(IIIA 2.9.2) 

- - Not required as no tank mixes are 

recommended on the label. 

- - Acceptable. 

Distribution to seed 

(IIIA 2.10.1) 

- - 
Not intended for use as a seed 

dressing. - - Acceptable 

Adhesion to seeds - - 
Not intended for use as a seed 

- - Acceptable 
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Test or study & Annex 

point 

Method used / 

deviations 

Test material purity 

and specification 

Findings GLP 

Y/N 

Reference  Acceptability / 

comments 

(IIIA 2.10.2) dressing. 

Miscibility 

(IIIA 2.11) 

  Not required by regulation (EU) 

2011/545. 

  Acceptable. 

Dielectric breakdown 

(IIIA 2.12) 

  Not required by regulation (EU) 

2011/545. 

  Acceptable. 

Corrosion 

characteristics 

(IIIA 2.13) 

  Not required by regulation (EU) 

2011/545. 

  Acceptable. 

Container material 

(IIIA 2.14) 

  Not required by regulation (EU) 

2011/545. 

  Acceptable. 

Other/special studies 

(IIIA 2.15) 

  Not required by regulation (EU) 

2011/545. 

  Acceptable. 

 

Table 2: Physical, chemical and technical properties of the formulation before and after two years storage in HDPE and PET 

Test Method Initial result after two years ambient 

in HDPE 

after two years ambient 

in PET 

colour visual yellow yellow yellow 

odour organoleptic sweetish, chalky sweetish, chalky sweetish, chalky 
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appearance visual  no claying, redispersible no claying, redispersible 

pH (1 %) MT 75.3 7.2 6.7 7.1 

density OECD 109 1.100 g/cm3 1.100 g/cm3 1.102 g/cm3 

wet sieve residue CIPAC MT 59.3 0.01 % < 0.01 % 0.01 % 

persistent foaming  

(0.7 %, water D, after 1min) 

CIPAC MT 47.2 0 mL 0 mL 0 mL 

suspensibility 

gravimetrically, water D,  

30 °C, 0.2 % and 0.7 % 

CIPAC MT 184 100 % / 97 % 99 % / 98 % 100 % / 98 % 

suspensibility 

chemically, water D, 30 °C,  

0.2 % and 0.7 % 

CIPAC MT 184 azoxystrobin: 99 % 

cyproconazol: 100 % 

azoxystrobin: 99 % 

cyproconazol:  100 % 

azoxystrobin: 99 % 

cyproconazol: 99 % 

pourability CIPAC MT 148 pour 4.7 %, rinsed: 

0.2 % 

pour 5.4 %, rinsed: 0.2 % pour 5.4 %, rinsed: 0.2 % 

spontaneity of dispersion, 

gravimetrically 

CIPAC MT 160 98 % 94 % 96 % 

spontaneity of dispersion, 

chemically 

CIPAC MT 160 azoxystrobin: 96 % 

cyproconazol: 96 % 

azoxystrobin: 92 % 

cyproconazol: 91 % 

azoxystrobin: 92 % 

cyproconazol: 92 % 

packaging   intact, tight,  

0.11 % weight gain 

intact, tight,  

1.44 % weight loss 
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IIIA 2.16 Summary and Evaluation of Data Presented Under Points 2.1 to 2.15 

All studies have been performed in accordance with the current requirements and the results are deemed 

to be acceptable. The appearance of the product is that of a yellow liquid with a sweetish, chalky odour. It 

is not explosive nor oxidising or highly flammable. The self ignition temperature is at 455 °C. In aqueous 

solution, it has a pH value around 7.2. The stability data indicate a shelf life of at least two years at 

ambient temperature.  

The technical characteristics are acceptable for a suspension concentrate formulation. 

 

Experimental testing of the product's physico-chemical and technical characteristics: 

See Appendix 3 

 

Implications for labelling: 

No labelling necessary due to physical or chemical properties described above. 

 

IIIA 3 DATA ON APPLICATION OF THE PLANT PROTECTION PRODUCT 

IIIA 3.1 Field of Use 

Azoxystrobin is an established strobilurin fungicide with broad spectrum activity when used on cereals, 

bulb onions, asparagus, oilseed rape, peas, beans, carrots, brassicae and many other agricultural and 

horticultural important crops with a long lasting activity against different diseases. Cyproconazole is a 

systemic active substance which acts rapidly against the diseases and possess some curative activity. 

IIIA 3.2 Nature of the Effects on Harmful Organisms  

Azoxystrobin and cyproconazole are two well established fungicide active substances already approved 

for use in cereals and in several other crops. The active substance Azoxystrobin inhibits spore 

germination, mycelial growth and sporulation. It has preventative, translaminar and systemic properties. 

The mode of action of azoxystrobin is to bind to the bc1 segment of the electron transport chain causing 

interference with the electron flow at the cytochrome bc1 complex. Cyproconazole is a systemic fungicide 

with protective, curative and eradicant action and has activity against a range of fungal pathogens from a 

number of taxonomic groups. Cyproconazole belongs to the chemical group of triazoles. The biochemical 

mode of action of cyproconazole is by interference with fungal ergosterol biosynthesis. Interference with 

sterol biosynthesis leads to disruption of membrane function, leakage of cytoplasmic contents and hyphal 

death. Triazole fungicides act by inhibiting the activity of C14 demethylase and are described as sterol 

demethylation inhibitors (DMI).  

IIIA 3.3 Details of Intended Use 

IIIA 3.3.1 Details of existing and intended uses 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.3.2 Details of harmful organisms against which protection is afforded 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.3.3 Effects achieved 

Please refer to Part B Section 7. 
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IIIA 3.4 Proposed Application Rates (Active Substance and Preparation) 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.5 Concentration of the Active Substance in the Material Used  

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.6 Method of Application, Type of Equipment Used and Volume of Diluent 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.7 Number and Timings of Applications, Timing, Growth Stages (of Crop and 

Harmful Organism) and Duration of Protection 

IIIA 3.7.1 Maximum number of applications and their timings 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.7.2 Growth stages of crops or plants to be protected 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.7.3 Development stages of the harmful organism concerned 

Please refer to Appendix 2 - Critical Uses - and Part B Section 7. 

IIIA 3.7.4 Duration of protection afforded by each application 

Please refer to Part B Section 7. 

IIIA 3.7.5 Duration of protection afforded by the maximum number of applications 

Please refer to Part B Section 7. 

IIIA 3.8 Necessary Waiting Periods or Other Precautions to Avoid Phytotoxic Effects 

on Succeeding Crops 

IIIA 3.8.1 Minimum waiting periods or other precautions between last application and 

sowing or planting succeeding crops 

Please refer to Part B Section 7. 

IIIA 3.8.2 Limitations on choice of succeeding crops 

Please refer to Part B Section 7. 

IIIA 3.8.3 Description of damage to rotational crops 

Please refer to Part B Section 7. 

IIIA 3.9 Proposed Instructions for Use as Printed on Labels 

Please refer to Registration Report – Part A, Appendix 2 for the relevant country. 

IIIA 3.10 Other/Special Studies 

This is not an EC data requirement/ not required by Directive 91/414/EEC. 
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IIIA 4 FURTHER INFORMATION ON THE PLANT PROTECTION PRODUCT 

IIIA 4.1 Packaging and Compatibility with the Preparation 

Packaging Summary 

Information with regard to type, dimensions, capacity, size of opening, type of closure, strength, 

leakproofness, resistance to normal transport & handling, resistance to & compatibility with the contents 

of the packaging, have been submitted, evaluated and is considered to be acceptable. 

 

IIIA 4.1.1 Description and specification of the packaging  

A12910C is to be marketed in 1, 5, 10 or 20 L HDPE or PET containers.  

1 litre bottle: material: HDPE or PET 

 shape/size: cylindrical / approx. 89 mm diameter x 230 mm 

 opening: 45 mm diameter 

 closure: screw cap 

 seal: induction heat seal or compression wad and tamper evident 

ring 

 

5 litre canister: material: HDPE or PET 

 shape/size: 190 mm x 135 mm x 315 mm 

 opening: 63 mm diameter 

 closure: screw cap 

 seal: induction heat seal or compression wad and tamper evident 

ring 

 

10 litre canister: material: HDPE or PET 

 shape/size: 240 mm x 180 mm x 375 mm 

 opening: 63 mm diameter 

 closure: screw cap 

 seal: induction heat seal or compression wad and tamper evident 

ring 

 

20 litre bottle: material: HDPE or PET 

 shape/size: 295 mm x 245 mm x 400 mm 

 opening: DIN60 

 closure: screw cap 

 seal: induction heat seal or compression wad and tamper evident 

ring 

 

IIIA 4.1.2 Suitability of the packaging and closures  

The packaging for formulation complies with all current UN and ADR requirements for use with 

this product 

 



Part B – Section 1 

Core Assessment –  

Germany 

A12910C Registration Report – Central Zone

Page 26 of 46

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

IIIA 4.1.3 Resistance of the packaging material to its contents 

Report: 
Kundel, P., 2004  

Title: 
A12910C Storage stability and shelf life statement (2 years 20°C) in packaging 

made of HDPE 

Document No: 
SAN619/7498 

Title: 
A12910C Storage stability and shelf life statement (2 years 20°C) in packaging 

made of PET 

Document No: 
SAN619/7499 

Guidelines: ADR/RID 

GLP No 

As part of the storage stability study, packs were examined to ensure that no significant 

interaction with the formulation, affecting the stability of the packaging material, had taken place 

during storage. The studies have been carried out according to GIFAP Monograph 17. 

It can therefore be concluded that the packaging will be resistant to its contents for up to two 

years under normal storage conditions. 

Weight gain after 24 month: 0.11 %. 

 

IIIA 4.2 Procedures for Cleaning Application Equipment  

IIIA 4.2.1 Procedures for cleaning application equipment and protective clothing 

Cleaning procedures for application equipment 

Immediately after use, clean the spray equipment thoroughly. Drain the system completely and 

rinse spay tank, boom and nozzles two to three times with clean water until the foam and all 

traces of the formulation have been removed. 

Cleaning procedures for protective clothing 

Protective equipment for the face and eyes such as face shields and goggles should be cleaned by 

wiping with a suitable detergent and a wet cloth and left to air dry. It may be necessary to clean 

this equipment during use to maintain clear vision. This should be done with a wet cloth and 

clean water. Damaged eye protection should be discarded. 

Protective gloves should be rinsed with water before they are removed from the hands. At the 

end of each day’s use, gloves and rubber boots should be washed inside and outside with 

detergent and water and hung up to air dry before they are used again. Clean items should be 

stored in a well-ventilated area separate from the chemical storage area. Damaged gloves or 

boots should be discarded. 
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IIIA 4.2.2 Effectiveness of the cleaning procedures 

A study on the effectiveness of cleaning procedures performed on A12910C was not assessed in the EU 

review of azoxystrobin or cyproconazole.  

Report: Kundel P., 2002d 

Title: Effectiveness of the cleaning procedure for the application equipment 

Document No: SAV619/7169 

Guidelines: <none>  

GLP No, not subject to GLP regulations  

When A12910C is added to the water in the spray tank, the active substance forms a suspension.  This is 

analogous to the situation of A-5852 E, where a suspension, in this instance of atrazine, is formed.  

Therefore it is predicted that the effectiveness of the cleaning procedure for A12910C is similar to the 

results given in the report i.e. that the conventional cleaning procedure for sprayers gives less than 1% 

carryover to the next tank fill. 

Therefore the cleaning procedure is deemed effective. 

 

IIIA 4.3 Re-entry Periods to Protect Man, Livestock and the Environment 

IIIA 4.3.1 Pre-harvest interval (in days) for each relevant crop 

See section 4. 

IIIA 4.3.2 Re-entry period (in days) for livestock, to areas to be grazed 

See section 4. 

IIIA 4.3.3 Re-entry period (in hours or days) for man to crops, buildings or spaces 

treated 

See section 4. 

IIIA 4.3.4 Withholding period (in days) for animal feeding stuffs 

See section 4. 

IIIA 4.3.5 Waiting period (in days) between application and handling of treated 

products 

See section 4. 

IIIA 4.3.6 Waiting period (in days) between last application and sowing or planting 

succeeding crops 

See section 4. 

IIIA 4.3.7 Information on specific conditions under which the preparation may or may 

not be used 
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See section 4. 

 

IIIA 4.4 Statement of the Risks Arising and the Recommended Methods and 

Precautions and Handling Procedures to Minimise Those Risks 

Report: Anonymous, 2013 

Title: Safety data sheet Amistar Xtra 280 SC (A12910C) 

 

The safety data sheet complies with actual EEC regulations and is based on the present state of 

knowledge. 

All information in Annex Points IIIA 4.4.1 – IIIA 4.4.9 is sourced from the Safety Data Sheet for 

A12910C which is provided in the confidential report given document H. The information is included 

here for convenience. 

IIIA 4.4.1 Warehouse storage 

Please refer to Annex Point IIIA 4.4 

IIIA 4.4.2 User level storage 

Please refer to Annex Point IIIA 4.4 

IIIA 4.4.3 Transport 

Please refer to Annex Point IIIA 4.4 

IIIA 4.4.4 Fire 

Suitable extinguishing media: 

Extinguishing media - small fires:  Use water spray, alcohol-resistant foam, dry chemical or carbon 

dioxide. 

Extinguishing media - large fires:  Use alcohol-resistant foam or water spray. 

Extinguishing media which shall not be used for safety reasons: 

Do not use a solid water stream as it may scatter and spread fire. 

Specific hazards during fire fighting: 

As the product contains combustible organic components, fire will produce dense black smoke containing 

hazardous products of combustion (see section 10). Exposure to decomposition products may be a hazard 

to health. 

Special protective equipment for fire-fighters: 

Wear full protective clothing and self-contained breathing apparatus. 

Further information: 

Do not allow run-off from fire fighting to enter drains or water courses.  Cool closed containers exposed 

to fire with water spray. 
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IIIA 4.4.5 Nature of protective clothing proposed 

Components with workplace control parameters 

Azoxystrobin: Exposure limits at 2 mg/m³, value type 8 h TWA 

Cyproconazole: Exposure limits at 0.5 mg/m³, value type 8 h TWA 

ENGINEERING MEASURES: 

Containment and/or segregation are the most reliable technical protection measure if exposure cannot be 

eliminated.  The extent of these protection measures depends on the actual risks in use.  If airborne mists 

or vapours are generated, use local exhaust ventilation controls.  Assess exposure and use any additional 

measures to keep airborne levels below any relevant exposure limit. 

Where necessary, seek additional occupational hygiene advice. 

PERSONAL PROTECTIVE EQUIPMENT 

Protective measures: 

The use of technical measures should always have priority over the use of personal protective equipment.  

When selecting personal protective equipment, seek appropriate professional advice.  Personal protective 

equipment should be certified to appropriate standards. 

Respiratory protection: 

No personal respiratory protective equipment normally required. A particulate filter respirator may be 

necessary until effective technical measures are installed. 

 

Hand protection: 

Chemical resistant gloves should be used. Gloves should be certified to an appropriate standard. Gloves 

should have a minimum breakthrough time that is appropriate to the duration of exposure. The 

breakthrough time of gloves varies according to the thickness, material and manufacturer. Gloves should 

be discarded and replaced if there is any indication of degradation or chemical breakthrough. Suitable 

material: Nitrile rubber 

Eye protection: 

Eye protection is not usually required. Follow any site specific eye protection policies. 

Skin and body protection: 

Assess the exposure and select chemical resistant clothing based on the potential for contact and the 

permeation / penetration characteristics of the clothing material. Wash with soap and water after 

removing protective clothing. Decontaminate clothing before re-use, or use disposable equipment 

(Suits, aprons, sleeves, boots, etc.) Wear as appropriate: impervious protective suit. 

IIIA 4.4.6 Characteristics of protective clothing proposed 

Please refer to Annex Point IIIA 4.4.5 

IIIA 4.4.7 Suitability and effectiveness of protective clothing and equipment 

Please refer to Annex Point IIIA 4.4.5 
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IIIA 4.4.8 Procedures to minimise the generation of waste 

Product: 

Do not contaminate ponds, waterways or ditches with chemical or used container. Do not dispose of 

waste into sewer. Where possible recycling is preferred to disposal or incineration. If recycling is not 

practicable, dispose of in compliance with local regulations. 

Contaminated packaging: 

Empty remaining contents. Triple rinse containers. Empty containers should be taken to an approved 

waste handling site for recycling or disposal. Do not re-use empty containers. 

IIIA 4.4.9 Combustion products likely to be generated in the event of fire 

Hazardous decomposition products: 

Combustion or thermal decomposition will evolve toxic and irritant vapours. 

Carbon oxides 

Nitrogen oxides (NOx) 

Sulphur oxides 

Hydrogen cyanide (hydrocyanic acid) 

Hydrochloric acid 

Hazardous reactions: 

None known.  Hazardous polymerization does not occur.   

 

IIIA 4.5 Detailed Procedures for Use in the Event of an Accident During Transport, 

Storage or Use 

All information in Annex Points IIIA 4.5.1 – IIIA 4.5.5 is sourced from the Safety Data Sheet for 

A12910C which is provided in the confidential report given document H. The information is included 

here for convenience. 

IIIA 4.5.1 Containment of spillages 

Personal precautions: 

Refer to protective measures listed in Annex Point IIIA 4.4.5. 

Environmental precautions: 

Prevent further leakage or spillage if safe to do so. Do not flush into surface water or sanitary sewer 

system. 

 

 

Methods for cleaning up: 
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Contain spillage, and then collect with non-combustible absorbent material, (e.g. sand, earth, 

diatomaceous earth, vermiculite) and place in container for disposal according to local / national 

regulations. 

Additional advice: 

If the product contaminates rivers and lakes or drains inform respective authorities 

IIIA 4.5.2 Decontamination of areas, vehicles and buildings 

Refer to protective measures listed in Annex Point IIIA 4.5.1 

IIIA 4.5.3 Disposal of damaged packaging, adsorbents and other materials 

Refer to protective measures listed in Annex Point IIIA 4.5.1 

IIIA 4.5.4 Protection of emergency workers and bystanders 

Refer to protective measures listed in Annex Point IIIA 4.5.1 

IIIA 4.5.5 First aid measures 

General advice: 

Have the product container, label or Material Safety Data Sheet with you when calling the Syngenta 

emergency number, a poison control centre or physician, or going for treatment. 

Inhalation: 

Move the victim to fresh air. If breathing is irregular or stopped, administer artificial respiration. Keep 

patient warm and at rest. Call a physician or poison control center immediately. 

Skin contact: 

Take off all contaminated clothing immediately.  Wash off immediately with plenty of water.  If skin 

irritation persists, call a physician.  Wash contaminated clothing before re-use. 

Eye contact: 

Rinse immediately with plenty of water, also under the eyelids, for at least 15 minutes.  Remove contact 

lenses.  Immediate medical attention is required. 

Ingestion: 

If swallowed, seek medical advice immediately and show this container or label.  Do NOT induce 

vomiting. 

Medical advice: 

There is no specific antidote available.  Treat symptomatically. 

 

IIIA 4.6 Neutralisation Procedure for Use in the Event of Accidental Spillage 

IIIA 4.6.1 Details of proposed procedures for small quantities 

Contain spillage, and then collect with non-combustible absorbent material, (e.g. sand, earth, 

diatomaceous earth, vermiculite) and place in container for disposal according to local / national 

regulations (see section 13). 
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If the product contaminates rivers and lakes or drains inform respective authorities. 

Also see Annex Point IIIA 4.5.1. 

IIIA 4.6.2 Evaluation of products of neutralization (small quantities) 

Refer to Annex Point 4.6.1 

IIIA 4.6.3 Procedures for disposal of small quantities of neutralized waste 

Refer to Annex Point 4.6.1 

IIIA 4.6.4 Details of proposed procedures for large quantities 

Refer to Annex Point 4.6.1 

IIIA 4.6.5 Evaluation of products of neutralization (large quantities) 

Refer to Annex Point 4.6.1 

IIIA 4.6.6 Procedures for disposal of large quantities of neutralized waste 

Refer to Annex Point 4.6.1 

 

IIIA 4.7 Pyrolytic Behaviour of the Active Substance 

The halogen content of Azoxystrobin and Cyproconazole, the active substance(s) in the A12910C 

formulation, is below the 60 % limit; therefore this information is not required.  It should be noted that 

Directive 96/47/EEC defines the controlled conditions for incineration. 

 

IIIA 4.8 Disposal Procedures for the Plant Protection Product 

IIIA 4.8.1 Detailed instructions for safe disposal of product and its packaging 

Do not contaminate ponds, waterways or ditches with chemical or used container. Do not dispose of 

waste into sewer. Where possible, recycling is preferred to disposal or incineration. If recycling is not 

practicable, dispose of in compliance with local regulations. 

 

Empty remaining contents. Triple rinse containers. Empty containers should be taken to an approved 

waste handling site for recycling or disposal. Do not re-use empty containers. 

 

IIIA 4.8.2 Methods other than controlled incineration for disposal 

Refer to Annex Point 4.8.1 

IIIA 4.9 Other/Special Studies 

No additional studies were performed. 

 

IIIA 11 FURTHER INFORMATION 
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IIIA 11.1 Information of Authorisations in Other Countries 

see EU pesticide data base (http://ec.europa.eu/sanco_pesticides/public/ ) 

 

IIIA 11.2 Information on Established Maximum Residue Limits (MRL) in Other 

Countries 

MRLs are set at European level, see Regulation (EC) No. 396/2005. 

 

IIIA 11.3 Justified Proposals for Classification and Labelling 

The following is proposed in accordance with Regulation (EC) No. 1272/2008, as amended, and 

Commission Regulation (EU) No. 547/2011.  For information, the classification according to Directive 

1999/45/EC as amended is included in the MSDS for A12910C. 

 

Physico-chemical properties  

Table 11.3-1 Physico-chemical properties 

Study Type Findings  

(triggered risk phrase) 

Reference 

Explosivity Not explosive Jackson W.A., 2002, 

SAN619/7156 

Oxidizing 

properties 

Not oxidizing Jackson W.A., 2002a, 

SAN619/7157 

Flammability Auto-ignition temperature is 455 °C Jackson W.A., 2002c, 

SAN619/7159 

 

Toxicology 

see section 3. 

 

Ecotoxicology/Environment 

see section 6. 

 

IIIA 11.4 Proposals for Risk and Safety Phrases 

Please refer to Registration Report – Part A. 

 

IIIA 11.5 Proposed Label 

Please refer to Registration Report – Part A. 

 

IIIA 11.6 Specimens of Proposed Packaging 



Part B – Section 1 

Core Assessment –  

Germany 

A12910C Registration Report – Central Zone

Page 34 of 46

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Specimens of the packaging were not provided as there was no request. 
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Appendix 1: List of data used in support of the evaluation 

 

Annex point/ 

reference No. 

(OECD) 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant) 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-Status / 

Usage* 

 

KIIIA1 2 Kettner, R. 2002 Chemical composition of 

A12910C (batch: J6200/52) 

SAN619/7147    

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.1, 

KIIIA1 2.4.1, 

KIIIA1 2.4.2, 

KIIIA1 2.6.1, 

 

Kundel, P. 2002 A12910C Colour, odour, 

physical state, pH(1%), pH 

(undiluted), acidity/alkalinity 

and density, 

SAN619/7144, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.2.1 Jackson, 

W.A. 

2002 Explosive properties - 

A12910C, 

SAN619/7156, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.2.2  Jackson, 

W.A. 

2002 Oxidising properties - 

A12910C, 

SAN619/7157, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.3.1 Jackson, 

W.A. 

2002 Flash point - A12910C, 

SAN619/7158, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.3.3 Jackson, 

W.A. 

2002 Auto-ignition temperature - 

A12910C, 

SAN619/7159, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.5.2 Martin, N. 2002 Viscosity of A 12910 C, 

SAN619/7150, 

GLP: N, published: N 

N SYD 1 

KIIIA1 2.5.3 Kundel, P. 2002 A 12910C Surface tension 

(concentrations: 0.7 % and 

0.1%), 

SAN619/7155, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.7.2, 

KIIIA12.4.2, 

KIIIA1 2.6.1, 

KIIIA1 2.8.2, 

KIIIA1 2.8.3.1, 

KIIIA1 2.8.3.2, 

KIIIA1 2.8.5.2, 

KIIIA1 2.8.8.2 

Kundel, P. 2002 A12910C Storage stability and 

shelf life statement (8 weeks 

40°C) in packaging made of 

HDPE, 

SAN619/7170, 

GLP: Y, published: N 

Y SYD 1 
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Annex point/ 

reference No. 

(OECD) 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant) 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-Status / 

Usage* 

 

KIIIA1 2.7.2, 

KIIIA1 2.8.3.1, 

KIIIA1 2.8.3.2, 

KIIIA1 2.8.5.2, 

KIIIA1 2.8.8.2 

Kundel, P. 2002 A12910C Storage stability and 

shelf life statement (8 weeks 

40°C) in  packaging made of  

PET, 

SAN619/7171, 

GLP: N, published: N 

N SYD 1 

KIIIA1 2.7.4, 

KIIIA1 2.8.3.1, 

KIIIA1 2.8.5.2, 

KIIIA1 2.8.8.2 

Degen, S. 2002 A12910C Low temperature 

stability (wet sieve and 

suspensibility), 

SAN619/7154, 

GLP: N, published: N 

N SYD 1 

KIIIA1 2.7.5 Kundel, P. 2004 A12910C Storage stability and 

shelf life statement (2 years 

20°C) in packaging made of  

HDPE, 

SAN619/7498, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.7.5 Kundel, P. 2004 A12910C Storage stability and 

shelf life statement (2 years 

20°C) in packaging made of  

PET, 

SAN619/7499, 

GLP: Y, published: N 

Y SYD 1 

KIIIA1 2.8.2, 

KIIIA1 2.8.3.1, 

KIIIA1 2.8.3.2, 

KIIIA1 2.8.5.2, 

KIIIA1 2.8.8.2 

Degen, S. 2002 A12910C Wet sieve, 

suspensibility, foam, pourability 

and spontaneity of dispersion, 

SAN619/7153, 

GLP: N, published: N 

N SYD 1 

KIIIA1 2.8.3.1, 

KIIIA1 2.8.3.2 

Degen, S. 2002 A12910C A.i. suspension and 

a.i. spontaneity, 

SAN619/7152, 

GLP: N, published: N 

N SYD 1 

 

*  1 accepted (study valid and considered for evaluation) 

2 not accepted (study not valid and  not considered for evaluation) 

3 not considered (study not relevant for evaluation) 

4 not submitted but necessary (study not submitted by applicant but necessary for evaluation) 

5 supplemental (additional information, alone not sufficient to fulfil a data requirement, considered for evaluation) 
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Appendix 2: Critical Uses – Justification and GAP tables 

GAP rev. (1), date: 2013-09-02 

PPP (product name/code) A 12910 C 

active substance 1 Cyproconazol 

active substance 2 Azoxystrobin 

Formulation type: SC 

Conc. of as 1:  80  g/L 

Conc. of as 2: 200 g/L 

  

Applicant:  Syngenta 

Zone(s): central/EU 

professional use    

non professional use  

  

Verified by MS: yes  
 

1 2 3 4 5 6 7 8 9 10 11 12 13 14 

Use-

No. 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

F, 

Fn, 

Fpn 

G, 

Gn, 

Gp

n 

or 

I 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of 

the pest or pest group) 

Application Application rate PHI 

(day

s) 

Remarks:  

 

e.g. 

safener/synergis

t per ha 

 

e.g. 

recommended 

or mandatory 

tank mixtures 

Method / 

Kind 
Timing / Growth 

stage of crop & 

season 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

Min. interval 

between 

applications 

(days) 

kg, L product / ha 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

g, kg as/ha 

 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

Water L/ha 

 

min / max 

001 DE wheat 

TRZSS 

F septoria leaf spot of 

wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F* 

 

 

 

 

*The PHI is 

covered by the 

conditions of 

use and/or the 

vegetation 

period 

remaining 

between the 

application of 

the plant 

protection 

product and the 

use of the 

product (e. g. 

harvest) or the 

setting of a PHI 
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in days is not 

required resp. 

002 DE wheat 

TRZSS 

F leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

003 DE wheat 

TRZSS 

F  brown leaf rust of 

cereals  

Puccinia recondite 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

004 DE wheat 

TRZSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

005 DE wheat 

TRZSS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

006 DE wheat 

TRZSS 

F tan spot of cereals 

Drechslera tritici-

repentis 

PYRNTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

007 DE barley F brown rust of barley  spraying BBCH 31 - 59 

from spring at 

a) 2 21 a) 1 L/ha a)  

as1: 80 g as/ha 

200 - 400 F  
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HORVX Puccinia hordei 

PUCCHD 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

b) 2 

 

b) 2 L/ha as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

008 DE barley 

HORVX 

F leaf blotch of cereals  

Rhynchosporium secalis 

RHYNSE 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

009 DE barley 

HORVX 

F net blotch  

Pyrenophora teres 

PYRNTE 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

010 DE barley 

HORVX 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

011 DE rye 

SECCE 

F leaf blotch of cereals  

Rhynchosporium secalis 

RHYNSE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

012 DE rye 

SECCE 

F brown leaf rust of cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  
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visible 

013 DE rye 

SECCE 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

014 DE triticale 

TTLSS 

F  septoria leaf spot of 

wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

015 DE triticale 

TTLSS 

F  leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

016 DE triticale 

TTLSS 

F brown leaf rust of cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

017 DE triticale 

TTLSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

018 DE triticale 

TTLSS 

F powdery mildew 

 Erysiphe graminis 

spraying BBCH 31 - 69 

from spring at 

beginning of 

a) 2 

b) 2 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

200 - 400 F Efficacy not 

demonstrated 
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ERYSGR infestation and/or 

when first 

symptoms become 

visible 

 as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

019 DE oats 

AVESS 

F crown rust of oats  

Puccinia coronata 

PUCCCA 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

020 DE oats 

AVESS 

F stripe disease 

Pyrenophora avenae 

PYRNAV 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

021 DE oats 

AVESS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F Efficacy not 

demonstrated 

022 DE sugar beet 

BEAVA 

F leaf spot  

Cercospora beticola 

CERCBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  

023 DE sugar beet 

BEAVA 

F powdery mildew  

Erysiphe betae 

ERYSBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  
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024 DE sugar beet 

BEAVA 

F leaf spot of beet  

Ramularia beticola 

RAMUBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  

025 DE sugar beet 

BEAVA 

F rust of beet   

Uromyces betae  

UROMBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  

026 DE broad bean 

VICFM 

F Anthracnose of bean 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

027 DE broad bean 

VICFM 

F rust of broad bean 

Uromyces viciae-fabae 

UROMVF 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

028 DE broad bean 

VICFM 

F downy mildew of 

legumes  

Peronospora viciae  

PEROVI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

029 DE broad bean 

VICFM 

F powdery mildew 

 Erysiphe pisi 

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

200 - 400 35 Efficacy not 

demonstrated 
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when first 

symptoms become 

visible 

as1: 160g as/ha 

as2: 400g as/ha 

030 DE broad bean 

VICFM 

F Sclerotinia sclerotorium  

SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

031 DE grey pea  

PIBSA 

F Anthracnose of pea 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

032 DE grey pea  

PIBSA 

F rust of pea 

Uromyces pisi-sativi  

UROMPS 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

033 DE grey pea  

PIBSA 

F downy mildew of pea 

Peronospora pisi 

PEROVP 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

034 DE grey pea  

PIBSA 

F powdery mildew 

Erysiphe pisi  

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 
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035 DE grey pea  

PIBSA 

F Sclerotinia sclerotorium 

 SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35 Efficacy not 

demonstrated 

036 DE oil seed rape 

BRSNN 

F Sclerotinia sclerotorium 

 SCLESC 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  

037 DE oil seed rape 

BRSNN 

F black spot of rape 

Alternaria brassicae 

ALTEBA 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

 

21 a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 35  

 

Remarks: (1)   Numeration of uses in accordance with the application/as verified by MS 

(2)   Member State(s) or zone for which use is applied for 

(3) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (e.g. fumigation of a structure) 

(4) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(5) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds, developmental stages 

(6) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

 Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

(7) Growth stage of  treatment(s) (BBCH Monograph, Growth Stages of Plants, 1997, 

Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of 

application 

  (8) The maximum number of applications possible under practical conditions of use for each single 

application and per year (permanent crops) or crop (annual crops) must be provided 

 (9)  Min. interval between applications (days) were relevant 

(10) The application rate of the product a) max. rate per appl. and b) max. total rate per crop/season   

        must be given in metric units (e.g. kg or L product / ha) 

(11) The application rate of the active substance a) max. rate per appl. and b) max. total rate per  

        crop/season must be given in metric units (e.g. g or kg /  ha) 

(12) The range (min/max) of water volume under practical conditions of use must be given 

        (L/ha)  

(13) PHI - minimum pre-harvest interval 

(14) Remarks may include: Extent of use/economic importance/restrictions/minor use etc. 
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Appendix 3: Experimental testing of the product's physico-chemical and technical 

characteristics: 

The following physical, chemical and technical properties of the plant protection product were 

experimentally tested: 

density, colour, pH, surface tension, storage stability at high temperatures (14 d at 54 °C), low 

temperature stability (7 d at 0 °C), persistent foaming, particle size distribution (laser diffraction), 

suspensibility and pourability incl. rinsed residue.  

Deviations from the data submitted by the applicant were detected for pH and surface tension, but the 

differences are not considered critical. 

The formulation complies with the chemical, physical and technical criteria which are stated for this type 

of formulation in the FAO/WHO manual (2010).  
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REGISTRATION REPORT 

Part B 

 

Section 2: Analytical Methods 

Detailed summary of the risk assessment 

 

 

 Product code:  ADD-F2-003 (formerly A12910C) 

 Active Substance:  Azoxystrobin 200 g/L 

  Cyproconazole 80 g/L 

 

Central Zone 

Rapporteur Member State: Germany 

 

 

CORE ASSESSMENT 

 Applicant:   Syngenta 

 Submission Date:  10/07/2013 
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IIIA 5 METHODS OF ANALYSIS 

This document summarises the information related to the analytical methods for the product A12910C 
containing the active substances azoxystrobin and cyproconazole which were approved according to 
Regulation (EC) No 1107/2009. 
 
This product was not the representative formulation. The product has not been previously evaluated 
according to Uniform Principles.  
 
Appendix 1 of this document contains the list of references included in this document for support of the 
evaluation.  
 
Information on the detailed composition of A12910C can be found in the confidential dossier of this 
submission (Registration Report - Part C). 
 

IIIA 5.1 Analytical Standards and Samples 

IIIA 5.1.1 Samples of the preparation 

A sample of the preparation was provided by the applicant but no analysis of the content of the active 
substances or the relevant impurities toluene and the azoxystrobin Z-isomer (R230310) was performed. 

IIIA 5.1.2 Analytical standards for the pure active substance 

Analytical standards of azoxystrobin and cyproconazole were not provided because there was no request. 

IIIA 5.1.3 Samples of the active substance as manufactured 

No samples were provided because there was no request. 

IIIA 5.1.4 Analytical standards for relevant metabolites and all other components 

included in the residue definition 

No samples were provided because there was no request. 

IIIA 5.1.5 Samples of reference substances for relevant impurities 

No samples were provided because there was no request. 

 

IIIA 5.2 Methods for the Analysis of the Plant Protection Product 

Analytical methods for the determination of azoxystrobin and cyproconazole and their impurities and 
relevance of CIPAC methods were evaluated as part in the EU review. The respective data are considered 
adequate and are not included in this submission. Additional studies to support the registration of 
A12910C not previously assessed are given below. All relevant data are provided and are considered 
adequate. 
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IIIA 5.2.1 Description of the analytical methods for the determination of the active 

substance in the plant protection product 

Please refer to chapter 5.2.2 as A12910C contains two active substances. 

IIIA 5.2.2 For preparations containing more than one active substance, description of 

method for determining each in the presence of the other 

The following analytical method for the determination of the active substances in the plant protection 
product performed on A12910C has not previously been reviewed. 

 

5.2.2.-1  Method AMP 10102-01A  (non-stereospecific) 

 

Report: 5.2.2/1 Taylor, K., 2001 

Title: Analytical method:simultaneous determination of azoxystrobin and cyproconazole in 
formulated materials by capillary gas chromatography 

Document No: SAN619/7161 

Guidelines: SANCO/3030/99 rev. 4 

GLP No  

 
The method provides for the simultaneous determination of azoxystrobin and cyproconazole contained in 
suspension concentrate formulated materials. 

 

Validation of non-stereospecific method AMP 10102-01A  

Report: 5.2.2/2 Taylor, K., 2001a 

Title: Method Validation: AMP10102-01A/VAL-01A. The Simultaneous Determination of 
Azoxystrobin and Cyproconazole in Formulated Materials by Capillary Gas 
Chromatography 

Document No: ICI5504/1940 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes  

 
Method description 

An aliquot of the sample to be analysed is treated with acetone containing an internal standard and 
subsequently examined through split injection on a GC CP-Sil 13CB fused silica capillary column. Using 
a temperature program and flame ionisation detection, the peak areas for azoxystrobin and cyproconazole 
and the internal standard are measured by a data handling system and used to calculate the azoxystrobin 
and cyproconazole content of the sample, with reference to an analytical standard. 
 
Method validation 

The validation data of method AMP10102-01A/VAL-01A were determined for a SC formulation 
containing azoxystrobin and cyproconazole, but further information on the formulation are not available. 
The analytical method is able to separate azoxystrobin and cyproconazole from the formulation 
components and diluent. It was with respect to precision, accuracy, linearity and specificity proved that 
the method is suitable for the determination of azoxystrobin and cyproconazole in the SC-formulation.  
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Table containing the methods and validation of the methods  

Analyte Linearity 

n = 5  

Accuracy 

n = 4 

Mean [%] 

Repeatability 

n = 5 

[%RSD] 

Specificity/Interferences 

azoxystrobin 75 % to 125 % of the 

nominal amounts 

r = 0.9999 

100.3 1.25 

(mean content 

18.65 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without active substances present were 

submitted. 

cyproconazole 75 % to 125 % of the 

nominal amounts 

r = 0.9999 

100.6 2.00 

(mean content 

7.67 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without active substances present were 

submitted. 

 

Summary 

The active substances of A12910C can be quantified using the analytical GC method AMP10102-
01A/VAL-01A. 
 

 

5.2.2-2  Method SF-620/1 (stereospecific) 

In addition, an analytical method has been developed for the separation of azoxystrobin, cyproconazole, 
and its two diastereomers A and B in formulation A12910C. 
The following analytical method for the determination of azoxystrobin, cyproconazole, and its two 
diastereomers A and B in the plant protection product performed on A12910C has not previously been 
reviewed and is provided in support of this assessment. 

 

Report: 5.2.2/3 Kettner, R., Ebi, E., 2012 

Title: A12910C Analytical Method SF-620/1 Determination of Cyproconazole, its 
Diastereomers A/B and Azoxystrobin in Formulation SC (080/200) by HPLC 

Document No: A12910C_10089 

Guidelines: SANCO/3030/99 rev. 4 

GLP No  

 

Validation of SF-620/1 

Report: 5.2.2/4 Ebi, E., 2013 

Title: A12910C Validation of analytical method SF-620/1 

Document No: A12910C_10083 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes  

 
 
Method description 

Azoxystrobin, cyproconazole and its two diastereomers A and B are determined in A12910C by an 
external standard liquid chromatography method on a Kinetex C18 column (150 x 4.6 mm, dp= 2.6 µm). 



Part B – Section 2 
Core Assessment –  
Germany 

 

A12910C 

Registration Report – Central Zone
Page 7 of 52

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Injection volume is 5 µl. The separation is achieved by using gradient flow conditions for the detection 
and quantification of the actives (0.7 ml/min). Detection is performed with a UV detector at 220 nm 
wavelength. The mobile phase consists of 0.1 % aqueous phosphoric acid, methanol and acetonitrile. 
Quantification is by comparison of peak area ratios to those of a reference solution.  
 
Method validation 

The validation data of method SF-620/1 were determined for the formulation A12910C. The analytical 
method is able to separate azoxystrobin, cyproconazole and its two diastereomers A and B from the 
formulation components. It was with respect to precision, accuracy, linearity and specificity proved that 
the method is suitable for the determination of azoxystrobin, cyproconazole and its two diastereomers A 
and B in the SC-formulation.  
 
Table containing the methods and validation of the methods (formulation A12910C) 

Analyte Linearity 

n = 6 

Accuracy 

n = 4 

Mean [%] 

(recovery 

at 70 – 130 

%) 

Repeatability 

n = 6 

[%RSD] 

Specificity/Interferences 

Azoxystrobin 50 % to 150 % of the 

nominal amounts 

r = 0.99998 

100.1 – 

100.7 

0.32 

(mean content 

18.27 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without active substances present were 

submitted. 

Diastereoisomer A 

of Cyproconazole 

50 % to 150 % of the 

nominal amounts 

r = 0.99998 

99.8 – 

100.3 

0.50 

(mean content 

3.81 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without substances present were 

submitted. 

Diastereoisomer B 

of Cyproconazole 

50 % to 150 % of the 

nominal amounts 

r = 0.99997 

99.8 – 

100.6 

0.43 

(mean content 

3.45 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without substances present were 

submitted. 

Cyproconazole 50 % to 150 % of the 

nominal amounts  

r = 0.99998 

100.0 – 

100.4 

0.39 

(mean content 

7.26 %) 

No interferences were noted. 

Chromatograms of formulation with and 

without active substances present were 

submitted. 

 

Summary 

The active substances azoxystrobin, cyproconazole and its two diastereomers A and B can be quantified 
in A12910C using the analytical HPLC method SF-620/1. The method is sufficiently validated according 
to SANCO/3030/99. 
 

IIIA 5.2.3 Applicability of existing CIPAC methods 

For the determination of cyproconazole in SC formulations a CIPAC method is available in 
Handbook J. 
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For the determination of azoxystrobin in SC formulations a CIPAC method is available in 
handbook M. 

There is no CIPAC method available for the simultaneous determination of azoxystrobin and 
cyproconazole in mixed SC formulations. 

 

IIIA 5.2.4 Description of analytical methods for the determination of relevant 

impurities 

Cyproconazole does not contain any impurity of toxicological or ecotoxicological concern.  
For azoxystrobin toluene and the Z-isomer (R230310) are defined as relevant impurities.  
Analytical methods have been developed for the determination of toluene and the azoxystrobin Z-isomer 
in A12910C. 
 
5.2.4-1 toluene 

 

Report: 5.2.4/01, Adolph, S., 2011 

Title: Analytical method SD-1540/1 Determination of toluene in formulation by 
headspace gas chromatography 

Document No: A16283D_10108 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes 

 

Validation of SD-1540/1 

Report: 5.2.4/03 de Benedictis, S., 2011 

Title: A1291 Validation of analytical method SD-1540/1 – Toluene in A16283D 

Document No: A16283_10107 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes  

 

Report: 5.2.4/02 Adolph, S., 2013 

Title: Statement on validation of the analytical method SD-1540/1 for the determination 
of Toluene in A12910C azoxystrobin/cyproconazole SC(200/80) 

Document No: A12910C_10722 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes  

 
Method description 

The relevant impurity toluene is determined by headspace gas chromatography on an Agilent 6890A. The 
key parameters of the method are: DB-624 fused silica column (30 m x 0.32 mm, dp= 1.8µm), flame 
ionisation detection, 220 °C detection temperature. Carrier gas is helium, make up gas is nitrogen with a 
flow of 30 ml/min. Solvent is DMSO (dimethylsulfoxide). Injection volume is 1 ml, used with internal 
calibration.  
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Quantification for standard addition samples is determined by comparison of peak areas ratios to those of 
a reference solution.  
Method validation 

The validation data of method SD-1540/1 were determined for the formulation A16283D with the 
analytes CGA169374/Azoxystrobin SE (125/200) which has the same contents of active substance 
azoxystrobin as the formulation A12910C.  
The analytical method is able to separate toluene from the formulation components. It was with respect to 
precision, accuracy, linearity and specificity proved that the method is suitable for the determination of 
toluene in the formulation.  
 
Table containing the methods and validation of the methods (formulation A16283D) 

Analyte Linearity 

n = 5 

Accuracy 

n = 5 

Mean [%] 

Repeatability 

n = 10 

[%RSD] 

Specificity/Interferences 

toluene 0.05 - 1.0 % addition 

r = 0.99979 

99.3  -

100.3 

0.93 Specifity and (non) interference wwere established 

using headspace analysis and standard addition 

mode. The internal standard shows no significant 

interference with toluene or other components of the 

formulation A16283D. 

 

For the formulation A12910C additional validation data were generated: 
 

Table containing the methods and validation of the methods (formulation A12910C) 

Analyte Linearity 

n = 5 

Accuracy 

n = 3 

Mean [%] 

Repeatability n 

= 10 

[%RSD] 

Specificity/Interferences 

toluene 0.05 – 0.99 % 

addition 

r = 1.0000 

100.7 at 

0.05 % 

- There is no interference between toluene, the 

internal standar and other compounds in the 

formulation. 

 

LOQ: 0.05 % (relative to the content of azoxystrobine) 
Compared to the maximum allowable level of 2 g/kg = 0.2 % this is acceptable. 
 

Repeatability was not repeated for A12910C, because it is reasonable to assume that this is similar to the 
results for A16283D using standard addition/ headspace GC. 
 

 

Summary 

The relevant impurity toluene can be quantified using the analytical headspace GC method SD-1540/1. 
 
 

 
5.2.4 – 2 Azoxystrobin Z-isomer (R230310) 

 
The following analytical method for the determination of R230310 in A12910C has not previously been 
reviewed and is provided in support of this assessment. 
Report: 5.2.4/04 Kettner, R., 2011 
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Title: Analytical method SD-1464/1 Determination of R230310 in formulation by HPLC 
(Formulation A17961A) 

Document No: A17961A_10048 
Guidelines: SANCO/3030/99 rev. 4 
GLP Yes  

 
Report: 5.2.4/05 Kettner, R., 2011 
Title: R230310 Validation of analytical method SD-1464/1 (Formulation A17961A)) 
Document No: A17961A_10049 
Guidelines: SANCO/3030/99 rev. 4 
GLP Yes  

 

Report: 5.2.4/06 Kettner, R., 2012 

Title: Statement on validation of analytical method SD-1464/1 - Specificity for 
formulation A12910C (azoxystrobin/cyproconazole SC (200/080)) 

Document No: A17961A_10033 

Guidelines: SANCO/3030/99 rev. 4 

GLP Yes  

 
 
Method description 

R230310 is determined in A12910C by an external standard liquid chromatography method on a 
Nucleosil C18 column (250 mm x 4.0 mm, dp= 5 µm), using 0.1 % aqueous H3PO4, acetonitrile and 
methanol as mobile phase at flow rate of 1.0 ml/min. and UV detection at 250 nm.  
Quantification is by comparison of peak area ratios to those of a reference solution.  
 
Method validation 

The validation data of method SD-1464/1 were determined for the formulation A17961A, containing 
azoxystrobin and SYN545192 (100/050).  
  
Table containing the methods and validation of the methods (formulation A17961A) 

Analyte Linearity 

n = 6 

Accuracy 

n = 6 

Mean [%] 

Repeatability n 

= 5 

[%RSD] 

Specificity/Interferences 

R230310 r = 0.99988 96.7  

at 0.5 % 

fortification 

1.55 (at 0.05 %) 

 

0.41 (at 0.9 %) 

 

No interferences were noted. Chromatograms of 

formulation A17961A with and without active 

substances present were submitted. 

 
LOD: 0.05 % (relative to the content of azoxystrobine) 
Compared to the maximum allowable level of 25 g/kg = 2.5 % this is acceptable. 
 
 
The method is valid for the determination of R230310 in the formulation A17961A. 
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This method validation is also valid for the formulation A12910C (azoxystrobin/cyproconazole SC 
(200/080)). The specificity of the method is shown in the statement A17961A_10033. 
 
 

Summary 

The impurity azoxystrobin Z-isomer (R230310) can be quantified using the analytical HPLC method SD-
1464/1. 
 

IIIA 5.2.5 Description of analytical methods for the determination of formulants 

No formulants with toxicological or ecotoxicological relevant compounds are present in the formulation. 
Therefore, no analytical methods for the determination of formulants are necessary. 
 

IIIA 5.3 Description of Analytical Methods for the Determination of Residues 

IIIA 5.3.1 Evaluation of Azoxystrobin 

The conclusions regarding the peer review of the analytical methods for residues of azoxystrobin are 
summarized in EFSA’s conclusion on the peer review (EFSA Journal 2010; 8(4):1542; ASB2012-750). 

TableFehler! Kein Text mit angegebener Formatvorlage im Dokument.-1: Information on the 

active substance azoxystrobin 

Name of component of residue definiton 

substance code 

IUPAC name 

formula 

Structural formula 

Azoxystrobin 
methyl (E)-2-{2[6-(2-cyanophenoxy)pyrimidin-4- 
yloxy]phenyl}-3-methoxyacrylate  
C22H17N3O5 

NN

CN

O O

C
OCH3

O

OCH3

  

 

IIIA 5.3.1.1 Overview of residue definitions and levels for which compliance is required 

The current legal residue definition is identical to the residue definition proposed in the Draft Assessment 
Report (incl. its addenda)  

Table Fehler! Kein Text mit angegebener Formatvorlage im Dokument.-2: Relevant residue 

definitions 

Matrix Relevant residue Reference 

Remarks 

Plant material Azoxystrobin Regulation (EU) No 500/2013, annex II 

Foodstuff of animal origin Azoxystrobin Regulation (EU) No 500/2013, annex II 

Soil Azoxystrobin EFSA Journal 2010; 8(4):1542 

Surface water Azoxystrobin EFSA Journal 2010; 8(4):1542 

Drinking/ground water Azoxystrobin EFSA Journal 2010; 8(4):1542 
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Air Azoxystrobin EFSA Journal 2010; 8(4):1542 

Body fluids/tissue Azoxystrobin Generally defined 

Table 5.3-3: Levels for which compliance is required 

Matrix MRL Reference for MRL/level 

Remarks 

Plant, high water content 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Plant, acidic commodities 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Plant, dry commodities 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Plant, high oil content 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Plant, difficult matrices (hops, 
spices, tea)  

30 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Meat 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Milk 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Eggs 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Fat 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Liver, kidney 0.05 mg/kg Regulation (EU) No 500/2013, annex II; 
Regulation (EU) No 459/2010 annex III part B 

Soil 0.05 mg/kg Common limit 

Drinking water 0.1 µg/L General limit for drinking water 

Surface water 9.5 µg/L NOEC Mysidopsis bahia, EFSA Journal 2010; 
8(4):1542 

Air 60 µg/m3 AOEL sys: 0.2 mg/kg bw/d,  
EFSA Journal 2010; 8(4):1542 

Tissue (meat or liver) 0.1 mg/kg Classified as T,  
EFSA Journal 2010; 8(4):1542 

Body fluids 0.05 mg/L Classified as T,  
EFSA Journal 2010; 8(4):1542 

 

IIIA 5.3.1.2 Description of Analytical Methods for the Determination of Residues of 

Azoxystrobin in Plant Matrices (OECD KIII A 5.3.1) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in plant 
matrices is given in the following tables. New studies were not provided. 
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Table 5.3-4: Overview of independently validated methods and confirmatory methods for 

food and feed of plant origin (always required for first 4 matrix types) 

Matrix type Primary method ILV Confirmatory method 

high water content Robinson, 1999 Croucher, 2002 Chaggar, 2004 

acidic Robinson, 1999 Not necessary Chaggar, 2004 

fatty Robinson, 1999 Not necessary Chaggar, 2004 

dry Robinson, 1999 Croucher, 2002 Chaggar, 2004 

difficult Not required, no intended use Not required, no intended 
use 

Not required, no intended use 

 

Table 5.3-5: Statement on extraction efficiency 

 Method for products of plant origin 

Required, available from:  DAR, vol. 3 B.7.1.1.1 (Wilkinson, 1994) 

Not required, because:  

 
Studies about metabolism in different plant matrices are provided In the DAR. In the study of Wilkinson, 
1994, RIP9600103 approx. 90% of TRR are extracted from wheat samples by acetonitrile/water. 
 

Table 5.3-6: Methods suitable for the determination of residues (enforcement) in products 

of plant origin  

Author(s), year Matrix 

group 
Method LOQ  Principle of 

method 
Comment Evaluated in  

Robinson, 1999 
MET2001-150 
Lister, 1999 
MET2004-814 

High water 
content, 
acidic, dry, 
fatty 

0.01 mg/kg LC-MS/MS, C18, 
APCI+, 
m/z 404→372 

No confirmation DRAR, vol. 3, 
B5.2.1.2, 2009 *) 
ASB2010-10494 

Croucher, 2002 
MET2003-411 

High water 
content, dry 

0.01 mg/kg LC-MS/MS, C18, 
APCI+, 
m/z 404→372 

No confirmation, 
ILV of Robinson, 
1999 and Lister, 
1999 

DRAR, vol. 3, 
B5.2.1.2, 2009 *) 
ASB2010-10494 

Chaggar, 2004 
ASB2009-9187 

High water 
content, 
acidic, dry, 
fatty 

0.01 mg/kg LC-MS/MS, C18, 
ESI+, m/z 
404→372, 
404→344 

Confirmation 
included 

DRAR, vol. 3, 
B5.2.1.4, 2009 *)  
ASB2010-10494 

*EU agreed method (see Draft Re-Assessment Report) 

 

IIIA 5.3.1.3 Description of Analytical Methods for the Determination of Residues of 

Azoxystrobin in Animal Matrices (OECD KIII A 5.3.1) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in animal 
matrices is given in the following tables. For the detailed evaluation of new studies it is referred to 
Appendix 2. 
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Table 5.3-7: Overview of independently validated methods and confirmatory methods for 

food and feed of animal origin (if appropriate) 

Matrix type Primary method ILV Confirmatory method 

Milk Richards, 2002 Atkinson, 2003 Ryan, 1996 

Eggs Richards, 2002 Not required Ryan, 1996 

Meat Richards, 2002 Atkinson, 2003 Ryan, 1996 

Fat Richards, 2002 Not required Ryan, 1996 

Kidney, liver Richards, 2002 Not required Ryan, 1996 

Table 5.3-8: Statement on extraction efficiency 

 Method for products of animal origin 

Required, available from:  Ryan, 1996 

Not required, because:  

 
In the study by Ryan, 1996 (MET9800533) radiolabelled liver samples from the metabolism study were 
also extracted. The extraction efficiency was 90 % using acetonitrile as extraction solvent. 
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Table 5.3-9: Methods suitable for the determination of residues (enforcement) in products 

of animal origin  

Author(s), year  Matrix Method LOQ  Principle of 

method 
Comment Evaluated in  

Richards, 2002 
MET2003-158 

Milk, meat, 
eggs, fat, 
liver, kidney 

0.01 mg/kg LC-MS/MS, KR 
100 C18 column, 
ESI+, m/z 
404→372 

No confirmation Appendix 2 

Atkinson, 2003 
MET2003-159 

Milk, meat  0.01 mg/kg LC-MS/MS, KR 
100 C18 column, 
ESI+, m/z 
404→372 

ILV of Richards, 
2002 

Appendix 2 

Ryan, 1996 
MET9800533 

Milk,  
Meat, eggs, 
fat, liver 

0.001 mg/kg 
0.01 mg/kg 

GC-NPD, RTX-
200 column 

Only for 
confirmation 

DRAR, vol. 3, 
chapter B.7.9.1.2, 
2009 *) 
ASB2010-10494 

*EU agreed method (see Draft Re-Assessment Report) 

 

IIIA 5.3.1.4 Description of Methods for the Analysis of Azoxystrobin in Soil (OECD KIII A 

5.4) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in soil is 
given in the following tables. New studies were not provided.  

Table 5.3-10: Overview of suitable primary and confirmatory methods for soil 

Component(s) of residue definition  Primary method  Confirmatory method 

Azoxystrobin Johnson, 2000 Earl, 1994 

Table 5.3-11: Methods for soil  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Johnson, 2000 
ASB2009-10823 

0.02 mg/kg LC-MS/MS, C18 
column, APCI+, m/z 
404→372 

 DRAR, vol. 3, 
B.5.3.1.1, 2009 *) 
ASB2010-10494 

Earl, 1994 
MET9600147 

0.02 mg/kg HPLC-UV, Spherisorb 
column, 255 nm 

 DAR, vol. 3, 
B.4.3.1, 1997 **) 
ASB2010-10495 

*) EU agreed method (see Draft Re-Assessment Report) 
**) EU agreed method (see Draft Assessment Report) 
 
The method of Johnson, 2000 was evaluated in the DRAR and is considered to be acceptable. The study 
was not submitted for this application.  
 

IIIA 5.3.1.5 Description of Methods for the Analysis of Azoxystrobin in Water (OECD KIII A 

5.6) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in surface and 
drinking water is given in the following table. For the detailed evaluation of an additional study, it is 
referred to Appendix 2. 
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Table 5.3-12: Overview of suitable primary and confirmatory methods for water 

Component(s) of residue 

definition  
Matrix Primary method  Confirmatory method 

Azoxystrobin Drinking water, ground 
water 

Robinson, 1999 Greulich, 2006 

Azoxystrobin Surface water Robinson, 1999 Missing 

Table 5.3-13: Methods for drinking water and surface water  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Robinson, 2000 
MET2004-816 

0.1 µg/L GC-MS, HP-5 MS 
column, m/z 344 

Validation of 
additional ions 
not sufficient, 
therefore no 
confirmation 

DRAR, vol. 3, 
B.5.3.2.1, 2009 *) 
ASB2010-10494 

Greulich, 2006 
ASB2011-8450 

0.1 µg/L LC-MS/MS, RP18 
column, ESI+, m/z 
404→372 

Validated for 
drinking water 

Appendix 2 

*) EU agreed method (see Draft Re-Assessment Report) 
 
In the DRAR Vol. 3, B.5.3.2.1, the method of Robinson, 2000 was evaluated. The method is validated for 
drinking water, surface water and ground water at an LOQ of 0.1 µg/L and is considered to be acceptable. 
Validation data of further ions according to SANCO/825/00 rev. 8.1 guidance document are not included. 
The method of Greulich, 2006 is applicable for quantification of azoxystrobin residues in drinking water 
by direct injection and quantification by LC-MS/MS. This method can be used as a confirmatory method 
for drinking water. A validated confirmatory method for surface water is missing. 
 

IIIA 5.3.1.6 Description of Methods for the Analysis of Azoxystrobin in Air (OECD KIII A 5.7) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in air is given 
in the following table. New studies were not provided. 

Table 5.3-14: Overview of suitable primary and confirmatory methods for air 

Component(s) of residue definition  Primary method  Confirmatory method 

Azoxystrobin Crawford, 2001 Generally not required 

Table 5.3-15: Methods for air  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Crawford, 2001 
MET2001-540 

3 µg/m3 GC-MS, BPX-5 
coolumn, m/z 344 

No confirmation DRAR, vol. 3, 
B.5.3.3.1, 2009 *) 
ASB2010-10494 

*) EU agreed method (see Draft Re-Assessment Report) 
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IIIA 5.3.1.7 Description of Methods for the Analysis of Azoxystrobin in Body Fluids and 

Tissues (OECD KIII A 5.8) 

An overview of the acceptable methods and possible data gaps for analysis of azoxystrobin in body fluids 
and tissues is given in the following table. For body tissues a new study was provided. This study is 
evaluated in Appendix 2. 

Table 5.3-16: Overview of suitable primary and confirmatory methods for body fluids and 

tissues 

Component(s) of residue definition  Primary method  Confirmatory method 

Azoxystrobin Body fluids: Hall, 1997 Body fluids: Hall, 1997 

Azoxystrobin Body tissues: Richards, 2002 Body tissues: Ryan, 1996 

Table 5.3-17: Methods for body fluids and tissues  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Richards, 2002 
MET2003-158 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
404→372 

Accepted for 
tissues (meat 
and liver) 

Appendix 2 

Ryan, 1996 
MET9800533 

0.01 mg/kg GC-NPD, RTX-200 
column 

Only for confir-
mation of 
tissues (meat 
and liver) 

DRAR, chapter 
B.7.9.1.2, 2009 *) 
ASB2010-10494 

Hall, 1999 
MET2001-141 

0.05 mg/L LC-MS, m/z 396 confirmation by 
HPLC-UV 
included, 
validated for 
body fluids 
(plasma) 

DRAR, vol. 3, 
B.5.4.1, 2009 *) 
ASB2010-10494 

*) EU agreed method (see Draft Re-Assessment Report) 
 
The analytical method for body fluids (Hall, 1999) is described in the DRAR. It is considered by the RMS 
UK not to be fully validated. Because of only minor deficiencies, the LC-MS method is accepted as 
primary method and the HPLC-UV is accepted as confirmatory method. 
 

IIIA 5.3.1.8 Other Studies/ Information 

Other studies are not provided.  
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IIIA 5.3.2 Evaluation of Cyproconazole 

The conclusions regarding the peer review of the analytical methods for residues of cyproconazole are 
summarized in EFSA’s conclusion on the peer review (EFSA Journal 2010;8(11):1897; ASB2012-3334).  

Table 5.3-18: Information on the active substance cyproconazole 

Name of component of residue definiton 

substance code 

IUPAC name 

formula 

Structural formula 

Cyproconazole 
(2RS,3RS;2RS,3SR)-2-(4-chlorophenyl)-3-
cyclopropyl-1-(1H-1,2,4-triazol-1-yl)butan-2-ol 
C15 H18 Cl N3 O 

  

 

IIIA 5.3.2.1 Overview of residue definitions and levels for which compliance is required 

The current legal residue definition is identical to the residue definition proposed in the Draft Assessment 
Report (incl. its addenda).  

Table 5.3-19: Relevant residue definitions 

Matrix Relevant residue Reference 

Remarks 

Plant material Cyproconazole Regulation (EU) No 1004/2013, annex 
III part A 

foodstuff of animal origin Cyproconazole Regulation (EU) No 1004/2013, annex 
III part A 

Soil Cyproconazole EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

Surface water Cyproconazole EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

Drinking/ ground water Cyproconazole minimal requirement of the Drinking 
Water Act (Trinkwasser-VO) 

Air Cyproconazole EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

Body fluids/ tissue Cyproconazole proposed classification: T; 
EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

Table 5.3-20: Levels for which compliance is required 

Matrix MRL Reference for MRL/level 

Remarks 

Plant, high water content 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 



Part B – Section 2 
Core Assessment –  
Germany 

 

A12910C 

Registration Report – Central Zone
Page 19 of 52

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date May 2017 
 

Matrix MRL Reference for MRL/level 

Remarks 

Plant, acidic commodities 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Plant, dry commodities 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Plant, high oil content 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Plant, difficult matrices (coffee 
beans)  

0.1 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Meat 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Milk 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Eggs 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Fat 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Liver, kidney 0.05 mg/kg Regulation (EU) No 1004/2013, annex 
III part A 

Soil 0.05 mg/kg Common limit 

Drinking/ ground water 0.1 µg/L General limit for drinking water 

Surface water 23 µg/L NOEC Daphnia magna, EFSA Journal 
2010;8(11): 1897; ASB2012-3334 

Air 6 µg/m3 AOEL sys: 0.02 mg/kg bw/d, EFSA 
Journal 2010;8(11): 1897; ASB2012-
3334 

Tissue (meat or liver) 0.1 mg/kg Proposed classification: T; 
EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

Body fluids 0.05 mg/L Proposed classification: T; 
EFSA Journal 2010;8(11): 1897; 
ASB2012-3334 

 

IIIA 5.3.2.2 Description of Analytical Methods for the Determination of Residues of 

Cyproconazole in Plant Matrices (OECD KIII A 5.3.1) 

An overview of the acceptable methods and possible data gaps for analysis of cyproconazole in plant 
matrices is given in the following tables. For the detailed evaluation of additional studies it is referred to 
Appendix 2. 

Table 5.3-21: Overview of independently validated methods and confirmatory methods for 

food and feed of plant origin (always required for first 4 matrix types) 

Matrix type Primary method ILV Confirmatory method 

High water content Schulz, 2004  Lakaschus, 2004 Anonymous, 2008 
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Matrix type Primary method ILV Confirmatory method 

(QuEChERS method) 

Acidic Anonymous, 2010 (DFG S19 
method) 

Anonymous, 2010 (DFG 
S19 method) 

Anonymous, 2008 
(QuEChERS method) 

Fatty Schulz, 2004 Not required Anonymous, 2008 
(QuEChERS method) 

Dry Schulz, 2004 Lakaschus, 2004 Anonymous, 2008 
(QuEChERS method) 

Difficult Not required for the intended 
GAP  

Not required for the 
intended GAP  

Not required for the 
intended GAP  

Table 5.3-22: Statement on extraction efficiency 

 Method for products of plant origin 

Required, available from:  Schächtele, 1988 (RIP2005-1003); Skinner, 1987 (RIP2005-
1002); Vollmin, 1987 (RIP2005-1005) 

Not required, because:  

 
In the DAR Vol. 3, Annex B-7; B.7.1, metabolism studies of cyproconazole in different plant 
commodities are described (e.g. wheat, peanuts, sugar beet). The studies used a stepwise extraction 
mostly starting with a surface washing with water followed by an extraction with methanol or 
methanol/water. The majority of the TRR (mostly >70 %) was shown to be extracted by this procedure. 
The majority of the TRR (>70 %) consisted of the parent compound only. Therefore, it can be concluded 
that solvent mixture with organic solvent/water mixture enables sufficient extraction of the residues. 

Table 5.3-23: Methods suitable for the determination of residues (enforcement) in products 

of plant origin  

Author(s), year Matrix 

group 
Method LOQ  Principle of 

method 
Comment Evaluated in 

section  

Schulz, 2004 
MET2005-327 

High water 
content, dry, 
fatty 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70 

DFG S19 
method, no 
confirmation 

DAR, vol. 3, 
Annex B-5, 
B.5.2.1.1 *) 

Lakaschus, 2004 
ASB2007-2583 

High water 
content, dry 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70 

DFG S19 
method, no 
confirmation, 
ILV of Schulz, 
2004 

DAR, vol. 3, 
Annex B-5, 
B.5.2.1.2 *) 

Open, 2010 
ASB2013-8342 

High water 
content, dry, 
fatty, acidic 
High water 
content, dry 

 
 
0.05 mg/kg 
 
0.01 mg/kg 

GC(/MS)- multi 
method  
 
LC-MS/MS multi 
method 

Confirmation and 
ILV included; 
DFG S19 method 

Appendix 2 

Open, 2008 
ASB2008-5464 

High water 
content, 
acidic, dry,  
fatty 

0.01 mg/kg 
 
 
0.02 mg/kg 

LC-MS/MS, ESI+, 
m/z 292→70, 
292→125 

ILV included; 
EN15662:2008 
(QuEChERS) 

Appendix 2 

*) EU agreed method (see Draft Assessment Report) 
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IIIA 5.3.2.3 Description of Analytical Methods for the Determination of Residues of 

Cyproconazole in Animal Matrices (OECD KIII A 5.3.1) 

An overview of the acceptable methods and possible data gaps for analysis of cyproconazole in animal 
matrices is given in the following tables. New studies were not provided.  

Table 5.3-24: Overview of independently validated methods and confirmatory methods for 

food and feed of animal origin (if appropriate) 

Matrix type Primary method ILV Confirmatory method 

Milk Klimmek, 2004 Lakaschus, 2005 Lakaschus, 2005 

Eggs Klimmek, 2004 Not required Krennhuber, 1996 

Meat Klimmek, 2004 Lakaschus, 2005 Lakaschus, 2005 

Fat Klimmek, 2004 Lakaschus, 2005 Lakaschus, 2005 

Kidney, liver Klimmek, 2004 Not required Missing 

Table Fehler! Kein Text mit angegebener Formatvorlage im Dokument.-25: Statement on 

extraction efficiency 

 Method for products of animal origin 

Required, available from:  Missing 

Not required, because:  

 
The studies cited in the DAR Vol. 3, Annex B-7, B.7.2, were performed with extraction solvents 
(methanol, chloroform, acetonitrile) which differ from the extraction solvent used in the monitoring 
method. Therefore, the efficiency of the extraction procedure cannot be derived from these studies. 

Table 5.3-26: Methods suitable for the determination of residues (enforcement) in products 

of animal origin  

Author(s), year  Matrix Method LOQ  Principle of 

method 
Comment Evaluated in  

Klimmek, 2004 
ASB2007-2584 

Milk, eggs, 
meat, fat, 
liver, kidney 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70 

No confirmation DAR, vol. 3, Annex 
B-5, B.2.2.1*) 

Lakaschus, 2005 
ASB2007-2585 

Milk, meat, 
fat 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70, 
292→125 

Confirmation 
included, ILV of 
Klimmek, 2004 

DAR, vol. 3, Annex 
B-5, B.2.2.2*) 

Krennhuber, 1996 
MET1999-515 

Milk; 
eggs, meat 

0.003 mg/kg 
0.01 mg/kg 

GC-MS, DB-5MS, 
m/z 222, 139 

No confirmation DAR; vol. 3, Annex 
B-5, B.5.2.2.3*) 

*) EU agreed method (see Draft Assessment Report) 

 

IIIA 5.3.2.4 Description of Methods for the Analysis of Cyproconazole in Soil (OECD KIII A 

5.4) 

An overview of the acceptable methods and possible data gaps for analysis of cyproconazole in soil is 
given in the following tables. For the detailed evaluation of the new study, it is referred to Appendix 2. 
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Table 5.3-27: Overview of suitable primary and confirmatory methods for soil 

Component(s) of residue definition  Primary method  Confirmatory method 

Cyproconazole Garcia-Alix, 2010 Garcia-Alix, 2010 

Table 5.3-28: Methods for soil  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Garcia-Alix, 2010 
ASB2012-7540 

0.01 mg/kg LC-MS/MS, RP18 
column, ESI+, m/z 
292→70, 292→125 

Confirmation 
included 

Appendix 2 

 

IIIA 5.3.2.5 Description of Methods for the Analysis of Cyproconazole in Water (OECD KIII 

A 5.6) 

An overview of the acceptable methods and possible data gaps for analysis of cyproconazole in surface 
and drinking water is given in the following table. For the detailed evaluation of the new study, it is 
referred to Appendix 2. 

Table 5.3-29: Overview of suitable primary and confirmatory methods for water 

Component(s) of residue 

definition  
Matrix Primary method  Confirmatory method 

Cyproconazole Drinking water Gasser, 2000 
Garcia-Alix, 2010 

Garcia-Alix, 2010 

Cyproconazole Surface water Gasser, 2000 
Garcia-Alix, 2010 

Garcia-Alix, 2010 

Table 5.3-30: Methods for drinking water and surface water  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Gasser, 2000 
MET2002-227 

0.05 µg/L 
(drrinking water) 
0.1 µg/L (surface 
water) 

GC-MS, m/z 222 Further ions are 
proposed but 
not validated, 
no confirmation 

DAR, vol. 3, Annex 
B-5, B.5.4.1 *) 

Garcia-Alix, 2010 
ASB2013-13491 
ASB2013-13492 

0.05 µg/L LC-MS/MS, KR 100 
C18, ESI+, m/z 
292→125, 292→70 

Confirmation 
included 

Appendix 2 

*) EU agreed method (see Draft Assessment Report) 

 

IIIA 5.3.2.6 Description of Methods for the Analysis of Cyproconazole in Air (OECD KIII A 

5.7) 

An overview of the acceptable methods and possible data gaps for analysis of cyproconazole in air is 
given in the following table. New studies were not provided. 

Table 5.3-31: Overview of suitable primary and confirmatory methods for air 

Component(s) of residue definition  Primary method  Confirmatory method 

Cyproconazole Tummon, 2004 Generally not required 
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Table 5.3-32: Methods for air  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Tummon, 2004 
MET2005-329 

0.3 µg/m3 LC-MS/MS, C18 
column, ESI+, m/z 
292→70 

 DAR, vol. 3, Annex 
B-5, B.5.5 *) 

*) EU agreed method (see Draft Assessment Report) 

 

IIIA 5.3.2.7 Description of Methods for the Analysis of Cyproconazole in Body Fluids and 

Tissues (OECD KIII A 5.8) 

A classification of cyproconazole as T was proposed after the EU Review process. Therefore, residue 
analytical methods for body fluids and tissues are required. An overview of the acceptable methods and 
possible data gaps for analysis of cyproconazole in body fluids and tissues is given in the following 
tables. New studies were not provided.  

Table 5.3-33: Overview of suitable primary and confirmatory methods for body fluids and 

tissues  

Component(s) of residue 

definition  
Matrix Primary method  Confirmatory method 

Cyproconazole Body fluids Missing Missing 

Cyproconazole Body tissues (meat) Klimmek, 2004 Lakaschus, 2005 

Table 5.3-34: Methods for body fluids and tissues  

Author(s), year  Method LOQ  Principle of method Comment Evaluated in  

Klimmek, 2004 
ASB2007-2584 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70 

No confirmation DAR, vol. 3, Annex 
B-5, B.2.2.1*) 

Lakaschus, 2005 
ASB2007-2585 

0.01 mg/kg LC-MS/MS, C18 
column, ESI+, m/z 
292→70, 292→125 

Confirmation 
included, ILV 
of Klimmek, 
2004 

DAR, vol. 3, Annex 
B-5, B.2.2.2*) 

*) EU agreed method (see Draft Assessment Report) 

 

IIIA 5.3.2.8 Other Studies/ Information 

Other studies were not provided. 
 

2.1 Conclusion on the availability of analytical methods for the determination of 

residues 

Azoxystrobin 
Sufficiently sensitive and selective analytical methods are available for the quantification of residues of 
azoxystrobin in all required matrices except for the following data gap: 
 
- A confirmatory method for the quantification of azoxystrobin residues in surface water is needed. The 

EU agreed method for azoxystrobin in surface water provides no sufficient validation data for 
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confirmatory ions as required by SANCO/825/00 rev. 8.1.  
 

It has to be noted that the new version of the guidance document now questioning the existing method 
was adopted after the time of DRAR preparation. zRMS is of the opinion that it is sufficient to fill the 
data gap in the context of the next application for the approval of azoxystrobin according to Reg. 
(EC) No 1107/2009 or in the context of the assessment of existing MRLs of azoxystrobin. 

 
Cyproconazole 
Sufficiently sensitive and selective analytical methods are available for the quantification of residues of 
cyproconazole in all required matrices except for the following data gaps: 
 

− A confirmatory method for the quantification of cyproconazole residues in liver is needed. The 
EU agreed method for cyproconazole in animal matrices does not provide sufficient validation 
data for confirmatory ions as required by SANCO/825/00 rev. 8.1.  
 
It has to be noted that the new guidance document SANCO/825/00 rev. 8.1 now questioning the 
method was adopted after the time of DAR preparation. Therefore, zRMS is of the opinion that it 
is sufficient to fill the data gap in the context of the next application for the approval of 
cyproconazole according to Reg. (EC) No 1107/2009 or in the context of the assessment of 
existing MRLs of cyproconazole. 

 
− A statement about the efficiency of the extraction method for animal origin is missing. It has to 

be noted that the new guidance document now asking for extraction efficiency data was adopted 
after the time of DAR preparation.  

 
zRMS is of the opinion that it is sufficient to fill the data gap in the context of the next 
application for the approval of cyproconazole according to Reg. (EC) No 1107/2009 or in the 
context of the assessment of existing MRLs of cyproconazole. 

 
− Analytical methods for the quantification of cyproconazole residues in body fluids (primary 

method and confirmatory method) are missing. In EFSA’s conclusion on the peer review of the 
pesticide risk assessment of the active substance cyproconazole, a classification as “toxic” has 
been proposed. According to SANCO/825/00 rev. 8.1 analytical methods in body fluids would be 
required in this case. The submission of an analytical method for cyproconazole in body fluids 
was already required as confirmatory data in the directive 2011/56/EU for cyproconazole. The 
deadline for submission mentioned in the directive was 31 May 2013. No such data were 
provided with the current application.  
 
zRMS is of the opinion that the data should not be considered as a pre-requisite for authorization 
before the classification as “toxic” has been finally agreed.  
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Appendix 1 – List of data submitted in support of the evaluation 

Annex point/ 

reference No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-Status / 

Usage* 

 

KIIIA1 5.2.2 / 
01 

Taylor K. 2001 Analytical method:simultaneous 
determination of azoxystrobin 
and cyproconazole in 
formulated materials by 
capillary gas chromatography 

Syngenta - Jealott’s Hill 
International, Bracknell, 
Berkshire, United Kingdom 

Syngenta - Jealott’s Hill 
International, Bracknell, 
Berkshire, United Kingdom, 
AMP10102-01A 

Not GLP, not published 

Syngenta File No SAN619/7161 

N SYN 5 

KIIIA1 5.2.2 / 
02 

Taylor K. 2001a Method Validation: 
AMP10102-01A/VAL-01A - 
The Simultaneous 
Determination of Azoxystrobin 
and Cyproconazole in 
Formulated Materials by 
Capillary Gas Chromatography 

Syngenta Crop Protection AG, 
Basel, Switzerland 

Syngenta - Jealott’s Hill 
International, Bracknell, 
Berkshire, United Kingdom, 
AMP10102-01A/VAL-01A 

GLP,  not published 

Syngenta File No ICI5504/1940 

Y SYN 5 

KIIIA1 5.2.2 / 
03 

Kettner R., 
Ebi E. 

2012 A12910C - Analytical Method 
SF-620/1 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 
10513361 

Not GLP, not published 

Syngenta File No 
A12910C_10089 

N SYN 1 
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Annex point/ 

reference No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-Status / 

Usage* 

 

KIIIA1 5.2.2 / 
04 

Ebi E. 2013 A12910C - Validation of 
analytical method SF-620/1 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 
125161 

GLP, not published 

Syngenta File No 
A12910C_10083 

Y SYN 1 

KIIIA1 5.2.4 / 
01 

Adolph S. 2011 Determination of toluene in 
formulation by headspace gas 
chromatography 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, SD-
1540/1 

Not GLP, not published 

Syngenta File No 
A16283D_10108 

N SYN 1 

KIIIA1 5.2.4 / 
02 

Adolph S. 2013 A12910C - Statement on 
Validation of the Analytical 
Method SD-1540/1 for the 
determination of Toluene in 
A12910C 
azoxystrobin/cyproconazole SC 
(200/080) 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 

Not GLP, not published 

Syngenta File No 
A12910C_10722 

N SYN 1 

KIIIA1 5.2.4 / 
03 

De 
Benedictis 
S. 

2011 A16283D - Validation of 
analytical method SD-1540/1 - 
toluene in A16283D 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 
123787 

GLP, not published 

Syngenta File No 
A16283D_10107 

Y SYN 5 
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Annex point/ 

reference No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-Status / 

Usage* 

 

KIIIA1 5.2.4 / 
04 

Kettner R. 2011 Determination of R230310 in 
formulation by HPLC 
(A17961A) 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, SD-
1464/1 

Not GLP, not published 

Syngenta File No 
A17961A_10048 

N SYN 1 

KIIIA1 5.2.4 / 
05 

Kettner R. 2012 Statement on validation of 
analytical method SD-1464/1 - 
Specificity for formulation 
A12910C 
(azoxystrobin/cyproconazole SC 
(200/080)) 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 
10506387 

Not GLP, not published 

Syngenta File No 
A12910C_10033 

N SYN 1 

KIIIA1 5.2.4 / 
06 

Kettner R. 2011a R230310 - Validation of 
analytical method SD-1464/1 
(A17961A) 

Syngenta 

Syngenta Crop Protection, 
Münchwilen, Switzerland, 
123137 

GLP, not published 

Syngenta File No 
A17961A_10049 

Y SYN 1 

       
 
*  1 accepted (study valid and considered for evaluation) 

2 not accepted (study not valid and  not considered for evaluation) 
3 not considered (study not relevant for evaluation) 
4 not submitted but necessary (study not submitted by applicant but necessary for evaluation) 
5 supplemental (additional information, alone not sufficient to fulfil a data requirement, considered for evaluation) 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

 Anon. 2008 European Standard EN 15662:2008 - 
Foods of plant origin - Determination of 
pesticide residues using GC-MS and/or 
LC-MS(/MS) following acetonitrile 
extraction/partitioning and cleanup by 
dispersive SPE-QuEChERS-method // 
Pflanzliche Lebensmittel - Bestimmung 
von Pestizidrückständen mit GC-MS 
und/oder LC-MS/MS nach Acetonitril-
Extraktion/Verteilung und Reinigung 
mit dispersiver SPE - QuEChERS-
Verfahren 
EN 15662:2008 
GLP: Open (1) No (12) Published: Yes 
(12) Open (1) 
BVL-1891180, BVL-1916668, BVL-
1928802, BVL-1977903, BVL-
2121949, BVL-2121995, BVL-
2193372, BVL-2203046, BVL-
2203046, BVL-2231017, BVL-
2234627, BVL-2255528, BVL-
2340307, ASB2008-5464 

No LIT Add 

 Anon. 2010 Untersuchung von Lebensmitteln - 
Modulare Multimethode zur 
Bestimmung von 
Pflanzenschutzmittelrückständen in 
Lebensmitteln (Erweiterte Neufassung 
der DFG-Methode S 19) (Amtliche 
Sammlung von Untersuchungsverfahren 
nach § 64 LFGB) 
L 00.00-34 
ASB2013-8342 

  Add 

All EFSA 2010 Conclusion on the peer review of the 
pesticide risk assessment of the active 
substance cyproconazole 
EFSA Journal 2010;8(11):1897, 1-73 
ASB2012-3334 

  Add 

All EFSA 2010 Conclusion on the peer review of the 
pesticide risk assessment of the active 
substance azoxystrobin 
EFSA Journal 2010; 8(4):15421542, 1-
110 
ASB2012-750 

  Add 

All Germany 1997 Azoxystrobin (Monograph) 
GLP: Open Published: Yes 
ASB2010-10495 

Open  Add 

 Greulich, K.; Alder, L. 2006 Fast multi residue screening of 300 
pesticides in drinking water 
BfR-IX-2005 
GLP: Yes (1) No (1) Published: Yes (1) 
No (1) 
BVL-2066681, BVL-2500449, 
ASB2011-8450 

Yes (1) No 
(1) 

Bayer 
CropScien

ce BfR 

Add 

 Johnson, R.I.; Tummon, O. 
J.; Earl, M. 

2000 Residue analytical method for the 
analysis of Azoxystrobin, R230310, 
R234886, R410553 and R402173 in soil 
ICI5504/0751 ! RAM 269/03 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
ASB2009-10823 

  Add 

All United Kingdom 2009 Azoxystrobin (Draft Re-Assessment 
Report) 
GLP: Open Published: Yes 
ASB2010-10494 

Open  Add 
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KIIA 4.3 Ali, S. 1990 Determination of Cyproconazole in 
nectarine, peanaut and wheat raw 
agricultural commodities (RAC) 
FEP429/91/1 ! BS 7585 ! AM-0842-
0790-0 
GLP: Open Published: Open 
BVL-2271197, MET2000-362 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Bourry, R.; Gasser, A.; 
Hertl, P. 

1991 A method for the determination of 
residues of Cyproconazole in various 
environmental matrices 
BS 2598 ! SAN619/5407 ! SDZ 
401/930491 
GLP: Open Published: Open 
BVL-2273014, MET9400026 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Chaggar, S. 2004 Validation of residue analytical method 
RAM 305/03 for the determination of 
residues in crops 
RJ3552B ! 1836316 ! 04-S616 
GLP: Open Published: Open 
BVL-2233164, ASB2009-9187 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Chaggar, S.; Crook, S. J.; 
Harron, E. A.; Robinson, N. 
J. 

2004 Residue analytical method for the 
determination of residues in crop 
samples 
RAM305/03 ! 1836311 
GLP: Open Published: Open 
BVL-2233163, ASB2009-9188 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Coombe, N. B. 1996 Independent laboratory confirmation of 
an analytical method for the 
determination of residues of ICIA5504 
in animal tissue, milk and eggs 
CEMS-516 
GLP: Open Published: Open 
BVL-2233142, MET2000-656 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Crook, S. J. 2002 Residue analytical method for the 
determination of residues of 
Cyproconazole in crop samples. Final 
determination by HPLC-MS-MS. 
RAM 397/01 ! SAN619/7281 
GLP: Open Published: Open 
BVL-2271198, MET2004-815 

No Syngenta 
Agro 

N 

KIIA 4.3 Croucher, A. 2002 Azoxystrobin and R230310: 
Independent laboratory validation of 
SOP RAM 305/02 analytical method for 
the determination of residues in crops, 
brassicae, maize and root crops 
1983/029-D2419 ! ICI5504/1336 
GLP: Open Published: Open 
BVL-2233138, MET2003-411 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Kang, J. 2003 Independent laboratory validation of 
residue analytical method RAM 305/02 
for the determination of Azoxystrobin 
and R230310 in dried hops 
CEMS-1995 ! ICI5504/1976 
GLP: Open Published: Open 
BVL-2233139, MET2003-412 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Kang, J. 2003 Independent laboratory validation of 
method RAM 305/02 for the 
determination of residues of 
Azoxystrobin and R230310 in leafy 
crops, brassicae and root/tuber crops 
ICI5504/1411 ! CEMR-1708 Version 3 ! 
CEMS-1708 
GLP: Open Published: Open 
BVL-2233137, ASB2009-9194 

Yes Syngenta 
Agro 

N 
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KIIA 4.3 Klimmek, S. 2004 Analytical method development and 
validation of the DFG method S19 for 
the determination of residues of 
Cyproconazole in animal matrices 
IF-04/00202232 ! T006526-04 ! 
SAN619/7504 
GLP: Open Published: Open 
BVL-2271182, ASB2007-2584 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Krennhuber, K.; Pfarl, C. 1996 Validation of an analytical method for 
determination of residues of 
Cyproconazole in human food, animal 
feed and environmental matrices 
R 96-98 ! 1283 ! SAN619/0063 
GLP: Open Published: Open 
BVL-2271181, MET1999-515 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Lakaschus, S. 2004 Independent laboratory validation of the 
DFG method S 19 (extended revision) 
for the determination of residues of 
Cyproconazole in wheat grain and 
melon 
G04-0058 ! T006525-04 ! SYN-0421V ! 
SAN619/7559 
GLP: Open Published: Open 
BVL-2271186, ASB2007-2583 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Lakaschus, S. 2005 Independent laboratory validation of 
multi-residue method DFG S19 (L 
00.00-34) for the determination of 
residues of Cyproconazole in different 
animal tissues with LC-MS/MS 
SYN-0504V ! G05-0041 ! T006527-04 ! 
SAN619/7870 
GLP: Open Published: Open 
BVL-2271183, ASB2007-2585 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Lister, N. 1999 Azoxystrobin: Validation of SOP RAM 
305/01 for the determination of 
Azoxystrobin and R230310 in crops 
ICI5504/0280 ! 98JH173 ! RJ2770B 
GLP: Open Published: Open 
BVL-2233136, MET2004-814 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Robinson, N. J.; Crook, S. 
J.; Harron, E. A. 

1999 Residue analytical method for the 
determination of Azoxystrobin and 
R230310 in crops 
ICI5504/0249 ! RAM 305/02 
GLP: Open Published: Open 
BVL-2233131, MET2003-409 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Robinson, N. J.; Crook, S. 
J.; Harron, E. A. 

1999 Residue analytical method for the 
determination of Azoxystrobin and 
R230310 in crops 
RAM 305/01 ! ICI5504/1022 
GLP: Open Published: Open 
BVL-2233135, MET2001-150 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Ryan, J.; Sapiets, A. 1994 Azoxystrobin: Residue analytical 
method for the analysis of ICIA5504 
and R230310 in animal tissue and milk; 
Zeneca RAM 255/01 
RAM 255/01 ! ICI5504/1012 
GLP: Open Published: Open 
BVL-2233141, MET9600171 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Ryan, J.; Sapiets, A. 1996 Azoxystrobin / ICIA5504 and R230310: 
Validation of a method for the 
determination of residues in animal 
tissue, eggs and milk 
RJ1809B ! 94JH147 ! ICI5504/0264 
GLP: Open Published: Open 
BVL-2233140, MET9800533 

Yes Syngenta 
Agro 

Y 
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KIIA 4.3 Ryan, J.; Sapiets, A.; 
Speake, A. J. 

1995 Residue analytical method for the 
analysis of ICIA5504 and R230310 in 
animal tissue, egg and milk; Zeneca 
RAM 255/02 
RAM 255/02 
GLP: Open Published: Open 
BVL-2233158, MET9600146 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Schulz, H. 2004 Analytical method development and 
validation of the DFG method S19 for 
the determination of residues of 
Cyproconazole in plant matrices 
T006524-04 ! SAN619/7489 ! IF-
04/00192720 
GLP: Open Published: Open 
BVL-2271185, MET2005-327 

Yes Syngenta 
Agro 

Y 

KIIA 4.3 Specht, W. 1988 Analysemethode zur Bestimmung der 
Rückstände des Wirkstoffes in 
Weizenstroh: Überprüfung der 
Anwendbarkeit der DFG-Multimethode 
S 19 
58.133/88 A ! 12'580/89 A ! 
SAN619/6044 
GLP: Open Published: Open 
BVL-2271184, MET1999-422 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Tillkes, M. 1995 Azoxystrobin: Validation of DFG 
method S 19 for the determination of 
residues of ICIA5504 and R230310 in 
wheat, rye, barley and grapes 
ZEN-9402V ! Az. 26427/94 ! 
ICIA5504/0263 
GLP: Open Published: Open 
BVL-2233133, MET9600169 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Tillkes, M. 1997 Validation of DFG method S 19 
(modified extraction) for the 
determination of the residues of 
ICIA5504 (Azoxystrobin) in milk, 
muscle, kidney, liver and egg 
ZEN-9505V  ! Az. 34313A/95 ! 
ICI5504/0276 
GLP: Open Published: Open 
BVL-2233143, MET2000-657 

Yes Syngenta 
Agro 

N 

KIIA 4.3 Wassell, W.; Gilles, C. 1991 Independent laboratory confirmation of 
method AM-0842-0790-0 
B9007-CN1 ! AM-0842-0790-0 ! 
SAN619/6406 
GLP: Open Published: Open 
BVL-2271180, MET1999-517 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIA 6.3 Chamier, O. D. 2000 Azoxystrobin: Residues in oil-seed rape, 
Germany 1999 - incl. 1. Addendum 
RS-9911 ! 1835733 
Zeneca Agrochemicals 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233162, BVL-2514458, 
RIP2001-262 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Atkinson, S. 2003 Independent laboratory validation of a 
method for the determination of residues 
of Azoxystrobin in animal tissue 
CEMR-1907 ! CEMS-1907 ! RAM 
399/01 
Syngenta - Jealott's Hill International, 
Bracknell, Berkshire, United Kingdom 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233146, BVL-2486221, 
MET2003-159 

Yes Syngenta 
Agro 

Y 
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KIIA 4.3, KIIIA1 
5.3.1 

Bour, D. 2006 Independent laboratory validation of 
residue analytical method RAM499/01 
for the determination of residues of free 
and conjugated Cyproconazole 
(SAN619) in bovine liver, bovine fat, 
bovine milk and hen eggs. 
SYN/CYP/06001 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2271201, BVL-2486224, 
ASB2010-13322 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R. 1995 ICIA5504 and R230310: Validation of a 
method for the determination of residues 
in peanuts and pecans 
RJ 1787B 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes (2) Open (1) Published: Open 
(1) No (2) 
BVL-2233160, BVL-2486214, BVL-
2509974, MET2004-630 

Yes SYN 
Syngenta 

Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R. 1997 Residue analytical method for the 
analysis of Azoxystrobin and R230310 
in crops 
RAM 243/05 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233128, BVL-2486204, 
MET2005-134 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R. 1997 Residue analytical method for the 
analysis of Azoxystrobin and R230310 
in crops of high lipid content; RAM 
260/03 
RAM 260/03 ! SOP RAM 260/02 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233130, BVL-2486215, 
MET2001-151 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R. 1997 Azoxystrobin and R230310: 
Verification of SOP RAM 260 for crops 
of high lipid content 
RJ 2385B ! RAM 260/03 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes (2) Open (1) Published: Open 
(1) No (2) 
BVL-2233159, BVL-2486216, BVL-
2509994, MET2004-631 

Yes SYN 
Syngenta 

Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R. 2000 Residue analytical method for the 
analysis of Azoxystrobin and R230310 
in crops 
RAM 243/06 ! ICI5504/0252 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233129, BVL-2486211, 
MET2001-152 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 
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KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R.; Gentle, W. 1995 Residue analytical method for the 
analysis of ICIA5504 and R230310 in 
peanuts and pecans 
RAM 260/01 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233161, BVL-2486213, 
MET2004-629 

Yes (1) No 
(1) 

SYN 
Syngenta 

Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Burke, S. R.; Sapiets, A. 1995 Azoxystrobin / ICIA5504 and R230310 
: Validation of a method for the 
determination of residues in cereals and 
vines. Final report; Zeneca RJ 1729B 
RJ1729B ! ICI5504/0260 ! 93JH062 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233132, BVL-2486209, 
MET9600143 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Clarke, D. M.; Sapiets, A. 1993 Residue analytical method for the 
analysis of ICIA5504 and R230310 in 
cereals and vines; D2.1/01 
SOP RAM/243/01 ! ICIA5504/1019 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233126, BVL-2486205, 
MET9600145 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Clarke, D. M.; Sapiets, A. 1994 Azoxystrobin / ICIA5504 and R230310: 
Validation of a method for the  
determination of residues in cereals and 
vines incl. Appendix A (SOP RAM 
243/02) 
RJ1557B ! 93JH062 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233127, BVL-2486207, 
MET9600144 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Crook, S. J. 2002 Residue analytical method for the 
determination of residues of 
Azoxystrobin and R230310 in bovine 
muscle tissue, fat and milk, lamb liver 
and kidney and hen egg samples. Final 
determination by HPLC-MS-MS 
SAM-No. 1651 ! RAM 399/01 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2233144, BVL-2486219, 
MET2003-157 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Crook, S. J. 2006 Residue analytical method for the 
determination of residues of free and 
conjugated Cyproconazole (SAN619) in 
animal matrices. Final determination by 
LC-MS/MS. 
RAM 499/02 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Open (1) No (1) Published: Open 
(1) No (1) 
BVL-2271199, BVL-2486225, 
ASB2010-13321 

Yes (1) No 
(1) 

Syngenta 
Agro 

N 
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KIIA 4.3, KIIIA1 
5.3.1 

Klimmek, S. 2004 Analytical method development and 
validation of the DFG Method S19 for 
the determination of residues of 
azoxystrobin and the metabolite 
R230310 in plant matrices 
ICI5504/2766 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2390508, BVL-2486202, 
ASB2013-1646 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Lakaschus, S. 2005 ILV for the determination of reisdues of 
azoxystrobin in lettuce and wheat grain 
by multi-residue method S19 (L 00.00-
34) validated by a third party laboratory 
ICI5504/2948 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2390509, BVL-2486203, 
ASB2013-1647 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Richards, S. 2002 Azoxystrobin / R230310: Validation of 
analytical method  RAM 399/01 for the 
determination of residues in bovine 
muscle, fat and milk, lamb`s kidney and 
liver and hen`s eggs 
SAM-No. 1652 ! RJ3350B ! RAM 
399/01 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233145, BVL-2486220, 
MET2003-158 

Yes Syngenta 
Agro 

Y 

KIIA 4.3, KIIIA1 
5.3.1 

Ryan, J. 2006 Cyproconazole (SAN619): Validation of 
residue analytical method RAM499/01 
for the determination of free and 
conjugated residues in animal matrices. 
Final determination by LC-MS/MS. 
T022776-04-REG 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2271200, BVL-2486223, 
ASB2010-13323 

Yes Syngenta 
Agro 

N 

KIIA 4.3, KIIIA1 
5.3.1 

Weeren, R. D.; Pelz, S. 2001 Validation of the DFG method S 19 
(extended revision) for the 
determination of residues of 
Azoxystrobin in plant materials 
ZEN-0002V Az. G00-0139 ! ID No.: 
ASJ10008-02S ! 1368 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes (1) Open (1) Published: Open 
(1) No (1) 
BVL-2233134, BVL-2486201, 
MET2001-548 

Yes Syngenta 
Agro 

N 

KIIA 4.4 Bourry, R.; Gasser, A.; 
Hertl, P. 

1996 A method for the determination of 
residues of Cyproconazole in human 
food, animal feed and environmental 
matrices 
BS 8058 ! SAN619/5107 ! MO-01-
005304 
GLP: Open Published: Open 
BVL-2271189, MET1999-518 

Yes Syngenta 
Agro 

N 
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KIIA 4.4 Earl, M.; Johnson, R. I.; 
Wilson, B.; Pengelly, N. 

1995 Azoxystrobin / ICIA5504, R230310, 
R234886, R401553 and R402173 : 
Analytical method and validation of a 
method for the determination of residues 
in soil using a Zymark robot; Zeneca 
RJ1887B 
RJ1887B ! 94JH297 
GLP: Open Published: Open 
BVL-2233149, MET9600149 

Yes Syngenta 
Agro 

N 

KIIA 4.4 Earl, M.; Jones, S. D.; 
Campbell, A. J. 

1994 Azoxystrobin / ICIA5504, R230310 and 
R234886: Validation of methods for the 
determination of residues in soil  incl. 
Appendix A (SOP RAM 257/02) and 
Appendix B (SOP RAM 258/01 
RJ1740B ! 93JH208 ! RAM 257/02 ! 
RAM 258/01 
GLP: Open Published: Open 
BVL-2233147, MET9600147 

Yes Syngenta 
Agro 

Y 

KIIA 4.4 Hargreaves, S. L. 2002 Residue analytical method for the 
determination of residues of 
Cyproconazole in soil. 
RAM 369/01 ! SAN619/7163 
GLP: Open Published: Open 
BVL-2271188, MET2005-328 

Yes Syngenta 
Agro 

N 

KIIA 4.4 Johnson, R. I.; Tummon, O. 
J.; Earl, M. 

1995 Azoxystrobin / ICIA5504, R230310, 
R234886, R401553 and R402173 : 
Analytical method and validation of a 
method for the determination of residues 
in soil; Zeneca RJ1864B 
RJ1864B ! ICI5504/0763 ! 94JH289 
GLP: Open Published: Open 
BVL-2233148, MET9600148 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Gasser, A. 2000 Validation of method REM 200.01 - 
Validation by analysis of drinking and 
surface water specimens fortified with 
Cyproconazole (SAN 619); 
determination of recoveries 
205/00 ! SAM 619/7078 
GLP: Open Published: Open 
BVL-2271193, MET2002-228 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Gasser, A. 2000 Determination of Cyproconazole by gas 
chromatography (MSD) - Water 
REM 200.01 ! SAN619/7077 
GLP: Open Published: Open 
BVL-2271190, MET2002-227 

Yes Syngenta 
Agro 

Y 

KIIA 4.5 Gasser, A.; Hertl, P.; 
Karapally, J. C. 

1989 SAN 619 F: Determination of 
Cyproconazole in groundwater 
CBK 12747/89 ! BS 441 ! MO-01-
010019 ! SAN619/6073 
GLP: Open Published: Open 
BVL-2271191, MET1999-427 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Hurt, A. D.; Campbell, A. 
J.; Runnalls, J. K. 

1997 Azoxystrobin, R230310, R234886, 
R401553, R402173: Analytical method 
and validation of a method for the 
determination of residues in water 
RJ2199B ! RAM 292/01 
GLP: Open Published: Open 
BVL-2233154, MET2001-142 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Hurt, A.; Campbell, A. J. 1997 Residue analytical method for the 
analysis of Azoxystrobin, R230310, 
R234886, R401553 and R402173 
residues in water; RAM 292/01 
RAM 292/01 ! ICI5504/2180 
GLP: Open Published: Open 
BVL-2233153, MET2001-144 

Yes Syngenta 
Agro 

N 
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KIIA 4.5 Krennhuber, K.; Pfarl, C. 1996 Validation of an analytical method for 
determination of residues of 
Cyproconazole in groundwater 
1282 ! R 96-97 ! SAN619/0051 
GLP: Open Published: Open 
BVL-2271192, MET1999-516 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Robinson, N. J. 1999 Analytical method for the determination 
of residues of Azoxystrobin in water 
49043/01 
GLP: Open Published: Open 
BVL-2233151, MET2001-145 

Yes Syngenta 
Agro 

N 

KIIA 4.5 Robinson, N. J. 2000 Analytical method for the determination 
of residues of Azoxystrobin in water 
RAM 358/01 ! F2.2/005 
GLP: Open Published: Open 
BVL-2233152, MET2004-816 

Yes Syngenta 
Agro 

Y 

KIIA 4.5 Ryan, J.; Clarke, D. M. 1993 Azoxystrobin / ICIA5504: Validation of 
a method for the determination of 
residues in drinking water incl. 
Appendix A (SOP RAM/235/01) 
RJ1496B ! 93JH010 ! RAM/235/01 
GLP: Open Published: Open 
BVL-2233150, MET9600150 

Yes Syngenta 
Agro 

N 

KIIA 4.7 Crawford, N. A. 2001 Azoxystrobin: Validation of an 
analytical method for the determination 
of residues in air 
TMJ4658B ! 1781199 
GLP: Open Published: Open 
BVL-2233156, MET2001-540 

Yes Syngenta 
Agro 

Y 

KIIA 4.7 Kettner, R.; Karapally, J. 
C.; Lauper, M. 

1993 Determination of Cyproconazole in air 
BS3786 ! MO-01-005183 ! 21302 ! 
SAN619/5330 
GLP: Open Published: Open 
BVL-2271194, MET1999-431 

Yes Syngenta 
Agro 

N 

KIIA 4.7 Tribolet, R. 1999 Validation of analytical method BS 
3786 for the determination of 
Cyproconazole (SAN 619) in air by 
analyses of fortified air sampling tubes 
and evaluation of recoveries 
211/99 ! BS 3786 ! SAN619/6768 
GLP: Open Published: Open 
BVL-2271196, MET2000-366 

Yes Syngenta 
Agro 

N 

KIIA 4.7 Tummon, O. 2004 Cyproconazole - Validation of an 
analytical method for the determination 
of residues of Cyproconazole in air 
RJ3497B ! SAN619/7478 
GLP: Open Published: Open 
BVL-2271195, MET2005-329 

Yes Syngenta 
Agro 

Y 

KIIA 4.7 Tummon, O. J.; 
Hargreaves, S. L. 

1995 ICIA5504 : Validation of a method 
suitable for the determination of 
residues in air; Zeneca RJ 1955B 
RJ1955B ! ICI5504/0766 
GLP: Open Published: Open 
BVL-2233155, MET9600151 

Yes Syngenta 
Agro 

N 

KIIA 4.8 Gemrot, F. 2011 Azoxystrobin - Validation of analytical 
method RAM 399/01 for the 
determination of azoxystrobin, R230310 
and R234886 in human whole blood 
ICI5504_11467 
GLP: Open Published: Open 
BVL-2390517, ASB2013-1649 

Yes Syngenta 
Agro 

N 

KIIA 4.8 Hall, M. G. 1999 Azoxystrobin and R234886: 
Determination in human and animal 
plasma by LC-UV and LC-MS 
CTL/R1401 ! ICI5504/0236 
GLP: Open Published: Open 
BVL-2233157, MET2001-141 

Yes Syngenta 
Agro 

Y 
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KIIA 6.2.1 Schächtele, M.; Karapally, 
J. C. 

1988 SAN 619F - Metabolism in apples 
CBK 11861/87 ! BS 413 ! 
SAN619/6081 
GLP: Open Published: Open 
BVL-2272441, RIP2005-1003 

Yes Syngenta 
Agro 

Y 

KIIA 6.2.1 Skinner, W. S.; Sakai, D. 
H.; Quistad, G. B. 

1987 Metabolism of SAN 619F by peanuts 
PA-B86-05 ! SAN619/6080 
GLP: Open Published: Open 
BVL-2272438, RIP2005-1002 

Yes Syngenta 
Agro 

Y 

KIIA 6.2.1 Völlmin, S. 1997 [U-14C-Triazolyl] Cyproconazole - 
Metabolism in sugarbeet (beta vulgaris 
L.) 
E96-07 ! SAN619/0396 
GLP: Open Published: Open 
BVL-2272447, RIP2005-1005 

Yes Syngenta 
Agro 

Y 

KIIA 6.2.1 Wilkinson, M. J.; Hepburn, 
D. F.; Joseph, R. S. I. 

1994 Metabolism in winter wheat 
RJ1682B ! 91JH132 ! 92JH080 
GLP: Open Published: Open 
BVL-2213666, RIP9600103 

Yes Syngenta 
Agro 

Y 

KIIA 6.2.3 Skinner, W. S.; Sakai, D. 
H.; Collier, K. D. et al. 

1987 Metabolism of [14C]SAN 619F by 
lactating goat 
SAN619/0533 ! PA-B86-03 ! CBK 
11767/87 
GLP: Open Published: Open 
BVL-2272448, RIP2006-1825 

Yes Syngenta 
Agro 

N 

KIIA 6.3, KIIIA1 
5.3.1 

Baravelli, P. L. 2004 Residue study with A12910C in or on 
sugar beet in Italy, degradation curve 
determination - 2003 Italy - 1st 
amendment - incl report dated 
01.12.2003 
ICI5504/2624 ! AGRI 004/03 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: Yes Published: No 
BVL-2486218, BVL-2486373, 
ASB2013-13462 

Yes Syngenta 
Agro 

N 

KIIIA1 5.3.1 Burke, S. 1996 Residue analytical method for the 
analysis of Azoxystrobin and R230310 
in crops of high lipid content 
ICI5504/1016 ! RAM 260/02 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes Published: No 
BVL-2486212, ASB2013-13488 

Yes Syngenta 
Agro 

N 

KIIIA1 5.3.1 Burke, S. 1996 Residue analytical method for the 
analysis of Azoxystrobin and R230310 
in crops 
ICI5504/2393 ! RAM 243/04 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: No Published: No 
BVL-2486210, ASB2013-13487 

No Syngenta 
Agro 

N 

KIIIA1 5.3.1 Clarke, D.; Sapiets, A. 1994 Residue analytical method for the 
analysis of ICIA5504 and R230310 in 
cereals and vines 
ICI5504/2392 ! RAM 243/02 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: No Published: No 
BVL-2486206, ASB2013-13486 

No Syngenta 
Agro 

N 
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KIIIA1 5.3.1 Crook, S. 2006 Residue analytical method for the 
determination of residues of free and 
conjugated Cyproconazole (SAN619) in 
animal matrices - Final Determination 
by LC-MS/MS 
SAN619/7958 ! RAM 499/01 
Syngenta Crop Protection AG, Basel, 
Switzerland 
GLP: No Published: No 
BVL-2486222, ASB2013-13490 

No Syngenta 
Agro 

N 

KIIIA1 5.3.1 Sapiets, A.; Burke, S. R. 1994 Residue analytical method for the 
analysis of ICIA5504 and R230310 in 
cereals and vines 
ICI5504/1021 ! RAM243/03 
Zeneca Agrochemicals, Jealott's Hill, 
United Kingdom 
GLP: Yes Published: No 
BVL-2486208, ASB2009-10820 

Yes Syngenta 
Agro 

N 

KIIIA1 5.4 Garcia-Alix, M. 2010 Cyproconazole: Validation of residue 
method GRM033.05A for the 
determination of Cyproconazole in soil 
SAN619_10102 ! CEMS-4826 
Syngenta - Jealott's Hill, Bracknell, 
United Kingdom 
GLP: Yes Published: No 
BVL-2486227, ASB2012-7540 

Yes Syngenta 
Agro 

Y 

KIIIA1 5.4 Garcia-Alix, M. 2010 Cyproconazole: Analytical method for 
the determination of residues of 
Cyproconazole in soil.  Final 
Determination by LC-MS/MS 
SAN619_10104 ! GRM033.05A 
Syngenta - Jealott's Hill, Bracknell, 
United Kingdom 
GLP: No Published: No 
BVL-2486226, ASB2012-7539 

No Syngenta 
Agro 

N 

KIIIA1 5.6 Garcia-Alix, M. 2010 Cyproconazole - Validation of residue 
method GRM033.04A for the 
determination of Cyproconazole in 
water 
SAN619_10103 ! CEMR-4827-REG 
Syngenta - Jealott's Hill, Bracknell, 
United Kingdom 
GLP: Yes Published: No 
BVL-2486229, ASB2013-13491 

Yes Syngenta 
Agro 

Y 

KIIIA1 5.6 Garcia-Alix, M. 2011 Cyproconazole - Analytical method for 
the determination of residues of 
Cyproconazole in water - Final 
determination by LC-MS/MS 
SAN619_10121 ! GRM033.04A 
GLP: No Published: No 
BVL-2486228, ASB2013-13492 

No Syngenta 
Agro 

Y 

KIIIA1 5.8 Gemrot, F. 2011 Azoxystrobin - Validation of analytical 
method RAM 399/01 for the 
determination of Azoxystrobin, 
R230310 and R234886 in human whole 
blood 
ICI5504_11467 ! S10-03815 
GLP: Yes Published: No 
BVL-2486230, ASB2013-13493 

Yes Syngenta 
Agro 

N 

MIIIA1 Sec 2 Applicant 2012 Azoxystrobin + Cyproconazol / 
A12910C: Analytical methods - Tier 2, 
IIIA-5 - Draft Registration Report - Part 
B - Core assessment 
A12910C_10036 ! MIII / Sec. 2 
Syngenta European Product 
Registration, Basel, Switzerland 
GLP: No Published: No 
BVL-2487282, BVL-2487283, 
ASB2013-13438 

No Syngenta 
Agro 

N 
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MIIIA1 Sec 2 Applicant 2013 Azoxystrobin + Cyproconazol / 
A12910C: Analytical methods - Tier 2, 
IIIA-5 - Draft Registration Report - Part 
B - Natinal addendum - Netherlands 
A12910C_10759 ! MIII / Sec. 2 
Syngenta European Product 
Registration, Basel, Switzerland 
GLP: No Published: No 
BVL-2487284, BVL-2487285, 
ASB2013-13439 

No Syngenta 
Agro 

N 

*  Y: Yes, relied on 
N: No, not relied on 
Add: Relied on, study not submitted by applicant but necessary for evaluation 
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Appendix 2  Detailed evaluation of the additional studies relied upon 

A 2.1 Analytical methods for azoxystrobin 

A 2.1.1 Methods for enforcement of residues in food and feed of animal origin 
A 2.1.1.1 Analytical method 1 
 

Reference: KIIIA 5.3.1/1 

Report Azoxystrobin and R230310: Validation of analytical method RAM 339/01 
for the determination of residues in bovine muscle, fat and milk, lamb's 
kidney and liver and hen's eggs; Richards, S., 2002; report no. RJ3350B, 
MET2003-158 

Guideline(s): Not stated 

Deviations: No 

GLP: Yes 

Acceptability: Acceptable 

Materials and methods 

Residues of azoxystrobin are extracted from sample material by macerating with acetonitrile. After 
centrifugation the extracts are cleaned up by SPE on a C18 material. Elution is performed with ethyl 
acetate/dichloromethane (55/45, v/v). The eluate is evaporated to dryness and dissolved in 
acetonitrile/water (1/1, v/v). Final determination is done by LC-MS/MS using a RP18 column. One 
MS/MS transitions are monitored after electrospray ionization in positive mode: m/z 404→372.  

Results and discussions 

Table A 1: Recovery results from method validation of meat, milk, eggs, fat, liver, kidney 

using the analytical method. Standards were prepared in acetonitrile/water 

(1/1, v/v). 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery (%) 
RSD (%) Comments 

Meat 0.01 5 98 2.2 m/z 404→372 

Meat 0.1 5 96 1.6 m/z 404→372 

Fat 0.01 5 97 2.7 m/z 404→372 

Fat 0.1 5 96 2.4 m/z 404→372 

Milk 0.01 5 94 4.8 m/z 404→372 

Milk 0.1 5 94 2.2 m/z 404→372 

Kidney 0.01 5 99 4.5 m/z 404→372 

Kidney 0.1 5 97 3.1 m/z 404→372 

Liver 0.01 5 91 4.5 m/z 404→372 

Liver 0.1 5 95 2.1 m/z 404→372 

Egg 0.01 5 95 2.9 m/z 404→372 

Egg 0.1 5 96 3.0 m/z 404→372 
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Table A 2: Characteristics for the analytical method used for the quantitation of 

azoxystrobin residues in meat, milk, eggs, fat, liver, kidney 

 
Azoxystrobin, m/z 

404→372 
 

Calibration function intercept forced to zero: y= 
1E+08*X, R²=0.9996 
With intercept: Y = 
1E+08*X+3559.7, 
R²=0.9996 

 

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

0.05- 10 ng/mL  

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

0.005 – 1 mg/kg  

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Yes  

Assessment of matrix effects is presented (yes/no) Yes  

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Yes  

Conclusion  

The method of Richards, 2002 is validated for the quantification of azoxystrobin in milk, meat, fat, eggs, 
liver and kidney. The validated limit of quantification is 0.01 mg/kg. A validated confirmatory method is 
not included. 
 
Comments of zRMS: Acceptable. 
 
A 2.1.1.2 Independent laboratory validation 
 

Reference: KIIIA 5.3.1/2 

Report Independent laboratory validation of a method for the determination of 
residues of Azoxystrobin in animal tissue; Atkinson, 2003, report no. 
CEMR-1907, MET2003-159 

Guideline(s): Yes; SANCO/825/00 rev. 6 

Deviations: No 

GLP: Yes 

Acceptability: Acceptable 

Materials and methods 

The study validated the analytical method of Richards, 2002 in an independent laboratory. The extraction 
and clean up is identical to the method of Richards, 2002. Final determination is done by LC-MS/MS 
using a RP18 column using 5 – 10 times less diluted final extract. One MS/MS transition is monitored 
after electrospray ionization in positive mode: m/z 404→372. 
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Results and discussions 

Table A 3: Recovery results from the independent laboratory validation of meat and milk 

using the analytical method. Standards were prepared in acetonitrile/water 

(1/1, v/v). 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery (%) 
RSD (%) Comments 

Meat 0.01 5 95 2.5 m/z 404→372 

Meat 0.1 5 101 8.7 m/z 404→372 

Milk 0.01 5 94 2.3 m/z 404→372 

Milk 0.1 5 97 6.4 m/z 404→372 

Table A 4: Characteristics for the analytical method used for the independent laboratory 

validation of azoxystrobin residues in milk and meat 

 
Azoxystrobin, m/z 

404→372 
 

Calibration function Y =4085038 X +225, 
R²=0.9991 

 

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

0.05 – 10 ng/mL  

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

0.0005 – 0.2 mg/kg  

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Yes  

Assessment of matrix effects is presented (yes/no) Yes  

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Yes  

Conclusion 

The method of Richards, 2002 is successfully validated in an independent laboratory for meat and milk. 
The validated limit of quantification is 0.01 mg/kg. A confirmatory method is not included. 
 
Comments of zRMS: Acceptable. 
 
A 2.1.2 Description of Methods for the Analysis of Water 
A 2.1.2.1 Analytical method 1 
 

Reference: KIIIA 5.6/1 

Report Fast multi residue screening of 300 pesticides in drinking water; Greulich 
K., Alder, L.; 2006; study BfR-IX-2005, open, ASB2011-8450 

Guideline(s): No 

Deviations: Not applicable 

GLP: No 
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Acceptability: Acceptable 

Materials and methods 

The study validates a multiresidue method for the quantification of pesticides in drinking water. The 
sample is analysed after addition of methanol by direct injection into a LC-MS/MS system using an Aqua 
C18 column. Quantification is performed for azoxystrobin by monitoring of two transitions (m/z 
404→372, m/z 404→344) after electrospray ionization in positive mode. 

Results and discussions 

Table A 5: Recovery results from method validation of azoxystrobin using the analytical 

method. Standards were prepared in matrix (drinking water) 

Matrix 
Fortification 

level (µg/L) 
No of samples per 

fortification level 
Mean recovery 

(%) 
RSD (%) Comments 

Drinking water 0.1 4 112 4 m/z 404→372 

Drinking water 1 5 100 4 m/z 404→372 

Drinking water 0.1 4 140 12 m/z 404→344 

Drinking water 1 5 101 11 m/z 404→344 

Table A 6: Characteristics for the analytical method used for the quantitation of 

azoxystrobin residues in drinking water 

 
Azoxystrobin, m/z 

404→372 

Calibration function y=6E+06X + 670581, 
R²=0.9963 

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

0.03 – 5 ng/mL 

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

0.03 – 5 µg/L 

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Yes 

Assessment of matrix effects is presented (yes/no) No 

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Yes 

Conclusion  

The method is successfully validated for the quantification of azoxystrobin residues in drinking water for 
the m/z 404→372 transition. Because of the high recovery of the second transition an additional 
confirmatory method or quantification by standard addition are required. The limit of quantification is 0.1 
µg/L. 
 
Comments of zRMS: Acceptable. 
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A 2.2 Analytical methods for cyproconazole 

A 2.2.1 Methods for enforcement of residues in food and feed of plant origin 
A 2.2.1.1 Analytical method 1 
 

Reference: OECD KIIIA, 5.3.1/01, Published multiresidue method 

Report European Standard EN 15662:2008 - Foods of plant origin - 
Determination of pesticide residues using GC-MS and/or LC-
MS(/MS) following acetonitrile extraction/partitioning and cleanup 
by dispersive SPE – QuEChERS method, Anonymous, 2008, 
ASB2008-5464 

Guideline(s): No 

Deviations: Not applicable 

GLP: Not applicable 

Acceptability: Yes 

Materials and methods 

The cryogenic milled sample is shaken with acetonitrile, sodium citrate, sodium hydrogen citrate 
sesquihydrate, magnesium sulfate and sodium chloride. After centrifugation of the mixture, an aliquot of 
the acetonitrile phase is shaken with primary-secondary-amine (PSA) and magnesium sulfate. For oily 
matrix, the acetonitrile phase is shaken with primary-secondary-amine (PSA) and C18 material. The 
sample were centrifuged and diluted with water if necessary. Final determination is done by LC-MS/MS 
using a RP column and monitoring of two MS/MS transitions with m/z 292→70, 292→125. 
Quantification is made by matrix-matched standards. 

Results and discussions 

Table A 7: Recovery results from method validation of cucumber using the analytical 

method. Standards were prepared in blank matrix extract. 1 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Cucumber 0.01 41 95 7.7 Data from 7 labs 

Cucumber 0.1 49 99 7.1 Data from 7 labs 
1 Data were taken f rom the datapool of EU reference laboratories (http://www.eurl-pesticides-datapool.eu/)  

Table A 8: Recovery results from method validation of lemon using the analytical 

method. Standards were prepared in blank matrix extract. 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Lemon 0.01 31 96 8.2 Data from 7 labs 

Lemon 0.1 39 97 7 Data from 7 labs 
1 Data were taken from the datapool of EU reference laboratories (http://www.eurl-pesticides-datapool.eu/) 
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Table A 9: Recovery results from method validation of wheat flour using the analytical 

method. Standards were prepared in blank matrix extract. 1 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Wheat flour 0.01 24 93 12.7 Data from 4 labs 

Wheat flour 0.1 30 96 7.6 Data from 4 labs 
1 Data were taken from the datapool of EU reference laboratories (http://www.eurl-pesticides-datapool.eu/) 

Table A 10: Recovery results from method validation of plant oils (olive oil, sunflower seed 

oil, grape seed oil, rape seed oil, sesame oil; thistle oil, flax seed oil, pumpkin 

seed oil) using the analytical method. Standards were prepared in blank 

matrix extract. 1 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Plant oil 0.02 18 88 9.2 Data from 4 labs 

Plant oil 0.05 20 90 8.9 Data from 6 labs 

Plant oil 0.1 22 98 7.9 Data from 6 labs 
1 Data were taken from the datapool of EU reference laboratories (http://www.eurl-pesticides-datapool.eu/) 

Table A 11: Characteristics for the analytical method used for the quantitation of 

cyproconazole residues in cucumber, lemon, wheat flour and plant oils 

 Cyproconazole 

Calibration function Not stated 

Accepted calibration range in concentration units (e.g. in µg/ml or ng/µl) Not stated 

Corresponding calibration range in mass ratio units for the sample (e.g.in mg/kg or 
µg/L) 

Not stated 

Does the calibration consist of at least 3 levels (duplicated points) or 5 levels (single 
points)? (yes/ no) 

Yes 

Assessment of matrix effects is presented (yes/no) No 

Interference >30% of LOQ in blank sample is absent  (yes/no) Yes 

Conclusion  

This multiresidue method was successfully tested for commodities with high water content (cucumber), 
commodities with high acid content (lemon), dry crops (wheat flour) and fatty commodities (plant oils) in 
parallel by ≥ 4 laboratories. Most of them are official laboratories. Therefore, it can be concluded that this 
method is applicable for monitoring of residues of cyproconazole even if some calibration information is 
not reported.  
 
Comments of zRMS: The study describes a successfully validated method, which allows quantifying the 

residue in accordance to the legally fixed residue definition. It fulfills the 
requirements of SANCO/825/00 rev. 8.1. 
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A 2.2.1.2 Analytical method 2 
 

Reference: OECD KIIIA, 5.3.1/02, Published multiresidue method 

Report Analysis of foodstuffs: Modular multiple analytical method for the 
determination of pesticide residues in foodstuffs (Extended and revised 
version of the DFG method S 19) (Collection of official methods under 
article 64 of the German Federal Food Act), Anonymous, 2001, revised 
2010, ASB2013-8342 

Guideline(s): No 

Deviations: Not applicable 

GLP: Not applicable 

Acceptability: Yes 

Materials and methods 

Dry crops (cereal grain), acidic commodities (grapes), high water content commodities (cucumber), and 
fatty commodities (oilseed rape) are analyzed according to the multiresidue method EN 12393 (DFG S19, 
L 00.00-34). After addition of water, dry crops are extracted with acetone/water (2/1, v/v) followed by 
partition with ethyl acetate/cyclohexane (1/1, v/v) (module E2).  
After addition of water, commodities with high water content (cucumber) and acidic commodities 
(grapes) are extracted with acetone/water (2/1, v/v) followed by partition with ethyl acetate/cyclohexane 
(1/1, v/v) (module E1).  
Commodities with high fat content (oilseed rape) are extracted according to module E7 with 
acetonitrile/acetone (225/25, v/v) in the presence of Calflo E and Celite 545. After filtration the solution 
is evaporated to a small volume and dissolved in ethyl acetate/cyclohexane (1/1).  
For the raw extracts of all commodities a clean-up by GPC is performed. Final quantification is done by 
LC-MS/MS or GC-MS. 

Results and discussions 

Table A 12: Recovery results from method validation of cyproconazole in cereal grain 

using the analytical method. Standards were prepared in blank matrix 

extract. 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Cereal grain 0.05 7 81 17 GC-MS detection, data from 5 labs 

Cereal grain 0.1 8 86 14 GC-MS detection, data from 5 labs 

Cereal grain 0.5 7 93 27 GC-MS detection, data from 5 labs 

Cereal grain 0.01 8 78 22 LC-MS/MS detection, data from 3 labs 

Cereal grain 0.1 8 78 14 LC-MS/MS detection, data from 3 labs 

Table A 13: Recovery results from method validation of cyproconazole in cucumber using 

the analytical method. Standards were prepared in blank matrix extract. 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Cucumber 0.05 8 103 13 GC-MS detection, data from 6 labs 
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Cucumber 0.1 9 104 21 GC-MS detection, data from 6 labs 

Cucumber 0.5 9 101 23 GC-MS detection, data from 6 labs 

Cucumber 0.01 8 96 5 LC-MS/MS detection, data from 3 labs 

Cucumber 0.1 8 81 15 LC-MS/MS detection, data from 3 labs 

Table A 14: Recovery results from method validation of cyproconazole in grapes using the 

analytical method. Standards were prepared in blank matrix extract. 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Grapes 0.05 8 86 18 GC-MS detection, data from 6 labs 

Grapes 0.1 10 79 15 GC-MS detection, data from 6 labs 

Grapes 0.5 10 75 20 GC-MS detection, data from 6 labs 

Table A 15: Recovery results from method validation of cyproconazole in oilseed rape 

using the analytical method. Standards were prepared in blank matrix 

extract. 

Matrix 
Fortification 

level (mg/kg) 

No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Oilseed rape 0.05 7 68 12 GC-MS detection, data from 4 labs 

Oilseed rape 0.1 7 77 17 GC-MS detection, data from 4 labs 

Oilseed rape 0.5 6 78 8 GC-MS detection, data from 4 labs 

Oilseed rape 0.01 8 91 23 LC-MS/MS detection, data from 3 labs 

Table A 16: Characteristics for the analytical method used for the quantitation of 

cyproconazole residues in wheat grain, cucumber, grapes, raisin and oilseed 

rape  

 Cyproconazole 

Calibration function Not data 

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

Not data 

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

Not data 

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Not data 

Assessment of matrix effects is presented (yes/no) Not data 

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Not data 

Conclusion  

The multiresidue method L 00.00-34 (DFG S19) for the quantification of cyproconazole in dry, acidic, 
high water content, and fatty plant commodities using GC-MS as well as LC-MS/MS as detection method 
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is proven. In addition, the method allows confirmation of positive results. The validated limit of 
quantification is 0.01 mg/kg for LC-MS/MS method and 0.05 mg/kg for GC-MS method. The 
applicability of the method is proven by 3 to 6 labs. 
 
Comments of zRMS: Acceptable. 
 
A 2.2.2 Description of Methods for the Analysis of Soil 
A 2.2.2.1 Analytical method 1 

Reference: OECD; KIIIA, 5.4/01 

Report Cyproconazole - Validation of residue method GRM033.05A for the 
determination of Cyproconazole in soil, Garcia-Alix, M., 2010, report no. 
CEMS-4826, ASB2012-7540 

Guideline(s): Yes (OECD ENV/JM/Mono (2007) 17, OPPTS 860.1340 (1996), OPPTS 
8550.7100 (1996); SANCO/3029/99  rev. 4 (2000), SANCO/825/00 rev. 7 
(2004) 

Deviations: No 

GLP: Yes 

Acceptability: Acceptable 

Materials and methods 

Soil samples are extracted by shaking with acetone/water (95/5, v/v). After centrifugation a sample 
aliquot are evaporated to dryness. The residue is diluted in acetonitrile/water (20/80, v/v). Final 
quantification is done by LC-MS/MS using a KR 100 C18 column and monitoring the MS/MS transitions 
m/z 292→70 and m/z 292→125 after electrospray ionization in positive mode. Two different soils were 
used for validation experiments: Pappelacker soil (sandy loam) and Scheueracker soil (silt loam). The soil 
samples were characterized.  

Results and discussions 

Table A 17: Recovery results from method validation of Pappelacker soil using the 

analytical method. Standards were prepared in acetonitrile/water (20/80, v/v). 

Matrix Fortification 

level (mg/kg) 
No of samples 

per fortification 

level 

Mean 

recovery  
RSD (%) Comments 

Pappelacker soil 0.01 5 104 2.9 m/z 292→70 

Pappelacker soil 0.1 5 101 1.9 m/z 292→70 

Pappelacker soil 0.01 5 104 3.3 m/z 292→125 

Pappelacker soil 0.1 5 104 1.7 m/z 292→125 

Table A 18: Recovery results from method validation of Scheueracker soil using the 

analytical method. Standards were prepared in acetonitrile/water (20/80, v/v). 

Matrix Fortification 

level (mg/kg) 
No of samples 

per fortification 

level 

Mean 

recovery  
RSD (%) Comments 

Scheueracker soil 0.01 5 100 3.6 m/z 292→70 

Scheueracker soil 0.1 5 93 3.7 m/z 292→70 
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Scheueracker soil 0.01 5 102 1.2 m/z 292→125 

Scheueracker soil 0.1 5 96 2.4 m/z 292→125 
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Table A 19: Characteristics for the analytical method used for the quantitation of 

Cyproconazole residues in soil samples 

 Cyproconazole, m/z 

292→70 
Cyproconazole, m/z 

292→70 

Calibration function Y=18903 *X +48320 1 
Y: peak area in counts; 
X: concentration in ng/mL  
R²=0.9984 

Y=20875*X+62898 1 
Y: peak area in counts; 
X: concentration in ng/mL 
R²=0.9959  

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

0.5 – 250 ng/mL 0.5 – 250 ng/mL 

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

0.005 – 2.5 mg/kg 0.005 – 2.5 mg/kg 

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Yes Yes 

Assessment of matrix effects is presented (yes/no) Yes (not significant, <=3%)  Yes (not significant, <=3%) 

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Yes Yes 

1 Equation was calculated from raw data. 

Conclusion  

The method is sufficiently validated for cyproconazole in soil. A validated confirmatory method is 
included. 
 
Comments of zRMS: Acceptable. 
 
A 2.2.3 Description of Methods for the Analysis of Water 
A 2.2.3.1 Analytical method 1  
 

Reference: OECD; KIII A 5.6 

Report Cyproconazole; Validation of Residue Method GRM033.04A for the 
Determination of Cyproconazole in Water; Garcia-Alix M.; 2010; CEMR-
4827-REG; ASB2013-13491 
Cyproconazole; Analytical Method for the Determination of Residues of 
Cyproconazole in Water.  Final Determination by LC-MS/MS; Garcia-Alix 
M.; 2011, Report No. GRM033.04A; ASB2013-13492 

Guideline(s): OECD ENV/JM/MONO(2007)17 
EPA OPPTS 850.7100 (1996) 
EC SANCO/3029/99 rev. 4 (2000) 
EC SANCO/825/00 rev. 8.1 (2004) 

Deviations: No 

GLP: Yes 

Acceptability: Acceptable 

Materials and methods 

Water samples (drinking water, ground water, surface water) were analysed by direct injection of an 
aliquot into the LC-MS/MS. All water samples were characterized. A KR 100 C18 HPLC column is used 
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for separation. Quantification is done by LC-MS/MS after electrtospray ionization is positive mode and 
monitoring m/z 292→70 and m/z 292→125 for quantification and confirmation, respectively.  

Results and discussions 

Table A 20: Recovery results from method validation of cyproconazole using the analytical 

method. Standards were prepared in ultra pure water. 

Matrix Fortification 

level (µg/L) 
No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Drinking 
water 

0.05 
0.5 

5 
5 

100 
92 

8.4 
6.4 

m/z 292→70 

Drinking 
water 

0.05 
0.5 

5 
5 

98 
94 

5.0 
5.3 

m/z 292→125 

Table A 21: Recovery results from method validation of cyproconazole using the analytical 

method. Standards were prepared in ultra pure water. 

Matrix Fortification 

level (µg/L) 
No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Surface 
water 

0.05 
0.5 

5 
5 

85 
92 

7.5 
11.0 

m/z 292→70 

Surface 
water 

0.05 
0.5 

5 
5 

88 
95 

11.8 
10.0 

m/z 292→125 

Table A 22: Recovery results from method validation of cyproconazole using the analytical 

method. Standards were prepared in ultra pure water. 

Matrix Fortification 

level (µg/L) 
No of samples 

per fortifica-

tion level 

Mean 

recovery  
RSD (%) Comments 

Ground 
water 

0.05 
0.5 

5 
5 

104 
101 

2.6 
4.6 

m/z 292→70 

Ground 
water 

0.05 
0.5 

5 
5 

106 
105 

3.5 
2.2 

m/z 292→125 

Table A 23: Characteristics for the analytical method used for the quantitation of 

cyproconazole residues in drinking water 

 Cyproconazole, m/z 
292→70 

Cyproconazole, m/z 
292→125 

Calibration function Y=20077*X+36.8, 
R²=0.9999 
X: concentration in ng/mL 
Y: response in area units 

Y=22512*X-63.8, 
R²=0.9997 
X: concentration in ng/mL 
Y: response in area units 

Accepted calibration range in concentration units 
(e.g. in µg/ml or ng/µl) 

0.02 – 1 ng/mL 0.02 – 1 ng/mL 

Corresponding calibration range in mass ratio 
units for the sample (e.g.in mg/kg or µg/L) 

0.02 – 1 µg/L 0.02 – 1 µg/L 
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 Cyproconazole, m/z 
292→70 

Cyproconazole, m/z 
292→125 

Does the calibration consist of at least 3 levels 
(duplicated points) or 5 levels (single points)? 
(yes/ no) 

Yes Yes 

Assessment of matrix effects is presented (yes/no) Yes (<10%) Yes (<10%) 

Interference >30% of LOQ in blank sample is 
absent  (yes/no) 

Yes  

 

Conclusion  

The method is successfully validated for the quantification of cyproconazole residues in drinking water, 
surface water and ground water. An equation of the calibration function is not given in the report. 
Therefore it was calculated from the raw data. The limit of quantification is 0.05 µg/L. 
 
Comments of zRMS: Acceptable. 
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3 Mammalian Toxicology  

3.1 Summary 

Table 3.1-1: Information on A12910C * 

Product name and code A12910C, Amistar Xtra 280 SC (SYD-21370-F-0-SC) 

Formulation type Suspension concentrate (SC) 

Active substances (incl. content) Azoxystrobin; 200 g/L 

Cyproconazole; 80 g/L 

Function Fungicide 

Product already evaluated as the ‘representative 

formulation’ during the Annex I inclusion  

No 

Product previously evaluated in an other MS according 

to Uniform Principles 

No 

* Information on the detailed composition of A12910C can be found in the confidential dRR Part C. 

 

Justified proposals for classification and labelling 

 

In accordance with Directives 67/548/EEC and 1999/45/EC and according to the criteria given in 

Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008, the 

following classification and labelling with regard to toxicological data is proposed for the preparation: 

Table 3.1-2: Justified proposals for classification and labelling  

 

C&L according to Regulation (EC) No 1272/2008 

Hazard classes, categories: Acute Tox. 3, Repr. 1B 

 

Signal word: Danger 

Hazard statements: 302-332-360D 

Precautionary statements: 101-102-201-261-264-270-280-301+330-308+310-405-501 

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions for use. 

[EUH401] 

 'Contains 1,2-Benzisothiazole-3(2H)-one (CAS No. 2634-33-5). May produce an 

allergic reaction.' [EUH208] 

 

Table 3.1-3: Summary of risk assessment for operators, workers, bystanders and residents 

for A12910C 

 Result PPE / Risk mitigation measures 

Operators Acceptable - Avoid any unnecessary contact with the product. Misuse can lead to 

health damage. 

- The directive concerning requirements for personal protective gear in 

plant protection, "Personal protective gear for handling plant protection 

products" of the Federal Office of Consumer Protection and Food Safety 

must be observed. 
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- Wear a face shield when handling the undiluted product. 

- Wear standard protective gloves (plant protection) when handling the 

undiluted product. 

- Wear a protective suit against pesticides and sturdy shoes (e.g. rubber 

boots) when handling the undiluted product. 

- Wear a rubber apron when handling the undiluted product. 

- Working clothes (if no specific protective suit is required) and sturdy 

footwear (e.g. rubber boots) must be worn when applying/handling plant 

protection products. 

Workers Acceptable - Treated areas/crops may not be entered until the spray coating has 

dried. 

Bystanders Acceptable None 

Residents Acceptable None 

 

No unacceptable risk for operators, workers, bystanders and residents was identified when the product is 

used as intended. No specific PPE is necessary. 

 

Further reduction of exposure is to be expected due to necessary PPE allocated according to dangerous 

substances regulations. 

 

A summary of the critical uses and the overall conclusion regarding exposure for operators, workers and 

bystanders/residents is presented in Table 3.1-4. 

Table 3.1-4 Critical uses and overall conclusion of exposure assessment  

1 2 3 4 5 6 7 8 

Crops 1) and 

situation 

(e.g. growth 

stage of crop) 

 

F/G 

or I 2) 

Application Application rate Remarks:  

 

(e.g. surfactant (L /ha)) 

 

critical gap for operator, 

worker, bystander or 

resident exposure based 

on [Exposure model] 

Acceptability of 

exposure 

assessment  

Method / Kind 

(incl. 

application 

technique 3)) 

Max. number 

(min. interval 

between 

applications) 

a) per use  

b) per crop/ 

season 

kg as/ha 

 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

Water 

L/ha 

 

min / max 
O

p
er

a
to

r 

W
o

rk
er

 

B
y

st
a

n
d

er
 

R
es

id
en

ts
 

Various cereals, 

oil seed rape, 

broad bean, 

grey pea  

F LCTM, spraying a) 2 

 

b) 2 

 

(21 days) 

a) Azoxystr.: 0.200 

 Cyproco.:  0.080 

 

b)Azoxystr.: 0.400 

 Cyproco.: 0.160 

200 - 400 Operators, bystanders and 

residents 

    

Sugar beets F LCTM, spraying b) 2 

 

b) 2 

 

(21 days) 

a) Azoxystr.: 0.200 

 Cyproco.:  0.080 

 

b)Azoxystr.: 0.400 

 Cyproco.: 0.160 

200 - 400 Workers     

 

 Exposure acceptable without PPE / risk mitigation measures (worst case) 

 Further refinement and/or risk mitigation measures required 

 Exposure not acceptable/ Evaluation not possible 

 Not applicable 
1) Pooled critical GAPS with the same max. application rate per application and using the same application technique 
2) F: field or outdoor application, G: greenhouse application, I: indoor application 
3) LC: low crops, TM: tractor-mounted 

 

3.2 Toxicological Information on Active Substances 

Information regarding classification of the active substances and on EU endpoints and critical areas of 

concern identified during the EU review are given in Table 3.2-1.  
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Table 3.2-1: Information on active substances 

 Azoxystrobin Cyproconazole 

Common Name Azoxystrobin Cyproconazole 

CAS-No. 131860-33-8 94361-06-5 

Classification and proposed labelling   

With regard to 

toxicological endpoints 

(according to the criteria in 

Reg. 1272/2008) 

Acute toxicity, cat. 3 

H331  - Toxic if inhaled 

Repr. 2; H361d 

Acute Tox. 4; H302 

 

RAC-Opinion CLH-O-0000001412-86-73/F (11 

September 2015) 

Repr. 1 B; H360D 

Acute Tox. 3; H301 

STOT RE 2; H373 (liver) 

Additional C&L proposal none None 

Agreed EU endpoints 

AOEL systemic 0.2 mg/kg bw/d 0.02 mg/kg bw/d 

ADI 0.2 mg/kg bw 0.02 mg/kg bw 

ARfD n.n. 0.02 mg/kg bw 

Reference EFSA Journal 2010; 

8(4):1542 (2010-03-12) 

ASB2012-750 

EFSA Journal 2010;8(11):1897 (2010-11-08) [ASB2012-

3334] 

 

3.3 Toxicological Evaluation of Plant Protection Product  

A summary of the toxicological evaluation for A12910C is given in Table 3.3-1. Full summaries of 

studies on the product are presented in Appendix 2. MSDS on A12910C can be found in the confidential 

dRR Part C. 

Table 3.3-1: Summary of evaluation of the studies on acute toxicity including irritancy and 

skin sensitisation for A12910C 

Type of test, model 

system (Guideline) 

Result 

 

Acceptability  Classification  

(acc. to the 

criteria in Reg. 

1272/2008) 

Reference 

LD50 oral, rat  

(OECD 401) 

♂: >2000 mg/kg bw 

♀ > 500 mg/kg bw 

but < 2000 mg/kg bw 

Yes  H302 XXXXX, 2002 

LD50 dermal, rat 

(OECD 402) 

> 5000 mg/kg bw Yes None XXXXX, 2002a 

LC50 inhalation, rat 

(OECD 403) 

> 2.58 mg/L air 1) Yes  H332 XXXXX, 2004 

Skin irritation, rabbit  

(OECD 404) 

Non-irritant Yes  None XXXXX, 2002b 

Eye irritation, rabbit 

(OECD 405) 

Non-irritant Yes  None XXXXX, 2002c 

Skin sensitisation, 

guinea pig 

Non-sensitising Yes  None XXXXX, 2002d 
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(OECD 406, Buehler 

(9 applications) 

Supplementary studies 

for combinations of 

plant protection 

products 

No data – not 

required 

   

1) 2/5 females and 1/5 males died at this air concentration which was the highest tested 

Table 3.3-2: Additional toxicological information relevant for classification/labelling of 

A12910C 

 Substance 

(Concentration 

in product, 

% w/w) 

Classification of the 

substance  

(acc. to the criteria in 

Reg. 1272/2008) 

Reference Classification of 

product (acc. to the 

criteria in Dir. 

67/548/EEC, in Dir. 

1999/45/EC and/or in 

Reg. 1272/2008) 

Toxicological 

properties of active 

substances (relevant for 

classification of 

product) 

Cyproconazole 

(7.3 % (w/w)) 

‘Danger’; H360D 1 

(≥ 3 %) 2 

 

1RAC opinion* 

 
2Reg. (EC) No 

1272/2008 

H360D 

 

Toxicological 

properties of non-active 

substances (relevant for 

classification of 

product) 

1,2-

Benzisothiazole-

3(2H)-one 

(CAS-No. 2634-

33-5, 0.0318 % 

(w/w)) 

 ‘Warning’; H317 2; 

EUH208 ≥ 0.005 % 3 

2 Reg. (EC) No 

1272/2008  

 
3 Reg. (EC) 

286/2011, 2nd 

ATP to CLP 

Regulation 

‘Contains 1,2-

Benzisothiazole-3(2H)-

one (CAS No. 2634-33-

5). May produce an 

allergic reaction.’ 

 

EUH208, text see above 

Further toxicological 

information 

No data – not 

required 

   

* RAC opinion, CLH-O-0000001412-86-73/F (2015) 

 

3.4 Toxicological evaluation of groundwater metabolites 

The following metabolites with the potential of reaching groundwater and requiring a relevance 

assessment according to the EU guidance document Sanco/221/200-rev. 10 were identified: 

 

Azoxystrobin metabolite 

R234886:  6.733 µg/l (maximum concentration predicted in groundwater) 

 

Cyproconazole metabolite 

CGA142856 (TAA) 0.158 µg/l (maximum concentration predicted in groundwater) 

 

A toxicological relevance assessment according to the EU guidance document Sanco/221/2000-rev.10- 

final 25 February 2003 has been performed for theses metabolites and is presented in Section 8 of this 

dRR. 

 

3.5 Dermal Absorption  

A summary of the dermal absorption endpoints for the active substances in A12910C are presented in 

Table 3.5-1.  
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Table 3.5-1: Dermal absorption endpoints for active substances in A12910C 

 Azoxystrobin Cyproconazole 

 Value Reference Value Reference 

Concentrate 0.3 % XXXXX, 2006, 

ASB2009-8884 

XXXXX, 2006a 

ASB2009-8885 

XXXXX, 2006b 

ASB2009-8886 

0.1 % XXXXX, 2002a 

TOX2004-2277 

XXXXX, 2002, 

TOX2004-2278 

XXXXX, 2002b 

TOX2004-2280 

Max. dilution 

intended here 

1 : 400 

0.5 % See above 3.6 % See above 

 

3.5.1 Justification for proposed values - azoxystrobin 

No data on dermal absorption for azoxystrobin in A12910C are available. Justification for default values 

according to Guidance on Dermal Absorption (EFSA Journal 2012; 10(4):2665) are presented inTable 

3.5-2.  

 

Table 3.5-2: Default dermal absorption endpoints for azoxystrobin 

 Value Justification for value Acceptability of justification 

Concentrate EFSA Guidance on Dermal Absorption (EFSA Journal 

2012; 10(4):2665): 25 % or 75 % depending on the 

concentration 

Yes 

Dilution Yes 

 

Proposed endpoint for azoxystrobin is based on dermal absorption studies on a formulation (A12705B) 

similar to A12910C. For comparison of the compositions of the two products it is referred to the 

confidential part of this dRR (Part C of this core assessment). The results of the dermal absorption studies 

on A12705B are considered applicable for A12910C. The studies are summarised in Table 3.5-3. No 

detailed summaries are provided since the studies have already been assessed and accepted at EU level.  

Table 3.5-3: Summary of dermal absorption studies for azoxystrobin  

Formulation in 

study  

Concentrate 

Spray dilution 
 

Test, Reference Acceptability 

of study 

Justification 

provided on 

representativ

ity of study 

formulation 

for current 

product  

Acceptab

ility of 

justificat

ion 

A12705B (250 

g/L SC 

formulation): 

0.3 % for the 

concentrate and 

0.5 % for the  

dilution  (1 : 625) 

Rat in vivo and 

comparative in vitro 

rat and human skin 

(EFSA Journal 2010; 

8(4):1542 (2010-03-

12) (ASB2012-750), 

based on ASB2009-

8884, * ASB2009-

8885, * ASB2009-

8886) * 

Yes  Yes Yes  

*indicates that a study was reviewed at EU level 
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3.5.2 Justification for proposed values - cyproconazole 

Proposed endpoint for cyproconazole is based dermal absorption studies on a formulation identical to 

A1290C. The studies are summarized in Table 3.5-3. No detailed summaries are provided if the studies 

have already been assessed and accepted at EU level. Full summaries of studies on the dermal absorption 

of cyproconazole that have not previously been evaluated within an EU peer review process are described 

in detail in Appendix 2.  

Table 3.5-4: Summary of dermal absorption studies for cyproconazole  

Formulation 

in study  

Concentrate 

Spray dilution 

 

Test, Reference Acceptabi

lity of 

study 

Justification 

provided on 

representativ

ity of study 

formulation 

for current 

product  

Acceptability 

of 

justification 

A12910C 

(80g/L SC 

formulation 

with Azoxy-

strobin, 

200g/L SC 

0.1 % for the 

concentrate and 

3.6 % for the 

dilution (1 : 220) 

Triple pack: human skin 

in vitro and rat in vivo 

and in vitro (TOX2004-

2280, TOX2004-2277, 

TOX2004-2278) 

 

Yes  Not required, 

since original 

product was 

used 

Yes 

3.6 Exposure Assessment of Plant Protection Product  

Table 3.6-1: Product information and toxicological reference values used for exposure 

assessment  

Product name and code A12910C, Amistar Xtra 280 SC (SYD-21370-F-0-SC) 

Formulation type Suspension concentrate (SC) 

Category Fungicide 

Container sizes, short 

description 

HDPE or PET canisters: 1 L with 45 mm closure, 5 L and 10 L with 63 mm 

closure and 20 L with screw cap closure DIN 60 

Active substances 

(incl. content) 

Azoxystrobin  

200 g/L 

Cyproconazole 

80 g/L 

AOEL systemic 0.2 mg/kg bw/d  0.02 mg/kg bw/d  

Inhalative absorption 100 % 100 % 

Oral absorption 100 % 100 % 

Dermal absorption Concentrate: 0.3 % 

Dilution: 0.5 % (Dilution rate: 1:625) 

SC formulation containing 250 g/L 

azoxystrobin (A12705B) 

Concentrate: 0.1 % 

Dilution: 3.6 % (Dilution rate: 1:220)  

SC formulation containing 80 g/L 

cyproconazole and 200 g/L 

azoxystrobin (A12910C) 

3.6.1 Selection of critical use(s) and justification 

The critical GAPs used for the exposure assessment of the plant protection product are shown in Table 

3.1-4.  

 

3.6.2 Operator exposure  

3.6.2.1 Estimation of operator exposure 

A summary of the exposure models used for estimation of operator exposure to the active substances 
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during application of A12910C according to the critical use(s) is presented in Table 3.6-2. Outcome of the 

estimation is presented in Table 3.6-3. Detailed calculations are in Appendix 3. 

Table 3.6-2: Exposure models for intended uses 

Critical uses Sugar beets, various cereals, etc. (max. 1 L product/ha) 

Model German model  

[Uniform Principles for Safeguarding the Health of Applicators of Plant Protection 

Products (Uniform Principles for Operator Protection), Mitteilungen aus der 

Biologischen Bundesanstalt für Land-und Forstwirtschaft, Berlin-Dahlem, Heft 277, 

1992] 

Critical uses Sugar beets, various cereals, etc. (max. 1 L product/ha) 

Model Revised UK-POEM 

[Estimation of Exposure and Absorption of Pesticides by Spray Operators, Scientific 

subcommittee on Pesticides and British Agrochemical Association Joint Medical Panel 

Report (UK MAFF), 1986 and the Predictive Operator Exposure Model (POEM) V 1.0, 

(UK MAFF), 1992] 

Table 3.6-3: Estimated operator exposure  

  Azoxystrobin Cyproconazole 

Model data Level of PPE Total absorbed 

dose 

(mg/kg/day) 

% of 

systemic 

AOEL 

Total absorbed 

dose 

(mg/kg/day) 

% of 

systemic 

AOEL 

Tractor mounted boom spray application outdoors to low crops 

Application rate:       0.2 kg a.s./ha 

 

0.08 kg a.s./ha 

German Model 
Body weight: 70 kg 

no PPE1) 0.001086 0.5 0.001770 8.9 

+ Gloves 

mixing/loading 
0.000678 0.3 0.001716 8.6 

UK POEM 

Application volume: 

200 L/ha  

Container: 10 L, 

63 mm closure 

Body weight: 60 kg 

no PPE2) 0.0070 3.5 0.0107 53.5 

+ Gloves 

mixing/loading) 
0.0046 2.3 0.0104 51.9 

1) no PPE: Operator wearing T-shirt and shorts 
2) no PPE: Operator wearing long sleeved shirt, long trousers (“permeable”) but no gloves 

 

3.6.2.2 Measurement of operator exposure  

Since the operator exposure estimations carried out indicated that the acceptable operator exposure level 

(AOEL) will not be exceeded under conditions of intended uses, a study to provide measurements of 

operator exposure was not necessary and was therefore not performed. 

 

3.6.3 Worker exposure 

3.6.3.1 Estimation of worker exposure 

Table 3.6-4 shows the exposure model used for estimation of worker exposure after entry into a 

previously treated area or handling a crop treated with A12910C according to the critical uses. Outcome 

of the estimation is presented in Table 3.6-5. Detailed calculations are in Appendix 3. 
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Table 3.6-4: Exposure models for intended uses 

Critical use Sugar beets (max. 2 x 1 L product/ha) (worst case) 

Model German re-entry model, Krebs et al. (2000)  

[Uniform Principles for Safeguarding the Health of Workers Re-entering Crop 

Growing Areas after Application of Plant Protection Products, Nachrichtenbl. Deut. 

Pflanzenschutzdienst., 52(1), p. 5-9] 

Table 3.6-5: Estimated worker exposure  

  Azoxystrobin Cyproconazole 

Model data Level of PPE Total absorbed 

dose 

(mg/kg/day) 

% of systemic 

AOEL 

Total absorbed 

dose 

(mg/kg/day) 

% of systemic 

AOEL 

Number of applications and application rate: 2 x 0.2 kg a.s./ha 2 x 0.08 kg a.s./ha 

2 hours/day 1), 

TC: 2500 cm2/person/h 2) 

Body weight: 60 kg 

no PPE 3) 0.000167 0.083 0.000480 2.4 

with PPE 4) 0.000008 0.004 0.000024 0.1 

1) 2 h/day for professional applications for maintenance, inspection or irrigation activities etc. 
2) US-EPA policy paper [EPA, Science Advisory Council for Exposure; 2000; Agricultural Default Transfer Coefficients, 

Policy # 003.1, May 7 1998 revised 7 August 2000].  
3) no PPE: Worker wearing long sleeved shirt, long trousers (“permeable”) but no gloves 
4) with PPE: see 'Instructions for use' 

 

3.6.3.2 Measurement of worker exposure  

 

Since the worker exposure estimations carried out indicated that the acceptable operator exposure level 

(AOEL) will not be exceeded under conditions of intended uses, a study to provide measurements of 

worker exposure was not necessary and was therefore not performed. 

 

3.6.4 Bystander and resident exposure 

3.6.4.1 Estimation of bystander and resident exposure 

Table 3.6-6 shows the exposure model used for estimation of bystander and resident exposure to 

azoxystrobin and cyproconazole. Outcome of the estimation is presented in  
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Table 3.6-7. Detailed calculations are in Appendix 3. 

 

Table 3.6-6: Exposure models for intended uses 

Critical uses Sugar beets, various cereals, etc. (max. 2 x 1 L product/ha) 

Model Martin, S. et al. (2008) [Guidance for Exposure and Risk Evaluation for Bystanders and 

Residents Exposed to Plant Protection Products During and After Application; J. Verbr. 

Lebensm. 3 (2008): 272-281 Birkhäuser Verlag Basel] and Bundesanzeiger (BAnz), 06 

January 2012, Issue No. 4, pp. 75-76 
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Table 3.6-7: Estimated bystander and resident exposure  

 Azoxystrobin Cyproconazole 

Model data Total absorbed 

dose (mg/kg/day) 

% of systemic 

AOEL 

Total absorbed 

dose (mg/kg/day) 

% of systemic 

AOEL 

Tractor mounted boom spray application outdoors to low crops 

Application rate:    2 x 0.2 kg a.s./ha 2 x 0.08 kg a.s./ha 

Bystanders (adult) 

Drift rate: 2.77 % (1 m) 

Body weight: 60 kg 

0.000047 0.023 0.000133 0.67 

Bystanders (children) 

Drift rate: 2.77 % (1 m) 

Body weight: 16.15 kg 

0.000038 0.019 0.000105 0.52 

Residents (adult) 

Drift rate: 2.38 % (1 m) 

Body weight: 60 kg 

0.000006 0.003 0.000293 1.46 

Residents (children) 

Drift rate: 2.38 % (1 m) 

Body weight: 16.15 kg 

0.000155 0.078 0.000596 2.98 

 

3.6.4.2 Measurement of bystander and/or resident exposure  

Since the bystander and/or resident exposure estimations carried out indicated that the acceptable operator 

exposure level (AOEL) for azoxystrobin and cyproconazole will not be exceeded under conditions of 

intended uses, a study to provide measurements of bystander/resident exposure was not necessary and 

was therefore not performed. 

3.6.5 Statement on combined exposure 

The product is a mixture of several components (see confidential part).  

 

The combined toxicological effect of these active substances has are described in Table 3.6-8. 

Table 3.6-8: Risk assessment from combined exposure (longer term exposure) 

Application scenario Active Ingredient Estimated exposure / AOEL (HQ)  

Operators – Tractor mounted 

boom spray application 

outdoors to low crops 

Azoxystrobin  0.005 

Cyproconazole 0.089 

Cumulative risk Operators (HI) 0.094 

 

The Hazard Index is < 1. Thus combined exposure to all active substances in A12910C is not expected to 

present a risk for operators, workers, residents and bystanders. No further refinement of the assessment is 

required. 
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Appendix 1   Reference list 

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered 

in dRR * 

All EFSA 2010 Conclusion on the peer review of the 

pesticide risk assessment of the active 

substance cyproconazole 

 

EFSA Journal 2010;8(11):1897, 1-73 

ASB2012-3334 

  Y 

All EFSA 2010 Conclusion on the peer review of the 

pesticide risk assessment of the active 

substance azoxystrobin 

 

EFSA Journal 2010; 8(4):1542, 1-110 

ASB2012-750 

  Y 

KIIA 5.2.1, KIIA 

5.8 
XXXXX 2005 Azoxystrobin metabolite R234886: 

Acute oral toxicity study in the rat (Up 

and down procedure) 

A12284 

GLP: Open Published: Open 

BVL-2212394, BVL-2483542, 

ASB2009-9147 

Yes Syngenta 

Agro 

Y 

KIIA 5.4.1, KIIA 

5.8 

Callander, R. D. 2005 Azoxystrobin metabolite R234886: 

Bacterial mutation assay in S. 

typhimurium and E. coli 

YV7083 ! T003932-05 

GLP: Open Published: Open 

BVL-2212395, BVL-2483544, 

ASB2009-9148 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.1.1 XXXXX 2002 ZA 5504 tech. (Azoxystrobin) + SAN 

619 tech. (Cyproconazole) SC 200/80 

(A-12910 C): Acute oral toxicity in the 

rat 

SAN619/7132 ! 20013056 ! 

Syngenta Crop Protection AG 

GLP: Yes Published: No 

BVL-2486231, TOX2004-2272 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.1.2 XXXXX 2002 Azoxystrobin/Cyproconazole 

formulation (A12910C): Acute dermal 

toxicity study in the rat 

SAN619/7166 ! CR3577 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486232, TOX2004-2273 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.1.3 XXXXX 2004 SAN 619 

(Cyproconazole)/Azoxystrobin SC 

(080/200) (A12910C): Acute inhalation 

toxicity study in rats with SAN-619 / 

Azoxystrobin SC (080/200) (A12910C) 

SAN619/7509 ! 15208 / T006906-04 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486233, ASB2013-13388 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.1.4 XXXXX 2002 Azoxystrobin/Cyproconazole 

formulation (A12910C): Skin irritation 

study in the rabbit 

SAN619/7176 ! EB4960 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486234, TOX2004-2274 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.1.5 XXXXX 2002 Azoxystrobin/Cyproconazole 

formulation (A12910C): Eye irritation 

study in the rabbit 

SAN619/7175 ! FB5937 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486235, TOX2004-2275 

Yes Syngenta 

Agro 

Y 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered 

in dRR * 

KIIIA1 7.1.6 XXXXX 2002 Azoxystrobin/Cyproconazole 

formulation (A12910C): Skin 

sensitisation study in the Guinea pig 

SAN619/7174 ! GG7566 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486236, TOX2004-2276 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.1 XXXXX 2002 Azoxystrobin (ZA5504)/Cyproconazole 

(SAN 619) 200/80 g/l SC formulation 

(A12910C): In vivo dermal absorption 

of Cyproconazole in the rat 

SAN619/7177 ! UR0685 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486238, TOX2004-2278 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.1 XXXXX 2006 Azoxystrobin 250 g/l SC formulation 

(A12705B): In vivo dermal absorption 

study 

UR0900-REG ! T 022195-04 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486237, ASB2009-8884 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.2 XXXXX 2006a Azoxystrobin 250 g/l SC formulation 

(A12705B): In vitro absorption of 

Azoxystrobin through rat epidermis 

JV1903-REG ! T022189-04 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486239, ASB2009-8885 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.2 Johnson, I. 2006b Azoxystrobin 250 g/l SC formulation 

(A12705B): In vitro absorption of 

Azoxystrobin through human epidermis 

JV1904-REG ! T022190-04 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486240, ASB2009-8886 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.2 XXXXX 2002a Azoxystrobin (ZA5504)/Cyproconazole 

(SAN619) 200/80g/l SC formulation 

(A12910C): In vitro absorbtion of 

Cyproconazole through rat epidermis 

SAN619/7164 ! JV1685 

Syngenta Limited 

GLP: Yes Published: No 

BVL-2486242, TOX2004-2277 

Yes Syngenta 

Agro 

Y 

KIIIA1 7.6.2 Ward, R. J. 2002b Azoxystrobin (ZA5504)/Cyproconazole 

(SAN619) 200/80g/l SC formulation 

(A12910C): In vitro absorbtion of 

Cyproconazole through human 

epidermis - incl. Amendment 001: 

22.05.2002 

SAN619/7165 ! JV1686 

Syngenta Crop Protection AG 

GLP: No Published: No 

BVL-2486241, TOX2004-2280 

No Syngenta 

Agro 

Y 

KIIIA 5.1 XXXXX 1992 Absorption, tissue distribution and 

excretion of (14C)-SAN 619F following 

dermal administration to the pig  

BVL-2272275, TOX2000-1512 

No Syngenta 

Agro 

N 

KIIIA 5.9.9 XXXXX 1993 The dermal absorption of 14C-

Cyproconazole (SENTINEL 40 WG) by 

male Sprague-Dawley rats  

BVL-2272276, TOX2001-1083 

No Syngenta 

Agro 

N 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered 

in dRR * 

KIIIA 5.9.9 XXXXX 1997 SAN 1414 F 360 SL 001 BS: Rates of 

penetration of (14C)-Cyproconazole 

through human and rat skin using an in 

vitro system  

BVL-2272277, TOX9850206 

No Syngenta 

Agro 

N 

KIIIA 5.9.9 Ward, R. J.; Scott; R.C. 1992 E5504: In vitro absorption from 

technical grade material through human 

epidermis  

BVL-2212444, TOX95000094 

No Syngenta 

Agro 

           N 

*  Y: Yes, relied on 

N: No, not relied on 

Add: Relied on, study not submitted by applicant but necessary for evaluation 
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Appendix 2   Detailed evaluation of the studies relied upon 

A 2.1 Statement on bridging possibilities 

Not necessary since the studies were performed using the original formulation. 

 

A 2.2 Acute oral toxicity 

Comments of zRMS: Acceptable; no deficiencies, according to guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.1 

Report Acute Oral Toxicity in the Rat, ZA5504 tech. (Azoxystrobin) + SAN 619 

tech. (Cyproconazole) SC 200/80 (A12910C) 

XXXXX, 2002, 

20013056, TOX2004-2272 

Guidelines: OECD 401 (1987), 

92/69/EEC – method B.1 (1992), 

U.S. EPA OPPTS 870.1100 (1998) 

Deviations: The initial body weight of one female in the 500 mg/kg bw group was 

slightly below the preferred range, i.e. 158.1 g instead of 160-240 g. 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

Test material (Lot/Batch No.) A12910C, ZA5504 tech. (Azoxystrobin) + SAN 619 tech. 

(Cyproconazole) SC 200/80, (batch no. J5983/150/1) 

Species Rat, Wistar, HanBrl:WIST (SPF) 

No. of animals (group size) 5 males and 5 females per dose group (nulliparous and non-pregnant) 

Doses 500 mg/kg bw, 2000 mg/kg bw and 3000 mg/kg bw 

Exposure Once by gavage 

Vehicle/Dilution Destilled water 

Post exposure observation period 14 days 

Remarks None 

 

Results and discussions 

 

Table A 1: Results of acute oral toxicity study in rats caused by A12910C (ZA5504 tech. 

(Azoxystrobin) + SAN 619 tech. (Cyproconazole) SC 200/80) 

Dose 

[mg/kg bw] 

Toxicological results 1) Duration of signs Time of death LD50 [mg/kg bw] 

(14 days) 

Male rats 

500 0/0/5 -- -- > 500 

2000 0/5/5 hour 1 –hour 7 -- > 2000 

3000 4/5/5 hour 1 –day 7 hour 1 < 3000 
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Female rats 

500 0/5/5 hour 1 –day 1 -- > 500 

2000 5/?*/5 -- hour 1 < 2000 

3000 4/2*/5 hour 1 –day 5 hour 1 (3f), day 1 (1f) < 3000 
1) Number of animals which died/number of animals with clinical signs/number of animals used 

* 5 females or 3 females died prior to the first observation time point, so that no clinical signs could be recorded. 

 

Table A 2: Summary of findings of acute oral toxicity study in rats caused by A12910C 

(ZA5504 tech. (Azoxystrobin) + SAN 619 tech. (Cyproconazole) SC 200/80) 

Mortality: At 3000 mg/kg, four males and three females were found dead on the treatment day, and one 

female was found dead on day 1 after treatment. 

At 2000 mg/kg, all males survived to the scheduled sacrifice, but all females were found dead 

on the treatment day. 

At 500 mg/kg, all animals survived till the end of the observation period. 

Clinical signs: 3000 mg/kg: Recumbency was observed shortly after treatment in four males, rhinorrhea in 

three males and chromorhinorrhea in one male. These four males were found dead later on the 

treatment day. In the remaining male, slightly reduced activity and slight piloerection were 

observed on the treatment day up to day 1. Additonally, slightly hunched posture was reported 

on the treatment day up to day 7. This male appeared normal by day 8 after treatment. 

One female showed slightly reduced activity, slightly hunched posture, and slight piloerection 

before it was found dead later on the treatment day. Another female exhibited slightly reduced 

activity on the treatment day through day 2, slightly hunched posture on the treatment day up 

to day 5, and slight piloerection on the treatment day until day 1. This female appeared 

normal by day 6 after treatment. All other females of this dose group were found dead prior to 

the first observation time point after treatment, i.e. 1 hour. 

 

2000 mg/kg: Slightly reduced activity, slightly abnormal gait and slight piloerection were 

observed in all males. Additionally, slightly hunched posture was reported in two males on 

the treatment day. All males appeared normal by day 1 after treatment. 

All females were found dead prior to the one hour observation time point.  

 

500 mg/kg: No remarkable clinical observations were made in any of the males. 

Slightly hunched posture was detected in three females, slightly reduced activity in three 

females, and slight piloerection in two females on the treatment day. In addition, markedly 

hunched posture was observed in one female on the treatment day, and slightly hunched 

posture in one female on the treatment day until day 1. All females appeared normal by day 2 

after treatment. 

Body weight: There was no effect on body weights of surviving animals. 

Macroscopic 

examination: 

At 3000 mg/kg: necropsy examinations of decedents revealed a reddish lung in four males, a 

lung with foamy contents in two males, a trachea with foamy contents in three males, a 

trachea with fluid contents in one male, a wet nose in one male, and a nose with bloody efflux 

in one male, a reddish small intestine in three females, and a spotted thymus in one female. 

 

In the case of males and females treated at 500 mg/kg bw as well as in the case of males 

treated at 2000 mg/kg bw no abnormalities could be observed. All females of the 2000 mg/kg 

bw dose group had reddish small intestines. 

 

Conclusion 

Under the experimental conditions, the oral LD50 of A12910C is higher than 2000 mg/kg bw in male rats 

and between 500 mg/kg bw and 2000 mg/kg bw in female rats. Thus, labelling is required according to 

the classification criteria of Council Directive 67/548/EEC as Xn; R22 and subsequent regulations as well 

as according to Regulation (EC) No. 1272/2008 as H302. 
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A 2.3 Acute percutaneous (dermal) toxicity  

Comments of zRMS: Acceptable; no deficiencies, according to guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.2 

Report Azoxystrobin/Cyproconazole Formulation (A12910C): Acute Dermal 

Toxicity Study in the Rat, 

XXXXX, 2002, 

CTL/CR3577, TOX2004-2273 

Guidelines: OECD 402 (1987), 

92/69/EEC – method B.3 (1992), 

U.S. EPA OPPTS 870.1200 (1998) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

Test material (Lot/Batch No.) A12910C (Azoxystrobin/cyproconazole formulation, company 

reference YF12085) (batch no. J5983/150/1) 

Species Rat, Alpk:APfSD 

No. of animals (group size) 5 males and 5 females 

Dose 5000 mg/kg bw 

Exposure 24 hours (dermal, semi-occlusive) 

Vehicle/Dilution None 

Post exposure observation period 14 days 

Remarks None 

 

Results and discussions 

Table A 3: Results of acute dermal toxicity study in rats caused by A12910C 

(Azoxystrobin/cyproconazole formulation) 

Dose 

[mg/kg bw] 
Toxicological results 1) Duration of signs Time of death LD50 [mg/kg bw] 

(14 days) 

Male rats 

5000 0/0/5 -- -- > 5000 

Female rats 

5000 0/0/5 -- -- > 5000 

1) Number of animals which died/number of animals with clinical signs/number of animals used 

 

Table A 4: Summary of findings of acute dermal toxicity study in rats caused by 

A12910C (Azoxystrobin/cyproconazole formulation) 

Mortality: No mortality occurred. 

Clinical signs: No clinical signs of toxicity were observed. 
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Body weight: All animals gained weight throughout the study. The body weight of the animals was within 

the range commonly recorded for this age and strain. 

Macroscopic 

examination: 

Macroscopic findings consisted of unilateral pelvic dilatation in two males, an abdominal 

mass in one of these animals and red spots on the lung of another male. All these findings are 

considered to be incidental to treatment with the test compound. 

 

Conclusion 

Under the experimental conditions, the dermal LD50 of A12910C is higher than 5000 mg/kg bw in rats. 

Thus, no classification is required according to the classification criteria of Council Directive 67/548/EEC 

and subsequent regulations as well as according to Regulation (EC) No. 1272/2008. 

 

A 2.4 Acute inhalation toxicity  

Comments of zRMS: Acceptable; no deficiencies, according to guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.3 

Report Acute Inhalation Toxicity Study in Rats with SAN619/Azoxystrobin SC 

(080/200) (A12910C), 

XXXXX, 2004, 

SAN619/7509 (T006906-04), ASB2013-13388 

Guidelines: OECD 403 (1981), 

U.S. EPA OPPTS 870.1300 (1998), 

JMAFF 59 NohSan 4200 (1985) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

Test material (Lot/Batch No.) A12910C (SAN619/Azoxystrobin SC (080/200), FL-040308) 

Species Rat, Sprague-Dawley 

No. of animals (group size) 5 males and 2 x 5 females (nulliparous and non-pregnant) 

Concentrations 2.05 mg/L air (females only) and 2.58 mg/L air (both sexes) 

Exposure 4 hours (nose only) 

Vehicle/Dilution None 

Post exposure observation period 14 days 

Remarks No justification given for choosing 2.5 mg/L air as the maximum 

concentration tested. 
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Results and discussions 

Table A 5: Concentrations and exposure conditions 

Target conc. 

[mg/L air] 

Nominal conc.  

[mg/L air] 

Actual conc. 

(gravimetrically) 

[mg/L air] 

MMAD 1) 

[µm] 

GSD 2) 

[µm] 

2.5 261.12 2.58 3.7, 3.6 2.32, 2.45 

2.0 177.81 2.05 3.6, 3.8 2.45, 2.42 
1) MMAD = Mass Median Aerodynamic Diameter 
2) GSD = Geometric Standard Deviation 

 

Table A 6: Results of acute inhalation toxicity study in rats caused by A12910C 

(SAN619/Azoxystrobin SC (080/200))  

Concentration 

[mg/L air] 
Toxicological results 1) Duration of signs Time of death 

LC50 [mg/L air] 

(14 days) 

Male rats 

2.58 1/5/5 day 1- day 4 day 1 > 2.58 

Female rats 

2.58 2/5/5 hour 1 – day 1 day 1 > 2.58 

2.05 1/1/5 hour 1 hour 1 > 2.05 

1) Number of animals which died/number of animals with clinical signs/number of animals used 

 

Table A 7: Summary of findings of acute inhalation toxicity study in rats caused by 

A12910C (SAN619/Azoxystrobin SC (080/200))  

Mortality: 

One male and two females died on the day of exposure at a test substance concentration of 

2.58 mg/L air and one female died within the day of exposure at a concentration of 2.05 

mg/L air. 

Clinical signs: Toxic signs noted prior to death included irregular respiration, abnormal posture and/or 

hypoactivity. Surviving rats at 2.58 mg/L air exhibited clinical signs including irregular 

respiration, hunched posture, hypoactivity and/or ocular discharge, but recovered by day 4 

and appeared active and healthy for the rest of the study. Surviving rats at 2.05 mg/L air 

appeared active and healthy during the study apart from a prone posture noted for one 

animal during one hour following exposure. 

Body weight: All survivors gained body weight over the 14-day observation period. 

Macroscopic 

examination: 

Gross necropsy of the decedents revealed discoloration of the lungs, liver and/or intestines, 

oedema of the lungs and/or rigor mortis. No gross abnormalities were noted for any of the 

euthanised animals necropsied at the end of the 14-day observation period. 

 

Conclusion 

Under the experimental conditions, the inhalation LC50 of A12910C is higher than 2.58 mg/L air in rats. 

But, since there was mortality at this air concentration of the test substance and no higher concentration 

has been tested, it cannot be ruled out that the LC50 of A12910C is lower than 5.0 mg/L air. Thus, 

labelling is required according to the classification criteria of Council Directive 67/548/EEC as Xn; R20 

and subsequent regulations as well as according to Regulation (EC) No. 1272/2008 as H332. 
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A 2.5 Skin irritation  

Comments of zRMS: Acceptable; no deficiencies, according to guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.4 

Report Azoxystrobin/Cyproconazole Formulation (A12910C): Skin Irritation 

Study in the Rabbit, 

XXXXX, 2002, 

CTL/EB4960/REG/REPT, TOX2004-2274 

Guidelines: OECD 404 (1992), 

92/69/EEC – method B.4 (1992), 

U.S. EPA OPPTS 870.2500 (1998) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

Test material (Lot/Batch No.) A12910C (Azoxystrobin/cyproconazole formulation, company 

reference YF12085) (batch no. J5983/150/1) 

Species Rabbit, New Zealand White 

No. of animals (group size) 2 males and 1 female 

Initial test using one animal No 

Exposure 0.5 mL (4 hours, semi-occlusive) 

Vehicle/Dilution None 

Post exposure observation period 3 days 

Remarks None 

 

Results and discussions 

Table A 8: Skin irritation caused by A12910C (Azoxystrobin/cyproconazole formulation) 

Animal No.  Scores after treatment 1) Mean scores 

(24-72 h) 

Reversible 

[day] 

1 h 24 h 48 h 72 h 

1 (male) Erythema  

Oedema  

1 

1 

0 

0 

0 

0 

0 

0 

0.0 

0.0 

1 

1 

2 (male) Erythema  

Oedema  

1 

1 

0 

0 

0 

0 

0 

0 

0.0 

0.0 

1 

1 

3 (female) Erythema  

Oedema  

1 

1 

1 

0 

0 

0 

0 

0 

0.3 

0.0 

2 

1 
1) scores in the range of 0 to 4 

 

Clinical signs: None 
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Conclusion 

Under the experimental conditions, A12910C is not a skin irritant. Thus, no classification is required 

according to the classification criteria of Council Directive 67/548/EEC and subsequent regulations as 

well as according to Regulation (EC) No. 1272/2008. 

 

A 2.6 Eye irritation  

Comments of zRMS: Acceptable; no deficiencies, according to the guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.5 

Report Azoxystrobin/Cyproconazole Formulation (A12910C): Eye Irritation Study 

in the Rabbit, 

XXXXX, 2002, 

CTL/FB5937/REG/REP, TOX2004-2275 

Guidelines: OECD 405 (1987), 

92/69/EEC – method B.5 (1992), 

U.S. EPA OPPTS 870.2400 (1998) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

Test material (Lot/Batch No.) A12910C (Azoxystrobin/cyproconazole formulation, company 

reference YF12085) (batch no. J5983/150/1) 

Species Rabbit, New Zealand White 

No. of animals (group size) 3 males 

Initial test using one animal Yes 

Exposure 0.1 mL (single instillation in conjunctival sac) 

Irrigation (time point) No 

Vehicle/Dilution None 

Post exposure observation period 4 days 

Remarks Fluorescein staining was used in order to facilitate assessment of 

corneal damage.  

 

Results and discussions 

Table A 9: Eye irritation caused by A12910C (Azoxystrobin/cyproconazole formulation) 

Animal No.  Scores after treatment 1) Mean scores 

(24-72 h) 

Reversible 

[day] 

1 h 24 h 48 h 72 h 

1 Corneal opacity 

Iritis 

Redness conjunctivae 

Chemosis conjunctivae 

0 

0 

1 

1 

0 

0 

1 

1 

0 

0 

1 

1 

0 

0 

1 

1 

0.0 

0.0 

1.0 

1.0 

- 

- 

4 

4 

2 Corneal opacity 0 0 0 0 0.0 - 
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Iritis 

Redness conjunctivae 

Chemosis conjunctivae 

0 

2 

2 

0 

1 

1 

0 

1 

1 

0 

0 

0 

0.0 

0.7 

0.7 

- 

3 

3 

3 Corneal opacity 

Iritis 

Redness conjunctivae 

Chemosis conjunctivae 

0 

0 

2 

2 

0 

0 

2 

1 

0 

0 

1 

0 

0 

0 

0 

0 

0.0 

0.0 

1.0 

0.3 

- 

- 

3 

2 
1) scores in the range of 0 to 4 for cornea opacity and chemosis, 0 to 3 for redness of conjunctivae and 0 to 2 for iritis 

 

Clinical signs: None 

 

Conclusion 

Under the experimental conditions, A12910C is not an eye irritant. Thus, no classification is required 

according to the classification criteria of Council Directive 67/548/EEC and subsequent regulations as 

well as according to Regulation (EC) No. 1272/2008. 

 

A 2.7 Skin sensitisation 

Comments of zRMS: Acceptable; no deficiencies, according to guidelines mentioned, used for 

evaluation 

 

Reference: 7.1.6 

Report Azoxystrobin/Cyproconazole Formulation (A12910C): Skin Sensitisation 

Study in the Guinea Pig, 

XXXXX, 2002, 

CTL/GG7566/REG/REP, TOX2004-2276 

Guidelines: OECD 406 (1992), 

96/54/EC, method B.6 (1996), 

U.S. EPA OPPTS 870.2600 (1998) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

Test material (Lot/Batch No.) A12910C (Azoxystrobin/cyproconazole formulation, company 

reference YF12085, batch no. J5983/150/1) 

Species Guinea pig, Hartley albino 

No. of animals (group size) Test substance group: 20 female guinea pigs 

Vehicle control group: 10 female guinea pigs  

Range finding: Yes 

Exposure (concentrations, no. of 

applications) 

Topical induction: undiluted (9 x) 

Challenge: 25 % w/v and 50 % w/v 

Vehicle Deionised water 

Pretreatment prior to topical application No 

Reliability check 1-Chloro-2,4-dinitrobenzene (3 % w/v in olive oil for topical 

induction and 0.03 % w/v in olive oil for challenge) 

Remarks None 
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Results and discussions 

Table A 10: Results of the skin sensitisation study for A12910C (Azoxystrobin/cyprocona-

zole formulation) 

 24 hours 48 hours 

 After challenge 1) 

Azoxystrobin/cyproconazole 

formulation (A12910C) 

0/20 (25%) 

4/20 (50%) 

0/20 (25%) 

1/20 (50%) 

Test Vehicle Control Group 2/10 (50%) 

0/10 (25%) 

2/10 (50%) 

0/10 (25%) 

Positive control 17/20 5/20 

1) Number of animals with positive dermal response (scores of 1-3) /number of animals in dose group 

 

Clinical signs: None 

 

Conclusion 

Since skin irritation was recorded in the test vehicle control group using a test substance concentration of 

50 % during “challenge” application (2/10 animals) it became clear that this was an unspecific skin 

reaction. Therefore, it cannot be ruled out that the skin findings in the test substance group at this 

concentration also result from unspecific skin irritation. However, in the test group treated at a test 

substance concentration of 25 % no skin irritation could be detected. This was in line with the respective 

control group, so that the test substance concentration of 25 % is considered the maximum non-irritant 

concentration. 

Under the experimental conditions, A12910C is not a skin sensitiser. Thus, classification is not required 

according to the classification criteria of Council Directive 67/548/EEC and subsequent regulations as 

well as according to Regulation (EC) No. 1272/2008. 

A 2.8 Supplementary studies for combinations of plant protection products  

No additional or supplementary studies for combination of plant protection products have been submitted 

or are available. 

A 2.9 Data on co-formulants 

A 2.9.1 Material safety data sheet for each co-formulant 

Material safety data sheets of the co-formulants can be found in the confidential dossier of this 

submission (Registration Report - Part C). 

A 2.9.2 Available toxicological data for each co-formulant  

Available toxicological data for each co-formulant can be found in the confidential dossier of this 

submission (Registration Report - Part C). 

A 2.10 Studies on dermal absorption 

Azoxystrobin 

The following in vivo dermal absorption study, performed on A12705B, was assessed in the EU review of 

azoxystobin.  The report is enclosed with this submission but since the study was deemed to be acceptable 

during the EU review a summary of the study has not been provided. 
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Report: IIIA 7.6.1/01, XXXXX, (2006). Azoxystrobin 250 g/L SC Formulation (A12705B): In Vivo 

Dermal Absorption Study. Syngenta Central Toxicology Laboratory (CTL), Cheshire, United 

Kingdom, Report No. UR0900-REG. Unpublished. (Syngenta File No. ICI5504/3674) 

 

Conclusion:  Please refer to Table 3.5-3 for the EU endpoint for dermal absorption for azoxystrobin.   

 

Study Comments:  

IIIA 7.6.1/01 

Study accepted at EU level. 

Agreed endpoint:  

IIIA 7.6.1/01 

EU agreed endpoint: 0.3 % for the concentrate, 0.5 % for the dilution (based on triple pack) 

 

Cyproconazole 

The following acute in vivo dermal absorption study, performed on A12910C, has not previously been 

reviewed and is provided in support of this assessment. 

Report: IIIA 7.6.1/02, XXXXX, (2002). Azoxystrobin (ZA5504)/Cyproconazole (SAN 619) 200/80 g/L 

SC Formulation (A12910C): In Vivo Dermal Absorption of Cyproconazole in the Rat.  Syngenta 

Ltd., Alderley Park, Macclesfield, Cheshire, UK. Laboratory Report No. 

CTL/UR0685/REGULATORY/REPORT, 27 March 2002.  Unpublished.  (Syngenta File No. 

SAN619/7177) 

 

Guidelines 

Rat in vivo Dermal Absorption Study OECD 427 (2004) 

GLP: Signed and dated GLP and Quality Assurance statements were provided. 

There were no deviations from the current regulatory guideline considered to compromise the scientific 

validity of the study. 

EXECUTIVE SUMMARY 

In an in vivo dermal absorption study, [14C]-cyproconazole from an SC (suspension concentrate) 

formulation concentrate (A12910C) containing 80 g cyproconazole/L and a 1/200 aqueous (spray 

strength) dilution thereof was investigated in the male rat.  A measured amount (50 µL) of each 

formulated dose was applied to 10 cm2 of shaved skin per rat corresponding to doses of 3.65 mg and 0.02 

mg cyproconazole per rat.  These applications were designed to simulate potential human dermal 

exposure to the formulation during normal use.  After a 6 hour exposure interval, the application sites of 

all rats were washed and groups of 4 rats were terminated at 6, 24, 72 and 120 hours after dosing.   

Following a 6 hour exposure period, the in vivo dermal absorption of [14C]-cyproconazole was considered 

to be low from the formulation concentrate and low from the 1/200 aqueous spray strength dilution.   

Dermal absorption from the formulation concentrate amounted to 98% after 6 hours, 1.1% at 24 hours, 

and 1.6% after 120 hours. 

Dermal absorption from the 1/200 aqueous dilution amounted to 14.2% after 6 hours, 12.9% at 24 hours 

and 16.4% at 120 hours.   

Means of 98% of the [14C]- cyproconazolein the formulation concentrate dose and 74% in the spray 

strength dose were readily washed from the skin surface by mild soap and water skin washes.   

Following a 6 hour exposure period, the in vivo dermal absorption of [14C]-cyproconazole from an SC 

formulation concentrate (A12910C) containing 80 g cyproconazole/L and a 1/200 aqueous dilution 

accounted for approximately 1.6% and 16.4% of the dose respectively over 5 days.  Means of 98% of the 

[14C]-cyproconazole in the formulation concentrate dose and 74% in the spray strength dose were readily 

washed from the skin surface by mild soap and water skin washes.  

Dermal absorption from the formulation concentrate is most relevant to mixer/loaders over an interval of 

24 hours, and therefore an absorption figure of 1.05% is the most appropriate value for use in risk 

assessments for short-term exposure. 

Dermal absorption from the spray strength dilution is most relevant to spray operators over an interval of 

24 hours, and therefore an absorption figure of 12.92% is the most appropriate values for use in risk 

assessments for the 1/200 aqueous dilution.   
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MATERIALS AND METHODS 

Materials: 

 

Non-Radiolabelled Test Material: Cyproconazole (SAN 619) 

Description: white powder  

Lot/Batch number: AMS 888/3 

Purity: 99.8% w/w cyproconazole 

CAS#: Not reported 

Stability of test compound: Expiry date: 1 April 2005 

 

Radiolabelled Test Material:  

Specific activity: 2.133 GBq/mmol 

Radiochemical purity: 98.7% 

Source: Syngenta Crop Protection AG 

Lot/Batch number: Not reported 

Structure: 

  * position of [14C]-label 

 

Vehicle/Solvent Used:  

Representative formulation: A12910C 80 g cyproconazole/L  

Formulation type: SC (suspension concentrate) 

Blank formulation: Cyproconazole millbase YF12078 blank formulation.  

Batch reference J600/43 

Azoxystrobin millbase YF10651 (50% w/w).  

Batch reference J5983/139/2. 

Dose vehicle for 1/200 dilutions: Water  

 

Relevance of test material to proposed formulation:  The doses were prepared to mimic the 

commercial formulation concentrate and a 1/200 aqueous dilution.  The doses were essentially identical to 

the proposed formulation and an in-use spray strength dilution.   

Test Animals:  

Species: Rat 

Strain: Alpk:APfSD (Wistar-derived) 

Age/weight at dosing: 202-233 g 

Source: Biological Services Section, Alderley Park, Macclesfield, Cheshire 

Housing: Animals group housed in stock cages during initial acclimatisation. 

Individually in metabolism cages 

Acclimatisation period: At least 4 days 

Diet: Rat and Mouse No 1 maintenance diet, Special Diets Services, Stepfield, Witham, 

Essex, UK ad libitum. 

Water: Tap water ad libitum 

Environmental conditions: Temperature: 22 ± 3°C 

Humidity: 30-70% 

Air changes: At least 15 changes/hour 

Photoperiod: 12 hours light / 12 hours dark 
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Study Design and Methods: 

Study dates:  Start: 19 November 2001  End: 11 February 2002 

Dose rationale:  The doses and intervals of exposure were selected to represent typical exposures of the 

commercial formulation concentrate and an in-use aqueous spray strength dilution.   

Nominal doses:  4 and 0.02 mg ai/10 cm2. 

Achieved doses:  3.65 and 0.0195 mg ai/10 cm2 skin.  The actual doses are the mean of the calculated 

doses for each rat at each dose level. 

Dose volume:  50 µL/cm2 skin. 

Duration of exposures (time from dose to skin wash):  6 hours. 

Termination periods (time from dose to sacrifice):  6, 24, 72 and 120 hours.   

Number of animals/group:  16 rats per dose level. 

Animal preparation:  On the day before dosing, the fur from behind both shoulders of each rat was 

clipped and the exposed skin swabbed with acetone to remove sebum.  To define each application site, an 

acetal plastic O-ring with screw thread cover was attached to the clipped skin behind each shoulder using 

cyanoacrylate glue.  The screw thread cover held in place a charcoal filter cover.  Care was taken to avoid 

the inclusion of any damaged skin within each defined application site.  A strip of non-occlusive 

elasticated bandage was placed around the rat and over the application devices to hold them in place.  The 

total area of skin defined for dose application to each rat was 10 cm2 per rat, comprising two sites each of 

nominally 5 cm2. 

Dose preparation, administration and quantification: 
Preparation:  The formulation concentrate was prepared one day before dosing and the 1/200 aqueous 

dilution was prepared immediately prior to dosing.   

The formulation concentrate was prepared by mixing the required amount of a mixture of unlabelled and 

[14C]- cyproconazole recrystallised to a particle size of circa 1 µm, with an appropriate volume of the 

blank formulation.  A sample of the milled cyproconazole was taken for image analysis to confirm the 

particle size. 

The milled cyproconazole was then mixed with an appropriate weight of cyproconazole millbase blank 

before adding appropriate amounts of the formulation blank and azoxystrobin millbase.  This was 

acceptable because the cyproconazole is established as being stable in the formulation concentrate and its 

stability was later confirmed. 

The 1/200 aqueous dilution was prepared by mixing the required amount of [14C]- cyproconazole 

recrystallised to a particle size of circa 1 µm, with an appropriate volume of the blank formulation, 

azoxystrobin millbase and water. 

Each dose preparation was analysed by liquid scintillation counting (LSC) to determine the activity of the 

[14C] -cyproconazole dosed.  The stability of cyproconazole in the formulation concentrate and the 

aqueous dilution thereof was established over an interval longer than the intended period of use during 

this study.  The solvent selected to dilute the dose preparations for radiochemical analysis was water 

followed by an equal volume of ethanol to give a final solvent composition of approximately 50:50 

water/ethanol.  

Application:  The required volume of the dose preparation was applied and spread evenly across the 

surface each defined skin site using a positive displacement pipette.  For each dose preparation, 50 µL 

was applied to each 5 cm2 application site, equivalent to 100 µL per rat.  Each application site was 

covered for the duration of the exposure interval by a charcoal filter and a nylon gauze cover.  A strip of 

non-occlusive bandage was placed around the rat and over the application devices to hold them in place.  

The pair of pipette tips used to apply the dose to each rat was retained for extraction and analysis. 

Quantification:  The radiochemical purity of the [14C]- cyproconazole was determined by TLC prior to 

dose preparation and in each dose preparation after dosing.  The specific activity and homogeneity of the 

[14C]- cyproconazole in each dose preparation was determined by LSC prior to dosing. 

For each dose preparation, duplicate aliquots of the dose preparation were taken for analysis prior to, 

during and after dosing and the pair of pipette tips used to dispense each dose sample retained for 

extraction and analysis.  Similarly, the pair of pipette tips used to administer the dose to each rat was also 

retained for extraction and analysis.  The dose for each individual rat was calculated from the mean of the 

bracketing dose samples plus the radioactivity on the dose sample pipette tips, minus the radioactivity on 

the pipette tips used to dose that rat.  Dose preparation details are summarised in the table below. 



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 3 - Core Assessment  

zRMS version 

 

Page 30 / 55 

 

Table 7.6.1–1:  Nominal dose levels of active ingredient 

 Cyproconazole (concentrate) Spray strength dilution (1/200) 

Dose volume 10 cm2 per rat 50 µL 50 µL 

Nominal dose (mg a.i per rat) 4 0.02 

Nominal [14C]-dose (kBq per rat) 300 146 

Unlabelled cyproconazole (mg) 933.15 0 

MBq of [14C]-cyproconazole 70.8 31.1 

Weight [14C]-cyproconazole (mg) 9.68 4.25 

Total weight of cyproconazole (mg) 942.83 4.25 

Weight of dose preparation (g) 13.3 10.9 

Specific activity in dose (kBq/mg a.i.) 75.05 7310.0 

 

Skin wash:  For each dose level, sub-groups of 4 rats were skin-washed and terminated (i) immediately 

after a 6 hour exposure interval, (ii) 24 hours after dosing, following an interim skin-wash after 6 hours, 

(iii) 72 hours after dosing, following an interim skin-wash after 6 hours and (iv) 120 hours after dosing, 

following an interim skin-wash after 6 hours. 

Interim skin-washes were conducted with the rat un-anaesthetised.  Terminal skin-washes were conducted 

with the rat lightly anaesthetised using Isofluorane Ph Eur vapour. 

Each rat was removed from its cage and anaesthetised if appropriate.  The bandage was removed and 

retained for analysis.  The gauze covers and charcoal filters were removed and retained and each 

application site was washed using nominally 6 pieces of natural sponges pre-wetted with a 3% aqueous 

solution of Liquid Dove (Lever Brother Co.) and 6 with water, followed by two dry sponges to remove 

any residual water.  Care was taken to avoid the transfer of test substance from the skin surface to the O-

rings.  All of the sponges used for each rat were retained for analysis. 

Following interim skin-washing, the gauze covers were re-attached, a new elasticated bandage was fitted 

and the animal was returned to the same metabolism cages.  Any urine and faeces excreted during the 

washing procedure was collected with the respective 0-6 hour excreta collection.   

Sample Collection:  Following terminal skin washing, rats were exsanguinated by cardiac puncture.  

Each blood sample was divided between two heparinised tubes, one of which was centrifuged to separate 

plasma.  The skin beneath each application site, together with the O-rings and a surrounding annular ring 

of untreated skin, was excised and pinned out on a board. The O-rings were detached and retained with 

the protective covers for each rat.  The skin beneath each O-ring, together with a surrounding annular ring 

of untreated skin, was washed and dried with additional sponges, and the sponges retained with the other 

sponges for each rat.  Using successive pieces of adhesive tape the application skin site was tape-stripped 

to remove the stratum corneum until the epidermis was visible.  The adhesive tape with attached stratum 

corneum from both application sites and the residual skin were retained for analysis. A sample of control 

skin was taken from the clipped area adjacent to the application site and retained for analysis.  Any urine 

present in the bladder was collected and added to the corresponding excreted sample.  The gastrointestinal 

tract and contents was removed from each rat and retained for analysis.  The residual carcass was retained 

for analysis.   

For the duration of each experiment, urine and faeces were collected from each cage at approximately 6, 

24, 48, 72, 96 and 120 hours.  Urine and faeces were frozen upon excretion by collection over solid 

carbon dioxide.  An ethanol: water (1:1 v/v) cage wash was collected at the termination of each 

experiment.  

Sample Preparation and Analysis:  Urine and faeces samples were stored at approximately -20°C and 

cage washes were refrigerated prior to analysis.  Blood samples were refrigerated prior to analysis, and 

tissue samples were stored with the residual carcasses at approximately  -20°C.  

Details of sample preparation are provided in the table below. 
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Table 7.6.1–2:  Sample Preparation Details 

Sample type Preparation method 

Diluted solutions of the dose preparation, urine, cage wash, 

plasma and other solutions, including solvent extracts and 

tissue digests. 

Aliquots analysed directly by liquid scintillation counting 

(LSC). 

 

Faeces Samples were mixed with water to give a homogenous paste 

and aliquots analysed by sample oxidation. 

Dose pipette tips, O-rings and gauze covers, charcoal covers 

and bandages. 

Samples extracted with ethanol 50:50. Aliquots of the extracts 

were analysed by liquid scintillation counting. 

Sponges used to wash application sites, stratum corneum on 

tape strips, and skin. 

Solubilised in Soluene tissue digestant and aliquots analysed 

by liquid scintillation counting. 

Whole blood Analysed by sample oxidation. 

Gastrointestinal tract and contents Samples were homogenised and aliquots analysed by sample 

oxidation. 

Residual carcasses Solubilised in tissue digestant and aliquots analysed by liquid 

scintillation counting. 

 

Radioactivity in samples was analysed by liquid scintillation counting (LSC).  LSC results were corrected 

for background activity and counting efficiency using [133Ba] as the external source.  Disintegration per 

minute (dpm) values were calculated using the appropriate instrument-stored quench correction data.  

Typical limit of detection (LOD) values are summarised in the table below for sample types counted 

using two different quench correction curves. 
 

Table 7.6.1–3:  Typical limit of detection values 

 Typical limit of detection (LOD) values 

Formulation 
Direct LSC 

(µg equivalents cyproconazole) 

Oxidised samples 

(µg quivalents cyproconazole) 

Formulation concentrate 0.005 0.008 

1/dilution aqueous dilution <0.001 <0.001 

 

Total amounts of radioactivity in samples were reported as a percentage of the total dose and as µg 

cyproconazole equivalents. 

 

RESULTS AND DISCUSSION  
Signs and Symptoms of Toxicity:  A preliminary study demonstrated that, at a dose volume of 50 µL 

per rat, the commercial formulation caused slight erythema.  Such a slight degree of irritation was 

considered not to have any impact on the integrity of the skin.  Observations of slight reddening of the 

skin are attributed to mild abrasion of the skin surface during skin washing.  

Total Absorbed Dose:  The radioactivity recovered from the application site skin washings, O-rings and 

gauze covers and charcoal covers was considered to be unabsorbed.  Radioactivity present in the skin 

beneath each application site was also considered as unabsorbed, although it is recognised that some of 

this material may be absorbed beyond the duration of exposure investigated.  The absorbed dose included 

the radioactivity in urine, faeces, cage wash, gastrointestinal tract including contents, bandages (attributed 

mainly to urinary contamination from the cage floor onto the bandage covering the ventral area of each 

rat) and the residual carcass. 

The reported carcass values include measurements of radioactivity in the blood samples collected at 

termination.  

The reported bandage values include measurements of radioactivity in damaged bandages (caused by the 

rats chewing the bandages) that is attributed mainly to contamination with faeces.  

Recovery of the applied dose was acceptable, with mean percentage recoveries of 100% for the 

formulation concentrate and 96.3% for the 1/200 aqueous dilution.   

After a 6 hour dermal exposure to the formulation concentrate, a mean of 98.1% of the applied 

radioactivity was readily removed from the skin surface by a mild aqueous wash.  Only an additional 0.1 - 
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0.5% of the dose was removed by the terminal skin wash.  Following the terminal skin wash, the [14C]-

residues on the O-rings accounted for less than 0.5% of the dose and were attributed to deposits made 

during the skin washing procedure.  Residues on the charcoal covers accounted for less than 0.1% of the 

dose.  The combined skin wash, O-ring and charcoal cover residues amounted to greater than 98% of the 

dose.  

In the rats terminated at 6 hours, the radioactivity present in the skin beneath the application sites 

amounted to less than 0.6% of the dose, of which 0.3% was present in the stratum corneum.  Over this 

exposure period, the absorbed dose amounted to 1.1 % of that applied.  After 24 hours, the residue in the 

skin had fallen to less than 0.3%, of which 0.2% was in the stratum corneum, and similar residue levels in 

skin and stratum corneum were found after 72 and 120 hours.  The amount of dose absorbed remained 

approximately constant at 1.1% after 24 hours and increased slightly to 1.6% after 72 hours and 120 

hours.  Most of the absorbed dose had been excreted after 120 hours.  Approximately 43% of the 

absorbed dose was eliminated via bile for subsequent excretion in faeces and the remainder was excreted 

in urine.  

After a 6 hour dermal exposure to the 1/200 dilution, a mean of 73.9% of the applied radioactivity was 

readily removed from the skin surface by a mild aqueous wash.  An additional 1.5 - 2.8% of the dose was 

removed by the terminal skin wash.  Following the terminal skin wash, the [14C] -residues on the O-rings 

accounted for less than 0.8% of the dose and were attributed to deposits made during the skin washing 

procedure.  Residues on the charcoal covers accounted for less than 2.0% of the dose.  The combined skin 

wash, O-ring and charcoal cover residues amounted to greater than 76% of the dose.  

In the rats terminated at 6 hours, the radioactivity present in the skin beneath the application sites 

amounted to less than 6.1% of the dose, of which 4.0% was present in the stratum corneum.  After 24 

hours, the residue in the skin had fallen to 4.1%, of which 3.7% was in the stratum corneum, and by 120 

hours after dosing, less than 3.3% of the applied dose was found in the skin, of which 3.0% was located in 

the stratum corneum.  The absorbed dose amounted to 14.2% of that applied after 6 hours, 12.9% after 24 

hours and increased slightly to 16.4% after 120 hours.  As for the formulation concentrate, most of the 

absorbed dose had been excreted after 120 hours.  Approximately 50% of the absorbed dose was eliminated 

via bile for subsequent excretion in faeces and the remainder was excreted in urine.  

 

Table 7.6.1–4:  Distribution of radioactivity following the application of 50 µL SC formulation concentrate containing 

3.65 mg [14C]- cyproconazole to 10 cm2 of skin 

 Recovery (% of applied dose)   

 
6 hours  

(n=4) 

24 hour  

(n=4) 

72 hours  

(n=3) 

120 hours  

(n=3) 

6 hour skin wash    98.29 98.88 98.55 

Terminal skin wash 96.74 0.45 0.32 0.13 

Stratum corneum 0.27 0.19 0.20 0.14 

Application site skin 0.28 0.11 0.04 0.02 

Charcoal covers 0.10 0.04 0.06 0.04 

O-rings  0.41 0.16 0.16 0.08 

Total unabsorbed 97.79 99.23 99.67 98.96 

Urine 0.01 0.17 0.45 0.53 

Faeces <0.01 0.14 0.56 0.70 

Cage wash <0.02 <0.04 0.07 0.13 

Bandage <0.01 <0.11 0.23 <0.11 

Gastrointestinal tract  + contents 0.31 0.41 0.16 0.09 

Carcass 0.73 <0.17 <0.10 <0.06 

Total absorbed dose 1.09 1.05 1.57 1.61 

Total recovered 98.88 100.28 101.23 100.57 
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Table 7.6.1–5:  Distribution of radioactivity following the application of 50 µL of a 1/200 spray strength aqueous dilution 

of a SC formulation containing 0.02 mg [14C]- cyproconazole to 10 cm2 of skin 

 Recovery (% of applied dose)   

 
6 hours  

(n=4) 

24 hour  

(n=4) 

72 hours  

(n=3) 

120 hours  

(n=3) 

6 hour skin wash    75.45 72.95 75.11 

Terminal skin wash 72.14 2.76 2.51 1.50 

Stratum corneum 4.04 3.74 4.29 2.95 

Application site skin 2.04 0.36 0.26 0.27 

Charcoal covers 1.99 0.48 0.79 0.62 

O-rings  0.76 0.38 0.26 0.21 

Total unabsorbed 80.98 83.17 81.07 80.66 

Urine 0.31 3.03 5.14 6.21 

Faeces 0.10 2.12 7.74 8.07 

Cage wash 0.16 0.33 0.74 0.99 

Bandage <0.02 <0.07 0.04 0.12 

Gastrointestinal tract  + contents 6.45 5.33 1.49 0.75 

Carcass 7.20 2.04 0.60 0.29 

Total absorbed dose 14.24 12.92 15.75 16.43 

Total recovered 95.23 96.09 96.82 97.09 

 

The concentrations of radioactivity in blood and plasma were low and declined steadily from their highest 

values, measured 6-24 hours after dosing.  These blood measurements were consistent with the absorption 

measurements.  At both dose levels the comparative whole blood and plasma mean values suggest that 

some of the radioactivity was associated with the cellular component of blood, and this appeared to 

decline more slowly than from plasma.  

The mean percentage recoveries of applied radioactivity in this study were 100% for the formulation 

concentrate and 96.3% for the spray strength dilution. 
 

Table 7.6.1–6:  Mean concentrations of radioactivity in whole blood and plasma following a single application of SC 

formulation containing [14C]-cyproconazole to 10cm2 of skin 

Exposure Time 

(h) 

µg Equivalents of cyproconazole/g 

Whole Blood Plasma 

Concentrate 1/200 Concentrate 1/200 

6 <0.033 0.004 0.039 0.005 

24 <0.036 0.002 <0.033 0.002 

72 <0.024 # <0.001 <0.022 # <0.001 

120 <0.024 # <0.001 <0.029 # <0.001 

# - Mean of 3 rats not 4 
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CONCLUSION:   Following a 6 hour exposure period, the in vivo dermal absorption of [14C]-

cyproconazole from an SC formulation concentrate (A12910C) containing 80 g cyproconazole/L and a 

1/200 aqueous dilution accounted for approximately 1.6% and 16.4% of the dose respectively over 5 

days.  Means of 98% of the [14C]-cyproconazole in the formulation concentrate dose and 74% in the spray 

strength dose were readily washed from the skin surface by mild soap and water skin washes.  

Dermal absorption from the formulation concentrate is most relevant to mixer/loaders over an interval of 

24 hours, and therefore an absorption figure of 1.05% is the most appropriate value for use in risk 

assessments for short-term exposure. 

Dermal absorption from the spray strength dilution is most relevant to spray operators over an interval of 

24 hours, and therefore an absorption figure of 12.92% is the most appropriate values for use in risk 

assessments for the 1/200 aqueous dilution.   

          (XXXXX, 2002) 

Study Comments:  

IIIA 7.6.1/02 

Study acceptable. 

Agreed endpoint:  

IIIA 7.6.1/02 

1 % for the concentrate and 18 % for the dilution (considering epidermis, standard deviations 

and rounding procedures according to EFSA Guidance on Dermal Absorption (EFSA Journal 

2012; 10(4):2665) 

 

A 2.10.1 Comparative dermal absorption, in vitro using rat and human skin 

Azoxystrobin 

The following in vitro dermal absorption study, performed on A12705B, was assessed in the EU review 

of azoxystrobin.  The report is enclosed with this submission but since the study was deemed to be 

acceptable during the EU review a full summary of the study has not been provided. 

Report: IIIA 7.6.2/01, XXXXX (2006). Azoxystrobin 250 g/L SC Formulation (A12705B): In Vitro 

Absorption Of Azoxystrobin Through Rat Epidermis. Syngenta Central Toxicology Laboratory 

(CTL), Cheshire, United Kingdom, Report No. JV1903-REG. Unpublished. (Syngenta File No. 

ICI5504/3263) 

 

Report: IIIA 7.6.2/02, XXXXX (2006a). Azoxystrobin 250 g/L SC Formulation (A12705B): In Vitro 

Absorption Of Azoxystrobin Through Human Epidermis. Syngenta Central Toxicology Laboratory 

(CTL), Cheshire, United Kingdom, Report No. JV1904-REG. Unpublished. (Syngenta File No. 

ICI5504/3307) 

 

Conclusion:  Please refer to Table 3.5-3 for the EU endpoint for dermal absorption for azoxystrobin.   

 

Study Comments:  

IIIA 7.6.2/01+02 

Accepted at EU level. 

Agreed endpoint:  

IIIA 7.6.2/01+02 

EU agreed endpoint: 0.3 % for the concentrate, 0.5 % for the dilution (based on triple pack) 

 

Cyproconazole 

The following acute in vitro dermal absorption studies, performed on A12910C, have not previously been 

reviewed and are provided in support of this assessment. 
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Report: IIIA 7.6.2/03, Ward R. (2002).  Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC 

Formulation (A12910C): In Vitro Absorption of Cyproconazole Through Human Epidermis. 

Central Toxicology Laboratory, Alderley Park, Macclesfield, Cheshire, SK10 4TJ, UK. Laboratory 

Report No. CTL/JV1686/REGULATORY/REPORT, 21 March 2002 (AMENDMENT/001 22 

May 2002),  Unpublished.  (Syngenta File Nos.SAN619/7165, AMEMDMENT 001 

SAN619/7192) 

 

Guidelines 

OECD 428; In Vitro Dermal Absorption (Human) 

GLP: Signed and dated GLP and Quality Assurance statements were provided. 

There were no deviations from the current regulatory guideline considered to compromise the scientific 

validity of the study. 

 

EXECUTIVE SUMMARY 
The absorption of cyproconazole from azoxystrobin/cyproconazole SC formulation concentrate 

(A12910C), containing a nominal 80g cyproconazole/L, was measured in vitro through human epidermis.  

The formulation was applied as the concentrate formulation and spray strength aqueous dilution of the 

concentrate (1:200 v/v; nominally containing 0.40 g cyproconazole/L).  The absorption and distribution of 

cyproconazole was followed using 14C-labelled cyproconazole, which was added to the formulations prior 

to application.  The concentrate formulation and the spray strength dilution were applied to the epidermal 

membranes at a rate of 5 µL/cm2.  Applications were left unoccluded for exposure periods of 6h and 24h.  

These applications were designed to simulate potential human dermal exposure to the formulation during 

normal use.  

From the concentrate and 1:200 v/v dilution applications, cyproconazole absorption maintained 

essentially constant absorption rate of 0.044 µg/cm2/h and 0.012 µg/cm2/h throughout the entire 24h 

exposure period.  

For the concentrate, 0.086% (approx. 0.344 µg/cm2/h) of the dose was absorbed by 6h, with 0.131% 

(approx. 0.523 µg/cm2) and 0.272% (1.09. µg/cm2/h) being absorbed by 10h and 24h, respectively.  For 

the dilution, 3.50% (approx. 0.068 µg/cm2/h), 6.14% (approx 0.119 µg/cm2/h) and 15.0% (0.290 

µg/cm2/h) of the dose was absorbed by 6h, 10h and 24h, respectively.  

Recovery cyproconazole from the application of the concentrate and spray dilution was good, ranging 

between 95.0% and 106%.  From all applications more than 65% of the applied dose was removed during 

the washing procedures at 6h or 24h.  

Residues of cyproconazole remaining in the epidermis, as assessed by tape stripping of the stratum 

corneum, decreased with increasing depth.  For the concentrate application, total proportions of the dose 

recovered from the stratum corneum were 0.237% at 6h and 0.168% at 24h, while 0.171% and 0.097% 

(6h and 24h, respectively) was found in the remaining epidermis.  For the dilution, 1.61% and 2.85% of 

the dose was recovered from the stratum corneum at 6h and 24h respectively, with 1.26% and 2.21% in 

the remaining epidermis. 

The results obtained in this study indicate that the absorption of cyproconazole from this SC formulation 

concentrate and the 1:200 v/v spray dilution through human epidermis is very slow when compared with 

the absorption rates of other penetrants measured using this in vitro technique (Dugard et al, 1984; 

Dugard and Scott, 1984).  These data predict that the dermal absorption of cyproconazole from potential 

exposure to this SC formulation would be minimal.  

The majority of any cyproconazole contacting the skin during normal use of the formulation would be 

removed by normal washing procedures.  

Cyproconazole that remains associated with the epidermis after washing mostly resides in the stratum 

corneum and would most likely be lost by desquamation. 
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MATERIALS AND METHODS 

Materials: 

 

Test Material: Cyproconazole (SAN619) 

Description: Technical, white powder 

Lot/Batch number: AMS888/3 

Purity: 99.8% w/w a.i 

Stability of test compound: Confirmed. Expiry date 1 April 2005 

 

Radiolabelled Test Material: [14C]-cyproconazole 

Specific activity : 2.133 GBq/mmol 

Radiochemical purity: 98.7%  

Structure: 

 
* denotes position of radiolabel 

 

Blank Formulation: A12910C 

Description: Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC Formulation 

(A12910C) 

Lot/Batch Nos: Formulation blank J6200/44; Cyproconazole millbase blank J6200/43; Azoxystrobin 

Millbase blank (50% w/w) J59831/139/2 

Dose vehicle: Water 

 

Study Design and Methods: 
In-life dates:  Start: 26 November 2001 End:  19 December 2001 

Diffusion cell:  Diffusion of Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC 

Formulation (A12910C) into and across the skin to a receptor fluid was measured using glass diffusion 

cells in which the epidermis formed a horizontal membrane and provided an application area of 2.54 cm2.   

Receptor fluid:  The receptor fluid (50% ethanol in water) was chosen to ensure that the Azoxystrobin 

(ZA5504)/Cyproconazole (SAN619) 200/80g/L SC Formulation (A12910C) would freely partition into 

this from the skin membrane and never reach a concentration that would limit its diffusion. 

Skin preparations:  Extraneous tissue was removed from human whole skin samples obtained post 

mortem and/or during surgery.  The skin samples were immersed in water at 60°C for 40-45 seconds and 

the epidermis teased away from the dermis.  Each epidermal membrane was given an identifying number 

and stored frozen on aluminium foil until required for use.  

Skin preparation integrity:  The integrity of the membranes was checked by measurement of the 

electrical resistance across the skin.  Only those membranes with an acceptable resistance, thereby 

showing that they were intact, were used on the study. 

Test substance:  The two doses were prepared to mimic the commercial azoxystrobin/cyproconazole SC 

formulation concentrate (A12910C), containing a nominal 80g cyproconazole/L and its aqueous spray 

dilution (1/200 v/v containing 0.40 g cyproconazole/L) using the technical material, [14C]-labelled 

cyproconazole and formulation blank.  The doses were prepared as close to the time of application as was 

practicable and were analysed by liquid scintillation counting (LSC) to confirm their suitability for use in 

the study. 

Application to the skin:  Diffusion cells containing intact skin membranes were selected such that each 

dose level was represented by 12 diffusion cells (plus 2 controls) and skin membrane samples from at 

least 3 subjects.  The cells for each dose level were split into two groups of 6 cells (plus 1 control).  One 
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group was exposed for 6 hours and the other for 24 hours at a dose of 5 µL/cm² and left unoccluded for 

the exposure period. 

Temperature:  Throughout the experiment the receptor fluid was stirred and the epidermal membranes 

were maintained at a normal skin temperature of 32 ± 1oC in a water bath. 

Duration of exposure and sampling:  The skin was exposed to the test preparations for 6 or 24 hours 

during which time samples of receptor fluid were taken at suitable intervals (pre, 1, 2, 3, 4, 6, 8, 10, 12, 

16, 20 and 24 hours) to allow adequate characterisation of the absorption profile. 

Terminal procedures and analysis:  After the final receptor fluid sample had been taken, the remaining 

fluid in the receptor chamber was discarded and the chamber rinsed with fresh receptor fluid which was 

also discarded.  The donor chamber was carefully removed and washed.  Samples of the extracts were 

analysed for cyproconazole content by LSC.  The epidermal surface of the skin was decontaminated by 

gently swabbing the application site with natural sponges pre-wetted with 3% Teepol®, and with further 

sponges pre-wetted with water.  Decontamination was shown to be complete following assessment of 

residual radioactivity levels on the skin surface with a Geiger counter.  The sponges were digested in 

Soluene 350® and made up to a recorded volume.  A sample was taken for analysis.  

The epidermal membranes were allowed to dry completely by exposure to the ambient atmosphere to 

ensure that the adhesive tape adhered to the skin.  The upper layers of the epidermis were removed by the 

repeated application 5 strips of adhesive tape.  Each tape strip, representing successively deeper strata of 

the stratum corneum layer of the epidermis, was extracted by soaking, with occasional agitation, for 

approximately 20 hour in methanol (10 mL) and the extracts analysed. 

The remaining epidermis was carefully removed from the receptor chamber and digested in Soluene 

350® and the whole digest analysed.  

Data:  Results of the analysis of the samples of receptor fluid collected in the study were expressed as 

amounts of cyproconazole in the receptor solution in terms of µg/cm2, ‘percentage of dose absorbed’ and 

rates of absorption (µg/cm2/h).  The results of the mass balance and distribution determinations are 

expressed in terms of ‘percentage of applied dose’. 

Definition of absorbed test material:  The absorbed (systemically available) dose is considered to be the 

test material detected in the receptor fluid.  Material removed from the surface of the epidermis by the 

washing procedure is regarded as unabsorbed.  The test material recovered from the epidermis at the end 

of the exposure is also considered to be unabsorbed, although it is recognised that a proportion of this 

material may be absorbed beyond the duration of the exposure investigated in this study.  In vivo, the 

majority of the dose in the epidermis, especially that recovered from the stratum corneum, would 

eventually be lost by desquamation. 

RESULTS AND DISCUSSION 
From the concentrate and 1:200 v/v dilution applications of this SC formulation, cyproconazole 

absorption was essentially constant throughout the entire 24h exposure period.  For the concentrate the 

mean absorption rate was 0.044 µg/cm2/h, while the rate for the dilution was 0.012 µg/cm2/h.  

In terms of the proportion of the cyproconazole dose absorbed from the concentrate varied between 

0.086% (0.344 µg/cm2/h) at 6h to 0.131% (0.523 µg/cm2/h) at 10h, with 0.272% (1.09 µg/cm2/h) being 

absorbed by 24h.  For the dilution, the proportion of the dose absorbed, 3.50% (approx. 0.068 µg/cm2/h) 

at 6 and 6.14% (approx. 0.119 µg/cm2) at l0h, which increased to 15.0% (0.290 µg/cm2) by 24h.  

Recovery of cyproconazole from these application of the concentrate and spray dilution was very good, 

ranging between 95.0% and 106%.  From the applications of both the concentrate formulation and the 

1:200 v/v dilution, by far the greatest proportion of the cyproconazole recovered was removed from the 

surface of the epidermis during the washing procedure (>80% following 6h exposure and >65% at 24h).  

For all applications, residues of cyproconazole in the epidermis decreased with increasing depth.  Total 

proportions of the dose recovered from the compartment representing the stratum corneum (ie. tape 

strips) from the concentrate applications were 0.237% at 6h and 0.168% at 24h, while 0.171% and 

0.097% (6h and 24h, respectively) was recovered from the remaining epidermis.  For the dilution, 1.61% 

and 2.85% of the dose was recovered from the stratum corneum at 6h and 24h respectively, with 1.26% 

and 2.21% in the remaining epidermis.  



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 3 - Core Assessment  

zRMS version 

 

Page 38 / 55 

 

Table 7.6.2–1:  Summary of cyproconazole absorption through human epidermis 

Application of Test Materials Mean Maximum Absorption Rates 
Mean Amount and Percentage of Dose 

Absorbed 

 
Time period 

(h) 

Absorption rate 

(µg/cm2/h ± SEM) 

Time 

(h) 

Amount 

(µg/cm2) 

Percentage 

absorbed 

Concentrate Formulation 

0-24 0.044 ± 0.005 

   

(80g  cyproconazole/L) 6 0.344 0.086 

5µl/cm2 (399µg ai/cm2)   8 0.430 0.108 

Unoccluded 10 0.523 0.131 

Duration of exposure: 24h 24 1.09 0.272 

n = 6    

1/200 v/v aqueous spray dilution 

0-24 0.012 ± 0.001 

   

(0.04g  cyproconazole/L) 6 0.068 3.50 

5µl/cm2 (1.94µg ai/cm2)   8 0.093 4.82 

Unoccluded 10 0.119 6.14 

Duration of exposure: 24h 24 0.290 15.0 

n = 5    

 
Table 7.6.2–2:  Summary of cyproconazole distribution from the concentrate formulation – 6 hour exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 1 Cell 2 Cell 4 Cell 10 Cell 52 Cell 53 

Spreaders 16.32 2.83 4.15 2.82 5.18 3.55 5.81 5.23 

Donor Chamber 6.45 0.825 3.50 0.397 2.22 6.33 3.29 2.64 

Skin Wash 68.0 90.8 89.9 91.9 79.7 92.0 85.4 9.71 

Stratum corneum 0.201 0.252 0.378 0.193 0.203 0.195 0.237 0.072 

Remaining epidermis 0.084 0.104 0.436 0.100 0.167 0.134 0.171 0.133 

Receptor fluid 0.113 0.086 0.221 0.062 0.089 0.090 0.110 0.06 

Total Recovered 91.2 94.9 98.6 95.5 87.5 102 95.0 5.23 

 
Table 7.6.2–3:  Summary of cyproconazole distribution from the 1/200 v/v aqueous spray dilution – 6 hour 

exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 94 Cell 95 Cell 100 Cell 106 Cell 107 Cell 114 

Spreaders 6.57 9.01 12.4 11.0 9.88 15.8 10.8 3.14 

Donor Chamber 7.25 5.410 7.60 10.4 3.82 6.91 6.89 2.20 

Skin Wash 88.4 80.6 77.5 74.8 89.4 78.5 81.5 6.04 

Stratum corneum 1.51 1.39 1.87 1.21 1.20 2.80 1.66 0.610 

Remaining epidermis 0.963 1.30 1.51 1.10 1.11 1.55 1.26 0.240 

Receptor fluid 3.90 7.13 5.16 3.45 0.835 0.641 3.52 2.51 

Total Recovered 109 105 106 102 106 106 106 2.22 
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Table 7.6.2–4:  Summary of cyproconazole distribution from the concentrate formulation – 24 hour exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 7 Cell 8 Cell 5 Cell 15 Cell 16 Cell 50 

Spreaders 8.51 8.02 7.52 14.3 5.35 7.04 8.46 3.08 

Donor Chamber 3.70 2.73 0.83 7.76 0.07 3.72 3.13 2.72 

Skin Wash 88.4 92.7 88.1 70.1 91.5 86.9 86.3 8.23 

Skin Wash 0.191 0.149 0.162 0.173 0.188 0.142 0.168 0.020 

Stratum corneum 0.070 0.109 0.129 0.141 0.066 0.069 0.097 0.033 

Receptor fluid 0.318 0.210 0.262 0.378 0.162 0.302 0.272 0.078 

Total Recovered 101 104 97.0 92.9 97.4 98.1 98.4 3.78 

 

 

 
Table 7.6.2–5:  Summary of cyproconazole distribution from the 1:200 v/v aqueous spray dilution – 24 hour 

exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 98 Cell 103 Cell 108 Cell 111 Cell 115 

Spreaders 8.43 6.81 8.62 4.86 7.02 7.15 1.51 

Donor Chamber 10.5 5.63 8.56 6.29 4.30 7.05 2.45 

Skin Wash 61.4 66.9 67.7 66.7 76.7 67.9 5.55 

Skin Wash 1.60 3.40 3.09 4.95 3.14 3.24 1.19 

Stratum corneum 1.19 2.06 2.23 2.75 2.84 2.21 0.664 

Receptor fluid 19.0 17.0 12.7 14.9 11.1 15.0 3.18 

Total Recovered 102 102 103 100 105 102 1.75 

 

CONCLUSION:  The results obtained in this study indicate that the absorption of cyproconazole from 

this SC formulation concentrate and the 1:200 v/v spray dilution through human epidermis is very slow 

when compared with the absorption rates of other penetrants measured using this in vitro technique 

(Dugard et al, 1984; Dugard and Scott, 1984).  These data predict that the dermal absorption of 

cyproconazole from potential exposure to this SC formulation would be minimal.  

The majority of any cyproconazole contacting the skin during normal use of the formulation would be 

removed by normal washing procedures.  

Cyproconazole that remains associated with the epidermis after washing mostly resides in the stratum 

corneum and would most likely be lost by desquamation. 

REFERENCES:  

Dugard PH, Walker M, Mawdsley SJ and Scott RC (1984). Absorption of Some Glycol Ethers Through 

Human Skin In Vitro. Environ. Health Persp. 57, 193-197.  

Dugard PH and Scott RC (1984). Absorption Through Skin. The Chemotherapy of Psoriasis, International 

Encyclopaedia of Pharmacology and Therapeutics; Section 110, Pergamon Press, Oxford and New York, 

pp 125-144.  

          (Ward R, 2002) 

Study Comments:  

IIIA 7.6.2/03 

The study is considered acceptable. 

Agreed endpoint:  

IIIA 7.6.2/03 

0.5 % for the concentrate, 20 % for the dilution (considering epidermis and standard 

deviations according to EFSA Guidance on Dermal Absorption (EFSA Journal 2012; 

10(4):2665) 
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Report: IIIA 7.6.2/04, XXXXX (2002a).  Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC 

Formulation (A12910C): In Vitro Absorption of Cyproconazole Through Rat Epidermis. Central 

Toxicology Laboratory, Alderley Park, Macclesfield, Cheshire, SK10 4TJ, UK. Laboratory Report 

No. CTL/JV1685/REGULATORY/REPORT, 21 March 2002. Unpublished.  (Syngenta File 

No.SAN619/7164) 

 

Guidelines 

OECD 428; In Vitro Dermal Absorption (Rat) 

GLP: Signed and dated GLP and Quality Assurance statements were provided. 

There were no deviations from the current regulatory guideline considered to compromise the scientific 

validity of the study. 

EXECUTIVE SUMMARY 
The absorption of cyproconazole from azoxystrobin/cyproconazole SC formulation concentrate 

(A12910C), containing a nominal 80g cyproconazole/L, was measured in vitro through rat epidermis.  

The formulation was applied as the concentrate formulation and spray strength aqueous dilution of the 

concentrate (1:200 v/v; nominally containing 0.40 g cyproconazole/L).  The absorption and distribution of 

cyproconazole was followed using 14C-labelled cyproconazole, which was added to the formulations prior 

to application.  The concentrate formulation and the spray strength dilution were applied to the epidermal 

membranes at a rate of 5µL/cm2.  Applications were left unoccluded for exposure periods of 6h and 24h.  

These applications were designed to simulate potential human dermal exposure to the formulation during 

normal use.  

From the concentrate application of this SC formulation, cyproconazole absorption maintained an 

essentially constant absorption rate of 0.710 µg/cm2/h.  The proportion of the cyproconazole dose 

absorbed varied between 0.99% (approx.3.96. µg/cm2/h) at 6h to 1.68% (approx. 6.71 µg/cm2/h) at l0h, 

with 4.29% (17.1 µg/cm2/h) at 24h.  

For the 1:200 v/v aqueous dilution, significant absorption only occurred during the first hour of exposure 

at a rate of 0.831 µg/cm2/h and after 4 hours, absorption effectively ceased.  In terms of the proportion of 

the dose, 63.3% (approx. 1.23. µg/cm2/h) had been absorbed by 6h, which only increased to 76.9% (1.49 

µg/cm2/h) by 24h.  

Recovery of cyproconazole from these applications of the concentrate and spray dilution was good, 

ranging between 96.1% and 109%.  From the applications of the concentrate formulation, over 80% of the 

dose was removed from the surface of the epidermis during the washing procedure and approximately 6% 

was extracted from the epidermis at both 6h and 24h after application.  The amounts recovered from the 

receptor fluid (i.e. absorbed) were 1.17% and 4.29%, at 6h and 24h respectively.  

Only 19.4% and 9.05% of the cyproconazole applied as 1:200 v/v dilution was removed from the skin 

surface at 6h and 24h, respectively.  The majority of the applied dose was recovered from the receptor 

fluid (72.4% and 76.9%, respectively), with 14.0% and 11.5% being found in the epidermis.  

The results obtained in this study indicate that the absorption of cyproconazole through rat 

epidermis is slow.  The high proportion of cyproconazole absorbed through rat epidermis from the 
dilution is a reflection the extremely low dose applied (1.94 µg/cm2).  

MATERIALS AND METHODS 

Materials: 

 

Test Material: Cyproconazole (SAN 619) 

Description: Technical, white powder 

Lot/Batch number: AMS888/3 

Purity: 99.8% w/w a.i 

Stability of test compound: Confirmed. Expiry date 1 April 2005 
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Radiolabelled Test Material: [14C]-cyproconazole 

Specific activity : 2.133 GBq/mmol 

Radiochemical purity: 98.7%  

Structure: 

 
* denotes position of radiolabel 

 

Blank Formulation: A12910C 

Description: Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC Formulation 

(A12910C) 

Lot/Batch Nos: Formulation blank J6200/44; Cyproconazole millbase blank J6200/43; Azoxystrobin 

Millbase blank (50% w/w) J59831/139/2 

Dose vehicle: Water 

 

Study Design and Methods: 
In-life dates:  Start: 26 November 2001 End:  19 December 2001 

Diffusion cell:  Diffusion of Azoxystrobin (ZA5504)/Cyproconazole (SAN619) 200/80g/L SC 

Formulation (A12910C) into and across the skin to a receptor fluid was measured using glass diffusion 

cells in which the epidermis formed a horizontal membrane and provided an application area of 2.54 cm2.   

Receptor fluid:  The receptor fluid (50% ethanol in water) was chosen to ensure that the Azoxystrobin 

(ZA5504)/Cyproconazole (SAN619) 200/80g/L SC Formulation (A12910C) would freely partition into 

this from the skin membrane and never reach a concentration that would limit its diffusion. 

Skin preparations:  Epidermal membranes were prepared from rat whole skin by chemical separation. 

Skin preparation integrity:  The integrity of the membranes was checked by measurement of the 

electrical resistance across the skin.  Only those membranes with an acceptable resistance, thereby 

showing that they were intact, were used on the study. 

Test substance:  The two doses were prepared to mimic the commercial azoxystrobin/cyproconazole SC 

formulation concentrate (A12910C), containing a nominal 80g cyproconazole/L,and its aqueous spray 

dilution (1/200 v/v containing 0.40 g cyproconazole/L) using the technical material, [14C]-labelled 

cyproconazole and formulation blank.  The doses were prepared as close to the time of application as was 

practicable and were analysed by liquid scintillation counting (LSC) to confirm their suitability for use in 

the study. 

Application to the skin:  Diffusion cells containing intact skin membranes were selected such that each 

dose level was represented by 12 diffusion cells (plus 2 controls) and skin membrane samples from at 

least 3 animals.  The cells for each dose level were split into two groups of 6 cells (plus 1 control).  One 

group was exposed for 6 hours and the other for 24 hours at a dose of 5 µL/cm² and left unoccluded for 

the exposure period. 

Temperature:  Throughout the experiment the receptor fluid was stirred and the epidermal membranes 

were maintained at a normal skin temperature of 32 ± 1oC in a water bath. 

Duration of exposure and sampling:  The skin was exposed to the test preparations for 6 or 24 hours 

during which time samples of receptor fluid were taken at suitable intervals (pre, 1, 2, 3, 4, 6, 8, 10, 12, 

16, 20 and 24 hours) to allow adequate characterisation of the absorption profile. 

Terminal procedures and analysis:  After the final receptor fluid sample had been taken, the remaining 

fluid in the receptor chamber was discarded and the chamber rinsed with fresh receptor fluid which was 

also discarded.  The donor chamber was carefully removed and washed.  Samples of the extracts were 

analysed for cyproconazole content by LSC.  The epidermal surface of the skin was decontaminated by 

gently swabbing the application site with natural sponges pre-wetted with 3% Teepol®, and with further 

sponges pre-wetted with water.  Decontamination was shown to be complete following assessment of 

residual radioactivity levels on the skin surface with a Geiger counter.  The sponges were digested in 
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Soluene 350® and made up to a recorded volume.  A sample was taken for analysis.  The remaining 

epidermis was carefully removed from the receptor chamber and digested in Soluene 350® and the digest 

analysed.  

Data:  Results of the analysis of the samples of receptor fluid collected in the study were expressed as 

amounts of cyproconazole in the receptor solution in terms of µg/cm2, ‘percentage of dose absorbed’ and 

rates of absorption (µg/cm2/h).  The results of the mass balance and distribution determinations are 

expressed in terms of ‘percentage of applied dose’. 

Definition of absorbed test material:  The absorbed (systemically available) dose is considered to be the 

test material detected in the receptor fluid.  Material removed from the surface of the epidermis by the 

washing procedure is regarded as unabsorbed.  The test material recovered from the epidermis at the end 

of the exposure is also considered to be unabsorbed, although it is recognised that a proportion of this 

material may be absorbed beyond the duration of the exposure investigated in this study.  In vivo, the 

majority of the dose in the epidermis, especially that recovered from the stratum corneum, would 

eventually be lost by desquamation. 

RESULTS AND DISCUSSION 
From the concentrate application of this SC formulation, cyproconazole absorption maintained an 

essentially constant absorption rate of 0.710 µg/cm2/h.  The proportion of the cyproconazole dose 

absorbed varied between 0.99% (approx.3.96 µg/cm2/h) at 6h to 1.68% (approx. 6.71 µg/cm2/h) at l0h, 

with 4.29% (17.1 µg/cm2/h) at 24h.  

For the 1:200 v/v aqueous dilution, significant absorption only occurred during the first hour of exposure 

at a rate of 0.831 µg/cm2/h and after 4 hours, absorption effectively ceased.  In terms of the proportion of 

the dose, 63.3% (approx. 1.23 µg/cm2/h) had been absorbed by 6h, which only increased to 76.9% (1.49 

µg/cm2/h) by 24h.  

Recovery of cyproconazole from these applications of the concentrate and spray dilution was good, 

ranging between 96.1% and 109%.  From the applications of the concentrate formulation, over 80% of the 

dose was removed from the surface of the epidermis during the washing procedure and approximately 6% 

was extracted from the epidermis at both 6h and 24h after application.  The amounts recovered from the 

receptor fluid (i.e. absorbed) were 1.17% and 4.29%, at 6h and 24h respectively.  

Only 19.4% and 9.05% of the cyproconazole applied as 1:200 v/v dilution was removed from the skin 

surface at 6h and 24h, respectively.  The majority of the applied dose was recovered from the receptor 

fluid (72.4% and 76.9%, respectively), with 14.0% and 11.5% being found in the epidermis.  

 
Table 7.6.2–6:  Summary of cyproconazole absorption through rat epidermis 

Application of Test Materials Mean Maximum Absorption Rates 
Mean Amount and Percentage of Dose 

Absorbed 

 
Time period 

(h) 

Absorption rate 

(µg/cm2/h ± SEM) 

Time 

(h) 

Amount 

(µg/cm2) 

Percentage 

absorbed 

Concentrate Formulation 

0-24 0.710 ± 0.071 

   

(80g  cyproconazole/L) 6 3.95 0.990 

5µl/cm2 (399µg ai/cm2)   8 5.33 1.34 

Unoccluded 10 6.71 1.68 

Duration of exposure: 24h 24 17.1 4.29 

n = 5    

1/200 v/v aqueous spray dilution 

0-1 0.831 ± 0.096 

   

(0.04g  cyproconazole/L) 6 1.23 63.3 

5µl/cm2 (1.94µg ai/cm2)   8 1.27 65.2 

Unoccluded 10 1.31 67.6 

Duration of exposure: 24h 24 1.49 76.9 

n = 6    
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Table 7.6.2–7:  Summary of cyproconazole distribution from the concentrate formulation – 6 hour exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 20 Cell 21 Cell 29 Cell 30 Cell 33 Cell 41 

Spreaders 4.44 3.71 2.62 3.75 2.08 3.15 3.29 0.85 

Donor Chamber 2.68 0.39 0.09 5.87 2.26 0.59 1.98 2.18 

Skin Wash 85.8 87.4 97.2 78.8 84.2 65.6 83.2 10.5 

Epidermis 1.47 2.79 1.17 4.36 3.36 25.7 6.47 9.48 

Receptor fluid 1.50 1.20 1.03 1.14 1.24 0.87 1.17 0.21 

Total Recovered 95.9 95.4 102 93.9 93.2 95.8 96.1 3.15 

 
Table 7.6.2–8:  Summary of cyproconazole distribution from the 1/200 v/v aqueous spray dilution – 6 hour 

exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 71 Cell 73 Cell 75 Cell 77 Cell 79 Cell 83 

Spreaders 0.617 1.59 1.03 1.45 2.49 5.10 2.05 1.62 

Donor Chamber 1.22 0.245 0.419 0.182 1.90 1.37 0.889 0.707 

Skin Wash 3.91 54.6 17.5 3.06 11.7 25.6 19.4 19.2 

Epidermis 21.3 26.6 11.3 2.28 11.6 10.6 14.0 8.67 

Receptor fluid 83.4 29.0 71.0 111 79.5 60.7 72.4 27.1 

Total Recovered 110 112 101 118 107 103 109 6.15 

 
Table 7.6.2–9:  Summary of cyproconazole distribution from the concentrate formulation – 24 hour exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 22 Cell 23 Cell 27 Cell 28 Cell 39 

Spreaders 4.51 4.55 4.02 6.88 4.05 4.80 1.19 

Donor Chamber 1.20 1.90 1.96 1.05 1.56 1.53 0.41 

Skin Wash 88.2 94.8 82.7 78.8 67.9 82.5 10.1 

Epidermis 1.18 2.08 0.923 3.99 21.22 5.88 8.66 

Receptor fluid 3.88 5.65 3.02 3.74 5.15 4.29 1.08 

Total Recovered 99.0 109.0 92.6 94.5 99.9 99.0 6.36 

 
Table 7.6.2–10:  Summary of cyproconazole distribution from the 1/ 200 v/v aqueous spray dilution – 24 hour 

exposure 

Test Compartment Percentage of Dose Recovered (%) Mean % 

Recovered 

SD 

Cell 72 Cell 74 Cell 76 Cell 78 Cell 80 Cell 84 

Spreaders 5.07 6.80 8.52 5.99 6.54 6.43 6.56 1.14 

Donor Chamber 0.790 0.233 1.92 0.347 0.840 0.754 0.815 0.599 

Skin Wash 21.7 10.6 3.29 5.30 3.04 10.3 9.05 7.05 

Epidermis 36.2 11.3 5.74 5.26 2.65 7.57 11.5 12.5 

Receptor fluid 55.8 75.9 81.9 78.8 93.4 75.4 76.9 12.2 

Total Recovered 120 105 101 95.7 106 100 105 8.21 

 

CONCLUSION:  The results obtained in this study indicate that the absorption of cyproconazole through 

rat epidermis is slow.  The high proportion of cyproconazole absorbed through rat epidermis from the 

dilution is a reflection the extremely low dose applied (1.94 µg/cm2). (XXXXX, 2002a) 
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Study Comments:  

IIIA 7.6.2/04 

The study is considered acceptable with limitations (high levels of standard deviations). 

Agreed endpoint:  

IIIA 7.6.2/04 

20 % for the concentrate and 100 % for the dilution (considering epidermis and standard 

deviations according to EFSA Guidance on Dermal Absorption (EFSA Journal 2012; 

10(4):2665) 

A 2.11 Other/Special Studies 

Other available studies for the estimation of dermal absorption applied by the applicant are listed below:  

- XXXXX 
Absorption, tissue distribution and excretion of (14C)-SAN 619F following dermal 

administration to the pig (TOX2000-1512) 
- XXXXX 

The dermal absorption of 14C-Cyproconazole (SENTINEL 40 WG) by male Sprague-

Dawley rats (TOX2001-1083) 
- XXXXX 

SAN 1414 F 360 SL 001 BS: Rates of penetration of (14C)-Cyproconazole through 

human and rat skin using an in vitro system (TOX9850206) 
- XXXXX 

E5504: In vitro absorption from technical grade material through human epidermis 

(TOX95000094) 
 

The preparation under evaluation A12910C, Amistar Xtra 280 SC (SYD-21370-F-0-SC) is a suspension 

concentrate (SC). The studies conducted by XXXXX et al 1992 , XXXXX et al 1993, and XXXXX et al 

1997 were carried out by using water dispersible granules (WG formulation). Therefore these three 

studies cannot be taken into account for the evaluation of a SC formulation. 

 

The study from XXXXX (1992) was conducted with the technical grade material (active substance) only 

and not with the formulated preparation. For this reason, this study cannot be taken into account for the 

evaluation of a SC formulation. 
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Appendix 3 Reference Exposure calculations  

A 3.1 Operator exposure calculations  

A 3.1.1 Calculations for Azoxystrobin 

Table A 11: Input parameters considered for the estimation of operator exposure 

Formulation type: SC 
Application technique: Field Crop Tractor Mounted (FCTM) 

Application rate (AR): 0.2kg a.s./ha 

Area treated per day (A): 20ha Dermal hands m/l (DM(H)): 2.4mg/person/kg a.s. 

Dermal absorption (DA): 
0.3% (concentr.) Dermal hands appl. (DA(H)): 0.38mg/person/kg a.s. 

0.5% (dilution) Dermal body appl. (DA(B)): 1.6mg/person/kg a.s. 

Inhalation absorption (IA): 100% Dermal head appl. (DA(C)): 0.06mg/person/kg a.s. 

Body weight (BW): 70kg/person Inhalation m/l (IM): 0.0006mg/person/kg a.s. 

AOEL 0.2mg/kg bw/d Inhalation appl. (IA): 0.001mg/person/kg a.s. 

Table A 12: Estimation of operator exposure towards azoxystrobin using the German 

model 

Without PPE With PPE 

Operators: Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets 

Dermal exposure during mixing/loading    

Hands Hands 

SDEOM(H) = (DM(H) x AR x A x DA) / BW SDEOM(H) = (DM(H) x AR x A x PPE 1) x DA) / BW 

(2.4 x 0.2 x 20 x 0.3%) / 70 (2.4 x 0.2 x 20 x 0.01 x 0.3%) / 70 

External dermal exposure 9.6 mg/person External dermal exposure 0.096 mg/person 

External dermal exposure 0.137143 mg/kg bw/d External dermal exposure 0.001371 mg/kg bw/d 

Systemic dermal exposure 0.000411 mg/kg bw/d Systemic dermal exposure 0.000004 mg/kg bw/d 

Dermal exposure during application    

Hands Hands 

SDEOA(H) = (DA(H) x AR x A x DA) / BW SDEOA(H) = (DA(H) x AR x A x PPE x DA) / BW 

(0.38 x 0.2 x 20 x 0.5%) / 70 (0.38 x 0.2 x 20 x 1 x 0.5%) / 70 

External dermal exposure 1.52 mg/person External dermal exposure 1.52 mg/person 

External dermal exposure 0.021714 mg/kg bw/d External dermal exposure 0.021714 mg/kg bw/d 

Systemic dermal exposure 0.000109 mg/kg bw/d Systemic dermal exposure 0.000109 mg/kg bw/d 

Body Body 

SDEOA(B) = (DA(B) x AR x A x DA) / BW SDEOA(B) = (DA(B) x AR x A x PPE x DA) / BW 

(1.6 x 0.2 x 20 x 0.5%) / 70 (1.6 x 0.2 x 20 x 1 x 0.5%) / 70 

External dermal exposure 6.4 mg/person External dermal exposure 6.4 mg/person 

External dermal exposure 0.091429 mg/kg bw/d External dermal exposure 0.091429 mg/kg bw/d 

Systemic dermal exposure 0.000457 mg/kg bw/d Systemic dermal exposure 0.000457 mg/kg bw/d 

Head Head 

SDEOA(C) = (DA(C) x AR x A x DA) / BW SDEOA(C) = (DA(C) x AR x A x PPE x DA) / BW 

(0.06 x 0.2 x 20 x 0.5%) / 70 (0.06 x 0.2 x 20 x 1 x 0.5%) / 70 

External dermal exposure 0.24 mg/person External dermal exposure 0.24 mg/person 

External dermal exposure 0.003429 mg/kg bw/d External dermal exposure 0.003429 mg/kg bw/d 

Systemic dermal exposure 0.000017 mg/kg bw/d Systemic dermal exposure 0.000017 mg/kg bw/d 

Total systemic dermal exposure: SDEO = SDEOM(H) + SDEOA(H) + 

SDEOA(B) + SDEOA(C) 

Total systemic dermal exposure: SDEO = SDEOM(H) + SDEOA(H) + 

SDEOA(B) + SDEOA(C) 

Total external dermal exposure 17.76 mg/person Total external dermal exposure 8.256 mg/person 

Total external dermal exposure 0.253714 mg/kg bw/d Total external dermal exposure 0.117943 mg/kg bw/d 

Total systemic dermal 

exposure 
0.000994 mg/kg bw/d Total systemic dermal exposure 0.000587 mg/kg bw/d 

Operators: Systemic inhalation exposure after application in peas, oilseed rape, cereals, sugar beets 

Inhalation exposure during mixing/loading   

SIEOM = (IM x AR x A x IA) / BW SIEOM = (IM x AR x A x PPE x IA) / BW 

(0.0006 x 0.2 x 20 x 100%) / 70 (0.0006 x 0.2 x 20 x 1 x 100%) / 70 

External inhalation exposure 0.0024 mg/person External inhalation exposure 0.0024 mg/person 

External inhalation exposure 0.000034 mg/kg bw/d External inhalation exposure 0.000034 mg/kg bw/d 
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Systemic inhalation exposure 0.000034 mg/kg bw/d Systemic inhalation exposure 0.000034 mg/kg bw/d 

Inhalation exposure during application   

SIEOA = (IA x AR x A x IA) / BW SIEOA = (IA x AR x A x PPE x IA) / BW 

(0.001 x 0.2 x 20 x 100%) / 70 (0.001 x 0.2 x 20 x 1 x 100%) / 70 

External inhalation exposure 0.004 mg/person External inhalation exposure 0.004 mg/person 

External inhalation exposure 0.000057 mg/kg bw/d External inhalation exposure 0.000057 mg/kg bw/d 

Systemic inhalation exposure 0.000057 mg/kg bw/d Systemic inhalation exposure 0.000057 mg/kg bw/d 

Total systemic inhalation exposure: SIEO = SIEOM + SIEOA Total systemic inhalation exposure: SIEO = SIEOM + SIEOA 

Total external inhalation 

exposure 
0.0064 mg/person 

Total external inhalation 

exposure 
0.0064 mg/person 

Total external inhalation 

exposure 
0.000091 mg/kg bw/d 

Total external inhalation 

exposure 
0.000091 mg/kg bw/d 

Total systemic inhalation 

exposure 
0.000091 mg/kg bw/d 

Total systemic inhalation 

exposure 
0.000091 mg/kg bw/d 

Total systemic exposure: SEO = SDEO + SIEO Total systemic exposure: SEO = SDEO + SIEO 

Total systemic exposure 0.076 mg/person Total systemic exposure 0.047488 mg/person 

Total systemic exposure 0.001086 mg/kg bw/d Total systemic exposure 0.000678 mg/kg bw/d 

% of AOEL 0.5 % % of AOEL  0.3 % 

1) reduction factor for gloves is 0.01 (professional appl.) 

 

Table A 13: Estimation of operator exposure towards azoxystrobin using the UK-POEM 

Without PPE 

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) 

Active substance Azoxystrobin       

Product A12910C     

Formulation type water-based     

Concentration of a.s. 200  mg/mL    

Dose 1  L preparation/ha (0.2 kg a.s./ha)   

Application volume 200   L/ha    

Application method Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Container 10 litres 63 mm closure     

Work rate/day 50  ha    

Duration of spraying 6   h    

PPE during mix./loading None     

PPE during application None     

Dermal absorption from product 0.3  %    

Dermal absorption from spray 0.5  %    

EXPOSURE DURING MIXING AND LOADING 

Container size 10  Litres    

Hand contamination/operation 0,05  mL    

Application dose 1 Litres product/ha    

Work rate 50  ha/day    

Number of operations 5  /day    

Hand contamination 0.25 mL/day    

Protective clothing None     

Transmission to skin 100  %    

Dermal exposure to formulation 0.25 mL/day     

DERMAL EXPOSURE DURING SPRAY APPLICATION 

Application technique Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Application volume 200   spray/ha    

Volume of surface contamination 10   mL/h    

Distribution Hands Trunk Legs   

  65% 10% 25%   

Clothing None Permeable Permeable   

Penetration 100% 5% 15%   

Dermal exposure 6.5 0.05 0.375  mL/h 

Duration of exposure 6   h    
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Total dermal exposure to spray 41.55  mL/day     

ABSORBED DERMAL DOSE 

  Mix/load  Application   

Dermal exposure 0.25 mL/day 41.55  mL/day 

Concen. of a.s. product or spray 200 mg/mL 1  mg/mL 

Dermal exposure to a.s. 50  mg/day 41.55  mg/day 

Percent absorbed 0.3  % 0.5  % 

Absorbed dose 0.15  mg/day 0.208  mg/day 

INHALATION EXPOSURE DURING SPRAYING 

Inhalation exposure 0.01  mL/h    

Duration of exposure 6  h    

Concentration of a.s. in spray 1  mg/mL    

Inhalation exposure to a.s. 0.06  mg/day    

Percent absorbed 100  %    

Absorbed dose 0.06  mg/day     

PREDICTED EXPOSURE 

Total absorbed dose 0.418  mg/day    

Operator body weight 60  kg    

Operator exposure 0.007  mg/kg bw/day     

Amount of AOEL 3.5 %     

 

With PPE 

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) 

Active substance Azoxystrobin       

Product A12910C     

Formulation type water-based     

Concentration of a.s. 200  mg/mL    

Dose 1  L preparation/ha (0.2 kg a.s./ha)   

Application volume 200   L/ha    

Application method Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Container 10 litres 63 mm closure     

Work rate/day 50  ha    

Duration of spraying 6   h    

PPE during mix./loading Gloves     

PPE during application None     

Dermal absorption from product 0.3  %    

Dermal absorption from spray 0.5  %    

EXPOSURE DURING MIXING AND LOADING 

Container size 10  Litres    

Hand contamination/operation 0,05  mL    

Application dose 1 Litres product/ha    

Work rate 50  ha/day    

Number of operations 5  /day    

Hand contamination 0.25 mL/day    

Protective clothing Gloves     

Transmission to skin 5  %    

Dermal exposure to formulation 0.013 mL/day     

DERMAL EXPOSURE DURING SPRAY APPLICATION 

Application technique Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Application volume 200   spray/ha    

Volume of surface contamination 10   mL/h    

Distribution Hands Trunk Legs   

  65% 10% 25%   

Clothing None Permeable Permeable   

Penetration 100% 5% 15%   

Dermal exposure 6.5 0.05 0.375  mL/h 



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 3 - Core Assessment  

zRMS version 

 

Page 48 / 55 

 

Duration of exposure 6   h    

Total dermal exposure to spray 41.55  mL/day     

ABSORBED DERMAL DOSE 

  Mix/load  Application   

Dermal exposure 0.013 mL/day 41.55  mL/day 

Concen. of a.s. product or spray 200 mg/mL 1  mg/mL 

Dermal exposure to a.s. 2.5  mg/day 41.55  mg/day 

Percent absorbed 0.3  % 0.5  % 

Absorbed dose 0.008  mg/day 0.208  mg/day 

INHALATION EXPOSURE DURING SPRAYING 

Inhalation exposure 0.01  mL/h    

Duration of exposure 6  h    

Concentration of a.s. in spray 1  mg/mL    

Inhalation exposure to a.s. 0.06  mg/day    

Percent absorbed 100  %    

Absorbed dose 0.06  mg/day     

PREDICTED EXPOSURE 

Total absorbed dose 0.275  mg/day    

Operator body weight 60  kg    

Operator exposure 0.005  mg/kg bw/day     

Amount of AOEL 2.3 %     

 

A 3.1.2 Calculations for Cyproconazole 

Table A 14: Input parameters considered for the estimation of operator exposure 

Formulation type: SC 
Application technique: Field Crop Tractor Mounted (FCTM) 

Application rate (AR): 0.08 kg a.s./ha 

Area treated per day (A): 20 ha Dermal hands m/l (DM(H)): 2.4 mg/person/kg a.s. 

Dermal absorption (DA): 
0.1 % (concentr.) Dermal hands appl. (DA(H)): 0.38 mg/person/kg a.s. 

3.6 % (dilution) Dermal body appl. (DA(B)): 1.6 mg/person/kg a.s. 

Inhalation absorption (IA): 100 % Dermal head appl. (DA(C)): 0.06 mg/person/kg a.s. 

Body weight (BW): 70 kg/person Inhalation m/l (IM): 0.0006 mg/person/kg a.s. 

AOEL 0.02 mg/kg bw/d Inhalation appl. (IA): 0.001 mg/person/kg a.s. 

Table A 15: Estimation of operator exposure towards cyproconazole using the German 

model 

Without PPE With PPE 

Operators: Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets 

Dermal exposure during mixing/loading    

Hands Hands 

SDEOM(H) = (DM(H) x AR x A x DA) / BW SDEOM(H) = (DM(H) x AR x A x PPE 1) x DA) / BW 

(2.4 x 0.08 x 20 x 0.1%) / 70 (2.4 x 0.08 x 20 x 0.01 x 0.1%) / 70 

External dermal exposure 3.84 mg/person External dermal exposure 0.0384 mg/person 

External dermal exposure 0.054857 mg/kg bw/d External dermal exposure 0.000549 mg/kg bw/d 

Systemic dermal exposure 0.000055 mg/kg bw/d Systemic dermal exposure 0.000001 mg/kg bw/d 

Dermal exposure during application    

Hands Hands 

SDEOA(H) = (DA(H) x AR x A x DA) / BW SDEOA(H) = (DA(H) x AR x A x PPE x DA) / BW 

(0.38 x 0.08 x 20 x 3.6%) / 70 (0.38 x 0.08 x 20 x 1 x 3.6%) / 70 

External dermal exposure 0.608 mg/person External dermal exposure 0.608 mg/person 

External dermal exposure 0.008686 mg/kg bw/d External dermal exposure 0.008686 mg/kg bw/d 

Systemic dermal exposure 0.000313 mg/kg bw/d Systemic dermal exposure 0.000313 mg/kg bw/d 

Body Body 

SDEOA(B) = (DA(B) x AR x A x DA) / BW SDEOA(B) = (DA(B) x AR x A x PPE x DA) / BW 

(1.6 x 0.08 x 20 x 3.6%) / 70 (1.6 x 0.08 x 20 x 1 x 3.6%) / 70 
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External dermal exposure 2.56 mg/person External dermal exposure 2.56 mg/person 

External dermal exposure 0.036571 mg/kg bw/d External dermal exposure 0.036571 mg/kg bw/d 

Systemic dermal exposure 0.001317 mg/kg bw/d Systemic dermal exposure 0.001317 mg/kg bw/d 

Head Head 

SDEOA(C) = (DA(C) x AR x A x DA) / BW SDEOA(C) = (DA(C) x AR x A x PPE x DA) / BW 

(0.06 x 0.08 x 20 x 3.6%) / 70 (0.06 x 0.08 x 20 x 1 x 3.6%) / 70 

External dermal exposure 0.096 mg/person External dermal exposure 0.096 mg/person 

External dermal exposure 0.001371 mg/kg bw/d External dermal exposure 0.001371 mg/kg bw/d 

Systemic dermal exposure 0.000049 mg/kg bw/d Systemic dermal exposure 0.000049 mg/kg bw/d 

Total systemic dermal exposure: SDEO = SDEOM(H) + SDEOA(H) + 

SDEOA(B) + SDEOA(C) 

Total systemic dermal exposure: SDEO = SDEOM(H) + SDEOA(H) + 

SDEOA(B) + SDEOA(C) 

Total external dermal exposure 7.104 mg/person Total external dermal exposure 3.3024 mg/person 

Total external dermal exposure 0.101486 mg/kg bw/d Total external dermal exposure 0.047177 mg/kg bw/d 

Total systemic dermal 

exposure 
0.001733 mg/kg bw/d Total systemic dermal exposure 0.001679 mg/kg bw/d 

Operators: Systemic inhalation exposure after application in peas, oilseed rape, cereals, sugar beets 

Inhalation exposure during mixing/loading   

SIEOM = (IM x AR x A x IA) / BW SIEOM = (IM x AR x A x PPE x IA) / BW 

(0.0006 x 0.08 x 20 x 100%) / 70 (0.0006 x 0.08 x 20 x 1 x 100%) / 70 

External inhalation exposure 0.00096 mg/person External inhalation exposure 0.00096 mg/person 

External inhalation exposure 0.000014 mg/kg bw/d External inhalation exposure 0.000014 mg/kg bw/d 

Systemic inhalation exposure 0.000014 mg/kg bw/d Systemic inhalation exposure 0.000014 mg/kg bw/d 

Inhalation exposure during application   

SIEOA = (IA x AR x A x IA) / BW SIEOA = (IA x AR x A x PPE x IA) / BW 

(0.001 x 0.08 x 20 x 100%) / 70 (0.001 x 0.08 x 20 x 1 x 100%) / 70 

External inhalation exposure 0.0016 mg/person External inhalation exposure 0.0016 mg/person 

External inhalation exposure 0.000023 mg/kg bw/d External inhalation exposure 0.000023 mg/kg bw/d 

Systemic inhalation exposure 0.000023 mg/kg bw/d Systemic inhalation exposure 0.000023 mg/kg bw/d 

Total systemic inhalation exposure: SIEO = SIEOM + SIEOA Total systemic inhalation exposure: SIEO = SIEOM + SIEOA 

Total external inhalation 

exposure 
0.00256 mg/person 

Total external inhalation 

exposure 
0.00256 mg/person 

Total external inhalation 

exposure 
0.000037 mg/kg bw/d 

Total external inhalation 

exposure 
0.000037 mg/kg bw/d 

Total systemic inhalation 

exposure 
0.000037 mg/kg bw/d 

Total systemic inhalation 

exposure 
0.000037 mg/kg bw/d 

Total systemic exposure: SEO = SDEO + SIEO Total systemic exposure: SEO = SDEO + SIEO 

Total systemic exposure 0.123904 mg/person Total systemic exposure 0.120102 mg/person 

Total systemic exposure 0.00177 mg/kg bw/d Total systemic exposure 0.001716 mg/kg bw/d 

% of AOEL 8.9 % % of AOEL  8.6 % 

1) reduction factor for gloves is 0.01 (professional appl.) 

 

Table A 16: Estimation of operator exposure towards cyproconazole using the UK-POEM 

Without PPE 

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) 

Active substance Cyproconazole       

Product A12910C     

Formulation type water-based     

Concentration of a.s. 80  mg/mL    

Dose 1  L preparation/ha (0.08 kg a.s./ha)   

Application volume 200   L/ha    

Application method Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Container 10 litres 63 mm closure     

Work rate/day 50  ha    

Duration of spraying 6   h    

PPE during mix./loading None     

PPE during application None     

Dermal absorption from product 0.1  %    

Dermal absorption from spray 3.6  %    
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EXPOSURE DURING MIXING AND LOADING 

Container size 10  Litres    

Hand contamination/operation 0,05  mL    

Application dose 1 Litres product/ha    

Work rate 50  ha/day    

Number of operations 5  /day    

Hand contamination 0.25 mL/day    

Protective clothing None     

Transmission to skin 100  %    

Dermal exposure to formulation 0.25 mL/day     

DERMAL EXPOSURE DURING SPRAY APPLICATION 

Application technique Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Application volume 200   spray/ha    

Volume of surface contamination 10   mL/h    

Distribution Hands Trunk Legs   

  65% 10% 25%   

Clothing None Permeable Permeable   

Penetration 100% 5% 15%   

Dermal exposure 6.5 0.05 0.375  mL/h 

Duration of exposure 6   h    

Total dermal exposure to spray 41.55  mL/day     

ABSORBED DERMAL DOSE 

  Mix/load  Application   

Dermal exposure 0.25 mL/day 41.55  mL/day 

Concen. of a.s. product or spray 80 mg/mL 0.4  mg/mL 

Dermal exposure to a.s. 20  mg/day 16.62  mg/day 

Percent absorbed 0.1  % 3.6  % 

Absorbed dose 0.02  mg/day 0.598  mg/day 

INHALATION EXPOSURE DURING SPRAYING 

Inhalation exposure 0.01  mL/h    

Duration of exposure 6  h    

Concentration of a.s. in spray 0.4  mg/mL    

Inhalation exposure to a.s. 0.024  mg/day    

Percent absorbed 100  %    

Absorbed dose 0.024  mg/day     

PREDICTED EXPOSURE 

Total absorbed dose 0.642  mg/day    

Operator body weight 60  kg    

Operator exposure 0.011  mg/kg bw/day     

Amount of AOEL 53.5 %     

 

With PPE 

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) 

Active substance Cyproconazole       

Product A12910C     

Formulation type water-based     

Concentration of a.s. 80  mg/mL    

Dose 1  L preparation/ha (0.08 kg a.s./ha)   

Application volume 200   L/ha    

Application method Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Container 10 litres 63 mm closure     

Work rate/day 50  ha    

Duration of spraying 6   h    

PPE during mix./loading Gloves     

PPE during application None     

Dermal absorption from product 0.1  %    
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Dermal absorption from spray 3.6  %    

EXPOSURE DURING MIXING AND LOADING 

Container size 10  Litres    

Hand contamination/operation 0,05  mL    

Application dose 1 Litres product/ha    

Work rate 50  ha/day    

Number of operations 5  /day    

Hand contamination 0.25 mL/day    

Protective clothing Gloves     

Transmission to skin 5  %    

Dermal exposure to formulation 0.013 mL/day     

DERMAL EXPOSURE DURING SPRAY APPLICATION 

Application technique Tractor-mounted/trailed boom sprayer: hydraulic nozzles 

Application volume 200   spray/ha    

Volume of surface contamination 10   mL/h    

Distribution Hands Trunk Legs   

  65% 10% 25%   

Clothing None Permeable Permeable   

Penetration 100% 5% 15%   

Dermal exposure 6.5 0.05 0.375  mL/h 

Duration of exposure 6   h    

Total dermal exposure to spray 41.55  mL/day     

ABSORBED DERMAL DOSE 

  Mix/load  Application   

Dermal exposure 0.013 mL/day 41.55  mL/day 

Concen. of a.s. product or spray 80 mg/mL 0.4  mg/mL 

Dermal exposure to a.s. 1  mg/day 16.62  mg/day 

Percent absorbed 0.1  % 3.6  % 

Absorbed dose 0.001  mg/day 0.598  mg/day 

INHALATION EXPOSURE DURING SPRAYING 

Inhalation exposure 0.01  mL/h    

Duration of exposure 6  h    

Concentration of a.s. in spray 0.4  mg/mL    

Inhalation exposure to a.s. 0.024  mg/day    

Percent absorbed 100  %    

Absorbed dose 0.024  mg/day     

PREDICTED EXPOSURE 

Total absorbed dose 0.623  mg/day    

Operator body weight 60  kg    

Operator exposure 0.01  mg/kg bw/day     

Amount of AOEL 51.9 %     

 

A 3.2 Worker exposure calculations 

A 3.2.1 Calculations for Azoxystrobin 

Table A 17: Input parameters considered for the estimation of worker exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets      
Dislodgeable foliar residues 

(DFR): 
1µg/cm2/kg a.s. 

Application rate (AR): 0.2kg a.s./ha Transfer coefficient (TC): 2500cm2/person/h 

Number of applications (NA): 2  Work rate per day (WR): 2h/d 

Body weight (BW): 60kg/person PPE 5% 

Dermal absorption (DA): 0.5% ('worst case')      

AOEL 0.2mg/kg bw/d      
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 Table A 18: Estimation of worker exposure towards azoxystrobin using the German re-

entry model 

Without PPE 1) With PPE 2) 

Worker (re-entry): Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets      

SDEW = (DFR x TC x WR x AR x NA x DA) / BW SDEW = (DFR x TC x WR x AR x NA x PPE x DA) / BW 

(1 x 2500 x 2 x 0.2 x 2 x 0.5%) / 60 (1 x 2500 x 2 x 0.2 x 2 x 5% x 0.5%) / 60 

External dermal exposure 2mg/person External dermal exposure 0.1mg/person 

External dermal exposure 0.033333mg/kg bw/d External dermal exposure 0.001667mg/kg bw/d 

Total systemic exposure 0.01mg/person Total systemic exposure 0.0005mg/person 

Total systemic exposure 0.000167mg/kg bw/d Total systemic exposure 0.000008mg/kg bw/d 

% of AOEL 0.083% % of AOEL  0.004% 

 1) acceptable without PPE: Worker wearing long sleeved shirt, long trousers (“permeable”) but no gloves 
2)  acceptable with PPE: see 'Instructions for use'(cf. Krebs et al., 2000)) 

 

A 3.2.2 Calculations for Cyproconazole 

Table A 19: Input parameters considered for the estimation of worker exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets      

Dislodgeable foliar residues 

(DFR): 
1 µg/cm2/kg a.s. 

Application rate (AR): 0.08 kg a.s./ha Transfer coefficient (TC): 2500 cm2/person/h 

Number of applications (NA): 2   Work rate per day (WR): 2 h/d 

Body weight (BW): 60 kg/person PPE 5 % 

Dermal absorption (DA): 3.6 % ('worst case')       

AOEL 0.02 mg/kg bw/d       

Table A 20: Estimation of worker exposure towards cyproconazole using the German re-

entry model 

Without PPE 1) With PPE 2) 

Worker (re-entry): Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets       

SDEW = (DFR x TC x WR x AR x NA x DA) / BW SDEW = (DFR x TC x WR x AR x NA x PPE x DA) / BW 

(1 x 2500 x 2 x 0.08 x 2 x 3.6%) / 60 (1 x 2500 x 2 x 0.08 x 2 x 5% x 3.6%) / 60 

External dermal exposure 0.8 mg/person External dermal exposure 0.04 mg/person 

External dermal exposure 0.013333 mg/kg bw/d External dermal exposure 0.000667 mg/kg bw/d 

Total systemic exposure 0.0288 mg/person Total systemic exposure 0.00144 mg/person 

Total systemic exposure 0.00048 mg/kg bw/d Total systemic exposure 0.000024 mg/kg bw/d 

% of AOEL 2.4 % % of AOEL  0.1 % 

 

A 3.3 Bystander and resident exposure calculations  

A 3.3.1 Calculations for Azoxystrobin 

Table A 21: Input parameters considered for the estimation of bystander exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets        
Drift (D): 2.77% (FC, 1 m) 

Application rate (AR): 
0.2kg a.s./ha Exposed body surface area 

(BSA): 

1m² (adults) 

20mg/m2 0.21m² (children) 

Body weight (BW): 

60kg/person (adults) 
Specific Inhalation Exposure 

(I*A): 

0.001
mg/kg a.s. (6 hours, 

adults) 

16.15kg/person (children) 0.000575
mg/kg a.s. (6 hours, 

children) 

Dermal absorption (DA): 0.5% ('worst case') 
Area Treated (A): 20ha/d (based on FCTM) 

Inhalation absorption (IA): 100% 

AOEL: 0.2mg/kg bw/d Exposure duration (T): 5min 
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 Table A 22: Estimation of bystander exposure towards azoxystrobin 

Adults Children 

Bystander: Systemic dermal exposure during/after application in peas, oilseed rape, cereals, sugar beets        (via spray drift)  (via spray 

drift) 

SDEB = (AR x D x BSA x DA) / BW SDEB = (AR x D x BSA x DA) / BW 

(20 x 2.77% x 1 x 0.5%) / 60 (20 x 2.77% x 0.21 x 0.5%) / 16.15 

External dermal exposure 0.554mg/person External dermal exposure 0.11634mg/person 

External dermal exposure 0.009233mg/kg bw/d External dermal exposure 0.007204mg/kg bw/d 

Systemic dermal exposure 0.000046mg/kg bw/d Systemic dermal exposure 0.000036mg/kg bw/d 

Bystander: Systemic inhalation exposure during/after application in peas, oilseed rape, cereals, sugar beets        (via spray drift) 

SIEB = (I*A x AR x A x T x IA) / BW SIEB = (I*A x AR x A x T x IA) / BW 

(0.001 / 360 x 0.2 x 20 x 5 x 100%) / 60 (0.000575 / 360 x 0.2 x 20 x 5 x 100%) / 16.15 

External inhalation exposure 0.000056mg/person External inhalation exposure 0.000032mg/person 

External inhalation exposure 0.000001mg/kg bw/d External inhalation exposure 0.000002mg/kg bw/d 

Systemic inhalation exposure 0.000001mg/kg bw/d Systemic inhalation exposure 0.000002mg/kg bw/d  

Total systemic exposure: SEB = SDEB + SIEB Total systemic exposure: SEB = SDEB + SIEB 

Total systemic exposure 0.002826mg/person Total systemic exposure 0.000614mg/person 

Total systemic exposure 0.000047mg/kg bw/d Total systemic exposure 0.000038mg/kg bw/d  

% of AOEL 0.023% % of AOEL 0.019% 

Table A 23: Input parameters considered for the estimation of resident exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets        
Drift (D): 2.38 % (FC, 1 m) 

Application rate (AR): 
0.2 kg a.s./ha 

Transfer coefficient (TC): 
7300 cm2/h (adults) 

0.002 mg/cm2 2600 cm2/h (children) 

Number of applications (NA): 2   
Turf Transferable Residues 

(TTR): 
5 % 

Body weight (BW): 

60 kg/person (adults) Exposure Duration (H): 2 h 

16.15 kg/person (children) 
Airborne Concentration of 

Vapour (ACV): 
0 mg/m3 

Dermal absorption (DA): 0.5 % ('worst case') 
Inhalation Rate (IR): 

16.57 m3/d (adults) 

Inhalation absorption (IA): 100 % 8.31 m3/d (children) 

Oral absorption (OA): 100 % Saliva Extraction Factor (SE): 50 % 

AOEL: 0.2 mg/kg bw/d Surface Area of Hands (SA): 20 cm2 

      
Frequency of Hand to Mouth 

(Freq): 
20 events/h 

      
Dislodgeable foliar residues 

(DFR): 
20 % 

      
Ingestion Rate for Mouthing of 

Grass/Day (IgR): 
25 cm2/d 

Table A 24: Estimation of resident exposure towards azoxystrobin 

Adults Children 

Residents: Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets        (via deposits caused by spray 

drift) 

SDER = (AR x NA x D x TTR x TC x H x DA) / BW SDER = (AR x NA x D x TTR x TC x H x DA) / BW 

(0.002 x 2 x 2.38% x 5% x 7300 x 2 x 0.5%) / 60  (0.002 x 2 x 2.38% x 5% x 2600 x 2 x 0.5%) / 16.15 

External dermal exposure 0.069496 mg/person External dermal exposure 0.024752 mg/person 

External dermal exposure 0.001158 mg/kg bw/d External dermal exposure 0.001533 mg/kg bw/d 

Systemic dermal exposure 0.000006 mg/kg bw/d Systemic dermal exposure 0.000008 mg/kg bw/d 

Residents: Systemic inhalation exposure after application in peas, oilseed rape, cereals, sugar beets        (via vapour) 

SIER = (ACV x IR x IA) / BW SIER = (ACV x IR x IA) / BW 

(0 x 16.57 x 100%) / 60 (0 x 8.31 x 100%) / 16.15 

External inhalation exposure   none External inhalation exposure   none 

            

Systemic inhalation exposure   none Systemic inhalation exposure   none 

  

Residents: Systemic oral exposure (hand-to-mouth transfer) 

SOER(H) = (AR x NA x D x TTR x SE x SA x Freq x H x OA) / BW 

(0.002 x 2 x % x 5% x 50% x 20 x 20 x 2 x 100%) / 16.15 
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External oral exposure 0.001904 mg/person 

External oral exposure 0.000118 mg/kg bw/d 

Systemic oral exposure 0.000118 mg/kg bw/d 

Residents: Systemic oral exposure (object-to-mouth transfer) 

SOER(O) = (AR x NA x D x DFR x IgR x OA) / BW 

(0.002 x 2 x % x 20% x 25 x 100%) / 16.15 

External oral exposure 0.000476 mg/person 

External oral exposure 0.000029 mg/kg bw/d 

Systemic oral exposure 0.000029 mg/kg bw/d 

Total systemic exposure: SER = SDER + SIER Total systemic exposure: SER = SDER + SIER + SOER(H) + SOER(O) 

Total systemic exposure 0.000347 mg/person Total systemic exposure 0.002504 mg/person 

Total systemic exposure 0.000006 mg/kg bw/d Total systemic exposure 0.000155 mg/kg bw/d 

% of AOEL 0.003 % % of AOEL 0.078 % 

 

A 3.3.2 Calculations for Cyproconazole 

Table A 25: Input parameters considered for the estimation of bystander exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets        
Drift (D): 2.77 % (FC, 1 m) 

Application rate (AR): 
0.08 kg a.s./ha Exposed body surface area 

(BSA): 

1 m² (adults) 

8 mg/m2 0.21 m² (children) 

Body weight (BW): 

60 kg/person (adults) 
Specific Inhalation Exposure 

(I*A): 

0.001 
mg/kg a.s. (6 hours, 

adults) 

16.15 kg/person (children) 0.000575 
mg/kg a.s. (6 hours, 

children) 

Dermal absorption (DA): 3.6 % ('worst case') 
Area Treated (A): 20 ha/d (based on FCTM) 

Inhalation absorption (IA): 100 % 

AOEL: 0.02 mg/kg bw/d Exposure duration (T): 5 min 

Table A 26: Estimation of bystander exposure towards cyproconazole 

Adults Children 

Bystander: Systemic dermal exposure during/after application in peas, oilseed rape, cereals, sugar beets  (via spray drift) 

SDEB = (AR x D x BSA x DA) / BW SDEB = (AR x D x BSA x DA) / BW 

(8 x 2.77% x 1 x 3.6%) / 60 (8 x 2.77% x 0.21 x 3.6%) / 16.15 

External dermal exposure 0.2216 mg/person External dermal exposure 0.046536 mg/person 

External dermal exposure 0.003693 mg/kg bw/d External dermal exposure 0.002881 mg/kg bw/d 

Systemic dermal exposure 0.000133 mg/kg bw/d Systemic dermal exposure 0.000104 mg/kg bw/d 

Bystander: Systemic inhalation exposure during/after application in peas, oilseed rape, cereals, sugar beets  (via spray drift) 

SIEB = (I*A x AR x A x T x IA) / BW SIEB = (I*A x AR x A x T x IA) / BW 

(0.001 / 360 x 0.08 x 20 x 5 x 100%) / 60 (0.000575 / 360 x 0.08 x 20 x 5 x 100%) / 16.15 

External inhalation exposure 0.000022 mg/person External inhalation exposure 0.000013 mg/person 

External inhalation exposure 0 mg/kg bw/d External inhalation exposure 0.000001 mg/kg bw/d 

Systemic inhalation exposure 0 mg/kg bw/d Systemic inhalation exposure 0.000001 mg/kg bw/d  

Total systemic exposure: SEB = SDEB + SIEB Total systemic exposure: SEB = SDEB + SIEB 

Total systemic exposure 0.008 mg/person Total systemic exposure 0.001688 mg/person 

Total systemic exposure 0.000133 mg/kg bw/d Total systemic exposure 0.000105 mg/kg bw/d  

% of AOEL 0.67 % % of AOEL 0.52 % 

Table A 27: Input parameters considered for the estimation of resident exposure 

Intended uses: 
Peas, oilseed rape, cereals, sugar 

beets        
Drift (D): 2.38 % (FC, 1 m) 

Application rate (AR): 
0.08 kg a.s./ha 

Transfer coefficient (TC): 
7300 cm2/h (adults) 

0.0008 mg/cm2 2600 cm2/h (children) 

Number of applications (NA): 2   
Turf Transferable Residues 

(TTR): 
5 % 

Body weight (BW): 

60 kg/person (adults) Exposure Duration (H): 2 h 

16.15 kg/person (children) 
Airborne Concentration of 

Vapour (ACV): 
0.001 

mg/m3 
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Dermal absorption (DA): 3.6 % ('worst case') 
Inhalation Rate (IR): 

16.57 m3/d (adults) 

Inhalation absorption (IA): 100 % 8.31 m3/d (children) 

Oral absorption (OA): 100 % Saliva Extraction Factor (SE): 50 % 

AOEL: 0.02 mg/kg bw/d Surface Area of Hands (SA): 20 cm2 

      
Frequency of Hand to Mouth 

(Freq): 
20 events/h 

      
Dislodgeable foliar residues 

(DFR): 
20 % 

      
Ingestion Rate for Mouthing of 

Grass/Day (IgR): 
25 cm2/d 

Table A 28: Estimation of resident exposure towards cyproconazole 

Adults Children 

Residents: Systemic dermal exposure after application in peas, oilseed rape, cereals, sugar beets        (via deposits caused by spray 

drift) 

SDER = (AR x NA x D x TTR x TC x H x DA) / BW SDER = (AR x NA x D x TTR x TC x H x DA) / BW 

(0.0008 x 2 x 2.38% x 5% x 7300 x 2 x 3.6%) / 60  (0.0008 x 2 x 2.38% x 5% x 2600 x 2 x 3.6%) / 16.15 

External dermal exposure 0.027798 mg/person External dermal exposure 0.009901 mg/person 

External dermal exposure 0.000463 mg/kg bw/d External dermal exposure 0.000613 mg/kg bw/d 

Systemic dermal exposure 0.000017 mg/kg bw/d Systemic dermal exposure 0.000022 mg/kg bw/d 

Residents: Systemic inhalation exposure after application in peas, oilseed rape, cereals, sugar beets        (via vapour) 

SIER = (ACV x IR x IA) / BW SIER = (ACV x IR x IA) / BW 

(0.001 x 16.57 x 100%) / 60 (0.001 x 8.31 x 100%) / 16.15 

External inhalation exposure 0.01657 mg/person External inhalation exposure 0.00831 mg/person 

External inhalation exposure 0.000276 mg/kg bw/d External inhalation exposure 0.000515 mg/kg bw/d 

Systemic inhalation exposure 0.000276 mg/kg bw/d Systemic inhalation exposure 0.000515 mg/kg bw/d 

  

Residents: Systemic oral exposure (hand-to-mouth transfer) 

SOER(H) = (AR x NA x D x TTR x SE x SA x Freq x H x OA) / BW 

(0.0008 x 2 x % x 5% x 50% x 20 x 20 x 2 x 100%) / 16.15 

External oral exposure 0.000762 mg/person 

External oral exposure 0.000047 mg/kg bw/d 

Systemic oral exposure 0.000047 mg/kg bw/d 

Residents: Systemic oral exposure (object-to-mouth transfer) 

SOER(O) = (AR x NA x D x DFR x IgR x OA) / BW 

(0.0008 x 2 x % x 20% x 25 x 100%) / 16.15 

External oral exposure 0.00019 mg/person 

External oral exposure 0.000012 mg/kg bw/d 

Systemic oral exposure 0.000012 mg/kg bw/d 

Total systemic exposure: SER = SDER + SIER Total systemic exposure: SER = SDER + SIER + SOER(H) + SOER(O) 

Total systemic exposure 0.017571 mg/person Total systemic exposure 0.009618 mg/person 

Total systemic exposure 0.000293 mg/kg bw/d Total systemic exposure 0.000596 mg/kg bw/d 

% of AOEL 1.46 % % of AOEL 2.98 % 
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4 METABOLISM AND RESIDUES DATA 

4.1 Evaluation of the active substances 

4.1.1 Azoxystrobin 

Table  4.1-1: Information on the active substance azoxystrobin 

Structural formula 

CN

O

N N

O

OCH

O OCH
3

3
 

Common Name Azoxystrobin 

CAS number 131860-33-8 

4.1.1.1 Storage stability 

A brief summary of the storage stability data on azoxystrobin is given in the following table. Data that has 

been previously evaluated at EU level is described in detail in the Draft Re-Assessment Report prepared 

by UK (ASB2010-10494), the EFSA conclusion on the peer review (ASB2012-750) and recently in 

EFSA´s RO on existing MRLs for azoxystrobin (EFSA Journal 2013;11(12):3497 ASB2014-141). 

Table  4.1-2: Stability of residues (Annex IIA, point 6.1) 

Azoxystrobin and R230310 Azoxystrobin and its metabolite R230310 (Z-isomer) 

were stable for up to 24 months when stored at <–18°C 

in wheat straw, wheat grain, grapes, wine, peanuts, 

pecans, tomatoes, bananas, cucumbers, apples, peaches, 

rape seed (RIP9600140: Interim Report 1; RIP9800073: 

Interim report 2; RIP9600145: Interim Report 3; 

RIP9800948: Final Report). 

 

Azoxystrobin was stable for up to 12 months at -18°C in 

wheat bran, tomato juice, tomato paste, peanut oil and 

peanut meal (RIP9800949). 

 
All of the considered residues trial samples were stored 

in compliance with the storage conditions reported above 

(length of the respective storage periods are given in 

Appendix A.2.2). Degradation of residues during storage 

of the trial samples is therefore not expected.  

 

Azoxystrobin was found stable for up to 10 months in 

animal tissues, eggs and milk when stored at 

approximately –18°C (RIP2004-1866). 

 

4.1.1.2 Metabolism in plants and plant residue definition 

A brief summary of the metabolism of azoxystrobin in plants is given in the following table. Data that has 

been previously evaluated at EU level is described in detail in the Draft Re-Assessment Report prepared 

by UK (ASB2010-10494), EFSA’s conclusion on the peer review (ASB2012-750) and recently in 

EFSA´s RO on existing MRLs for azoxystrobin (EFSA Journal 2013;11(12):3497 ASB2014-141). 
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Table  4.1-3: Metabolism in plants (Annex IIA, point 6.2.1; 6.5.1, 6.5.2, 6.6.2 and 6.7.1) 

Plant groups covered Cereals, fruits, oilseeds/pulses 

 

- Wheat (RIP9600103): 14C-cyanophenyl, 14C-

pyrimidinyl and 14C-phenylacrylate label, 2x 

foliar spray at 0.5 kg as/ha each, BBCH 30-31 

and 59-61, PHI up to 62 days 

- Wheat (RIP9600104): 14C-pyrimidinyl label, 1x 

foliar spray at 0.284 kg as/ha, BBCH 71, PHI 28 

days 

- Grapes (RIP9600105): 14C-cyanophenyl, 14C-

pyrimidinyl and 14C-phenylacrylate label, 4x 

foliar application (ca 0.25 + 1.0 + 1.0 + 0.25 kg 

as/ha), PHI 21 days 

- Peanuts (RIP9600106): 14C-cyanophenyl, 14C-

pyrimidinyl and 14C-phenylacrylate label, 3x 

foliar application (overall ca 2 kg as/ha), PHI 

(leaves) 10 days, further 4 days sun-drying before 

peanuts were harvested 

 

The metabolism of azoxystrobin in all plant matrices 

investigated proceeds along the following degradation 

and biotransformation steps: 

- Cleavage of the ether linkage between the 

phenylacrylate ring and the pyrimidinyl ring 

gives metabolite M 28 [R401553], and cleavage 

of the ether linkage between the cyanophenyl ring 

and the pyrimidinyl ring gives M 13. 

- Complex photochemical rearrangement leads to 

M U13. 

- The Z-isomer M 09 [R230310] of azoxystrobin is 

formed by photo-isomerisation. 

- Oxidative cleavage of the acrylic bond leads to M 

24 and M 19, further oxidation to M 30. 

- M 02 [R234886] is obtained by ester hydrolysis 

or oxidative o-desalkylation. Hydroxylation of 

the acrylic bond in M 02 [R234886] forming 

metabolite M U6. 

- Reduction of the acrylic bond of M 02 [R234886] 

forming M U5. 

- Azoxystrobin and its metabolites are incorporated 

into sugars such as glucose. This is indicative of 

the mineralisation of azoxystrobin in soil 

(forming CO2, which is subsequently assimilated 

and converted to simple sugars via photochemical 

reactions). 

- N-glucosylation of M 28 [R401553] forming 

M 42 [R405287]. 

 

Despite formation of several metabolites, the unchanged 

parent substance was identified as the major residue in 

all matrices investigated. 

Rotational crops leafy crop, root crop, small grain 

 

- Confined rotational crop study (RIP9600142): 

14C- phenylacrylate label; application to bare soil 

at a rate of 2.2 kg as/ha; PBI 30, 200, 365 days, 

rotational crops radish, lettuce, wheat 

- Confined rotational crop study (RIP9600143): 

14C-pyrimidinyl label; application to bare soil at a 
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rate of 2.4 kg as/ha PBI 30, 200, 365 days, 

rotational crops radish, lettuce, wheat 

- Confined rotational crop study (RIP9600144): 

14C-cyanophenyl label; application to bare soil at 

a rate of 2.2 kg as/ha; PBI 30, 200, 365 days, 

rotational crops radish, lettuce, wheat 

 

The metabolism of azoxystrobin in succeeding crops is 

similar for all analysed crops and similar to that observed 

in primary crops but more extensive with a more 

complex metabolic pattern compared to primary crops.  

Azoxystrobin and all related metabolites declined 

significantly with each rotational interval and did not 

accumulate in crops. The major metabolites in 

succeeding crops are produced in individually low 

concentrations and are also found in primary crops and 

as rat metabolites. 

Metabolism in succeeding crops proceeds by four major 

routes: 

- Hydrolysis of the ester forming the free acid (M 

02 [R234886]), followed by conjugation with 

glucose (N2) and malonylglucose (O3). 

- Reduction of the double bond of acid M 02 

[R234886], followed by conjugation with glucose 

(N1) and malonylglucose (O2 and M2). 

- Cleavage of the ether linkage into two ring 

compounds, followed by further conjugation with 

glucose. 

- Mineralisation and subsequent incorporation of 
14C-CO2 into natural products. 

Metabolism in rotational crops similar to 

metabolism in primary crops? (yes/no) 

Yes 

Distribution of the residue in peel/pulp Not applicable for crops under consideration. 

Processed commodities (nature of residue) No significant degradation of 14C-phenylacrylate-

azoxystrobin was observed (RIP2003-450) under 

standard hydrolysis conditions (pH 4, 90°C, 20 minutes, 

pH 5, 100°C, 60 minutes, pH 6, 120°C, 20 minutes – in 

aqueous solution). 

Residue pattern in raw and processed commodities 

similar? (yes/no) 

Yes 

Plant residue definition for monitoring Azoxystrobin 

Plant residue definition for risk assessment Azoxystrobin 

Conversion factor(s) (monitoring to risk 

assessment) 

None 

 

4.1.1.3 Metabolism in livestock and animal residue definition 

A brief summary of the metabolism of azoxystrobin in livestock is given in the following table. Data that 

has been previously evaluated at EU level is described in detail in the Draft Re-Assessment Report 

prepared by UK (ASB2010-10494), EFSA’s conclusion on the peer review (ASB2012-750) and recently 

in EFSA´s RO on existing MRLs for azoxystrobin (EFSA Journal 2013;11(12):3497 ASB2014-141). 

Table  4.1-4: Metabolism in livestock (Annex IIA, point 6.2.2 to 6.2.5 and 6.7.1) 

Animals covered Lactating goats, laying hens  

 

Lactating goats (RIP9700766; further investigation of 

residues in liver: ASB2008-1854, formerly 

RIP9600108): 14C-cyanophenyl, 14C-pyrimidinyl and 
14C-phenylacrylate label; 25 mg/kg feed DM, 7 days  
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Azoxystrobin is rapidly excreted, mainly through faeces, 

and extensively metabolised. Residues were very low in 

milk (plateau after 3-4 days, TRR max. 0.01 mg/kg), 

muscle (TRR max. 0.016 mg/kg) and fat (TRR max. 

0.025 mg/kg). The highest residue levels were detected 

in liver (TRR max. 1.20 mg/kg) and kidney (TRR max. 

0.25 mg/kg). The most significant metabolite identified 

in the liver was the cystein conjugate L4. Other 

metabolites were very low (≤0.03 mg/kg). 

 

Lactating goats (RIP9600107): 14C-cyanophenyl, 14C-

pyrimidinyl and 14C-phenylacrylate label; 22.5 mg/kg 

feed DM, 7 days 

The majority was excreted in the faeces (up to 72.2 %) 

and urine (up to 23.5 %). So detected residues in milk 

and tissues were very low. In milk residues were 0.004-

0.01 mg/L (0.02-0.03 % of TRR, plateau after 3-4 days), 

in muscle tissue residues were <0.01 mg/kg and in fat 

0.009-0.03 mg/kg. The highest residue levels were 

detected in liver (up to 1.2 mg/kg) and kidney (up to 0.25 

mg/kg). A couple of metabolites were identified, with 

largest contributions by M 20 (kidney) and M13 (liver). 

Furthermore, M2, M3, M10, M20 and M 28 were found. 

 

Laying hens (RIP9600109): 14C-cyanophenyl label; 11.3 

mg/kg feed (1.5 mg/day) ,10 days  

Nearly complete excretion of applied dose was observed, 

<0.1 % of TRR were recovered in eggs and tissues. In 

egg yolks residues plateaued after 6 days, in egg white 

after 3 days. Since the TRR was generally very low the 

highest level was detected in liver (mean 0.074 mg/kg). 

Fat levels reached max. 0.018 mg/kg whilst those in 

muscle were 0.006 mg/kg. 

 

Laying hens (RIP9600110): 14C-pyrimidinyl label; 11.5 

mg/kg feed (1.5 mg/day), 10 days  

Nearly all was excreted in excreta. Less than 0.2 % of 

TRR was recovered in eggs (egg yolk: plateau after 8 

days, egg white: plateau after 3 days) and tissues. The 

highest level was detected in liver (mean 0.112 mg/kg). 

Fat levels reached 0.02 mg/kg, muscle levels were <0.01 

mg/kg. 

 

Laying hens (RIP9600111): 14C-phenylacrylate label; 

12.1 mg/kg feed (1.5 mg/day) , 10 days  

Nearly complete excretion of applied dose was observed. 

Only 0.2 % of TRR was recovered in eggs (egg yolk: 

plateau after 8 days, egg white: plateau after 4 days) and 

tissues. The highest level was detected in liver (mean 

0.127 mg/kg). Fat levels reached max. 0.04 mg/kg whilst 

those in muscle were 0.023 mg/kg. 

 

Laying hens (RIP2001-245): 14C pyrimidinyl, 

phenylacrylate and cyanophenyl label, 10 mg/kg feed 

DM, 10 days  

The majority of radioactivity was found in excreta. 

Azoxystrobin was rapidly excreted and extensively 

metabolised. Transfer to tissues was negligible and 

resulted in very low TRRs in all edible tissues, (highest 

mean for any of the labels was 0.011 mg/kg in egg white, 
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0.144 mg/kg in egg yolk, 0.111 mg/kg in liver, 0.018 

mg/kg in muscle, 0.014 mg/kg in fat).  

Time needed to reach a plateau concentration in 

milk and eggs 

Eggs: egg yolk 6-8 days, egg white 3-4 days (metabolism 

study) 

Milk: 3-5 days (feeding study) 

Animal residue definition for monitoring Azoxystrobin 

Animal residue definition for risk assessment Azoxystrobin 

Conversion factor(s) (monitoring to risk 

assessment) 

None 

Metabolism in rat and livestock animals similar 

(yes/no) 

Yes 

Fat soluble residue: (yes/no) No 

 

4.1.1.4 Residues in rotational crops 

A brief summary of the field rotational crop studies on azoxystrobin is given in the following table. Data 

that has been previously evaluated at EU level, is described in detail in the Draft Re-Assessment Report 

prepared by UK (ASB2010-10494), the EFSA conclusion on the peer review (ASB2012-750) and 

recently in EFSA´s RO on existing MRLs for azoxystrobin (EFSA Journal 2013;11(12):3497 ASB2014-

141). 

Table  4.1-5: Residues in rotational crops (Annex IIA, point 6.6.3) 

Field studies US field trials on wheat, millet, radish, turnip, beetroot, 

mustard greens and leaf lettuce (summarized in the AIR-

DAR by UK, 2009, ASB2010-10494), PBI 29 and 120 

days, application rates 0.9-2.24 kg as/ha 

 

Residues were recalculated for EU application rates 

which cover the respective intended use rates: <0.01 

mg/kg (LOQ) in edible parts; in non-edible commodities 

(animal feed), the highest residues were seen in cereals 

(up to 0.05 mg/kg in forage, 0.03 mg/kg in hay and 0.04 

mg/kg in straw). 

 

Existing MRLs for azoxystrobin (all crops) are 0.05 

mg/kg or above. None of the MRLs will be exceeded as 

a result of the cultivation of rotational crops. 

 

4.1.1.5 Residues in livestock 

An actual calculation of the dietary burden (based on all relevant uses according to national authorizations 

in DE) is provided in the following table. The use in oilseed rape is not considered in the calculation due 

to residues being <0.01 mg/kg in all trials. 

Table  4.1-6: Calculation of the maximum dietary burden (according to the EU uses as 

reported in EFSA’s RO, 2013, ASB2014-141) 

Feedstuff % 

DM 

Percent of daily livestock diet (dry feed basis) Residue 

(mg/kg) 

Intake (mg/kg, dry feed basis) 

Chicken 

1.9 kg bw 

daily max. 

feed (DM) 

120 g 

Dairy 

cattle 

550 kg bw 

daily max. 

feed (DM) 

20 kg 

Beef cattle 

350 kg bw 

daily max. 

feed (DM) 

15 kg 

Pig 

75 kg bw 

daily max. 

feed (DM) 

3 kg 

Chicken Dairy 

cattle 

Beef 

cattle 

Pig 

Kale/Cabbage 14 5 35 – 15 3.500 a 1.250 8.750 – 3.750 

Fruit pomace 23 – – 30 – 11.880 b – – 15.496 – 

Grains except 

Maize 
86 65 – – – 0.100 c 0.076 – – – 
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Feedstuff % 

DM 

Percent of daily livestock diet (dry feed basis) Residue 

(mg/kg) 

Intake (mg/kg, dry feed basis) 

Chicken 
1.9 kg bw 

daily max. 

feed (DM) 

120 g 

Dairy 

cattle 

550 kg bw 

daily max. 

feed (DM) 

20 kg 

Beef cattle 
350 kg bw 

daily max. 

feed (DM) 

15 kg 

Pig 
75 kg bw 

daily max. 

feed (DM) 

3 kg 

Chicken Dairy 

cattle 

Beef 

cattle 

Pig 

Bran (Wheat and 

Rye) 
89 – 15 – 20 0.130 d – 0.022 – 0.029 

Straw (Cereals) 86 – 20 50 – 10.100 e – 2.349 5.872 – 

Swede/Turnip 10 20 30 20 60 0.110 f 0.220 0.330 0.220 0.660 

Oil seed 86 10 – – 5 0.110 g 0.013 – – 0.006 

Intake (mg/kg dry weight feed) 1.558 11.451 21.588 4.446 

Intake (mg/kg bw/d) 0.098 0.416 0.925 0.178 

Intake (mg/animal/d) 0.187 229.02 323.82 13.34 

a HR, based on the following cGAP: leafy brassica/kale, 2x 0.25 kg as/ha, PHI: 14 d 
b STMR-P, based on the following cGAP: import tolerance, dipping post harvest, 2x 1.2 g as/L (STMR oranges = 4.75 mg/kg x 

PF orange pomace = 2.5) 
c STMR, based on the following cGAP (from SEU): 2x 0.25 kg as/ha, PHI: 35 d 
d STMR-P, based on the following cGAP: 2x 0.25 kg as/ha, PHI: 35 d, (STMR wheat = 0.08 mg/kg x PF wheat bran = 1.67) 
e HR, based on the following cGAP: 2x 0.25 kg as/ha, PHI: 35 d 
f HR, based on the following cGAP (from SEU): 2x 0.25 kg as/ha, PHI: 7 d 
g STMR-P, based on the following cGAP: 2x 0.25 kg as/ha, PHI: 21 d (STMR x default PF of 2) 

 

A brief summary of the available livestock feeding study is given in the following table. Data that has 

been previously evaluated at EU level is described in detail in the Draft Re-Assessment Report prepared 

by UK (ASB2010-10494), EFSA’s conclusion on the peer review (ASB2012-750) and recently in 

EFSA´s RO on existing MRLs for azoxystrobin (EFSA Journal 2013;11(12):3497 ASB2014-141). 

Table  4.1-7: Conditions of requirement of livestock feeding studies (Annex IIA, point 6.4) 

 Ruminant:  Poultry:  Pig:  

Expected intakes by livestock ≥ 0.1 mg/kg diet (dry 

weight basis) (yes/no - If yes, specify the level) 

11.5 (dairy) 

21.6 (beef) 

1.6 4.5 

Potential for accumulation (yes/no): No No No 

Metabolism studies indicate potential level of 

residues ≥ 0.01 mg/kg in edible tissues (yes/no) 

Yes (liver only) No No 

* based on nationally authorized uses in DE 

** based on EU evaluation (AIR-DAR and Addendum, May/September 2009, RMS UK), worst case 

Table  4.1-8: Results of livestock feeding studies (Annex IIA, point 6.4) 

 Ruminant:  Poultry:  Pig:  

Feeding levels (mg/kg feed dry matter) in feeding 

studies 

Dairy cattle: 

5, 25, 75, 250  

(RIP9600141) 

Laying hens: 11 

(from 

metabolism 

study) 

See ruminant 

Relevant dosing levels in feeding studies (mg/kg 

feed dry matter) 

5; 25 11 5 (ruminant) 
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 Ruminant:  Poultry:  Pig:  

 Expected residue levels in animal matrices (mg/kg): 

Muscle <0.01 <0.01 <0.01 

Liver <0.01 

(0.01 at 25 mg/ 

kg feed DM) 

<0.01 <0.01 

Kidney <0.01 <0.01 <0.01 

Fat <0.01 <0.01 <0.01 

Milk <0.01 

(0.006 at 25 

mg/kg feed DM) 

 <0.01 

Eggs  <0.01  
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4.1.2 Cyproconazole 

Table 4.1-9: Identity of the active substance 

Structural formula 
N

N

Cl

NOH

 

Common Name cyproconazole 

CAS number 94361-06-5 for the R*,R*-Diastereomere 

94361-07-6 for the R*,S*-Diastereomere 

 

4.1.2.1 Storage stability 

A brief summary of the storage stability data on cyproconazole is given in the following table. The 

metabolism of cyproconazole in primary crops was evaluated in the framework of the peer review under 

Directive 91/414/EEC and is described in detail in the corresponding DAR (ASB2010-10438) and 

EFSA’s Conclusion on the Peer Review of the substance, issued in 2010 (ASB2012-3334). 

Table 4.1-10: Stability of residues (Annex IIA, point 6.1) 

Stability of cyproconazole −  Cyproconazole was stable for up to 25 months when 

stored at <–18°C in sugar beet (RIP2000-1935). 

−  Cyproconazole was stable for up to 36 months when 

stored at <–18°C in apple, wheat and grapes (RIP2001-

576). 

−  Cyproconazole was stable for 12 to 13 months when 

stored at <–18°C in apple, wheat and grapes (RIP2001-

575). 

−  Cyproconazole was stable for 38 to 42 months when 

stored at <–12°C in grapes, raisins, wheat (forage, hay, 

grain), peanuts (meat, hulls, hay, forage), peaches and 

nectarine (RIP2000-1933). 

−  Cyproconazole was stable for up to 12 months when 

stored at <–18°C in sugar beet and peaches (RIP2004-

1886). 

−  Cyproconazole was stable for up to 12 months when 

stored at <–16°C in bananas (RIP2005-1000). 

−  Cyproconazole was stable for up to 27 months when 

stored at <–12°C in peanut (oil and press cake) 

(RIP2005-1415). 

 

All of the considered residues trial samples were stored in 

compliance with the storage conditions reported above 

(length of the respective storage periods are given in 

Appendix A.2.2). Degradation of residues during storage 

of the trial samples is therefore not expected.  

 

4.1.2.2 Metabolism in plants and plant residue definition 

A brief summary of the metabolism in plants for cyproconazole is given in the following table. Data that 

has been previously evaluated at EU level is described in detail in the corresponding DAR (ASB2010-

10438) and EFSA’s Conclusion on the Peer Review (ASB2012-3334). The new metabolism study on 

rape/canola (ASB2013-13447) is described in Appendix 2. 
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Table 4.1-11: Metabolism in plants (Annex IIA, point 6.2.1; 6.5.1, 6.5.2, 6.6.2 and 6.7.1) 

Plant groups covered −  Wheat (RIP2004-1890): U-14C-triazolyl label, 2x foliar 

spray at 0.1 kg as/ha each (BBCH 37 and BBCH 61-

69) and 2x foliar spray at 0.16 kg as/ha each, (BBCH 

37 and BBCH 61-69), PHI 42 days (grain and straw) 

Parent was the major component of the TRR in straw (36–

51% TRR), while in grain the residues were mainly 

composed of triazole alanine (TA), accounting for up to 

77% of the TRR, while parent cyproconazole accounted 

for less than 5% of TRR. 

 

−  Wheat (RIP2001-573): U-14C-phenyl label, 2x foliar 

spray at 0.1 kg as/ha each and 2x foliar spray at 0.2 kg 

as/ha each, PHI 41 days (grain and straw) 

Parent was the major component of the TRR (16.7%) 

along with some conjugates which were not further 

characterised. In straw the TRR accounted for 6.64 mg as-

eq/kg with cyproconazole being the main component 

(36% TRR). Some polar conjugates (13.8%) were also 

identified, but none individually exceeded 10% of TRR. 

 

−  Wheat (RIP2001-572): 14C-cyproconazole labelled at 

the α-C-atom, 2x foliar spray at 0.08 kg as/ha, PHI 34 

days 

Parent cyproconazole was the main component of the 

TRR in wheat grain and straw. 

 

−  Rape (ASB2013-13447): U-14C-triazolyl label, 2x 

foliar spray at 0.08 kg as/ha each, BBCH 65 and 78, 

PHI 30 days 

Parent was the major component of the residues at ca. 

52% of the TRR in rape seed; triazolyl alanin was also 

prominent at 25.4 % of the TRR. 

 

−  Sugar beet (RIP2005-1005): U-14C-triazolyl label, 2x 

foliar spray at 0.08 kg as/ha each and 2x foliar spray at 

0.12 kg as/ha each, BBCH 41 and 48, PHI at 28 days 

Parent was the main component of the TRR (81% in roots 

and 77% in leaves), next to some minor components. No 

TA was detected. 

 

−  Coffee (RIP2005-1004): U-14C-triazolyl label, 3x 

foliar spray at 0.05 kg as/ha each and 3x foliar spray at 

0.2 kg as/ha each, PHI 28 days 

In coffee beans the main component of the TRR was 

parent (42-50%). TA was also identified accounting for 9-

13% of the TRR. 

 

−  Apples (RIP2005-1003): 14C-cyproconazole labelled at 

the α-C-atom, 2x foliar spray at 0.04 kg as/ha, PHI 28 

days 

Parent cyproconazole was the main component of the 

TRR. 

 

−  Grapevine seedlings (RIP2006-2002): 14C-

cyproconazole labelled at the α-C-atom, foliar spray 

with 0.01% solution, PHI 0 - 49 days 

TRR decreased to about 31% within 28 days, with parent 

making up 47% of the TRR. 6 metabolites were seen 
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resulting mainly from hydroxylation and carboxylation of 

the CH3 moiety and hydroxylation of the carbon bearing 

the CH3 moiety. 

 

−  Grapes (RIP2006-2003): 14C-cyproconazole labelled at 

the α-C-atom, 4x foliar spray at 0.02 kg as/ha, PHI at 

29 days. 

Parent cyproconazole was the main component of the 

TRR. 

 

−  Peanuts (RIP2005-1002): 14C-cyproconazole labelled 

at the α-C-atom, 1x foliar spray at 0.1 kg as/ha, 4x 

foliar spray at 0.1 kg as/ha each and 1x foliar spray at 

1 kg as/ha, PHI 14 or 21 days 

In peanut foliage the main residue was parent (59-76% 

TRR). Translocation from leaves to seeds was very low 

(max. 0.002% TRR, <0.03 mg as-eq/kg); no identification 

was undertaken for RR in seeds. 

 

Parent was normally the main residue (except for wheat 

grain and coffe beans). The metabolism of cyproconazole 

proceeds mainly via hydroxylation of the ethyl carbons of 

the cyclopropyl ethyl moiety, and subsequent conjugation. 

A second metabolic pathway involves elimination of the 

cyclopropyl ethyl moiety. The loss of the triazole part and 

its subsequent conversion to triazole alanine occurs to a 

significant extent in wheat and in coffee but is a minor 

metabolic pathway in e.g. sugar beet. 

Rotational crops Confined study (RIP2004-1907): α-14C-cyproconazole 

applied to bare soil at a rate of 0.1 kg as/ha, PBI 30 and 90 

days, rotated crops lettuce, sugar beet, wheat. 

 

Following treatment of bare soil and sewing/planting of 

rotational crops, residues occurred at low levels mainly in 

the leafy parts of the crops. Cyproconazole residues did 

not exceed 0.036 mg/kg (sugar beet leaves, 1st rotation). 

 

A confined rotational crop metabolism study labelled on 

the triazole moiety was not available (data gap identified 

during the peer review). 

Metabolism in rotational crops similar to metabolism 

in primary crops? (yes/no) 

yes 

Distribution of the residue in peel/ pulp Not applicable 

Processed commodities (nature of residue) 14C-triazole labelled cyproconazole is stable under typical 

conditions representing pasteurisation, baking/boiling/ 

brewing and sterilization (RIP2000-1936). 

Residue pattern in raw and processed commodities 

similar? (yes/no) 

yes 

Plant residue definition for monitoring Cyproconazole 
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Plant residue definition for risk assessment Cyproconazole 

 

residue definition proposals: 

Two separate residue definitions are proposed (EFSA, 

2013, ASB2013-5413): 

1. parent cyproconazole (sum of isomers) 

2. provisional: triazole derivative metabolites (TDM)  

 

The second definition is pending the finalisation of a 

global and harmonised approach for all active substances 

of the triazole chemical group. 

Conversion factor(s) (monitoring to risk assessment) not applicable 

 

4.1.2.3 Metabolism in livestock and animal residue definition 

A brief summary of the metabolism in livestock for cyproconazole is given in the following table. Data 

that has been previously evaluated at EU level is described in detail in the corresponding DAR 

(ASB2010-10438) and EFSA’s Conclusion on the Peer Review (ASB2012-3334). 

Table 4.1-12: Metabolism in livestock (Annex IIA, point 6.2.2 to 6.2.5 and 6.7.1) 

Animals covered −  Lactating goats (RIP2006-1826): α-14C label, 10 

mg/kg feed and 1 g/kg feed over 4 consecutive days  

The majority was excreted in the urine (50.6 %) and 

faeces (up to 27.8 %). Cyproconazole (sum of isomers) 

and metabolites M14, M21a and M36 (all more polar than 

parent) were accounting for more than 10% of the RR or 

0.01 mg/kg in edible tissues and milk. In milk residues 

were 0.044-0.208 mg/L (1.1% TRR), in muscle tissue 

residues were <0.01 mg as-eq/kg and in fat 0.23 mg as-

eq/kg. The highest residue levels were seen in liver (up to 

0.212 mg as-eq/kg) and kidney (up to 0.066 mg as-eq/kg). 

Metabolites were identified, with largest contributions by 

M 14 in liver, and M21a, M36 in milk. M18, M21, M21a, 

M38 were also identified. The diastereoisomer M2 was 

faster metabolised than M1. 

 

−  Lactating goats (RIP2006-1825): α-14C label, 1 mg/kg 

feed over 3 consecutive days 

81 % of the administered dose was excreted via urine and 

10 % TRR via feces. In milk 0.19 % TRR was found (0.09 

– 0.83 mg as-eq/kg). The highest residue levels were 

detected in liver with 0.95% of the applied dose (1.17 mg 

as-eq/kg), consisting mainly of hydroxylated and Z1 

(dehydrated parent). Fat contained <0.05 mg as-eq/kg, 

which was mainly parent (28% TRR) and Z1 (36% TRR); 

in muscle residues were very low (0.01 mg as-eq/kg) with 

parent as only major component (11% TRR).  

 

−  Lactating goats (RIP2006-2005): α-14C label, 1 mg/kg 

feed over 12 days 

65 % of the administered dose was extracted via urine and 

22 % TRR via feces. In milk 0.8 % TRR were found (12-

22 % metabolites M21/21a and 54-74 % metabolite M36, 

parent was not detectable), a plateau was reached after 2-3 

days. The total residue in blood was equal to 0.012 mg as-

eq/kg, in liver 0.283 mg as-eq/kg, in kidney 0.080 mg as-

eq/kg, in fat 0.022 mg as-eq/kg and in meat 0.005-0.010 

mg as-eq/kg. 
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−  Laying hens (TOX2006-2314): α-14C label, 10 mg/kg 

feed and 100 mg/kg feed, 3 days 

The majority of the administered dose was excreted (94 – 

94.7 % TRR). In eggs up to 1.5 % TRR was found. In 

tissues, the highest residue levels were detected in meat 

and fat (up to 5.2 % and 9.9 % TRR, respectively), in liver 

2.1 % TRR and in kidney 0.3 % TRR. Metabolites were 

identified, with largest contributions by M 15 in egg, 

muscle, liver and kidney, and M14 in fat. Furthermore, 

M9, M21, M10, M11 and M18 were found. 

 

−  Laying hens (RIP2005-1006): 14C-phenyl label, 

114 mg/kg feed over 4 consecutive days 

The majority of the administered dose was excreted (70 % 

TRR). In eggs up to 0.7 % TRR was found. In edible 

tissues, the highest residue levels were detected in meat (2 

% TRR) and fat (2.3 % TRR). Liver contained 1.3 % TRR 

and kidney 0.2 % of the TRR. Metabolites, with largest 

contributions were M2 in muscle and fat, M14 in liver and 

egg. Furthermore, M1, M9, M15, M16, M18 and M21 

were found. 

 

Cyproconazole is extensively metabolised when fed to 

goats or hens. The metabolism is more extensive in hens 

and most of the hydroxylated metabolites had been further 

metabolised to their sulphate conjugates. Parent was 

present in all matrices. The hydroxylation of the ethyl 

cyclopropyl group in all positions and subsequent loss of 

this moiety was a major metabolic pathway. The 

remaining fragment of the cyproconazole molecule 

undergoes further oxidation at the hydroxyl group. 

Conjugates were released by hydrolysis. 

Time needed to reach a plateau concentration in milk 

and eggs 

The plateau in milk was reached for cyproconazole and its 

two main metabolites M21a and M36 within 7 days. 

The plateau in eggs was reached within 4-6 days. 

Animal residue definition for monitoring Cyproconazole 

Animal residue definition for risk assessment Cyproconazole 

 

residue definition proposals: 

1. Cyproconazole (sum of isomers) and the metabolites 

M36 (Z2), M38 (Z1) and M9/M14 (pair of diastereomers), 

expressed as cyproconazole (EFSA conclusion, 2010, 

ASB2012-3334) 

 

2. open for the TDM (EFSA, 2010: “The residue 

definition for risk assessment should be revisited pending 

the further data requested on TDM in ruminant matrices”) 

Conversion factor(s) (monitoring to risk assessment) Liver: 3 

Other commodities: not concluded 

Metabolism in rat and ruminant similar (yes/no) yes 
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Fat soluble residue: (yes/no) Cyproconazole:  

yes (designated as “F” according to Reg. (EC) No 

396/2005) 

log Pow = 3.09 at 25 °C and pH 7.2 

However, no accumulation tendency in fat was observed 

in feeding studies. 

 

TDM: open 

 

4.1.2.4 Residues in rotational crops 

A brief summary of residues in rotational cropos is given in the following table. Data that has been 

previously evaluated at EU level is described in detail in the corresponding DAR (ASB2010-10438) and 

EFSA´s Conclusion on the Peer Review (ASB2012-3334). 

Table 4.1-13: Residues in rotational crops (Annex IIA, point 6.6.3) 

Field studies RIP2005-1019: field study in Switzerland, Germany, 

1985/1986, application to cereals or bare soil at 100-160 g 

as/ha, rotational crops rape, radishes, potatoes and carrots 

were sown/planted at 42 to 365 days afterwards. Crop 

samples were taken 34 to 105 days after planting/sowing, 

depending on the crop. 

In carrot roots (sown after 6 month) residues of 

cyproconazole were at the LOQ (0.01 mg/kg) whereas no 

residues were seen in carrots sown after one year. In 

radishes (sown 2-12 month after application) residues of 

cyproconazole were below the LOQ in four out of five 

trials and at LOQ (<0.01 – 0.02 mg/kg) in one plot. In 

potatoes no quantifiable residues were seen in any of the 

samples (sampling 6-15 months after application). In 7 

trials on rape residues were below LOQ in six trials and at 

the LOQ (0.01 mg/kg) in one trial (sampling 4-15 months 

after application).  

 

No other conclusions were drawn from two further field 

studies, which are therefore only briefly described: 

RIP2005-1017: Switzerland, 1989/1990, application to 

bare soil at 80, 160 and 800 g as/ha in late October 1989, 

rotational crops carrot potato and sugar beet sown/planted 

in mid April 1990. 

RIP2005-1018: two sites in UK, 1986, treatment of either 

bare soil or cereals in June 1986 with 2x 80 g as/ha. After 

harvest of cereals, all plots (including bare soil plots) were 

sown with oilseed rape and winter wheat in autumn and 

with potatoes, sugar beet and spinach in spring 1987. 

 

The application rates investigated in the field studies were 

higher than the intended seasonal application rates. Thus, 

no residues above the general LOQ for cyproconazole in 

plant matrices (0.05 mg/kg) are expected consequent to 

applications of cyproconazole products according to the 

cGAP. 

 

4.1.2.5 Residues in livestock 

An actual calculation of the dietary burden (based on all relevant uses authorized in Germany) is provided 

in Table 4.1-14.  
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Table 4.1-14: Calculation of the dietary burden (based on all feed relevant uses of 

cyproconazole authorized in Germany) 

Feedstuff % 

DM 

Percent of daily livestock diet (dry feed basis) Residue 

(mg/kg) 

Intake (mg/kg, dry feed basis) 

Chicken 

1.9 kg bw 

daily 

maximum 

feed (DM) 

120 g 

Dairy cattle 

550 kg bw 

daily 

maximum 

feed (DM) 

20 kg 

Beef cattle 

350 kg bw 

daily 

maximum 

feed (DM) 

15 kg 

Pig 

75 kg bw 

daily 

maximum 

feed (DM) 

3 kg 

Chicken Dairy 

cattle 

Beef 

cattle 

Pig 

sugar beets 

leaves 

16 -- 30 30 25 0.71 a 0.000 1.331 1.331 1.109 

sugar beet 

roots 

20 20 10 -- -- 0.03 a 0.030 0.015 0.000 0.000 

cereal grain 86 70 40 20 75 0.015 b 0.012 0.007 0.004 0.013 

cereal straw 86 -- 20 50 -- 1.7 b 0.000 0.395 0.988 0.000 

     Intake (mg/kg dry weight feed) 0.042 1.749 2.323 1.122 

     Intake (mg/kg bw/d) 0.003 0.064 0.100 0.045 

     Intake (mg/animal/d) 0.005 34.972 34.847 3.367 

a HR, based on the following cGAP: 2 x 0.06 kg as/ha, PHI: 21 d 
b HR (straw)/STMR (grain), based on the following cGAP: 2 x 0.1 kg as/ha, PHI: F  (i.e. not specified) 

Table 4.1-15: Conditions of requirement of livestock feeding studies on cyproconazole 

 Ruminant:  Poultry:  Pig:  

Expected intakes by livestock ≥0.1 mg/kg diet (dry 

weight basis) (yes/no – If yes, specify the level) 

yes 

1.8 and 2.3 mg/kg 

feed DM 

no relevant intake 

for poultry 

yes 

1.1 mg/kg feed DM 

Potential for accumulation (yes/no): no no no 

Metabolism studies indicate potential level of 

residues ≥0.01 mg/kg in edible tissues (yes/no) 

yes yes yes 

 

A brief summary of the result of livestock feeding studies for cyproconazole is given in the following 

table. Data that has been previously evaluated at EU level is described in detail in the corresponding DAR 

(ASB2010-10438) and EFSA´s Conclusion on the Peer Review of the DAR (ASB2012-3334). A new 

feeding study on poultry was provided by the notifier in the framework of this application (ASB2013-

13480) and is decribed in Appendix 2. 

Table 4.1-16: Results of livestock feeding studies (Annex IIA, point 6.4) 

 Ruminant:  Poultry:  Pig:  

Feeding levels (mg/kg feed dry matter) in feeding 

studies 

1, 3, 10, 30 (20, 

60, 200 and 600 

mg/day; 

RIP2005-1001) 

0.2, 0.6, 2.0 

mg/kg feed (0.02, 

0.05, 0.16 mg/kg 

bw/day) 

(ASB2013-

13480) 

Not conducted since 

the results from the 

cow study may be 

extrapolated 

Relevant dosing levels in feeding study: 1 + 3 mg/kg feed 2 mg/kg feed 

(samples from 

other levels not 

analyzed) 

1 mg/ kg feed 

 Expected residue levels in animal matrices (mg/kg): 

Muscle <0.01 <0.01 <0.01 
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Liver 0.09 <0.01 0.05 

Kidney <0.01 – <0.01 

Fat <0.01 <0.01 <0.01 

Milk <0.01 – – 

Eggs – <0.01 – 

 

No information was provided concerning the possible intake of TDM and their possible transfer to animal 

products. 

4.2 Evaluation of the intended uses 

4.2.1 Selection of critical use and justification 

The GAPs reported for the zone/EU are presented in Table 4.2-1. They have been used for consumer 

intake and risk assessment. 
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Table 4.2-1: Critical Use (worst case) used for consumer intake and risk assessment 

1 2 3 4 5 6 7 8 9 10 11 12 13 

Use-

No. 

Member 

state(s) 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

(a) 

F 

G 

or 

I 

 

(b) 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of the 

pest or pest group) 

 

(c) 

Application Application rate PHI 

(days) 

(i) 

Remarks:  

 

e.g. safener/synergist 

per ha 

 

e.g. recommended or 

mandatory tank 

mixtures 

 

(j) 

Method / 

Kind 

 

(d-f) 

Timing / Growth 

stage of crop & 

season 

 

(g) 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

(h) 

kg, L 

product / ha 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

g, kg as/ha 

 

a) max. rate per appl. 

b) max. total rate per 

crop/season 

Water 

L/ha 

 

min / 

max 

001 -

006 

DE, BE, 

CZ, FR, 

IE, NL, 

UK, AT, 

LU, FI, 

EE, PL, 

LT, LV, 

HU, RO, 

SL, SK 

Wheat 

(0500090) 

F septoria leaf spot of wheat 

(Septoria nodorum), 

leaf spot of wheat 

(Septoria tritici), 

brown leaf rust of cereals 

(Puccinia recondita), 

stripe rust of grasses 

(Puccinia striiformis), 

powdery mildew 

(Erysiphe graminis), 

tan spot of cereals 

(Drechslera tritici-repentis) 

spraying BBCH 31 - 69, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 F  

007 - 

010 

DE, BE, 

CZ, FR, 

NL, UK, 

IE, AT, 

LU, EE, 

LT, LV, 

FI, PL, 

HU, RO, 

SL, SK 

Barley 

(0500010) 

F brown rust of barley 

(Puccinia hordei), 

leaf blotch of cereals 

(Rhynchosporium secalis), 

net blotch 

(Pyrenophora teres) 

powdery mildew 

(Erysiphe graminis), 

spraying BBCH 31 - 59, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 F  

011 - 

013 

DE, FR, 

NL, UK, 

BE, CZ, 

IE, LU, 

AT, FI, 

EE, LT, 

LV, PL, 

HU, SL, 

SK, RO 

Rye 

(0500070) 

F leaf blotch of cereals 

(Rhynchosporium secalis), 

brown leaf rust of cereals 

(Puccinia recondita), 

powdery mildew 

(Erysiphe graminis), 

spraying BBCH 31 - 69, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 F  



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 Page 22 / 175

1 2 3 4 5 6 7 8 9 10 11 12 13 

Use-

No. 

Member 

state(s) 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

(a) 

F 

G 

or 

I 

 

(b) 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of the 

pest or pest group) 

 

(c) 

Application Application rate PHI 

(days) 

(i) 

Remarks:  

 

e.g. safener/synergist 

per ha 

 

e.g. recommended or 

mandatory tank 

mixtures 

 

(j) 

Method / 

Kind 

 

(d-f) 

Timing / Growth 

stage of crop & 

season 

 

(g) 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

(h) 

kg, L 

product / ha 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

g, kg as/ha 

 

a) max. rate per appl. 

b) max. total rate per 

crop/season 

Water 

L/ha 

 

min / 

max 

014 - 

018 

DE, BE, 

NL, UK, 

FR, CZ, 

IE, LU, 

AT, FI, 

EE, LT, 

LV, PL, 

HU, SL, 

SK, RO 

Triticale 

(0500090) 

F septoria leaf spot of wheat 

(Septoria nodorum), 

leaf spot of wheat 

(Septoria tritici), 

brown leaf rust of cereals 

(Puccinia recondita), 

stripe rust of grasses 

(Puccinia striiformis), 

powdery mildew 

(Erysiphe graminis) 

spraying BBCH 31 - 69, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 F  

019 - 

021 

DE, UK, 

FR, CZ, 

IE, BE, 

NL, LU, 

AT, FI, 

EE, LT, 

PL, LV, 

HU, SL, 

RO, SK 

Oats 

(0500050) 

F crown rust of oats 

(Puccinia coronata), 

stripe disease 

(Pyrenophora avenae), 

powdery mildew 

(Erysiphe graminis), 

spraying BBCH 31 - 59, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 F  

022 - 

025 

DE, CZ, 

FR, PL, 

SK, SL 

Sugar beet 

(0900010) 

F leaf spot 

(Cercospora beticola), 

powdery mildew 

(Erysiphe betae), 

leaf spot of beet 

(Ramularia beticola), 

rust of beet 

(Uromyces betae) 

spraying BBCH 39 - 49, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

  

200-400 35  
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1 2 3 4 5 6 7 8 9 10 11 12 13 

Use-

No. 

Member 

state(s) 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

(a) 

F 

G 

or 

I 

 

(b) 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of the 

pest or pest group) 

 

(c) 

Application Application rate PHI 

(days) 

(i) 

Remarks:  

 

e.g. safener/synergist 

per ha 

 

e.g. recommended or 

mandatory tank 

mixtures 

 

(j) 

Method / 

Kind 

 

(d-f) 

Timing / Growth 

stage of crop & 

season 

 

(g) 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

(h) 

kg, L 

product / ha 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

g, kg as/ha 

 

a) max. rate per appl. 

b) max. total rate per 

crop/season 

Water 

L/ha 

 

min / 

max 

 UK Fodder beet F leaf spot 

(Cercospora beticola), 

powdery mildew 

(Erysiphe betae), 

leaf spot of beet 

(Ramularia beticola), 

rust of beet 

(Uromyces betae) 

spraying BBCH 39 - 49, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

200-400 35  

026 - 

030 

DE, FR, 

UK 

Field bean 

(0300010) 

F Anthracnose of bean, pea 

(Colletotrichum 

lindemuthianum), 

rust of broad bean 

(Uromyces viciae-fabae), 

downy mildew of legumes 

(Peronospora viciae), 

powdery mildew 

(Erysiphe pisi), 

Sclerotinia sclerotorium 

spraying BBCH 51 - 69, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

200-400 35  

031 - 

035 

DE, FR, 

UK, HU 

Field pea 

(0300030) 

F Anthracnose of bean, pea 

(Colletotrichum 

lindemuthianum), 

rust of pea 

(Uromyces pisi-sativi), 

downy mildew of pea 

(Peronospora pisi), 

powdery mildew 

(Erysiphe pisi), 

Sclerotinia sclerotorium 

spraying BBCH 51 - 69, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

200-400 35  



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 Page 24 / 175

1 2 3 4 5 6 7 8 9 10 11 12 13 

Use-

No. 

Member 

state(s) 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

 

(a) 

F 

G 

or 

I 

 

(b) 

Pests or Group of pests 

controlled 

 

(additionally: 

developmental stages of the 

pest or pest group) 

 

(c) 

Application Application rate PHI 

(days) 

(i) 

Remarks:  

 

e.g. safener/synergist 

per ha 

 

e.g. recommended or 

mandatory tank 

mixtures 

 

(j) 

Method / 

Kind 

 

(d-f) 

Timing / Growth 

stage of crop & 

season 

 

(g) 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

(h) 

kg, L 

product / ha 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

g, kg as/ha 

 

a) max. rate per appl. 

b) max. total rate per 

crop/season 

Water 

L/ha 

 

min / 

max 

036 - 

037 

DE, UK, 

FR, CZ, 

IE, PL, 

EE, LT, 

LV, FI, 

RO, SK, 

HU, SL 

Oil seed rape 

(0401060) 

F Sclerotinia sclerotorium, 

black spot of rape 

(Alternaria brassicae) 

spraying BBCH 61 - 81, 

from spring 

a) 2 

b) 2 

 

(interval min. 

21 days) 

a) 1 L/ha  

b) 2 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 400 g azoxystrobin/ha     

    160 g cyproconazole/ha 

200-400 35  

 RO, SK, 

HU 

Sunflower 

(0401050) 

F Alternaria helianthi,  

Diaporthe helianthi 

(=Phomopsis h.), 

Phoma sp., Plasmopara 

halstedii, Sclerotinia sp., 

Puccinia sp., Ascochyta sp. 

spraying BBCH 16 - 55 

 

a) 1 

b) 1 

 

 

a) 0.75 L/ha

  

b) 1.5 L/ha  

a) 150 g azoxystrobin/ha 

    60 g cyproconazole/ha 

 

b) 150 g azoxystrobin/ha     

    60 g cyproconazole/ha 

200-600   

 FR, HU Maize 

(for seed production) 

F Setosphaeria turcica 

Cochliobolus heterostrophus 

spraying BBCH 40 - 65 

 

a) 1 

b) 1 

 

a) 1 L/ha  

b) 1 L/ha  

a) 200 g azoxystrobin/ha 

    80 g cyproconazole/ha 

 

b) 200 g azoxystrobin/ha     

    80 g cyproconazole/ha  

300-500   

 
Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, 

the use situation should be described (e.g. fumigation of a structure) 

(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 

(d) All abbreviations used must be explained 

(e) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, 

drench 

(f) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the 

plants - type of equipment used must be indicated 

 (g) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, 

Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season 

at time of application 

(h) The minimum and maximum number of application possible under practical 

conditions of use must be provided 

(i) PHI - minimum pre-harvest interval 

(j) Remarks may include: Extent of use/economic importance/restrictions 
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4.2.2 Wheat, triticale and rye 

4.2.2.1 Residues in primary crops 

Azoxystrobin: 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in wheat. Data that has been previously evaluated at EU level is described in detail in 

EFSA’s Conclusion on the peer review (EFSA, 2010, ASB2012-750), in the Draft Re-Assessment Report 

(UK, 2009, ASB2010-10494) and in EFSA’s Reasoned opinion on the review of the existing MRLs for 

azoxystrobin according to Article 12 of Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For 

the detailed evaluation of residue trials it is referred to Appendix 2. For triticale and rye no data according 

to the critical gap were submitted. However, extrapolation from wheat is possible. 

Table 4.2-2: Overview of the selected supervised residue trials for azoxystrobin in wheat 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

Wheat grain NEU Outdoor <0.01(9), 0.01, 0.02, 

0.04, 0.07, 0.09(2), 

0.23 

<0.01(9), 0.01, 0.02, 

0.04, 0.07, 0.09(2), 

0.23 

0.01 0.23 1 

Wheat straw NEU Outdoor 0.03, 0.25, 0.34, 0.37 

0.57, 0.58, 0.47, 0.48, 

0.75, 0.82, 1.4, 1.5, 

1.6(2), 2.0, 5.2 

0.03, 0.25, 0.34, 0.37 

0.57, 0.58, 0.47, 0.48, 

0.75, 0.82, 1.4, 1.5, 

1.6(2), 2.0, 5.2 

0.62 5.2 1 

(a): NEU, SEU, EU or Import (country code). 

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in wheat. Data that has been previously evaluated at EU level is described in detail in 

EFSA’s Conclusion on the peer review (EFSA, 2010, ASB2012-3334) and in the Draft Re-Assessment 

Report (Ireland, 2009, ASB2010-10437). For the detailed evaluation of residue trials it is referred to 

Appendix 2. For triticale and rye no complete data set according to the critical gap was submitted. 

However, extrapolation from wheat is possible. 

Table 4.2-3: Overview of the selected supervised residue trials for cyproconazole in wheat 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

Wheat grain NEU Outdoor <0.01(5), <0.02(6) <0.01(5), <0.02(6) 0.02 0.02 1 

Wheat straw NEU Outdoor 0.07, 0.08, 0.09, 0.11, 

0.12, 0.16, 0.17, 0.19, 

0.36, 0.57, 2.0 

0.07, 0.08, 0.09, 0.11, 

0.12, 0.16, 0.17, 0.19, 

0.36, 0.57, 2.0 

0.16 2.0 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

No sufficient data were available for the evaluation of triazole derivative metabolites (TDM). 
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4.2.2.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.2.3 Residues in processed commodities 

Azoxystrobin: 

The following table gives a brief overview of the results of processing studies for azoxystrobin in wheat, 

which have already been described in detail in the DAR (UK, 2009, ASB2010-10494). 

Table 4.2-4: Overview of the available processing studies for azoxystrobin in wheat 

Processed commodity Number of 

studies 

Individual PFs 

(mg/kg) 

Median PF (a) Median CF (b) Comments 

Cleaned grain  2 0.13, 0.7 0.42  1  

Offal/Screenings  2 <1.0, 12.5 6.7  1  

Bran  4 0.38, 1.0, 2.0, 3.3 1.5  1  

Flour type 550  4 <0.13, 0.3, 0.5, 

<1.0 
0.4  1  

Whole-meal flour  4 0.3, 0.8(2), <1.0 0.8  1  

Bread type 550  2 0.13, <1.0 0.57  1  

Whole-meal bread  4 <0.13, 0.3, 0.5, 

<1.0 
0.4 1  

Wheat germ  2 0.3(2) 0.3  1  

Underline median values 

(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing 

study. 

(b):  The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors of each processing study. 

 

Cyproconazole 

Not relevant. Due to low residues at harvest, no processing studies are required.  

4.2.2.4 Proposed pre-harvest intervals, withholding periods 

Not necessary; PHI is covered by time period elapsing between application and harvest (“F”). 

4.2.3 Barley and oats 

4.2.3.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in barley. Data that has been previously evaluated at EU level is described in detail in 

EFSA’ Conclusion on the peer review (EFSA, 2010, ASB2012-750), in the Draft Re-Assessment Report 

(UK, 2009, ASB2010-10494) and in EFSA’s Reasoned opinion on the review of the existing MRLs for 

azoxystrobin according to Article 12 of Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For 

the detailed evaluation of new/additional residue trials, it is referred to Appendix 2. For oats no data 

pertaining to the critical gap were submitted. However, extrapolation from barley is possible. 
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Table 4.2-5: Overview of the selected supervised residue trials for azoxystrobin in barley 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

Barley grain NEU Outdoor <0.01(3), 0.02(2), 

0.03, 0.04, 0.08 

<0.01(3), 0.02(2), 

0.03, 0.04, 0.08 

0.02 0.2 1 

Barley straw NEU Outdoor 0.11, 0.39, 0.48, 0.5, 

0.51, 0.91, 1.3, 1.5 

0.11, 0.39, 0.48, 0.5, 

0.51, 0.91, 1.3, 1.5 

0.51 5..3 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in barley. For the detailed evaluation of residue trials it is referred to Appendix 2. For oats 

no data pertaining to the critical gap weresubmitted. However, extrapolation from barley is possible. 

Table 4.2-6: Overview of the selected supervised residue trials for cyproconazole in barley 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

Barley grain NEU Outdoor 0.010, <0.020, 0.020, 

0.030(3), 0.040 

0.010, <0.020, 0.020, 

0.030(3), 0.040 

0.03 0.04 1 

Barley straw NEU Outdoor 0.060, 0.15, 0.24, 

0.26, 0.38, 1.1 

0.060, 0.15, 0.21, 

0.24, 0.26, 0.38, 1.1 

0.24 1.1 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

No sufficient data were available to cover triazole derivative metabolites (TDM). 

4.2.3.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.3.3 Residues in processed commodities 

Azoxystrobin 

The following table gives a brief overview of the results of processing studies for azoxystrobin in barley, 

which have already been described in detail in the DAR (UK, 2009, ASB2010-10494). 

Table 4.2-7: Overview of the available processing studies for azoxystrobin in barley 

Processed commodity Number of 

studies 

Individual PFs (mg/kg) Median PF (a) Median CF (b) Comments 

Cleaned grain 1 0.8 0.8 1  

Malt 4 0.1, <0.2, 0.2, <0.5 0.2 1  

Malt sprouts 1 0.4 0.4 1  

Spent grain 3 0.12, 0.2, 1.3 0.2 1  

Flocs 1 0.6 0.6 1  

Wort 2 <0.2, <0.5 0.35 1  

Spent yeast 3 <0.2, 0.23, <0.5 0.23 1  
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Processed commodity Number of 

studies 

Individual PFs (mg/kg) Median PF (a) Median CF (b) Comments 

Young beer 2 <0.2, <0.5 0.35 1  

Beer 4 0.03, <0.2(2), <0.5 0.2 1  

Abration dust 4 3.0, 3.0, 3.5, 3.4 3.3 1  

Pot barley 4 <0.25(4) 0.25 1  

Underline median values 

(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing 

study. 

(b):  The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors of each processing study. 

 

Cyproconazole 

Due to low residues in barley grain at harvest and a TMDI of <10 % of the ADI, no processing studies are 

required in accordance with guideline 7035/VI/95 rev.5. 

 

4.2.3.4 Proposed pre-harvest intervals, withholding periods 

Not necessary; PHI is covered by the time period elapsing between application and harvest (“F”). 

4.2.4 Sugar beet and fodder beet 

4.2.4.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in sugar beet. Data that has been previously evaluated at EU level is described in detail in 

EFSA’s Reasoned opinion on the review of the existing MRLs for azoxystrobin according to Article 12 of 

Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For the detailed evaluation of residue trials 

it is referred to Appendix 2. For fodder beet no data pertaining to the critical gap were submitted. 

However, extrapolation from sugar beet is possible. 

Table 4.2-8: Overview of the selected supervised residue trials for azoxystrobin in sugar 

beet 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

Sugar beet 

(root) 

NEU Outdoor <0.050(8) <0.050(8) 0.050 0.050 1 

Sugar beet 

(leaf) 

NEU Outdoor <0.2(4), 0.23, 0.31, 

0.33, 0.38 

<0.2(4), 0.23, 0.31, 

0.33, 0.38 

0.22 0.38 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in sugar beet. For the detailed evaluation of residue trials it is referred to Appendix 2. For 

fodder beet no data pertaining to the critical gap were submitted. However, extrapolation from sugar beet 

is possible. 
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Table 4.2-9: Overview of the selected supervised residue trials for cyproconazole in sugar 

beet 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

Sugar beet 

(root) 

NEU Outdoor <0.010(7), 0.01(2) <0.010(7), 0.010(2) 0.010 0.010 1 

Sugar beet 

(leaf) 

NEU Outdoor 0.070, 0.11, 0.14, 

0.15, 0.20, 0.31, 0.36, 

0.43, 0.68 

0.070, 0.11, 0.14, 0.15, 

0.20, 0.31, 0.36, 0.43, 

0.68 

0.20 0.68 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

In four trials residues of triazole derivative metabolites (TDM) were investigated. 1,2,4-triazole, triazole 

lactic acid, triazole acetic acid and triazole alanine were individually <0.01 mg/kg in root body except for 

one trial with 0.04 mg/kg triazole alanine (together with measurable values in the control samples). 

4.2.4.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.4.3 Residues in processed commodities 

Not relevant. Due to low residues at harvest, no processing studies are required. 

4.2.4.4 Proposed pre-harvest intervals, withholding periods 

PHIs in residue trials for azoxystrobin ranged from 36 to 43 days, thus being above the proposed PHI of 

35 days (see GAP table). This deviation is still considered acceptable. For trials with cyproconazole the 

PHI matched the intended PHI of 35 days. 

4.2.5 Field beans 

4.2.5.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in field bean. Data that has been previously evaluated at EU level is described in detail in 

EFSA’s Reasoned Opinion on the review of the existing MRLs for azoxystrobin according to Article 12 

of Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For the detailed evaluation of residue 

trials it is referred to Appendix 2. 

Table 4.2-10: Overview of the selected supervised residue trials for azoxystrobin in field 

beans 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

Dry seed NEU Outdoor <0.010(4) <0.010(4) 0.01 0.01 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 
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Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in field bean. For the detailed evaluation of residue trials, it is referred to Appendix 2. 

Table 4.2-11: Overview of the selected supervised residue trials for cyproconazole in field 

beans 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

Dry seed NEU Outdoor <0.010(4) <0.010(4) 0.01 0.01 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

No sufficient data were available to cover triazole derivative metabolites (TDM). 

4.2.5.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.5.3 Residues in processed commodities 

Not relevant. Due to low residues at harvest, no processing studies are required. 

4.2.5.4 Proposed pre-harvest intervals, withholding periods 

The proposed PHI of 35 days (see GAP table) is acceptable.  

4.2.6 Field peas 

4.2.6.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in peas. Data that has been previously evaluated at EU level is described in detail in EFSA’s 

Reasoned opinion on the review of the existing MRLs for azoxystrobin according to Article 12 of 

Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For the detailed evaluation of residue trials 

it is referred to Appendix 2. 

Table 4.2-12: Overview of the selected supervised residue trials for azoxystrobin in peas 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

Pea seed (dry) NEU Outdoor <0.010(5), 0.010, 

<0.020(5), 0.020(2), 

0.030, 0.040, 0.070 

<0.010(5), 0.010, 

<0.020(5), 0.020(2), 

0.030, 0.040, 0.070 

0.020 0.070 1 

(a): NEU, SEU, EU or Import (country code). 

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in peas. For the detailed evaluation of residue trials it is referred to Appendix 2. 
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Table 4.2-13: Overview of the selected supervised residue trials for cyproconazole in peas 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

Pea seed (dry) NEU Outdoor <0.010(9), <0.020(5) <0.010(9), <0.020(5) 0.010 0.020 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

No sufficient data is available to cover triazole derivative metabolites (TDM). 

4.2.6.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.6.3 Residues in processed commodities 

Not relevant.  

4.2.6.4 Proposed pre-harvest intervals, withholding periods 

For azoxystrobin PHIs in residue trials ranged from 36 to 43 days, thus being above the proposed PHI of 

35 days (see GAP table). This deviation is still considered acceptable. For cyproconazole the proposed 

PHI of 35 days is acceptable. 

4.2.7 Oilseed rape 

4.2.7.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in oilseed rape. Data that has been previously evaluated at EU level is described in detail in 

EFSA’s Reasoned opinion on the review of the existing MRLs for azoxystrobin according to Article 12 of 

Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For the detailed evaluation of residue trials 

it is referred to Appendix 2. 

Table 4.2-14: Overview of the selected supervised residue trials for azoxystrobin in oil seed 

rape 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

oil seed rape NEU Outdoor <0.010(5), 0.010, 

0.020(2), <0.050(8), 

<0.10(3), 0.10, 0.13, 

0.22(2), 0.24, 0.27 

<0.010(5), 0.010, 

0.020(2), <0.050(8), 

<0.10(3), 0.10, 0.13, 

0.22(2), 0.24, 0.27 

0.050 0.27 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in oilseed rape. Data that has been previously evaluated at EU level is described in detail 

in EFSA’s Reasoned Opinion on the modification of the existing MRL for cyproconazole in rape seed 

(EFSA, 2011, ASB2012-3269). For the detailed evaluation of residue trials it is referred to Appendix 2. 
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Table 4.2-15: Overview of the selected supervised residue trials for cyproconazole in oil seed 

rape 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

oilseed rape NEU Outdoor 0.010, 0.030(3), 

0.040, 0.050, 0.080, 

0.23 

0.010, 0.030(3), 

0.040, 0.050, 0.080, 

0.23 

0.040 0.23 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

For cyproconazole also 9 trials were available investigating the residues in honey after application of 0.1 

kg as/ha to rape during BBCH 63. Residues were < 0.01 mg/kg except for one trial with residues at 

0.01 mg/kg.  

4.2.7.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.7.3 Residues in processed commodities 

The following table gives a brief overview of the results of processing studies for azoxystrobin and 

cyproconazole in oilseed rape. For the detailed evaluation of new/additional residue trials it is referred to 

Appendix 2. 

Table 4.2-16: Overview of the available processing studies for azoxystrobin in oilseed rape 

Processed commodity Number of 

studies 

Individual PFs Median PF (a) Median CF (b) Comments 

Press cake 1 0.5 0.5 1  

Crude oil 4 1.3, 2.0, 2.0, 2.4,  2.0 1  

Extracted oil 4 1.2, 1.2, 1.6, 2.1 1.4 1  

Oil-combined 4 1.2, 1.6, 2.0, 2.2 1.8 1  

Solvent extracted meal 1 0.6 0.6 1  

Soap stock 1 0.3 0.3 1  

Refined oil 4 0.1, 0.1, 0.1, 0.1 0.1 1  

Underline median values 

(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing 

study. 

(b):  The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors of each processing study. 

Table 4.2-17: Overview of the available processing studies for cyproconazole in oilseed rape 

Processed commodity Number of 

studies 

Individual PFs Median PF (a) Median CF (b) Comments 

Press cake 1 0.8 0.8 1  

Crude oil 4 0.7, 0.7, 0.8, 1.0 0.8 1  

Extracted oil 4 2.5, 4.0, 4.0, 4.6 4.0 1  

Oil-combined 4 1.5, 1.5, 1.8, 1.8 1.7 1  

Solvent extracted meal 1 0.3 0.3 1  

Soap stock 1 0.4 0.4 1  

Refined oil 4 0.1, 0.1, 0.1, 0.1 0.1 1  



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 Page 33 / 175

Underline median values 

(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing 

study. 

(b):  The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors of each processing study. 

 

4.2.7.4 Proposed pre-harvest intervals, withholding periods 

The proposed PHI of 35 days (see GAP table) is acceptable.  

4.2.8 Sunflower seed 

4.2.8.1 Residues in primary crops 

Azoxystrobin 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

azoxystrobin in sunflower seed. Data that has been previously evaluated at EU level is described in detail 

in EFSA’s Reasoned opinion on the review of the existing MRLs for azoxystrobin according to Article 12 

of Regulation (EC) No 396/2005 (EFSA, 2013, ASB2014-141). For the detailed evaluation of residue 

trials it is referred to Appendix 2. 

Table 4.2-18: Overview of the selected supervised residue trials for azoxystrobin in 

sunflower seed 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(azoxystrobin) 

Risk assessment  

(azoxystrobin) 

sunflower seed NEU Outdoor <0.010(6)  <0.010(6)  0.010 0.010 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 

conversion factors for each residues trial. 

 

Cyproconazole 

The following table gives a brief overview of the supervised residue trials selected for the assessment of 

cyproconazole in sunflower seed. For the detailed evaluation of residue trials it is referred to Appendix 2. 

Only two trials were submitted on sunflower seed which were in compliance with the GAP in the 

northern zone. Although a no-residue situation is indicated, the number of trials is insufficient for a major 

crop, even in case of a no-residue situation. However, with a view to the early application prior to 

flowering (BBCH 55) and no quantifiable residues observed in the available trials, it appears justified to 

include two parallel trials in the assessment which have been conducted in the southern zone and where 

no quantifiable residues were seen in seed at harvest. Based on that enlarged data package (4 x <0.01 

mg/kg) the use is considered sufficiently supported. 

Table 4.2-19: Overview of the selected supervised residue trials for cyproconazole in 

sunflower seed 

Commodity Region (a) Outdoor/ 

Indoor 

Individual trial results (mg/kg) STMR 

(mg/kg) (b) 

HR 

(mg/kg) (c) 

Median CF (d) 

Enforcement  

(cyproconazole) 

Risk assessment  

(cyproconazole) 

sunflower seed NEU Outdoor <0.01(2) <0.01(2) 0.01 0.01 1 

sunflower seed SEU Outdoor <0.01(2) <0.01(2) 0.01 0.01 1 

(a): NEU, SEU, EU or Import (country code).  

(b):  Median value of the individual trial results according to the risk assessment residue definition. 

(c): Highest value of the individual trial results according to the risk assessment residue definition. 

(d): The median conversion factor for enforcement to risk assessment is obtained by calculating the median of the individual 
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conversion factors for each residues trial 

 

In all four trials on sunflowers residues triazole derivative metabolites (TDM) have been investigated. 

1,2,4-triazole residues were <0.01 mg/kg and triazole lactic acid residues ≤ 0.01 mg/kg in all trials. 

Higher residues were found for triazole acetic acid (up to 0.14 mg/kg) and triazole alanine (up to 0.19 

mg/kg), but they occurred together with comparably high residues in the control samples. 

4.2.8.2 Distribution of the residue in peel/pulp 

Not relevant. 

4.2.8.3 Residues in processed commodities 

Not relevant. Due to low residues at harvest, no processing studies are required. 

4.2.8.4 Proposed pre-harvest intervals, withholding periods 

No PHI was proposed and none is deemed necessary (“F”). 

4.2.9 Maize for seed production 

No supervised trials are required for maize destined for seed production. 

4.3 Consumer intake and risk assessment 

4.3.1 Azoxystrobin 

The consumer intake and risk assessment is based on the appropriate input values given in Table 4.3-1 

and the toxicological reference values stated in Table 4.3-2. For the detailed calculation results it is 

referred to Appendix 3. 

Table 4.3-1: Residue input values for the consumer risk assessment 

Commodity Chronic risk assessment Acute risk assessment 

Input value 

(mg/kg) 

Comment Input value 

(mg/kg) 

Comment 

Wheat, triticale 0.5 MRL - no ARfD allocated 

Barley 1.5 MRL - no ARfD allocated 

Rye 0.5 MRL - no ARfD allocated 

Oats 1.5 MRL - no ARfD allocated 

Sugar beet 0.2 MRL - no ARfD allocated 

Field bean 0.15 MRL - no ARfD allocated 

Peas 0.15 MRL - no ARfD allocated 

Oil seed rape 0.5 MRL - no ARfD allocated 

Sunflower 0.5 MRL - no ARfD allocated 

Maize 0.02 MRL - no ARfD allocated 

all other commodities in 

Annex I to Reg. (EC) No 

396/2005 

variable existing MRL as laid 

down in Reg. (EC) No 

396/2005 (last 

amendment: Reg 

(EU) No 171/2017) 

- no ARfD allocated 
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Table 4.3-2: Consumer risk assessment (Annex IIA, point 6.9, Annex IIIA, point 8.8) 

ADI 0.2 mg/kg bw/d 

TMDI (% ADI) according to EFSA PRIMo 74% (based on NL child, mean body weight) 

NTMDI (% ADI) according to NVS II 73% (based on 2-4 years old DE children, individual 

consumption/body weight ratio) 

IEDI (EFSA PRIMo) (% ADI) Not necessary 

NEDI (NVS II) (% ADI) Not necessary 

Factors included in IEDI and NEDI None 

ARfD Not allocated 

IESTI (EFSA PRIMo) (% ARfD) Not applicable 

NESTI (NVS II) (% ARfD) Not applicable 

Factors included in IESTI and NESTI  Not applicable 

4.3.2 Cyproconazole 

The consumer intake and risk assessment is based on the appropriate input values given in Table 4.3-3 

and the toxicological reference values stated in Table 4.3-4. For the detailed calculation results it is 

referred to Appendix 3. 

Table 4.3-3: Residue input values for the consumer risk assessment 

Commodity Chronic risk assessment Acute risk assessment 

Input value 

(mg/kg) 

Comment Input value 

(mg/kg) 

Comment 

Wheat 0.1 MRL 0.02 STMR 

Barley 0.2 MRL 0.03 STMR 

Rye 0.1 MRL 0.02 STMR 

Oats 0.2 MRL 0.03 STMR 

Sugar beet 0.1 MRL 0.01 HR 

Field bean 0.08 MRL 0.01 STMR 

Peas 0.08 MRL 0.01 STMR 

Oil seed rape 0.4 MRL 0.04 x 1.7 (PFoil) STMR-P 

Sunflower 0.05* MRL 0.01 STMR 

Maize 0.1 MRL - not applicable 

Honey 0.05* MRL 0.01 HR 

all other commodities in 

Annex I to Reg. (EC) No 

396/2005 

variable existing MRL as laid 

down in Reg. (EC) No 

396/2005 (last 

amendment: Reg 

(EU) No 171/2017) 

- not applicable 
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Table 4.3-4: Consumer risk assessment (Annex IIA, point 6.9, Annex IIIA, point 8.8) 

ADI 0.02 mg/kg bw 

TMDI (% ADI) according to EFSA PRIMo 24% (based on UK toddlers, mean body weight) 

NTMDI (% ADI) according to NVS II 22% (based on 2-4 years old DE children, individual 

consumption/body weight ratio) 

IEDI (EFSA PRIMo) (% ADI) Not necessary 

NEDI (NVS II) (% ADI) Not necessary 

Factors included in IEDI and NEDI n/a 

ARfD 0.02 mg/kg bw 

IESTI (EFSA PRIMo) (% ARfD) Wheat: 1.4 % (based on UK child 4-6 years) 

Barley: 1.1 % (based on NL adults) 

Rye: <1 % (based on UK infant) 

Oats: <1 % (based on DE child) 

Sugar beet: 3.2 % (based on UK child 4-6 years) 

Field bean: <1 % (based on UK infant) 

Peas: <1 % (based on UK toddler) 

Oil seed rape: <1 % (based on DE child) 

Sunflower: <1 % (based on DE child) 

Honey: <1 % (based on DE child) 

NESTI (NVS II) (% ARfD) Wheat, triticale: 1 % (based on DE children 2 – 4 years) 

Barley: 1 % (based on DE adults) 

Rye: 1 % (based on DE adults) 

Oats: <1 % (based on DE children 2 – 4 years) 

Sugar beet: <1 % (based on DE children and adults) 

Field bean: <1 % (based on DE children and adults) 

Peas: <1 % (based on DE children 2 – 4 years and adults) 

Oil seed rape: <1 % (based on DE children 2 – 4 years) 

Sunflower: <1 % (based on DE children 2 – 4 years) 

Honey: <1 % (based on DE children 2 – 4 years and adults) 

Factors included in IESTI and NESTI  n/a 

 

4.4 Proposed maximum residue levels (MRLs) 

No new MRL is required. 

4.5 Conclusion 

The data available are considered sufficient for risk assessment of the intended uses. An exceedance of 

the current MRLs of azoxystrobin and cyproconazole as laid down in Reg. (EU) 396/2005 is not 

expected. 

 

The chronic and the short-term intake of azoxystrobin and cyproconazole residues are unlikely to present 

a public health concern. 

 

The consumer risk assessment does not take into consideration TDMs, since a general methodology on 

the risk assessment of triazole compounds and their triazole derivative metabolites is unavailable to date. 

The final assessment of the TDMs is still pending. 

 

As far as consumer health protection is concerned, BfR/Germany agrees with the authorization of the 

intended uses. 
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Appendix 1   Reference list 

Table A 1: List of data submitted in support of the evaluation 

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

 EFSA 2010 Conclusion on the peer review of the 

pesticide risk assessment of the active 

substance azoxystrobin 

EFSA Journal 2010; 8(4):15421542, 1-

110 

ASB2012-750 

  yes 

 EFSA 2010 Conclusion on the peer review of the 

pesticide risk assessment of the active 

substance cyproconazole 

EFSA Journal 2010;8(11):1897, 1-73 

ASB2012-3334 

  yes 

 EFSA 2011 Reasoned Opinion - Modification of the 

existing MRL for Cyproconazole in rape 

seed 

EFSA Journal 2011;9(5):2187., 1-30 

ASB2012-3269 

  yes 

 EFSA 2013 Reasoned opinion on the review of the 

existing maximum residue levels 

(MRLs) for Azoxystrobin according to 

Article 12 of Regulation (EC) No 

396/2005 

EFSA Journal 2013;11(12):3497 !  

ASB2014-141 

  yes 

 Ireland 2006 Cyproconazole: (Draft Assessment 

Report) Vol. 1-4 

GLP: Open Published: Yes 

ASB2010-10438 

Open  yes 

 Ireland 2010 Cyproconazole: (Additional Report) 

Vol. 1-4 

GLP: Open (1) No (1) Published: Yes 

BVL-0825, AR, BVL-1990861, 

ASB2010-10437 

Open  yes 

 United Kingdom 2009 Azoxystrobin (Draft Re-Assessment 

Report) 

GLP: Open Published: Yes 

ASB2010-10494 

Open  yes 

KIIA 6.1 Blanz, J. 1997 Determination of the storage stability of 

Cyproconazole in banana fruits 

TDS BS 10697 ! R95-035 ! 

SAN619/0030 

GLP: Open Published: Open 

BVL-2272435, RIP2005-1000 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Burke, S. R. 1995 ICIA5504 and R230310: Storage 

stability in various crops stored deep 

frozen for up to two years. Interim 

report 1 (cereals, grapes and wine). 

RJ1858B ! 94JH077 ! 21228157 

GLP: Open Published: Open 

BVL-2213652, RIP9600140 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Burke, S. R. 1995 ICIA5504 + R230310: Storage stability 

in various crops stored deep frozen for 

up to two years. Interim report 2 

(peanuts, pecans, tomatoes, bananas and 

cucumbers). 

RJ1881B ! 94JH077 ! 21220321 

GLP: Open Published: Open 

BVL-2213651, RIP9800073 

Yes Syngenta 

Agro 

Y 
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KIIA 6.1 Burke, S. R. 1995 ICIA5504+R230310: Storage Stability 

in Various Crops Stored Deep Frozen 

for up to Two Years. Interim Report 3 

(Straw, Grapes and Wine). 

RJ1961B ! 21218239 ! 94JH077 

GLP: Open Published: Open 

BVL-2213653, RIP9600145 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Burke, S. R. 1996 Azoxystrobin and R230310: Storage 

stability in various processed crops 

stored deep frozen for up to one year. 

Final report. 

RJ2221B ! 95JH204 ! 21230096 

GLP: Open Published: Open 

BVL-2213654, RIP9800949 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Burke, S. R. 1997 Azoxystrobin and R230310: Storage 

stability in various crops stored deep 

frozen for up to two years. Final report 

RJ2404B ! 94JH077 

GLP: Open Published: Open 

BVL-2213650, RIP9800948 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Hertl, P. 1991 Determination of Cyproconazole 

residues in weathered field residue 

samples after storage periods of 0 and 

12 months at temperatures below -18°C 

SAN619/5478 ! BS 1839 ! 13510/90 

GLP: Open Published: Open 

BVL-2272432, RIP2004-1886 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Sapiets, A. 1997 Azoxystrobin: Storage stability in 

animal products stored deep frozen for 

up to ten months 

95JH229 ! RJ2352B 

GLP: Open Published: Open 

BVL-2213655, RIP2004-1866 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Schächtele, M.; 

Karapally, J. C. 

1987 SAB 619 F - Metabolism in wheat 

SAN619/5523 ! CBK 11950/87 

GLP: Open Published: Open 

BVL-2272443, RIP2001-572 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Schächtele, M.; 

Karapally, J. C. 

1987 SAN 619 F - Metabolism in grapevine 

seedlings 

SAN619/6078 ! 11989/87 

GLP: Open Published: Open 

BVL-2272439, RIP2006-2002 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Schächtele, M.; 

Karapally, J. C. 

1988 SAN 619F - Metabolism in apples 

CBK 11861/87 ! BS 413 ! 

SAN619/6081 

GLP: Open Published: Open 

BVL-2272441, RIP2005-1003 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Schächtele, M.; 

Karapally, J. C. 

1988 SAN 619 F - Metabolism in grape 

berries (incl. amendment dated 

16.08.1994) 

SAN619/6079 ! 11995/87 

GLP: Open Published: Open 

BVL-2272440, RIP2006-2003 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Skinner, W. S.; 

Sakai, D. H.; 

Quistad, G. B. 

1987 Metabolism of SAN 619F by peanuts 

PA-B86-05 ! SAN619/6080 

GLP: Open Published: Open 

BVL-2272438, RIP2005-1002 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Smith, K. L.; 

Wisson, M. 

1995 [U-14C-Phenyl]Cyproconazole / 

Metabolism in wheat 

41?325 ! TDS BS 5239 ! SAN619/5239 

GLP: Open Published: Open 

BVL-2272444, RIP2001-573 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Völlmin, S. 1994 14C-Cyproconazole: Metabolism in 

wheat 

SAN619/5282 ! BS-4603 

GLP: Open Published: Open 

BVL-2272445, RIP2004-1890 

Yes Syngenta 

Agro 

Y 
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KIIA 6.1 Völlmin, S. 1995 [U14C] Triazolyl - Cyproconazole: 

Metabolism in coffee 

BS 4879 ! 31312 ! SAN619/5248 

GLP: Open Published: Open 

BVL-2272446, RIP2005-1004 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Völlmin, S. 1997 [U-14C-Triazolyl] Cyproconazole - 

Metabolism in sugarbeet (beta vulgaris 

L.) 

E96-07 ! SAN619/0396 

GLP: Open Published: Open 

BVL-2272447, RIP2005-1005 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Wei, L. Y.; Ali, S. 1994 Determination of the stability of 

Cyproconazole in peanut processed 

commodities 

433018 ! 26 ! DP 301414 ! TDS 1839 ! 

SAN619/0035 

GLP: Open Published: Open 

BVL-2272433, RIP2005-1415 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Gasser, A. 2000 Stability of residue of Cyproconazole in 

deep freeze stored analytical specimens 

of sugar beets (roots and foliage) 

187/97 ! SAN619/6874 

GLP: Open Published: Open 

BVL-2272436, RIP2000-1935 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Gasser, A.; Bourry, 

R. 

1987 Storage stability of SAN 619F in wheat, 

grape and apple samples at -18°C 

CBK 11931/87 ! SAN619/6525 

GLP: Open Published: Open 

BVL-2272430, RIP2001-575 

Yes Syngenta 

Agro 

Y 

KIIA 6.1 Hertl, P.; Karapally, 

J. C. 

1990 Determination of Cyproconazole (SAN 

619 F) residues in weathered field 

residue samples after storage periods of 

0,3,6,12 and 36 months at temperatures 

below -18°C 

11353 ! 12995/90 ! SAN619/6524 

GLP: Open Published: Open 

BVL-2272431, RIP2001-576 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 Wang, L. 2013 14C-Cyproconazole - Nature of the 

residue in canola 

A9898A_50015 ! 02882 

GLP: Yes Published: No 

BVL-2486244, ASB2013-13447 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 Caley, C. Y.; 

Kingsley, R. L. 

1997 The metabolism of Cyproconazole in 

spring wheat following application as a 

seed dressing 

14343 ! 387710 ! SAN619/0357 

GLP: Open Published: Open 

BVL-2272442, RIP2001-571 

Yes Syngenta 

Agro 

N 

KIIA 6.2.1 Allin, R.; 

Wilkinson, M. J.; 

Joseph, R. S. I. 

1995 ICIA5504: Metabolism in winter wheat 

RJ1888B ! 91JH133 

GLP: Open Published: Open 

BVL-2213667, RIP9600104 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 XXXXX 2001 The metabolism of [Phenyl-U-14C] SAN 

619 F after multiple oral administration 

to laying hens 

043AM01 ! SAN619/7140 

GLP: Open Published: Open 

BVL-2272429, RIP2005-1006 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 Earl, V. L.; 

Hadfield, S. T. 

1994 Metabolism in vines 

RJ1676B ! 92JH113 

GLP: Open Published: Open 

BVL-2213668, RIP9600105 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 Emburey, S. N.; 

Webb, J.; Allin, R. 

1995 ICIA5504: Metabolism in peanuts 

RJ1807B ! 93JH089 

GLP: Open Published: Open 

BVL-2213669, RIP9600106 

Yes Syngenta 

Agro 

Y 
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KIIA 6.2.1 Wei, L. Y. 1994 Determination of the stability of 

Cyproconazole in raw aqricultural 

commodities 

27 ! DP 301439 ! 433018 ! 

SAN619/0289 

GLP: Open Published: Open 

BVL-2272434, RIP2000-1933 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.1 Wilkinson, M. J.; 

Hepburn, D. F.; 

Joseph, R. S. I. 

1994 Metabolism in winter wheat 

RJ1682B ! 91JH132 ! 92JH080 

GLP: Open Published: Open 

BVL-2213666, RIP9600103 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.2 XXXXX 1996 14C-ICIA5504: Metabolism of orally 

administered multiple doses in laying 

hens 

RJ2084B ! 94JH002 

GLP: Open Published: Open 

BVL-2214108, RIP2001-245 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.2 XXXXX 1994 The metabolism of 14C-Pyrimidinyl 

labelled ICIA5504 in the laying hen 

ISN331/942668 

GLP: Open Published: Open 

BVL-2214110, RIP9600110 

Open Syngenta 

Agro 

Y 

KIIA 6.2.2 XXXXX 1995 The metabolism of 14C-Cyanophenyl 

labelled ICIA5504 in the laying hen 

ISN 332/950918 

GLP: Open Published: Open 

BVL-2214109, RIP9600109 

Open Syngenta 

Agro 

Y 

KIIA 6.2.2 XXXXX 1995 The metabolism of 14C-Phenyl acrylate 

labelled ICIA5504 in the laying hen 

ISN333/950182 ! 1827829 

GLP: Open Published: Open 

BVL-2214111, RIP9600111 

Open Syngenta 

Agro 

Y 

KIIA 6.2.2 XXXXX 1987 Metabolism of SAN 619F by laying 

hens 

PA-B86-04 ! SAN619/6091 ! 11766/87 

GLP: Open Published: Open 

BVL-2272428, TOX2006-2314 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.3 XXXXX 1991 Metabolism of Cyproconazole in 

lactating goats 

SAN619/6417 ! DP-300173 ! 433015 

GLP: Open Published: Open 

BVL-2272449, RIP2006-1826 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.3 XXXXX 1995 Metabolism of orally administered 

multiple doses in the lactating goat 

RJ 1805B ! 93JH090 

GLP: Open Published: Open 

BVL-2214118, RIP9600107 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.3 XXXXX 1987 Metabolism of [14C]SAN 619F by 

lactating goat 

SAN619/0533 ! PA-B86-03 ! CBK 

11767/87 

GLP: Open Published: Open 

BVL-2272448, RIP2006-1825 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.3 XXXXX 1995 Further investigation of residues in liver 

following oral administration of 

multiple doses to the lactating goat 

RJ1957B ! 95JH084 

GLP: Open Published: Open 

BVL-2214119, ASB2008-1854 

Yes Syngenta 

Agro 

Y 

KIIA 6.2.3 XXXXX 1991 14C-Cyproconazole: Transfer of 

residues into the milk following oral 

administration of Cyproconazole to 

lactating goat 

SAN619/5445 ! 31310 ! TDS BS 6364 

GLP: Open Published: Open 

BVL-2272450, RIP2006-2005 

Yes Syngenta 

Agro 

Y 
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KIIA 6.2.3 XXXXX 1996 ICIA5504: Metabolism of orally 

administered multiple doses in the 

lactating goat - Volume 1 + 2 

RJ2083B ! 93JH090 

GLP: Open Published: Open 

BVL-2214120, RIP9700766 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Anon. 1987 SAN 619 F 400 SL - SAN 619 F 

residues in barley 

SAN619/5575 ! 8814 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: No Published: No 

BVL-2486301, ASB2010-13347 

No Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

study in or on oilseed rape in 

Switzerland 

04-0312 ! A12910C 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486324, ASB2012-2590 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

study in or on oilseed rape in Northern 

France 

04-0414 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486325, ASB2012-2591 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

Study in or on Pulses in North France 

and the UK 

04-0422 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486352, ASB2009-9183 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504) and 

Difenoconazole (CGA169374): Residue 

study in or on sunflowers in Switzerland 

ICI5504/2926 ! 04-0311 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486340, ASB2013-13463 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504) and 

Difenoconazole (CGA169374): Residue 

study in or on sunflowers in Northern 

France 

ICI5504/2928 ! 04-0415 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486341, ASB2013-13464 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on barley in the 

Netherlands 

ICI5504/2452 ! 03-0407 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486284, ASB2009-10832 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Benazeraf, L. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on barley in UK 

ICI5504/2453 ! 03-0406 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486283, ASB2009-10831 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on barley in Switzerland 

ICI5504/2722 ! 03-0418 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486286, ASB2009-10834 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504): Residue study 

in or on winter wheat in United 

Kingdom 

ICI5504/3003 ! 04-0308 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486250, ASB2009-10848 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on barley in Switzerland 

ICI5504/2724 ! 03-0408 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486285, ASB2009-10833 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Benazeraf, L. 2005 Azoxystrobin (ICI5504): Residue study 

in or on winter barley in the United 

Kingdom 

ICI5504/3004 ! 04-0403 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486287, ASB2009-10835 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Bour, D. 2006 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

study in or on oilseed rape in Northern 

France 

05-0409 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486327, ASB2012-2593 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Bour, D. 2006 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

study in  oilseed rape in Northern France 

05-0410 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486328, ASB2012-2594 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Bour, D. 2006 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619): Residue 

study on dried beans in the United 

Kingdom and France (North) 

SAN619/8116 ! 05-0415 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486353, ASB2013-13469 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Bourry, R. 1986 SAN 619 F 100 SL - SAN 619 F 

Residues in Barley. 

SAN619/5882 ! 8734 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: No Published: No 

BVL-2486298, ASB2010-13349 

No Syngenta 

Agro 

Y 

KIIA 6.3 Bourry, R. 1987 SAN 619 F 100 SL - SAN 619 F 

residues in winter barley 

BS 657 ! 8811 ! II-11715/86 ! 5905 ! 

SAN 04699 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: No Published: No 

BVL-2486299, ASB2010-13352 

No Syngenta 

Agro 

Y 

KIIA 6.3 Bourry, R. 1986 SAN 619 F 100SL - SAN 619F residues 

in barley. 

SAN619/5881 ! CBK-11697/86 ! BS665 

GLP: Open Published: Open 

BVL-2272492, RIP2005-1024 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Bourry, R. 1986 SAN 619 F 100SL - SAN 619F residues 

in barley. 

SAN619/5883 ! CBK-11699/86 ! BS667 

! 8730 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: No Published: No 

BVL-2486297, RIP2005-1026 

No Syngenta 

Agro 

N 

KIIA 6.3 Bourry, R. 1986 SAN 619 F 100SL - SAN 619F residues 

in barley. 

SAN619/5884 ! CBK-11703 ! BS668 ! 

8733 

GLP: Open Published: Open 

BVL-2272490, RIP2005-1028 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Bourry, R. 1986 SAN 619 F 100 SL - SAN 619F 

residues in wheat. 

SAN619/5895 ! CBK-11704 ! BS646 ! 

8709 

GLP: Open Published: Open 

BVL-2272496, RIP2005-1030 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Bourry, R. 1986 SAN 619F 10WP 03 - SAN 619 F 

residues in barley. 

SAN619/6491 ! CBK 11518/86 ! 8470 ! 

BS1122 

GLP: Open Published: Open 

BVL-2272493, RIP2005-1022 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Burke, S. ; Sapiets, 

A. 

1994 Residue levels in cereals and soil from 

trials carried out in Germany during 

1993 

RJ1756B ! 93JH017A 

GLP: Open Published: Open 

BVL-1771218, RIP9600112 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Burke, S. R.; 

Sapiets, A. 

1994 Residue levels in cereals from trials 

carried out in Germany during 1993 

RJ1762B ! 93JH018A 

GLP: Open Published: Open 

BVL-2484612, RIP9600113 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Chamier, O. D. 2000 Azoxystrobin: Residues in oil-seed rape, 

Germany 1999 - incl. 1. Addendum 

RS-9911 ! 1835733 

Zeneca Agrochemicals 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2233162, BVL-2514458, 

RIP2001-262 

Yes Syngenta 

Agro 

N 



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 
Page 44 / 175

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

KIIA 6.3 Clarke, D. M.; 

Chamier, O. D. 

1997 Azoxystrobin: Residue levels in wheat 

and wheat products from a trial carried 

out in Germany during 1996 

RJ2297B ! 96JH104 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486386, RIP9801003 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Clarke, D. M.; 

Renard, C. 

1998 Residue levels in sugar beet from trials 

carried out in France during 1997 

[North] 

RJ2697B ! 97JH014 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2445786, BVL-2486368, 

RIP2001-247 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 

KIIA 6.2.1; KIIA 

6.3 

Clarke, D. M.; 

Stenning, R. 

1998 Residue levels in sugar beet from trials 

carried out in the United Kingdom 

during 1997 

RJ2691B ! 97JH029 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2445822, BVL-2486369, 

RIP2001-249 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Cowley, P. 1994 Programme to determine residue levels 

of Cyproconazole in combining peas 

follwing the application of Alto Elite 

SAN619/5220 ! AP/2535/SZ 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486359, ASB2013-13453 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Gasser, A. 1997 Determination of residues of 

Cyproconazole in winter wheat and 

winter barley matrices after application 

of ALTO 100 SL, ALTO 240 EC and 

SAN 619 F 16 WG under field 

conditions in Germany, 1996 

R96-007 ! SAN619/0052 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486260, RIP2002-193 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Gasser, A. 1987 SAN 711 F 16 WG 001 - SAN 619 F 

residues in sugarbeet 

SAN619/6613 ! R 8836 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486374, ASB2013-13448 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Gasser, A.; Hertl, P. 1994 Determination of residues of 

Cyproconazole in barley & rye after 

application with different rates/regimens 

of ALTO 100 SL amd ALTO 240 SL 

under field conditions in Germany, 

Federal Republic of, 1992 

SAN619/5320 ! R 10250 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486261, ASB2010-13344 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Gemrot, F. 2011 Difenoconazole / Cyproconazole - 

Residue study on sugar beet in the 

United Kingdom and Germany in 2009 

and 2010 

A7402T_10143 ! S09-01491 

GLP: Yes Published: No 

BVL-2486382, ASB2013-13475 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Gill, J. P.; Renard, 

C. 

1999 Azoxystrobin: Residue levels in 

sunflower seeds from trials carried out 

in France during 1998 

ICI5504/0670 ! RJ2778B 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486339, ASB2013-13459 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Hall, G.; Burke, S. 

R.; Sapiets, A. 

1994 Residue levels in winter cereals and soil 

from trials carried out in the United 

Kingdom during 1993 

RJ1722B ! 93JH016 

GLP: Open Published: Open 

BVL-1771220, RIP9600116 

Yes Syngenta 

Agro 

N 

KIIA 6.3; KII 6 5 3 Heillaut, C. 2008 Azoxystrobin (ICI5504): Residue study 

on wheat and processed wheat products 

from Switzerland in 2006 

ICI5504/3940 ! T000676-06 

Syngenta - Jealott's Hill International, 

Bracknell, Berkshire, United Kingdom 

GLP: No Published: No 

BVL-2486384, ASB2009-10858 

No Syngenta 

Agro 

Y 

KIIA 6.3; KII 6 5 3 Heillaut, C. 2007 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619) - Residue 

study on oil seed rape and processed oil 

seed rape products from Switzerland in 

2006 

SAN619/8564 ! T000677-06-REG 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486390, ASB2013-13456 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Hertl, P.; Fricker, P. 1995 Determination of residues of 

Cyproconazole in Sugarbeet (Beta 

vulgaris) after application of ALTO 100 

SL under field conditions in the Federal 

Republic of Germany, 1993 (trial-Nos. 

93SAN102P, 93SAN202P, 93SAN302P 

and  93SAN402P) 

TDS BS-5177 ! MO-01-011882 ! 

R10281 ! M-136672-01-1 ! 13529 ! 

13530 ! 13532 ! 13533 

GLP: Yes Published: No 

BVL-2486375, RIP2006-1944 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Hertl, P.; Gasser, A. 1993 Determination of residues of 

Cyproconazole in wheat, winter after 

application with different rates/regimens 

of ALTO 100 SL, ALTO 240 SL and 

ALTO ELITE under field conditions n 

Germany, Federal Republic of, 1992. 

SAN619/5336 ! R 10249 

GLP: Open Published: Open 

BVL-2272460, RIP2006-2012 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Hertl, P. 1990 Cyproconazole (SAN 619F ) - Residues 

of Cyproconazole in winter wheat and 

spring barley following application of 

SAN 703 F 415 SC and SAN 709 F 380 

EC in Denmark 1989 

6005 ! BS511 

GLP: Open Published: Open 

BVL-2279891, RIP2006-2757 

Yes Syngenta 

Agro 

N 
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KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, Federal Republic of, 1991 

(degradation curve) - Final report 

SAN619/5384 ! 10180 ! BS 2787 

GLP: Open Published: Open 

BVL-2272453, RIP2006-2006 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, Federal Republic of, 1991 

(degradation curve) - Final report 

SAN619/5388 ! 10178 

GLP: Open Published: Open 

BVL-2272454, RIP2006-2007 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, Federal Republi of, 1991 

(degradation curve) - Final report 

SAN619/5389 ! R 10181 

GLP: Open Published: Open 

BVL-2272455, RIP2006-2008 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, federal republic of, 1991 

(degradation curve) 

SAN619/5390 ! R 10176 

GLP: Open Published: Open 

BVL-2272456, RIP2006-2009 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, Federal Republi of, 1991 

(degradation curve) - Final report 

SAN619/5391 ! R 10179 

GLP: Open Published: Open 

BVL-2272457, RIP2006-2010 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Hertl, P. 1992 Determination of residues of 

Cyproconazole at various timings in 

wheat, winter after application with 

ALTO 100 SL under field conditions in 

Germany, Federal republic of, 1991 

(degradation curve) - Final report 

SAN619/5431 ! R 10177 

GLP: Open Published: Open 

BVL-2272458, RIP2006-2011 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Homonnay, L. 1987 SAN 709F 380EC - SAN 619F residues 

in barley. [France, north] 

BS 1076 ! 8737 ! II-11733/87 

GLP: Open Published: Open 

BVL-2272498, RIP2006-2755 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Homonnay, L. 1987 SAN 619 F 100 SL - SAN 619F 

residues in wheat. 

SAN619/5906 ! CBK-11752/87 ! BS641 

! 8978 

GLP: Open Published: Open 

BVL-2272495, RIP2005-1025 

Yes Syngenta 

Agro 

N 
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KIIA 6.3 Homonnay, L. 1987 SAN 619F 100SL - SAN 619F residues 

in winter-barley. 

BS 657 ! 8811 ! II-11715/86 ! 5905 ! 

SAN 04699 

GLP: Open Published: Open 

BVL-2272489, RIP2006-2756 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Kaethner, M. 1996 Determination of residues of 

Cyproconazole in field peas after 

application of SAN 619 F 240 SL under 

field conditions in France 1993 Peas, 

France 1993 

SAN619/0076 ! R93003F 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486358, ASB2013-13454 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Kaethner, M. 1997 Determination of residues of 

Cyproconazole in green pea matrices, 

pods and grains, after application of 

ALTO MARATHON under field 

conditions in France, 1994 

SAN619/0065 ! R10295 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486360, ASB2013-13457 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Kissling, M. 1998 Residue study with CGA 279202, 

Cyproconazole (SAN 619) in or on 

wheat in France (North) 

SAN619/0339 ! 2238/97 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486263, ASB2013-13458 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 König, P. 1996 Determination of residues of 

Cyproconazole at harvest in wheat and 

barley treated with ALTO 240 SL under 

field conditions in France, 1991 (residue 

at harvest) [north and south] 

91034M/5_7D ! SAN619/6401 ! 

BS9358 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486259, RIP2005-1008 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Oliver-Kang, J. 2008 Azoxystrobin (ICI5504) - Residue study 

on barley in Germany in 2007 

ICI5504/4069 ! CEMR-3472-REG 

Syngenta - Jealott's Hill International, 

Bracknell, Berkshire, United Kingdom 

GLP: Yes Published: No 

BVL-2486296, ASB2013-13470 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Pointurier, R. 2002 Residue study with Azoxystrobin (ICI 

5504) and Cyproconazole (SAN 619) in 

or on wheat in Switzerland (incl. 2 

amendments dated 23.08.2002 and 

07.01.2003) 

2078/01 ! SAN619/7183 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486270, RIP2005-1010 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Pointurier R. 2002 Residue study with Azoxystrobin (ICI 

5504) and Cyproconazole (SAN 619) in 

or on wheat in Switzerland (incl. 

amendment no. 1 dated 07.01.2003) 

SAN619/7185 ! 2076/01 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486268, RIP2004-1892 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Pointurier, R. 2002 Residue study with Azoxystrobin (ICI 

5504) and Cyproconazole (SAN 619) in 

or on wheat in Switzerland (incl. 

amendment dated 07.01.2003 

SAN619/7186 ! 2075/01 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486267, RIP2004-1891 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Renard, C.; Sapiets, 

A. 

1994 Residue levels in winter cereals and soil 

from trials carried out in France during 

1993 

RJ1744B ! 93JH007 

GLP: Open Published: Open 

BVL-1771221, RIP9600118 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Royer, A. 2007 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619) - Residue 

study on dried beans in the United 

Kingdom in 2006 

SAN619/8492 ! T014143-05-REG 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486363, ASB2013-13455 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sack, S. 1997 Magnitude of residues after application 

of Propiconazole (CGA 64250) and 

Cyproconazole (SAN 619) as 

formulation EC 410 (A-9856 A) in 

winter wheat 

SAN619/0199 ! 2301/97 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486264, RIP2006-1545 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A. 1997 Residue levels in sugar beet from trials 

conducted in the United Kingdom 

during 1996 

RJ2330B ! 96JH132 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2445719, BVL-2486367, 

RIP2001-248 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; Burke, 

S. R. 

1995 Residue levels in cereals from trials 

carried out in Germany during 1994 

RJ1870B ! 94JH139 

GLP: Open Published: Open 

BVL-2274623, RIP9600114 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A.; 

Chamier, O. 

1997 Azoxystrobin: Residue levels in malting 

barley and process fractions from 

studies conducted in Germany during 

1996 

RJ2382B ! 96JH105 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486388, RIP9801004 

Yes Syngenta 

Agro 

Y 



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 
Page 49 / 175

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

KIIA 6.3 Sapiets, A.; Codd, 

M. S.; Ryan, J. 

1995 Residue levels in cereals and soil from 

trials carried out in the United Kingdom 

during 1994 

RJ1899B ! 94JH076 

GLP: Open Published: Open 

BVL-1771224, RIP9600117 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A.; Hall, G. 1998 Azoxystrobin and Flutriafol: Residue 

levels in malting barley and brewing 

fractions from a trial conducted in the 

United Kingdom during 1996 

ICI5504/1125 ! RJ2452B 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486389, ASB2009-10859 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; Renard, 

C. 

1997 Residue levels in sugar beet from trials 

conducted in France during 1996 

[North] 

RJ2410B ! 96JH107 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2445696, BVL-2486366, 

RIP2001-246 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; Ryan, J. 1995 ICIA5504: Residue levels in spring 

barley from a trial carried out in Sweden 

during 1994 

RJ1900B ! 94JH159 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (1) Published: Open 

(1) No (1) 

BVL-2483679, BVL-2486282, 

RIP9600123 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A.; Ryan, J. 1995 Residue levels in cereals and soil from 

trials carried out in Germany during 

1994 

RJ1917B ! 94JH140 

GLP: Open Published: Open 

BVL-1771219, RIP9600115 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A. 1998 Residue levels in field peas from a trial 

conducted in the United Kingdom 

during 1996 (Addendum) 

RJ2390B ADD1 ! 96JH133 

GLP: Yes Published: Open 

RIP2000-2161 

Yes SYD Y 

KIIA 6.3 Sapiets, A. 1998 Residue levels in peas from trials 

conducted in the United Kingdom 

during 1997 

RJ2521B ! 97JH033 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486351, RIP2000-2162 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A. 1998 Residue levels in oil seed rape from 

trials conducted in the United Kingdom 

during 1997 

RJ2591B ! 97JH022 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486323, RIP2001-261 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Sapiets, A.; Bailey, 

A. 

1997 Residue levels in oil seed rape from 

trials conducted in the United Kingdom 

during 1996. 

RJ2366B ! 96JH131 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486321, RIP2001-260 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; 

Barnaud, C. 

1998 Residue levels in oil seed rape from 

trials conducted in France during 1996 

[north and south] 

RJ2419B ! 96JH039 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486320, RIP2001-258 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; 

Barnaud, C. 

1998 Residue levels in oil seed rape from 

trials conducted in France during 1997 

[north and south] 

RJ2524B ! 97JH021 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486322, RIP2001-259 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; Lister, 

N.; Picard, J. M. 

1998 Residue levels in peas from trials 

conducted in France during 1997 

RJ2548B ! 97JH019 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486349, RIP2000-2159 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; Picard, 

J. M.; Farrelly, E. 

1998 Residue levels in peas from trials 

conducted in France during 1996 

RJ2286B ! 96JH106 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486348, RIP2000-2158 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; 

Tambling D. 

1997 Residue levels in Canola and Canola 

process fractions from trials conducted 

in the USA during 1996 

RJ2353B ! 5504-96-PR-01 

Zeneca Agrochemicals 

GLP: Yes Published: No 

BVL-2514489, RIP2001-263 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A. 1998 Residue levels in field peas from a trial 

conducted in the United Kingdom 

during 1996 - Addendum - incl. report 

dated 28.10.1997 

RJ2390B ! 96JH133 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes Published: No 

BVL-2486350, RIP2000-2160 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sapiets, A.; 

Chamier, O. D.; 

Dittrich, R. 

1996 Residue levels in wheat grain and milled 

process fractions from a trial carried out 

in Germany during 1995 

RJ2065B ! 95JH052 

Zeneca Agrochemicals, Jealott's Hill, 

United Kingdom 

GLP: Yes (1) Open (2) Published: Open 

(2) No (1) 

BVL-2483674, BVL-2483676, BVL-

2486385, RIP9600191 

Yes Syngenta 

Agro 

N 

KIIA 6.3 Sapiets, A.; Ryan, J. 1995 Residue levels in winter wheat from a 

trial carried out in Sweden during 1994 

RJ1901B ! 94JH160 

GLP: Open Published: Open 

BVL-2275020, RIP9600122 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Schulze, C. 1987 SAN 619 F 100 SL - Residues in barley, 

Switzerland 

SAN619/6339 ! 8812 ! SAN 04697 ! 

CBK 11784/87 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486300, ASB2010-13353 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon P. 2002 Determination of residues of 

Azoxystrobin and Cyproconazole in 

winter wheat in Germany 

SAN619/7259 ! gwh92401 (amended) 

GLP: Open Published: Open 

BVL-2272467, RIP2004-1894 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2002 Determination of residues of 

Azoxystrobin and Cyproconazole in 

winter wheat in Germany - 2nd 

amendment - incl. 1st amendment dated 

09.09.2002 - incl report dated 

05.04.2002 

SAN619/7260 ! gwh3241 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486271, ASB2013-13461 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2006 Azoxystrobin: Residue study in or on 

barley and processed barley products in 

Germany 2004 (Test product A12705B) 

ICI5504/3546 ! Gba210004 ! A12705B 

Syngenta Crop Protection AG, Basel, 

Switzerland 

ASB2009-10856 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2008 Azoxystrobin - Residue study in or on 

barley and processed barley products in 

Germany 2004 (Test product A12705B) 

- Amendment 1 - incl report dated 

15.12.2006 

ICI5504/3546 ! gba210004 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486288, BVL-2486387, 

ASB2013-13471 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2005 Azoxystrobin and Cyproconazole: 

Residue study in or on oilseed rape in 

Germany 2004 

gra230004 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486326, ASB2012-2592 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2002 Determination of residues of 

Azoxystrobin and Cyproconazole in 

winter wheat in Germany - Amendment 

- incl. report 05.04.2002 

SAN619/7260 ! gwh32401 (amended) 

Syngenta Crop Protection AG 

GLP: Yes Published: No 

BVL-1603936, BVL-1604190, BVL-

1678714, BVL-1697487, BVL-

2272466, RIP2004-1893 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Simon, P. 2006 Azoxystrobin: Residue study in or on 

wheat and processed wheat products in 

Germany 2004 (Test product: A12705B) 

ICI5504/3323 ! Gwh220004 ! A12705B 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486251, ASB2009-10849 

Yes Syngenta 

Agro 

Y 
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KIIA 6.3 Smith, J. A. 1999 Determination of residues of Cyprodinil 

+ Cyproconazole in spring barley 

gr 38598 ! SAN619/6774 

GLP: Open Published: Open 

BVL-2272497, RIP1999-766 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Smith, J. A. 1999 Determination of Residues of 

Cyprodinil + Cyproconazole in Winter 

Rye (Germany) 

gr 39298 ! SAN619/0576 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486265, RIP1999-771 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Smith, J. A. 1999 Determination of Residues of 

Cyprodinil + Cyproconazole in Winter 

Rye (Germany) 

gr 40498 ! SAN619/0571 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486266, RIP1999-772 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Sole, C. 2006 Azoxystrobin (ICI5504) and 

Difenoconazole (CGA169374): Residue 

study on sunflowers in Switzerland 

ICI5504/3280 ! 05-0401 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486342, ASB2013-13466 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Solé, C. 2004 Residue Study with Azoxystrobin 

(ICI5504) in or on Winter Wheat in the 

UK 

ICI5504/2725 ! 03-0402 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486246, ASB2009-10844 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Solé, C. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on Winter Wheat in the 

UK 

ICI5504/2726 ! 03-0401 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486245, ASB2009-10843 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Solé, C. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on wheat in Switzerland 

ICI5504/2448 ! 03-0404 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486248, ASB2009-10846 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Solé, C. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on wheat in France 

(North) 

ICI5504/2449 ! 03-0403 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486247, ASB2009-10845 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Solé, C. 2004 Residue study with Azoxystrobin 

(ICI5504) in or on wheat in Switzerland 

ICI5504/2723 ! 03-0414 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486249, ASB2009-10847 

Yes Syngenta 

Agro 

Y 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

KIIA 6.3 Walser, M. 1997 Magnitude of residues in straw and 

grains of wheat after application of 

Cyprodinil (CGA 219417) and 

Cyproconazole (SAN 619) as 

formulation WG 45.3 (A-9849-A) / 

Northern France 

2210/97 ! SAN619/0213 

Novartis Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486262, RIP1999-758 

Yes Syngenta 

Agro 

Y 

KIIA 6.3 Yozgatli, H.; 

Amann, S. 

2012 Cyproconazole - Residue study on 

sunflower in Northern France and 

Germany in 2011 

A9898A_10049 ! S11-00576 

GLP: Yes Published: No 

BVL-2486346, ASB2013-13477 

Yes Syngenta 

Agro 

Y 

KIIA 6.4 Bocksch, S. 2008 Azoxystrobin (ICI5504) and 

Cyproconazole (SAN619)- Residues in 

honey following exposure of bees to 

treated winter oil-seed rape in Germany 

during 2007 

T011298-06-REG 

GLP: Open Published: Open 

BVL-1843183, ASB2009-9185 

Yes Syngenta 

Agro 

Y 

KIIA 6.4 XXXXX 1995 Residue transfer study with dairy cows 

fed on a diet containing ICIA5504 

RJ1878B ! 94JH200 

GLP: Open Published: Open 

BVL-2328255, RIP9600141 

Yes Syngenta 

Agro 

Y 

KIIA 6.4.1 XXXXX 2006 Cyproconazole: Magnitude of the 

residues in meat and eggs resulting from 

the feeding at three levels to laying hens 

SAN619/8217 ! T021566-04 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2486383, ASB2013-13480 

Yes Syngenta 

Agro 

Y 

KIIA 6.4.2 XXXXX 1994 Cyproconazole - Residues in milk and 

tissues of dairy cows - Volume 1 

SDZ 401/930491 ! 5273 ! BS 4703 

GLP: Open Published: Open 

BVL-2272437, BVL-2272477, 

RIP2005-1001 

Yes Syngenta 

Agro 

Y 

KIIA 6.4.2 XXXXX 1987 Interim report on the SAN 619 F feeding 

study with lactating cows 

SAN619/0534 ! CBK 11768/87 

GLP: Open Published: Open 

BVL-2272476, RIP2004-1905 

Yes Syngenta 

Agro 

Y 

KIIA 6.5.1 Grout, S. J. 2002 14C-Phenylacrylate Azoxystrobin: 

Aqueous Hydrolysis at 90, 100 & 120°C 

RJ3296B ! 02JH006 

Syngenta Crop Protection AG, Basel, 

Switzerland 

GLP: Yes Published: No 

BVL-2326868, RIP2003-450 

Yes SYD Y 

KIIA 6.5.1 Phaff, R. 2000 Hydrolysis of 14C-Triazole labelled 

CGA 221949 under processing 

conditions 

99RP03 ! SAN619/6871 

GLP: Open Published: Open 

BVL-2272478, RIP2000-1936 

Yes Syngenta 

Agro 

Y 

KIIA 6.6 Goldsby, G.; 

Huynh, T.; 

Spurgeon, C. 

1995 ICIA5504(14C-pyrimidinyl): Confined 

rotational crop study 

RR95-034B 

GLP: Open Published: Open 

BVL-2214123, RIP9600143 

Yes Syngenta 

Agro 

Y 



A12910C / Amistar Xtra 280 SC – 008015-00/00 

Part B – Section 4 - Core Assessment  

zRMS version 

 

 
Page 54 / 175

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/1 ! SAN619/7402 ! 202/98 

GLP: Open Published: Open 

BVL-2272483, RIP2005-1040 

Yes Syngenta 

Agro 

N 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/10 ! 207/98 ! SAN619/7413 

GLP: Open Published: Open 

BVL-2272488, RIP2005-1045 

Yes Syngenta 

Agro 

N 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/2 ! 203/98 ! SAN619/7415 

GLP: Open Published: Open 

BVL-2272484, RIP2005-1041 

Yes Syngenta 

Agro 

N 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/3 ! 204/98 ! SAN619/7414 

GLP: Open Published: Open 

BVL-2272485, RIP2005-1042 

Yes Syngenta 

Agro 

N 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/5 ! 205/98 ! SAN619/7401 

GLP: Open Published: Open 

BVL-2272486, RIP2005-1043 

Yes Syngenta 

Agro 

N 

KIIA 6.6.1 Gasser, A. 2003 Investigation of the dissipation and long 

term behavior of Cyproconazole in field 

soil and potential carry over effects of 

soil residues on treated and follow up 

crops 

11355/9 ! 206/98 ! SAN619/7387 

GLP: Open Published: Open 

BVL-2272487, RIP2005-1044 

Yes Syngenta 

Agro 

N 

KIIA 6.6.2 Miller, M. M.; 

Wilson, W. 

1995 Confined rotational crop study 

RR95-017B 

GLP: Open Published: Open 

BVL-2214124, RIP9600144 

Yes Syngenta 

Agro 

Y 

KIIA 6.6.2 Skinner, W. S.; 

Collier, K. C.; 

Quistad, G. B. 

1987 Confined accumulation of [14C]SAN 

619F in rotational crops 

SAN619/6030 ! PA-B86-06 ! CBK 

102.512! 

GLP: Open Published: Open 

BVL-2272479, RIP2004-1907 

Yes Syngenta 

Agro 

Y 

KIIA 6.6.2 Tambling, D. R.; 

Labatore, D. N.; 

Walker, F. H. 

1995 Confined rotational crop study 

RR 95-011B 

GLP: Open Published: Open 

BVL-2214122, RIP9600142 

Yes Syngenta 

Agro 

Y 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

KIIA 6.6.3 Hertl, P. 1989 Cyproconazole (SAN 619 F) - Overview 

- Residues in rotational crops following 

application of SAN 619 100 SL in 

Switzerland and Germany 

CBK 12868/89 ! BS 755 ! 

SAN619/0294 

GLP: Open Published: Open 

BVL-2272482, RIP2005-1019 

Yes Syngenta 

Agro 

Y 

KIIA 6.6.3 Hertl, P.; Vogler, F. 1993 Determination of residues of 

Cyproconazole in rotational root crops 

(potato, sugar beet, carrot) grown in soil 

previously treated with ALTO 100 SL 

under field conditions in Switzerland 

1989/1990 (rotational crop uptake 

study) 

BS 3275 ! SAN619/5354 

GLP: Open Published: Open 

BVL-2272480, RIP2005-1017 

Yes Syngenta 

Agro 

Y 

KIIA 6.6.3 Karrapally, J.; Hertl, 

P. 

1989 Cyproconazole (SAN 619 F) - Overview 

- Residues in rotational crops following 

application of SAN 619 F 100 SL in the 

UK 1986. 

CBK 12910/89 ! BS 754 ! 

SAN619/5808 

GLP: Open Published: Open 

BVL-2272481, RIP2005-1018 

Yes Syngenta 

Agro 

Y 

LIIA Sec 4 Anon. 2007 Cyproconazol: Reference list LII - 

Residues in or on treated products, food 

and feed - Tier 1, IIA-6 

LII / Sec. 4 

GLP: No Published: No 

BVL-2487590, ASB2013-13434 

Open Syngenta 

Agro 

Y 

LIIA Sec 4 Anon. 2013 Azoxystrobin: Reference list LII - 

Residues in or on treated products, food 

and feed - Tier 1, IIA-6 

LII / Sec. 4 

GLP: No Published: No 

BVL-2487580, ASB2013-13435 

Open Syngenta 

Agro 

Y 

MIIIA1 Sec 4 Applicant 2013 Azoxystrobin + Cyproconazol / 

A12910C: -Residues in or on treated 

products, food and feed - Tier 2, IIIA-8 - 

Draft Registration Report - Part B - 

National assessment - UK 

A12910C_10752 ! MIII / Sec. 4 

Syngenta European Product 

Registration, Basel, Switzerland 

GLP: No Published: No 

BVL-2487296, BVL-2487297, 

ASB2013-13441 

No Syngenta 

Agro 

Y 

MIIIA1 Sec 4 Applicant 2013 Azoxystrobin + Cyproconazol / 

A12910C: Residues in or on treated 

products, food and feed - Tier 2, IIIA-8 - 

Draft Registration Report - Part B - Core 

assessment 

A12910C_10753 ! MIII / Sec. 4 

Syngenta European Product 

Registration, Basel, Switzerland 

GLP: No Published: No 

BVL-2487292, BVL-2487293, 

ASB2013-13440 

No Syngenta 

Agro 

Y 
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Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Data 

protection 

claimed 

Owner How 

considered in 

dRR * 

MIIIA1 Sec 4 Applicant 2013 Azoxystrobin + Cyproconazol / 

A12910C: -Residues in or on treated 

products, food and feed - Tier 2, IIIA-8 - 

Draft Registration Report - Part B - 

National addendum - Netherlands 

A12910C_10760 ! MIII / Sec. 4 

Syngenta European Product 

Registration, Basel, Switzerland 

GLP: No Published: No 

BVL-2487294, BVL-2487295, 

ASB2013-13442 

No Syngenta 

Agro 

Y 

Y = yes; N =No; Add = additional 

 

 

Appendix 2   Detailed evaluation of the additional studies relied upon 

A 2.1 Storage stability 

No further study on storage stability submitted/needed. 

 

A 2.2 Residues in primary crops 

A 2.2.1 Nature of residues 

Reference: OECD KII 6.2.1 

Report 14C-Cyproconazole - Nature of the residue in canola, Wang, L., 2013, 

A9898A_50015 ! 02882, ASB2013-13447 

Guideline(s): Yes (OECD Guideline for the Testing of Chemicals, 501 Metabolism in 

Crops, January 2007, EPA Residue Chemistry Test Guidelines, OPPTS 

860.1300, Nature of the Residue in Plants, Livestock (August 1996), 

Residues in or on Treated Products, Food and Feed; Official Journal of the 

European Communities; Commission Directive 96/68/EC; October 1996, 

EU Commission Working Document 7028/VI/95 rev.3:Appendix A – 

Metabolism and Distribution in Plants, July 97, Japanese MAFF. Guidelines 

on the Application for Agricultural Chemicals Registration Nohsan No 

8147, 24 November 2000.) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

Oilseed rape plants were maintained in a greenhouse under controlled conditions. Plants were treated 

twice with [triazinyl-U-14C]-cyproconazole formulated as an emulsifiable concentrate (design code 

A9898A), at a rate of approximately 80 g/ha active ingredient per application resulting in a total seasonal 

rate of approximately 160 g/ha. The first application was at approximately at BBCH 65 and the second 

was at BBCH 78. Plants were cut 30 days after the last treatment at BBCH 89 and separated into seeds 

and foliage after drying for 17 days in the greenhouse. Total radioactive residues (TRR) were determined 

by combustion and liquid scintillation counting (LSC). The rape seeds were homogenised and extracted 

with hexane, methanol, and methanol/water (4:1, v/v). The hexane extracts were evaporated and 

partitioned with acetonitrile. The methanol and methanol/water extracts were combined and concentrated. 
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The resulting aceonitrile and methanol/water extracts were subjected to high performance liquid 

chromatography (HPLC) analysis for metabolite profiling using HPLC coupled with fraction collector, 

where cyproconazole and 14C-related metabolites were detected by solid scintillation counting. Metabolite 

characterization/identification was accomplished by LC-MS/MS, in parallel with radioactivity monitoring 

(RAM) and direct comparison with known standards. 

Results and discussions 

The total radioactive residues in rape seeds amounted to 0.661 mg/kg. A total of 93.1% of the TRR was 

extractable, of which 8.1% (0.053 mg/kg) was present in the hexane extracts and 85.0% of the TRR 

(0.562 mg/kg) in the methanol/water extracts. Only 6.9% of the TRR (0.046 mg/kg) was unextractable. 

Table A 2: Total Radioactive Residues (TRRs) in rape seeds 

Matrix Extractable Radioactivity Non-extractable 

radioactivity 

TRR 

Hexane Methanol/water 

%TRR mg/kg %TRR mg/kg %TRR mg/kg mg/kg 

Rape seeds 8.1 0.053 85.0 0.562 6.9 0.046 0.661 

Table A 3: Summary of characterization and identification of radioactive residues in 

plant matrices following application of radiolabelled cyproconazole  

Compound Rape seed TRR = 

0.661 ppm 

% TRR ppm 

Cyproconazole Isomer 1  28.6  0.189  

Cyproconazole Isomer 2  23.2  0.153  

CGA-131013  25.4  0.168  

NOA-408616  3.2  0.021  

NOA-421153  1.3  0.009  

NOA-405872  0.3  0.002  

CGA-123420  0.2  0.001  

NOA-410714  0.2  0.001  

NOA-421154  <0.1  <0.001  

Total identified 82.5 0.545 

Unknown 1  1.5  0.010  

Remainder 9.8 0.065 

Total characterized 93.8 0.62 

Unextractable (PES)1 6.9 0.046 

Total 100.7 0.666 

1 Residues remaining after exhaustive extractions. 
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Table A 4: Identification of compounds from metabolism study 

Common name/code 

ID No. 

Chemical name Chemical structure 

Cyproconazole 2-(4-chlorophenyl)-3-cyclopropyl-

1-(1H-1,2,4-triazol-1-yl)butan-2-ol 

 

Triazolylalanine 

CGA-131013 

2-amino-3-[1,2,4] triazol-1-yl-

propionic acid 

 

NOA-408616  1-(4-chlorophenyl)-2-[1,2,4]triazol-

1-yl-ethanol 

 

NOA-421153  2-(4-chlorophenyl)-3-cyclopropyl-

1-(1H-1,2,4-triazol-1-yl)-2,3-

butanediol 

 

NOA-405872  5-(4-chlorophenyl)-3,5-dihydroxy-

4-methyl-6-[1,2,4]triazol-1-yl-

hexanoic acid 

 

CGA-123420  1-(4-chlorophenyl)-2-(lH-1,2,4-

triazol-1-yl)-ethanone 

 

NOA-410714  2-chloro-5-(2-cyclopropyl-1-

hydroxy-1-[1,2,4]triazol-1-

ylmethylpropyl)-phenol 

 

NOA-421154  3-(4-chlorophenyl)-2-cyclopropyl-

4-(1H-1,2,4-triazol-1-yl)-1,3-

butanediol 
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Figure A 1: Proposed metabolic profile of cyproconazole in rape seed 

 

Conclusion 

Cyproconazole was the major radioactive component in rape seeds accounting for 51.8% of the TRR, 

while the major metabolite, triazolylalanine (CGA-131013), accounted for 25.4% of the TRR. Residues 

were sufficiently characterized and the metabolic profile displayed. 
 

Comments of zRMS: Acceptable. 

 



 

 Page 60 / 175

A 2.2.2 Magnitude of azoxystrobin residues in cereals 

Reference: OECD KII 6.3 

Report RIP9600122, ASB2009-10843, ASB2009-10844, ASB2009-10845, ASB2009-10846, ASB2009-10847, 

ASB2009-10848, ASB2009-10849, RIP2004-1893, RIP2004-1892, RIP2004-1891, RIP2004-1894, RIP2005-

1009, RIP2005-1010 

processing: RIP9801003, ASB2009-10858 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997, OECD ENV/JM/MONO(99)22) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 5: Residues of azoxystrobin in wheat 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF9247 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ1901B, 
study 94JH160, 
trial SE10-94-
P020 
 
Sweden (SE) 
26039 
Hasslarp 
 
1995-07-31 

Kosack 1) 1993-09-12 
(sowing) 

2)  
3) 1994-08-12 

0.25 
0.25 

200 
200 

0.13 
0.13 

1994-05-284) 
1994-07-014) 

BBCH 65 grain 0.090 0.010 42 4) spraying 
analytical method: SOP RAM 

243/03 (GC-NPD), 
LOQ(s):  

8.1: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in 
month(s):  9 

 
RIP9600122 

    
straw 5.2 0.45 42 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report 2297B, 
study 96JH104/ 
AGR/VA-96/ZEN 
07 (processing 
study), trial RS-
9606-G1, plot 4 
processing trial 
 
Germany (DE) 
84097 
Herrngiersdorf 
 
1997-06-18 

Monopol 1) 1995-10-20 
(sowing) 

2)  
3) 1996-08-21 

0.50 
0.50 
0.50 

250 
250 
250 

0.20 
0.20 
0.20 

1996-05-244) 
1996-06-144) 
1996-07-044) 

BBCH  
71-75 

grain 0.080 0.010 48 4) spraying 
analytical method: SOP RAM 

243/03 and SOP RAM 
243/04 (GC-NPD), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  2 

 
RIP9801003 
 
Overdosed, not considered 

    
grain, RAC, 
uncleaned 

0.010 <0.010 48 

    
grain, 
cleaned 

0.010 <0.010 48 

    
shorts 0.010 <0.010 48 
    
bran 0.030 <0.010 48 
    
flour, type 
550 

<0.010 <0.010 48 

    
flour grain 
size <140 
microns 
(patent flour) 

0.020 <0.010 48 

    
whole-meal 
flour 

0.020 0.010 48 

    
low grade 
flour 
(toppings), 
flour grain 
size >140 
microns 

0.020 <0.010 48 

    
bread 0.010 <0.010 48 
    
whole-meal 
bread 

<0.010 <0.010 48 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A-12705 B (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 03-0401 
Decline trial 
 
United Kingdom  
CB8 8PM 
Wickhambrook, 
Suffolk 
 
2004-11-10 

Tanker 1) 2002-10-04 
(sowing) 

2)  
3) 2003-08 

0.25 
0.25 

200 
200 

0.13 
0.13 

2003-05-214) 
2003-06-174) 

BBCH  
67-69 

whole plant 0.30 
3.2 

0.61 
0.32 
0.29 

0.010 
0.020 
0.030 
0.020 
0.020 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  11 

 
ASB2009-10843 

    
rest of plant 0.65 0.050 35 
    
ears of grain 0.040 <0.010 35 
    
grain <0.010 <0.010 53 
    
straw 0.030 <0.010 53 

             
study 03-0402 
Decline trial 
 
United Kingdom  
RG42 6EY 
Jealott's Hill, 
Bracknell, 
Berkshire 
 
2004-11-10 

Hereward 1) 2002-10-10 
(sowing) 

2)  
3) 2003-08 

0.25 
0.25 

200 
200 

0.13 
0.13 

2003-05-154) 
2003-06-094) 

BBCH 69 whole plant 0.28 
3.8 
2.9 

0.89 
0.80 

0.010 
0.020 
0.12 
0.040 
0.050 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  11 

 
ASB2009-10844 

    
grain 0.23 

0.020 
0.030 
<0.010 

35 
58 

    
straw 1.5 

1.6 
0.12 
0.12 

35 
58 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 03-0403 
Decline trial 
 
France (FR) 
45130 
Le Bardon 
 
2004-07-07 

Apache 1) 2002-10-20 
(sowing) 

2)  
3) 2003-07-10 

0.25 
0.25 

300 
300 

0.083 
0.083 

2003-05-134) 
2003-05-234) 

BBCH  
65-69 

whole plant 0.32 
5.0 
1.6 

0.45 
0.35 

0.010 
0.020 
0.070 
0.030 
0.030 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10845 

    
grain <0.010 

<0.010 
<0.010 
<0.010 

35 
48 

    
straw 0.58 

0.75 
0.050 
0.060 

35 
48 

             
study 03-0404 
Decline trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2004-07-07 

Levis 1) 2002-10-28 
(sowing) 

2)  
3) 2003-07-16 

0.27 
0.27 

320 
250 

0.084 
0.11 

2003-05-064) 
2003-06-114) 

BBCH 69 whole plant 0.20 
6.5 
1.1 

0.51 
0.44 

<0.010 
0.030 
0.040 
0.030 
0.040 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  11 

 
ASB2009-10846 

    
grain <0.010 <0.010 35 
    
straw 0.58 0.040 35 

             
study 03-0414 
Decline trial 
 
Switzerland (CH) 
1860 
Aigle (VD) 
 
2004-11-05 

Arina 1) 2002-10-28 
(sowing) 

2)  
3) 2003-07-14 

0.27 
0.25 

320 
310 

0.084 
0.081 

2003-05-064) 
2003-06-164) 

BBCH 69 whole plant 0.18 
3.2 
1.1 

0.87 
1.6 

0.010 
0.010 
0.080 
0.060 
0.13 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (whole 
plant, grain, straw),  
8.2: 0.01 mg/kg (whole 
plant, grain, straw),  

max. sample storage time in 
month(s):  11 

 
ASB2009-10847 

    
grain 0.010 <0.010 28 
    
straw 2.0 0.15 28 
control > LOQ (0.02 mg/kg) 
straw 0.020  28 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0308, 
trial AF/8044/SY/1 
Harvest trial 
 
United Kingdom  
DE65 5GQ 
Melbourne, 
Derbyshire 
 
2005-08-19 

Deben 1) 2003-10-10 
(sowing) 

2)  
3) 2004-08-16 

0.25 
0.25 

210 
200 

0.12 
0.12 

2004-05-224) 
2004-06-164) 

BBCH 69 whole plant 0.40 0.020 35 4) spraying 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (whole 
plant, grain, straw),  
8.2: 0.01 mg/kg (whole 
plant, grain, straw),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10848 

    
grain 0.040 

<0.010 
<0.010 
<0.010 

35 
61 

    
straw 1.6 0.070 61 

             
study 04-0308, 
trial AF/8044/SY/2 
Harvest trial 
 
United Kingdom 
TF6 6LN 
Shropshire 
 
2005-08-19 

Hereward 1) 2003-10-02 
(sowing) 

2)  
3) 2004-08-06 

0.25 
0.25 

200 
200 

0.12 
0.13 

2004-05-224) 
2004-06-174) 

BBCH 69 whole plant 0.51 0.040 35 4) spraying 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (whole 
plant, grain, straw),  
8.2: 0.01 mg/kg (whole 
plant, grain, straw),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10848 

    
grain 0.070 

<0.010 
<0.010 
<0.010 

35 
50 

    
straw 1.5 0.10 50 

             
study gwh220004, 
trial DE-FR-04-
4333, plot 2 
Harvest trial 
 
Germany (DE) 
04749 
Ostrau-Sömnitz 
 
2006-06-27 

Tommi 1) 2003-09-26 
(sowing) 

2) 2004-06-10 
  -  2004-06-17 
3) 2004-08-06 

0.25 
0.25 

300 
300 

0.083 
0.083 

2004-05-254) 
2004-06-174) 

BBCH 69 rest of plant 0.24 <0.010 35 4) spraying 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (rest of 
plant, grain, straw),  
8.2: 0.01 mg/kg (rest of 
plant, grain, straw),  

max. sample storage time in 
month(s):  17 

 
ASB2009-10849 

    
grain <0.010 

<0.010 
<0.010 
<0.010 

35 
50 

    
straw 0.34 0.010 50 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gwh220004, 
trial DE-FR-04-
4333, plot 3 
Processing trial 
 
Germany (DE) 
04749 
Ostrau-Sömnitz 
 
2006-06-27 

Tommi 1) 2003-09-26 
(sowing) 

2) 2004-06-10 
  -  2004-06-17 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-05-254) 
2004-06-174) 

BBCH 69 grain <0.010 <0.010 50 4) spraying 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  16 

value of RAC-sample < LOQ, 
therefore the processing 
samples were not analysed 
 
ASB2009-10849 
 
Overdosed, not considered 

    
grain, RAC <0.010 <0.010 50 
    
grain, 
cleaned 

<0.010 <0.010 50 

             
study gwh220004, 
trial DE-FR-04-
4934 
Harvest trial 
 
Germany (DE) 
19089 
Wessin 
 
2006-06-27 

Hybnos 1) 2003-09-20 
(sowing) 

2) 2004-06-08 
  -  2004-06-20 
3) 2004-08-10 

0.25 
0.25 

300 
300 

0.083 
0.083 

2004-05-144) 
2004-06-184) 

BBCH  
69-73 

rest of plant 0.48 0.030 35 4) spraying 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (rest of 
plant, grain, straw),  
8.2: 0.01 mg/kg (rest of 
plant, grain, straw),  

max. sample storage time in 
month(s):  17 

 
ASB2009-10849 

    
grain 0.090 

<0.010 
<0.010 
<0.010 

35 
53 

    
straw 0.82 0.060 53 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(balance A flour 
type 550) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain 0.040 <0.010 28 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
defrosting 

0.040 <0.010 28 

    
grain after 
separation 

0.040 <0.010 28 

    
grain, 
cleaned 

0.030 <0.010 28 

    
total bran 0.070 <0.010 28 
    
coarse bran 0.13 <0.010 28 
    
flour, type 
550 

0.010 <0.010 28 

    
straight flour 0.010 <0.010 28 
    
middlings 0.050 <0.010 28 
    
low grade 
flour 
(toppings), 
flour grain 
size >140 
microns 

0.060 <0.010 28 

    
offal 0.50 0.020 28 

             
report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(balance B whole 
meal flour and 
bread) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain, RAC 0.040 <0.010 28 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
separation 

0.040 <0.010 28 

    
grain, 
cleaned 

0.030 <0.010 28 

    
total bran 0.070 <0.010 28 
    
straight flour 0.010 <0.010 28 
    
whole-meal 
flour 

0.030 <0.010 28 

    
dough 0.020 <0.010 28 
    
whole-meal 
bread 

0.010 <0.010 28 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(balance C wheat 
germs) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain, RAC 0.040 <0.010 28 4) spraying 
 
analytical method:  
RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
separation 

0.040 <0.010 28 

    
grain, 
cleaned 

0.030 <0.010 28 

    
germs 0.010 <0.010 28 

             
report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(follow-up A flour 
type 550) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain, RAC 0.040 <0.010 28 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
separation 

0.040 <0.010 28 

    
grain, 
cleaned 

0.040 <0.010 28 

    
total bran 0.080 <0.010 28 
    
flour, type 
550 

0.020 <0.010 28 

             
report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(follow-up B whole 
meal flour and 
bread) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain, RAC 0.040 <0.010 28 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
separation 

0.030 <0.010 28 

    
grain, 
cleaned 

0.030 <0.010 28 

    
whole-meal 
flour 

0.030 <0.010 28 

    
whole-meal 
bread 

0.020 <0.010 28 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report T000676-
06-REG, study 
T000676-06, trial 
CH-FR-06-0117 
(follow-up C wheat 
germs) 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2008-01-18 

Levis 1) 2005-10-12 
(sowing) 

2)  
3) 2006-07-18 

0.75 
0.75 

300 
300 

0.25 
0.25 

2006-05-274) 
2006-06-204) 

BBCH 77 grain, RAC 0.040 <0.010 28 4) spraying 
 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  15 

 
ASB2009-10858 
 
Overdosed, not considered 

    
grain after 
separation 

0.050 <0.010 28 

    
grain, 
cleaned 

0.030 <0.010 28 

    
germs 0.010 <0.010 28 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2005-04-19 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF 11904 (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

SAM 7184,  
2077/01 
 
Switzerland (CH) 
1880 
Bex/VD 
 
2002-04-25 

Albis 1) 2000-10-24 
(sowing) 

2)  
3) 2001-07-24 

0.20 
0.20 

400 
400 

0.050 
0.050 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

35 
35 
47 
47 

4) spraying 
analytical method:  

RAM 305/02  
 (HPLC-MS-MS) 
LOQ(s):  

8.1: 0.01 mg/kg (grain), 
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

replicate field samples 
 
RIP2005-1009 

    
straw 0.25 

0.25 
0.23 
0.18 

<0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2005-04-19 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC  Other a.i. in formulation    
Commercial product   (name) : YF 11904 (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

SAM 7183,  
2078/01 
 
Switzerland (CH) 
1896 
Vouvry/VS 
 
2002-04-25 

Galaxy 1) 2000-10-22 
(sowing) 

2)  
3) 2001-07-24 

0.20 
0.20 

400 
400 

0.050 
0.050 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

35 
35 
47 
47 

4) spraying 
analytical method: RAM 305/02 (HPLC-

MS/MS)  
LOQ(s):  

8.1: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in month(s):  
8 

replicate field samples 
 
RIP2005-1010 

    
straw 0.48 

0.34 
0.16 
0.25 

<0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF11903 (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 2075/01 
 
Switzerland (CH) 
1880 
Beix/VD 
 
2002-04-25 

Albis 1) 2000-10-24 
(sowing) 

2)  
3) 2001-07-24 

0.20 
0.20 

400 
400 

0.050 
0.050 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

35 
35 
47 
47 

4) spraying 
analytical method:  

RAM 305/02 (HPLC-MS/MS)  
LOQ(s):  

8.1: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in 
month(s):  9 

replicate field samples 
 
RIP2004-1891 
RIP2005-1011 (history) 

    
straw 0.34 

0.47 
0.18 
0.23 

0.025 
0.020 
<0.020 
<0.020 

35 
35 
47 
47 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Priori Xtra (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

SAM 7185,  
2076/01 
 
Switzerland (CH) 
1896 
Vouvry/VS 
 
2002-04-25 

Galaxy 1) 2000-10-22 
(sowing) 

2)  
3) 2001-07-24 

0.20 
0.20 

400 
400 

0.050 
0.050 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

35 
35 
47 
47 

4) spraying 
analytical method: RAM 305/02 

(HPLC-MS/MS) 
LOQ(s):  

8.1: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

replicate field samples 
 
RIP2004-1892 
RIP2006-1965 (history) 

    
straw 0.57 

0.34 
0.25 
0.17 

<0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 

             
SAM 7259,  gwh 
92401 
 
Germany (DE) 
19347 
Groß-Niendorf 
 
2002-09-09 

Kornett 1) 2000-10-05 
(sowing) 

2) 2001-06-25 
  -  2001-07-05 
3) 2001-08-16 

0.20 
0.20 

300 
300 

0.067 
0.067 

2001-04-274) 
2001-07-054) 

BBCH  
69-73 

grain 0.020 
0.010 

<0.010 
<0.010 

42 
42 

4) spraying 
analytical method: RAM 305/02  

(HPLC-MS-MS)  
LOQ(s):  

8.1: 0.01 mg/kg (grain),  
0.01 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.01 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

replicate field samples 
 
RIP2004-1894 

    
straw 1.0 

1.4 
0.11 
0.14 

42 
42 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Priori Xtra (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

SAM 7260,  gwh 
32401 
 
Germany (DE) 
06922 Axien 
 
2002-09-09 

Aristos 1) 2000-10-22 
(sowing) 

2) 2001-06-12 
  -  2001-06-20 
3) 2001-08-09 

0.20 
0.20 

300 
300 

0.067 
0.067 

2001-05-084) 
2001-06-204) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

35 
35 
50 
50 

4) spraying 
analytical method:  

HPLC-MS-MS method 
RAM 305/02  

LOQ(s):  
8.1: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  
8.2: 0.01 mg/kg (grain),  
0.02 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

replicate field samples 
 
RIP2004-1893 
ASB2013-13461 
(amendment) 

    
straw 0.18 

0.21 
0.35 
0.37 

0.020 
0.020 
0.020 
0.020 

35 
35 
50 
50 

             
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials were considered acceptable, some trials were not considered due to overdosing. 
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Reference: OECD KII 6.3 

Report ASB2009-10832, ASB2013-13471, ASB2009-10831, ASB2009-10833, ASB2009-10834, ASB2009-10835, 

ASB2013-13470   

Processing: RIP9801004, ASB2009-10859, ASB2013-13471 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997, OECD ENV/JM/MONO(99)22) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 6: Residues of azoxystrobin in barley 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Spring Barley  
 Crop Code : HORVS  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF9247 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report 2382B, 
study 96JH105/ 96 
10 47 031 
(processing 
study), trial RS-
9622-G1, plot 4 
Processing trial 
 
Germany (DE) 
85405 
Nandlstadt-
Wadensdorf 
 
1997-09-02 

Scarlett 1) 1996-04-11 
(sowing) 

2)  
3) 1996-08-10 

0.50 
0.50 
0.50 

250 
250 
250 

0.20 
0.20 
0.20 

1996-06-104) 
1996-06-154) 
1996-06-284) 

BBCH 73 grain, RAC 0.020 <0.010 43 4) spraying 
 
analytical method: SOP RAM 

243/03 and SOP RAM 
243/04 (GC-NPD), 

LOQ(s): 8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  2 

 
RIP9801004 
 
Overdosed, not considered 

    
spent grain 0.030 <0.010 43 
    
spent yeast 0.010 <0.010 43 
    
wort <0.010 <0.010 43 
    
beer <0.010 <0.010 43 
    
beer, young <0.010 <0.010 43 
    
trub (flocs) <0.010 <0.010 43 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2452B, 
study 96JH165, 
trial GB51-96-
S261, plot 2 
Processing trial 
 
United Kingdom 
(UK) 
TL787 658 
Bury St. Edmunds, 
Suffolk 
 
1998-03-13 

Chariot 1) 1996-01-19 
(sowing) 

2)  
3) 1996-08-06 

0.25 
0.25 
0.25 

200 
200 
200 

0.13 
0.13 
0.13 

1996-05-284) 
1996-06-034) 
1996-06-174) 

BBCH 70 grain, RAC 0.17 0.030 50 4) spraying 
 
analytical method: SOP RAM 

243/04 (GC-PND), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  9 

 
ASB2009-10859 
 
overdosed trial, not 
considered 

    
grain, sieved 0.15 0.010 50 
    
malt 0.020 <0.010 50 
    
roots 
(malting) 

0.070 0.050 50 

             
report RJ2452B, 
study 96JH165, 
trial GB51-96-
S261, plot 3 
Processing trial 
 
United Kingdom 
(UK) 
TL787 658 
Bury St. Edmunds, 
Suffolk 
 
1998-03-13 

Chariot 1) 1996-01-19 
(sowing) 

2)  
3) 1996-08-06 

0.25 
0.25 
0.50 

200 
200 
200 

0.13 
0.13 
0.25 

1996-05-284) 
1996-06-034) 
1996-06-174) 

BBCH 70 grain, RAC 0.40 0.050 50 4) spraying 
 
analytical method: SOP RAM 

243/04 (GC-PND), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  9 

 
ASB2009-10859 
 
overdosed trial, not 
considered 

    
grain, sieved 0.42 0.030 50 
    
malt 0.040 <0.010 50 
    
roots 
(malting) 

0.18 0.050 50 

    
spent grain 0.040 

0.060 
0.060 

<0.010 
<0.010 
<0.010 

50 
50 
50 

    
spent yeast 0.090 

0.11 
0.070 

<0.010 
<0.010 
<0.010 

50 
50 
50 

    
beer 0.010 

<0.010 
0.010 

<0.010 
<0.010 
<0.010 

50 
50 
50 

             
report RJ2452B, 
study 96JH165, 
trial GB51-96-
S261, plot 4 
Processing trial 
 
United Kingdom 
(UK) 
TL787 658 
Bury St. Edmunds, 
Suffolk 
 
1998-03-13 

Chariot 1) 1996-01-19 
(sowing) 

2)  
3) 1996-08-06 

0.25 
0.25 
0.50 

200 
200 
200 

0.13 
0.13 
0.25 

1996-05-284) 
1996-06-034) 
1996-06-094) 

BBCH  
55-61 

grain, RAC 0.46 0.060 58 4) spraying 
 
analytical method: SOP RAM 

243/04 (GC-PND), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  9 

 
ASB2009-10859 
overdosed trial, not 
considered 

    
grain, sieved 0.28 0.020 58 
    
malt 0.030 <0.010 58 
    
roots 
(malting) 

0.13 0.080 58 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Spring Barley  
 Crop Code : HORVS  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A-12705 B (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 03-0407 
Decline trial 
 
Netherlands (NL) 
6662 
Elst (PK) 
 
2004-07-21 

Barke 1) 2003-03-19 
(sowing) 

2)  
3) 2003-07-18 

0.25 
0.25 

300 
300 

0.084 
0.083 

2003-05-084) 
2003-06-104) 

BBCH 59 whole plant 0.020 
3.8 
1.6 
1.1 

0.39 

<0.010 
0.010 
0.050 
0.040 
0.020 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method: SOP RAM 

305/02 (HPLC-MS/MS), 
LOQ(s): 8.1: 0.01 mg/kg 

(whole plant, grain, 
straw),  
8.2: 0.01 mg/kg (whole 
plant, grain, straw),  

max. sample storage time in 
month(s):  11 

 
ASB2009-10832 

    
grain 0.080 <0.010 37 
    
straw 1.5 0.080 37 

             
study gba210004, 
trial DE-FR-04-
4331, plot 2 
Harvest trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.082 
0.082 

 
(these 
application 
rates were 
only one 
third of the 
planned 
target 
rates) 

300 
300 

0.027 
0.027 

2004-06-084) 
2004-06-224) 

BBCH 59 rest of plant 0.11 <0.010 36 4) spraying 
analytical method: SOP RAM 

305/02 and RAM 305/03 
(HPLC-MS/MS), 

LOQ(s): 8.1: 0.01 mg/kg (rest 
of plant, grain, straw),  
8.2: 0.01 mg/kg (rest of 
plant, grain, straw),  

max. sample storage time in 
month(s):  17 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
underdosed trial, not 
considered 

    
grain <0.010 

<0.010 
<0.010 
<0.010 

36 
45 

    
straw 0.18 0.010 45 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gba210004, 
trial DE-FR-04-
4331 (balance 
beer), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain 0.050 <0.010 45 4) spraying 
 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481(history) 
 
overdosed trial, not 
considered 

    
grain, RAC 0.050 <0.010 45 
    
grain, 
cleaned 

0.040 <0.010 45 

    
grain, sieved 0.030 <0.010 45 
    
grain before 
malting 

0.030 <0.010 45 

    
malt, dried <0.010 <0.010 45 
    
malt germs 0.020 <0.010 45 
    
malt before 
brewing 

0.010 <0.010 45 

    
spent grain 0.010 <0.010 45 
    
spent yeast <0.010 <0.010 45 
    
wort, before 
cooking 

<0.010 <0.010 45 

    
wort, cooked <0.010 <0.010 45 
    
beer <0.010 <0.010 45 
    
beer, young <0.010 <0.010 45 
    
trub (flocs) 0.030 <0.010 45 
    
offal 0.96 0.050 45 

             
study gba210004, 
trial DE-FR-04-
4331 (balance pot 
barley), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain, RAC 0.040 <0.010 45 4) spraying 
 
analytical method: SOP RAM 

305/02 and RAM 305/03 
(HPLC-MS/MS), 

LOQ(s): 8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
overdosed trial, not 
considered 

    
pearl barley <0.010 <0.010 45 
    
abrasion 
(dust) 

0.12 <0.010 45 

             



 

 Page 78 / 175

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gba210004, 
trial DE-FR-04-
4331 (follow-up 
beer), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain, RAC 0.050 <0.010 45 4) spraying 
 
analytical method: SOP RAM 

305/02 and RAM 305/03 
(HPLC-MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
overdosed trial, not 
considered 

    
malt, dried <0.010 <0.010 45 
    
malt before 
brewing 

<0.010 <0.010 45 

    
beer <0.010 <0.010 45 

             
study gba210004, 
trial DE-FR-04-
4331 (follow-up 1 
pot barley), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain, RAC 0.040 <0.010 45 4) spraying 
 
analytical method: SOP RAM 

305/02 and RAM 305/03 
(HPLC-MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
overdosed trial, not 
considered 

    
pearl barley <0.010 <0.010 45 
    
abrasion 
(dust) 

0.14 <0.010 45 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gba210004, 
trial DE-FR-04-
4331 (follow-up 2 
pot barley), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain, RAC 0.040 <0.010 45 4) spraying 
 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
overdosed trial, not 
considered 

    
pearl barley <0.010 <0.010 45 
    
abrasion 
(dust) 

0.14 <0.010 45 

             
study gba210004, 
trial DE-FR-04-
4331 (follow-up 3 
pot barley), plot 3 
Processing trial 
 
Germany (DE) 
04720 
Lüttewitz 
 
2008-07-11 

Barke 1) 2004-03-29 
(sowing) 

2) 2004-06-23 
  -  2004-06-27 
3) 2004-08-06 

0.50 
0.50 

300 
300 

0.17 
0.17 

2004-06-084) 
2004-06-224) 

BBCH 59 grain, RAC 0.040 <0.010 45 4) spraying 
 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  19 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 
 
overdosed trial, not 
considered 

    
pearl barley <0.010 <0.010 45 
    
abrasion 
(dust) 

0.12 <0.010 45 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gba210004, 
trial DE-FR-04-
4932 
Harvest trial 
 
Germany (DE) 
19089 
Wessin 
 
2008-07-11 

Henni 1) 2004-03-24 
(sowing) 

2) 2004-06-24 
  -  2004-06-20 
3) 2004-08-12 

0.25 
0.25 

300 
300 

0.083 
0.083 

2004-06-104) 
2004-06-224) 

BBCH  
53-59 

rest of plant 0.12 <0.010 41 4) spraying 
 
analytical method:  

SOP RAM 305/02 and 
RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (rest of 
plant, grain, straw),  
8.2: 0.01 mg/kg (rest of 
plant, grain, straw),  

max. sample storage time in 
month(s):  16 

 
ASB2013-13471 
ASB2009-10856 
(incomplete report) 
ASB2013-13481 (history) 

    
grain <0.010 

<0.010 
<0.010 
<0.010 

41 
51 

    
straw 0.11 0.010 51 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Barley  
 Crop Code : HORVW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A-12705 B (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 03-0406 
Decline trial 
 
United Kingdom 
(UK) 
RG42 6EY 
Jealott's Hill, 
Bracknell, 
Berkshire 
 
2004-07-21 

Halcyon 1) 2002-10-09 
(sowing) 

2) 2003-05-22 
3) 2003-07-14 

0.25 
0.25 

200 
200 

0.13 
0.13 

2003-04-174) 
2003-05-154) 

BBCH  
55-59 

whole plant 0.61 
3.1 

0.73 
0.30 
0.62 

0.010 
0.010 
0.010 
<0.010 
0.010 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (whole 
plant, grain, straw),  
8.2: 0.01 mg/kg (whole 
plant, grain, straw),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10831 

    
grain 0.040 

0.010 
<0.010 
<0.010 

35 
60 

    
straw 1.3 

0.31 
0.040 
0.020 

35 
60 

             
study 03-0408 
Decline trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2004-11-05 

Henna 1) 2002-10-03 
(sowing) 

2)  
3) 2003-06-25 

0.25 
0.26 

310 
310 

0.082 
0.084 

2003-04-144) 
2003-05-074) 

BBCH 59 whole plant 0.51 
3.9 
1.1 

0.39 
0.25 

0.010 
0.020 
0.030 
0.010 
0.010 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10833 

    
rest of plant 0.48 0.020 36 
    
ears of grain 0.010 <0.010 36 
    
grain 0.020 <0.010 49 
    
straw 0.48 <0.010 49 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 03-0418 
Decline trial 
 
Switzerland (CH) 
1880 
Bex (VD) 
 
2004-11-05 

Landi 1) 2002-10-01 
(sowing) 

2)  
3) 2003-06-23 

0.25 
0.26 

300 
310 

0.084 
0.084 

2003-04-164) 
2003-05-074) 

BBCH 59 whole plant 0.26 
3.1 

0.75 
0.41 
0.23 

<0.010 
0.010 
0.010 
0.010 
<0.010 

05) 
0 
7 

14 
28 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2009-10834 

    
rest of plant 0.38 <0.010 36 
    
ears of grain 0.040 <0.010 36 
    
grain 0.020 <0.010 47 
    
straw 0.39 <0.010 47 

             
study 04-0403, 
trial GB-FR-04-
0086 
Harvest trial 
 
United Kingdom 
(UK) 
CB2 4QT 
Whittlesford, 
Cambridge 
 
2005-08-29 

Carat (feed) 1) 2003-10-10 
(sowing) 

2)  
3) 2004 

0.25 
0.25 

200 
200 

0.13 
0.13 

2004-04-204) 
2004-05-174) 

BBCH  
51-61 

rest of plant 2.7 0.13 35 4) spraying 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  6 

 
ASB2009-10835 

    
ears of grain 0.43 0.030 35 
    
grain 0.030 <0.010 63 
    
straw 0.50 0.030 63 

             
study 04-0403, 
trial GB-FR-04-
0087 
Harvest trial 
 
United Kingdom 
(UK) 
CM6 1RZ 
Dunmow 
 
2005-08-29 

Pearl (feed) 1) 2003-09-25 
(sowing) 

2)  
3) 2004 

0.25 
0.25 

200 
200 

0.13 
0.13 

2004-04-264) 
2004-05-214) 

BBCH  
55-59 

rest of plant 0.64 0.020 34 4) spraying 
analytical method:  

SOP RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  6 

 
ASB2009-10835 

    
ears of grain 0.020 <0.010 34 
    
grain <0.010 <0.010 67 
    
straw 0.91 0.040 67 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Barley  
 Crop Code : HORVX  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A-12705 B (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

CEMR-3472-REG, 
CEMS-3472, trial 
AF/11487/SY/1 
Decline trial 
 
Germany (DE) 
27449 
Mulsum 
 
2008-01-24 

Simba 1) 2007-03-30 
(sowing) 

2) 2007-05-21 
3)  

0.26 
0.25 

310 
300 

0.083 
0.083 

2007-05-234) 
2007-06-064) 

BBCH 59 rest of plant 0.15 0.010 35 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13470 

    
ears of grain 0.020 <0.010 35 
    
grain <0.010 <0.010 41 
    
straw 0.51 0.020 41 

             
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials were considered acceptable, some trials were not considered due to overdosing. 
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A 2.2.3 Magnitude of azoxystrobin residues in sugar beets 

Reference: OECD KII 6.3 

Report RIP2001-246, RIP2001-247, RIP2001-248, RIP2001-249 

Guideline(s): Not stated 

Deviations: Not applicable 

GLP: Yes 

Acceptability: Yes 

Table A 7: Residues of azoxystrobin in sugar beets 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Sugar Beet  
 Crop Code : BEAVA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF10136 (content and common name)  : 94 g/L flutriafol 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2410B, 
study 96JH107, 
trial S209.96 
Harvest trial 
 
France (FR) 
27110 Cesseville, 
Normandie 
 
1997-11-27 

unknown 1) 1996-03-31 
(sowing) 

2)  
3) 1996-10-23 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-08-194) 
1996-09-114) 

BBCH 39 leaf with top 0.38 <0.20 42 4) spraying 
analytical method: SOP RAM 

243/04 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  5 months 
 
RIP2001-246 

    
root body <0.050 <0.050 42 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2410B, 
study 96JH107, 
trial S402.96 
Harvest trial 
 
France (FR) 
51360 
Prunay, 
Champagne 
 
1997-11-27 

unknown 1) 1996-03-28 
(sowing) 

2)  
3) 1996-10-29 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-08-204) 
1996-09-164) 

BBCH 39 leaf with top <0.20 <0.20 43 4) spraying 
analytical method: SOP RAM 

243/04 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  5 months 
 
RIP2001-246 

    
root body <0.050 <0.050 43 

             
report RJ2697B, 
study 97JH014, 
trial S204.97 
Harvest trial 
 
France (FR) 
27110 
Cesseville, 
Normandie 
 
1998-11-23 

Cyrano 1) 1997-03-25 
(sowing) 

2)  
3) 1997-10-17 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-08-194) 
1997-09-114) 

BBCH 39 leaf with top 0.23 <0.20 36 4) spraying 
 
values corrected by recovery,  
analytical method: SOP RAM 

243/05 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  7 months 
 
RIP2001-247 

    
root body <0.050 <0.050 36 

             
report RJ2697B, 
study 97JH014, 
trial S403.97 
Harvest trial 
 
France (FR) 
51490 
Beine-Nauroy, 
Champagne 
 
1998-11-23 

Gabriela 1) 1997-04-02 
(sowing) 

2)  
3) 1997-11-03 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-08-214) 
1997-09-224) 

BBCH 39 leaf with top <0.20 <0.20 42 4) spraying 
 
values corrected by recovery,  
analytical method:  SOP RAM 

243/05 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  6 months 
 
RIP2001-247 

    
root body <0.050 <0.050 42 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2330B, 
study 96JH132, 
trial AP/3247/ZE/1 
 
United Kingdom 
SK 782689 
Eaton, 
Nottinghamshire 
 
1997-10-28 

unknown 1) 1996-03-31 
(sowing) 

2)  
3) 1996-10-29 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-08-144) 
1996-09-164) 

BBCH 39 leaf with top 0.31 <0.20 43 4) spraying 
 
values corrected by recovery,  
analytical method:  SOP RAM 

243/04 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage 3 months 
 
RIP2001-248 

    
root body <0.050 <0.050 43 

             
report RJ2330B, 
study 96JH132, 
trial AP/3247/ZE/2 
 
United Kingdom 
TF 174616 
Martin, 
Lincolnshire 
 
1997-10-28 

unknown 1) 1996-03-29 
(sowing) 

2)  
3) 1996-10-28 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-08-144) 
1996-09-174) 

BBCH 39 leaf with top 0.33 <0.20 41 4) spraying 
 
values corrected by recovery,  
analytical method:  SOP RAM 

243/04 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  4 months 
 
RIP2001-248 

    
root body <0.050 <0.050 41 

             
report RJ2691B, 
study 97JH029, 
trial GB02-97-
S007 
 
United Kingdom 
TL 957 653 
Bury St. Edmunds, 
Suffolk 
 
1998-10-28 

Torc 1) 1997-03-16 
(sowing) 

2)  
3) 1997-11-14 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-09-024) 
1997-10-024) 

BBCH 49 leaf with top <0.20 <0.20 43 4) spraying 
 
values corrected by recovery,  
analytical method: SOP RAM 

243/05 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  6 months 
 
RIP2001-249 

    
root body <0.050 <0.050 43 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2691B, 
study 97JH029, 
trial GB02-97-
S008 
Harvest trial 
 
United Kingdom 
TL 957 653 
Bury St. Edmunds, 
Suffolk 
 
1998-10-28 

Madison 1) 1997-03-15 
(sowing) 

2)  
3) 1997-11-14 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-09-024) 
1997-10-024) 

BBCH 49 leaf with top <0.20 <0.20 43 4) spraying 
 
values corrected by recovery,  
analytical method:  SOP RAM 

243/05 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  
8.2: 0.05 mg/kg (root body),  
0.2 mg/kg (leaf with top),  

max. sample storage  6 months 
 
RIP2001-249 

    
root body <0.050 <0.050 43 

             
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies are considered acceptable. 
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A 2.2.4 Magnitude of azoxystrobin residues in pulses 

Reference: OECD KII 6.3 

Report ASB2013-13469, ASB2013-13455 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 8: Residues of azoxystrobin in field beans 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Bean  
 Crop Code : VICFM  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

05-0415, trial 
AF/8541/SY1 
Harvest trial 
 
United Kingdom 
(UK) 
NG32 1PN 
Horston 
 
2006-06-26 

Clipper 1) 2004-10 
(sowing) 

2)  
3) 2005-08 

0.20 
0.20 

300 
300 

0.067 
0.067 

2005-06-104) 
2005-07-214) 

BBCH 79 rest of plant <0.010 <0.010 30 4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (rest of plant, 
seed(s), dry),  
8.2: 0.01 mg/kg (rest of plant, 
seed(s), dry),  

max. sample storage time in month(s):  
6 

 
ASB2013-13469 

    
seed(s), dry <0.010 <0.010 30 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

05-0415, trial 
AF/8541/SY2 
Decline trial 
 
United Kingdom 
(UK) 
NG10 5NP 
Draycott 
 
2006-06-26 

Quattro 1) 2005-03-14 
(sowing) 

2)  
3) 2005-08 

0.21 
0.21 

310 
300 

0.067 
0.069 

2005-06-084) 
2005-07-264) 

BBCH 79 rest of plant 0.070 
0.10 

0.010 
0.010 

30 
36 

4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (rest of plant, 
seed(s), dry),  
8.2: 0.01 mg/kg (rest of plant, 
seed(s), dry),  

max. sample storage time in month(s):  
6 

 
ASB2013-13469 

    
seed(s), dry <0.010 

<0.010 
<0.010 
<0.010 

30 
36 

             
05-0415, trial 
AF/8541/SY4 
Harvest trial 
 
France (FR) 
49150 
Boce 
 
2006-06-26 

Castel 1) 2004-11-17 
(sowing) 

2)  
3) 2005-07 

0.13 
0.20 

200 
300 

0.066 
0.067 

2005-05-094) 
2005-06-304) 

BBCH 87 rest of plant 0.55 0.090 26 4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (rest of plant, 
seed(s), dry),  
8.2: 0.01 mg/kg (rest of plant, 
seed(s), dry),  

max. sample storage time in month(s):  
7 

 
ASB2013-13469 

    
seed(s), dry <0.010 <0.010 26 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Bean 
 Crop Code : VICFM  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study T014143-05-
REG, trial 
AF/10349/SY/1 
Decline trial 
 
United Kingdom 
(UK) 
LE12 8RA 
Woodhouse Eves 
 
2007-07-19 

Alpine 1) 2006-03-14 
(sowing) 

2)  
3) 2006-08 

0.20 
0.20 

300 
300 

0.066 
0.066 

2006-06-164) 
2006-07-214) 

BBCH  
78-82 

seed(s), dry, 
manual 

<0.010 <0.010 30 4) spraying 
 
sample storage time not validated,  
analytical method:  

SOP RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), dry, 
manual, rest of plant),  
8.2: 0.01 mg/kg (seed(s), dry, 
manual, rest of plant),  

max. sample storage time in 
month(s):  3 

 
ASB2013-13455 

    
rest of plant 0.12 0.010 30 

             
  
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Acceptable. 
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Reference: OECD KII 6.3 

Report ASB2009-9183, RIP2000-2160, RIP2000-2161, RIP2000-2158, RIP2000-2159, RIP2000-2162 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 9: Residues of azoxystrobin in peas 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

           
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0422, 
trial AF/8166/SY/1 
Decline trial 
 
United Kingdom 
(UK) 
DN14 0ST 
Birkin 
 
2005-09-23 

Solara 1) 2004-04-10 
(sowing) 

2)  
3)  

0.20 
0.20 

310 
310 

0.065 
0.065 

2004-07-054) 
2004-07-204) 

BBCH  
69-73 

whole plant 0.22 
3.4 

0.010 
0.020 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method: RAM 

305/02 (HPLC-MS/MS), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  5 

method of sampling: by hand 
 
ASB2009-9183 

    
rest of plant 2.0 

3.1 
0.50 
0.77 
1.0 

0.10 
0.25 
0.050 
0.12 
0.10 

7 
14 
21 
30 
43 

    
seed(s), 
green 

0.030 
0.020 

<0.010 
<0.010 

7 
14 

    
seed(s), dry <0.010 

<0.010 
0.010 

<0.010 
<0.010 
<0.010 

21 
30 
43 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

           
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0422, 
trial AF/8166/SY/2 
Decline trial 
 
United Kingdom 
(UK) 
YO25 4RR 
Hunmanby, 
Yorkshire 
 
2005-09-23 

Samson 1) 2004-04-02 
(sowing) 

2)  
3)  

0.20 
0.22 

290 
320 

0.069 
0.069 

2004-07-054) 
2004-07-204) 

BBCH  
69-71 

whole plant 0.12 
4.1 
1.4 

0.010 
0.020 
<0.010 

05) 
0 
7 

4) spraying 
5) before last treatment 

 
analytical method: RAM 

305/02 (HPLC-MS/MS), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  5 

method of sampling: by hand 
 
ASB2009-9183 

    
rest of plant 0.54 

0.16 
0.20 
0.34 

<0.010 
<0.010 
<0.010 
<0.010 

14 
21 
30 
43 

    
seed(s), 
green 

0.020 
<0.010 

<0.010 
<0.010 

14 
21 

    
seed(s), dry <0.010 

0.010 
<0.010 
<0.010 

30 
43 

             
study 04-0422, 
trial AF/8166/SY/3 
Decline trial 
 
France (FR) 
45300 
Rouvres St. Jean 
 
2005-09-23 

Canyon 1) 2004-02-20 
(sowing) 

2)  
3) 2004-07 

0.20 
0.20 

300 
300 

0.066 
0.066 

2004-06-074) 
2004-06-224) 

BBCH 75 rest of plant 1.1 
2.8 
3.3 
3.6 
4.1 
4.8 

0.050 
0.040 
0.16 
0.24 
0.31 
0.50 

05) 
0 
7 

14 
21 
30 

4) spraying 
5) before last treatment 

 
analytical method: RAM 

305/02 (HPLC-MS/MS), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  6 

method of sampling: by hand 
 
ASB2009-9183 

    
seed(s), 
green 

<0.010 
0.020 
<0.010 

<0.010 
<0.010 
<0.010 

05) 
0 
7 

    
seed(s), dry 0.010 

<0.010 
0.010 

<0.010 
<0.010 
<0.010 

14 
21 
30 

    
rest of plant 0.020  30 

             
study 04-0422, 
trial AF/8166/SY/4 
Decline trial 
 
France (FR) 
71260 
Montbellet 
 
2005-09-23 

Atos 1) 2004-03-18 
(sowing) 

2)  
3) 2004-07 

0.20 
0.20 

300 
300 

0.066 
0.067 

2004-05-274) 
2004-06-114) 

BBCH 75 rest of plant 0.49 
4.1 
3.4 
1.8 
2.3 
1.8 

0.020 
0.040 
0.16 
0.18 
0.21 
0.22 

05) 
0 
7 

14 
21 
30 

4) spraying 
5) before last treatment 

 
analytical method: RAM 

305/02 (HPLC-MS/MS), 
LOQ(s): 8.1: 0.01 mg/kg (all 

matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  6 

method of sampling: by hand 
 
ASB2009-9183 

    
seed(s), 
green 

<0.010 
0.090 
0.020 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

05) 
0 
7 

14 
    
seed(s), dry 0.070 

0.020 
0.010 
<0.010 

21 
30 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Pea  
 Crop Code : PIBSA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF9247 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2390B, 
study 96JH133, 
trial AP/3248/ZE/1, 
plot 3 (YF10136) 
Decline trial 
 
United Kingdom 
(UK) 
SE718 272 
Asselby, East 
Yorkshire 
 
1998-02-24 

Solara 1) 1996 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-06-254) 
1996-07-094) 

BBCH  
64-72 

whole plant 3.3 
2.4 
1.6 

0.70 
1.3 

<0.050 
0.090 
0.070 
<0.050 
0.11 

0 
3 
7 

15 
42 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), 
fresh, mechanical, 
seed(s), dry, mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (whole pod, 
calculated, pod, empty),  
8.2: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), 
fresh, mechanical, 
seed(s), dry, mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (whole pod, 
calculated, pod, empty),  

max. sample storage time in 
month(s):  10 

 
RIP2000-2160 
RIP2001-254(history) 
RIP2000-2161 (amendment) 

    
whole plant, 
dried 

16.0 
12.0 
7.7 
3.5 
1.6 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

15 
42 

    
whole pod, 
calculated 

<0.10 
<0.10 

<0.10 
<0.10 

15 
15 

    
pod, empty 0.11 

<0.10 
<0.10 
<0.10 

15 
15 

    
seed(s), 
fresh, manual 

<0.020 
<0.020 

<0.020 
<0.020 

15 
15 

    
seed(s), 
fresh, 
mechanical 

0.040 
0.050 

<0.020 
<0.020 

15 
15 

    
seed(s), dry, 
mechanical 

<0.020 
<0.020 

<0.020 
<0.020 

42 
42 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF9247 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S101.96, plot 
2 (YF9247) 
Decline trial 
 
France (FR) 
80250 
Grivesnes, 
Somme, Picardie 
 
1998-02-27 

Bonette  
(vining pea) 

1) 1996-03-27 
(sowing) 

2)  
3)  

0.24 
0.24 

300 
300 

0.080 
0.080 

1996-06-114) 
1996-06-254) 

BBCH  
69-71 

whole plant 5.9 
5.6 
3.7 
3.5 

0.10 
0.090 
0.060 
0.12 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried, rest of plant without 
seed),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried, rest of plant without 
seed, rest of plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

32.0 
30.0 
20.0 
19.0 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
rest of plant 
without seed 

3.6 
3.7 

0.23 
0.27 

38 
38 

    
rest of plant, 
dried 

4.0  n.a.5) 38 

    
pod, empty 0.32 

0.42 
<0.10 
<0.10 

14 
14 

    
whole pod 0.16 

0.21 
 n.a.5) 
 n.a.5) 

14 
14 

    
seed(s), fresh, 
manual 

0.020 
0.020 

<0.020 
<0.020 

14 
14 

    
seed(s), fresh, 
mechanical 

0.10 
0.090 

<0.020 
<0.020 

14 
14 

    
seed(s), dry, 
mechanical 

0.070 
0.060 

<0.020 
<0.020 

38 
38 

controls > LOQ 
seed(s), fresh, 
mechanical 

 0.050 14 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S102.96, plot 
2 (YF9247) 
Decline trial 
 
France (FR) 
80170 
Bayonvillers, 
Somme, Picardie 
 
1998-02-27 

Lynix  
(vining pea) 

1) 1996-04-24 
(sowing) 

2)  
3)  

0.24 
0.24 

300 
300 

0.080 
0.080 

1996-06-254) 
1996-07-094) 

BBCH  
69-71 

whole plant 6.9 
4.5 
4.3 
3.6 
7.2 

0.050 
0.070 
0.11 
0.16 
0.57 

0 
3 
7 

14 
42 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

36.0 
23.0 
23.0 
19.0 
8.2 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
42 

    
pod, empty 1.0 

0.86 
<0.10 
<0.10 

14 
14 

    
whole pod 0.47 

0.42 
 n.a.5) 
 n.a.5) 

14 
14 

    
seed(s), fresh, 
manual 

0.050 
0.080 

<0.020 
<0.020 

14 
14 

    
seed(s), fresh, 
mechanical 

0.12 
0.16 

<0.020 
<0.020 

14 
14 

    
seed(s), dry, 
mechanical 

<0.020 
0.020 

<0.020 
<0.020 

42 
42 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S208.96, plot 
2 (YF9247) 
Decline trial 
 
France (FR) 
27510 
Tourny, Eure 
 
1998-02-27 

Mini  
(vining pea) 

1) 1996-04-19 
(sowing) 

2)  
3)  

0.24 
0.24 

300 
300 

0.080 
0.080 

1996-06-194) 
1996-07-034) 

BBCH  
69-71 

whole plant 8.9 
3.3 
1.2 
2.1 
3.9 

0.14 
0.11 
0.070 
0.11 
0.22 

0 
2 
7 

15 
30 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical),  
0.05 mg/kg (whole plant, whole 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

42.0 
16.0 
5.7 
9.8 
4.3 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
2 
7 

15 
30 

    
pod, empty 0.24 

0.21 
<0.10 
<0.10 

15 
15 

    
whole pod 0.13 

0.10 
 n.a.5) 
 n.a.5) 

15 
15 

    
seed(s), fresh, 
manual 

0.020 
0.020 

<0.020 
<0.020 

15 
15 

    
seed(s), fresh, 
mechanical 

0.060 
0.060 

<0.020 
<0.020 

15 
15 

    
seed(s), dry, 
mechanical 

0.020 
0.030 

<0.010 
<0.010 

30 
30 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2548B, 
study 97JH019, 
trial S101.97, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
80320 
Chaulnes, 
Somme, Picardie 
 
1998-05-28 

Novaroy  
(vining pea) 

1) 1997-04-29 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-06-284) 
1997-07-114) 

BBCH 71 whole plant 1.8 <0.50 14 4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), fresh, 
manual),  
0.02 mg/kg (seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  

max. sample storage time in 
month(s):  5 

 
RIP2000-2159 
RIP2001-253 (history) 

    
whole plant, 
dried 

12.0  n.a.5) 14 

    
whole plant 
without seed(s) 

2.0 <0.50 40 

    
whole plant 
without seed(s), 
dried 

2.2  n.a.5) 40 

    
pod, empty 0.29 <0.050 14 
    
seed(s), fresh, 
manual 

0.010 <0.010 14 

    
seed(s), fresh, 
mechanical 

0.060 <0.010 14 

    
seed(s), dry, 
mechanical 

<0.020 <0.010 40 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2548B, 
study 97JH019, 
trial S205.97, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
27700 
Hennezis, Haute 
Normandie 
 
1998-05-28 

Camaro  
(vining pea) 

1) 1997-04-11 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-06-174) 
1997-07-014) 

BBCH 75 whole plant 1.3 <0.50 15 4) spraying 
5)  n.a. not analysed 
,  

analytical method:  
SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), fresh, 
manual),  
0.02 mg/kg (seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  

max. sample storage time in 
month(s):  5 

 
RIP2000-2159 
RIP2001-253 (history) 

    
whole plant, 
dried 

7.2  n.a.5) 15 

    
whole plant 
without seed(s) 

1.4 <0.50 41 

    
whole plant 
without seed(s), 
dried 

1.7  n.a.5) 41 

    
pod, empty 0.54 0.070 15 
    
seed(s), fresh, 
manual 

0.010 <0.010 15 

    
seed(s), fresh, 
mechanical 

0.040 <0.010 15 

    
seed(s), dry, 
mechanical 

<0.020 <0.010 41 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2521B, 
study 97JH033, 
trial AP/3783/ZE/1, 
plot 2 (YF9247) 
Decline trial 
 
United Kingdom 
(UK) 
SK 398 259 
Melbourne, 
Derbyshire 
 
1998-07-13 

Alfetta  
(combining 
pea) 

1) 1997-03-19 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-06-094) 
1997-06-244) 

BBCH  
67-72 

whole plant 4.3 
0.89 
0.70 
0.83 

<0.50 
<0.50 
<0.50 
<0.50 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  

max. sample storage time in 
month(s):  10 

 
RIP2000-2162 
RIP2001-255 (history) 

    
whole plant, 
dried 

22.0 
4.6 
3.7 
4.3 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
whole plant 
without seed(s) 

0.52 <0.50 45 

    
whole plant 
without seed(s), 
dried 

0.63  n.a.5) 45 

    
pod, empty 0.10 

0.12 
<0.050 
<0.050 

14 
14 

    
seed(s), fresh, 
manual 

<0.010 
<0.010 

<0.010 
<0.010 

14 
14 

    
seed(s), fresh, 
mechanical 

0.030 
0.030 

<0.010 
<0.010 

14 
14 

    
seed(s), dry, 
mechanical 

<0.010 
<0.010 

<0.010 
<0.010 

45 
45 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2521B, 
study 97JH033, 
trial AP/3783/ZE/2, 
plot 2 (YF9247) 
Decline trial 
 
United Kingdom 
(UK) 
SE 942 489 
Middleton on the 
Wolds, Yorkshire 
 
1998-07-13 

Grafilla  
(combining 
pea) 

1) 1997-04-07 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-06-174) 
1997-07-024) 

BBCH  
67-75 

whole plant 3.6 
1.5 

0.95 
0.74 

<0.50 
<0.50 
<0.50 
<0.50 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  
SOP RAM 243/05 (GC-TSD/FPD), 
LOQ(s):  

8.1: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), fresh, 
manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant without 
seed(s), whole plant without 
seed(s), dried),  

max. sample storage time in 
month(s):  9 

 
RIP2000-2162 
RIP2001-255 (history) 

    
whole plant, 
dried 

21.0 
8.9 
5.5 
4.3 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
whole plant 
without seed(s) 

0.52 <0.50 44 

    
whole plant 
without seed(s), 
dried 

0.63  n.a.5) 44 

    
pod, empty 0.17 

0.12 
<0.050 
<0.050 

14 
14 

    
seed(s), fresh,  
manual 

0.010 
<0.010 

<0.010 
<0.010 

14 
14 

    
seed(s), fresh, 
mechanical 

0.020 
0.020 

<0.010 
<0.010 

14 
14 

    
seed(s), dry, 
mechanical 

<0.010 
<0.010 

<0.010 
<0.010 

44 
44 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF10136 (content and common name)  : 94 g/L flutriafol 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S101.96, plot 
3 (YF10136) 
Decline trial 
 
France (FR) 
80250 
Grivesnes, 
Somme, Picardie 
 
1998-02-27 

Bonette  
(vining pea) 

1) 1996-03-27 
(sowing) 

2)  
3)  

0.19 
0.19 

300 
300 

0.063 
0.063 

1996-06-114) 
1996-06-254) 

BBCH  
69-71 

whole plant 3.6 
3.6 
3.2 
1.9 

<0.050 
0.060 
0.080 
0.070 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried, rest of 
plant without seed, rest of 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried, rest of 
plant without seed, rest of 
plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

22.0 
22.0 
20.0 
12.0 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
rest of plant 
without seed 

2.2 
2.2 

0.11 
0.14 

38 
38 

    
rest of plant, 
dried 

2.4  n.a.5) 38 

    
pod, empty 0.22 

0.25 
<0.10 
<0.10 

14 
14 

    
whole pod 0.12 

0.13 
 n.a.5) 
 n.a.5) 

14 
14 

    
seed(s), fresh, 
manual 

<0.020 
<0.020 

<0.020 
<0.020 

14 
14 

    
seed(s), fresh, 
mechanical 

0.060 
0.070 

<0.020 
<0.020 

14 
14 

    
seed(s), dry, 
mechanical 

<0.020 
0.040 

<0.020 
<0.020 

38 
38 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S102.96, plot 
3 (YF10136) 
Decline trial 
 
France (FR) 
80170 
Bayonvillers, 
Somme, Picardie 
 
1998-02-27 

Lynix  
(vining pea) 

1) 1996-04-24 
(sowing) 

2)  
3)  

0.19 
0.19 

300 
300 

0.063 
0.063 

1996-06-254) 
1996-07-094) 

BBCH  
69-71 

whole plant 3.9 
3.1 
2.9 
2.4 
4.9 

<0.050 
0.060 
0.090 
0.10 
0.44 

0 
3 
7 

14 
42 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

21.0 
17.0 
16.0 
13.0 
5.6 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
42 

    
pod, empty 0.41 

0.44 
<0.10 
<0.10 

14 
14 

    
whole pod 0.22 

0.21 
 n.a.5) 
 n.a.5) 

14 
14 

    
seed(s), fresh, 
manual 

0.040 
0.030 

<0.020 
<0.020 

14 
14 

    
seed(s), fresh, 
mechanical 

0.090 
0.070 

<0.020 
<0.020 

14 
14 

    
seed(s), dry, 
mechanical 

<0.020 
<0.020 

<0.020 
<0.020 

42 
42 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2286B, 
study 96JH106, 
trial S208.96, plot 
3 (YF10136) 
Decline trial 
 
France (FR) 
27510 
Tourny, Eure 
 
1998-02-27 

Mini  
(vining pea) 

1) 1996-04-19 
(sowing) 

2)  
3)  

0.19 
0.19 

300 
300 

0.063 
0.063 

1996-06-194) 
1996-07-034) 

BBCH  
69-71 

whole plant 6.8 
2.4 
1.0 
1.0 

0.76 

0.090 
0.070 
<0.050 
0.060 
<0.050 

0 
2 
7 

15 
30 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/04 (GC-MS), 
LOQ(s):  

8.1: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  
8.2: 0.02 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (whole plant, 
whole plant, dried),  
0.1 mg/kg (pod, empty, whole 
pod),  

max. sample storage time in 
month(s):  7 

 
RIP2000-2158 
RIP2001-252 (history) 

    
whole plant, 
dried 

31.0 
11.0 
4.6 
3.4 
2.7 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
2 
7 

15 
30 

    
pod, empty <0.10 

<0.10 
<0.10 
<0.10 

15 
15 

    
whole pod <0.10 

<0.10 
 n.a.5) 
 n.a.5) 

15 
15 

    
seed(s), fresh, 
manual 

<0.020 
<0.020 

<0.020 
<0.020 

15 
15 

    
seed(s), fresh, 
mechanical 

0.040 
0.030 

<0.020 
<0.020 

15 
15 

    
seed(s), dry, 
mechanical 

<0.020 
<0.020 

<0.020 
<0.020 

30 
30 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2548B, 
study 97JH019, 
trial S101.97, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
80320 
Chaulnes, 
Somme, Picardie 
 
1998-05-28 

Novaroy  
(vining pea) 

1) 1997-04-29 
(sowing) 

2)  
3)  

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-06-284) 
1997-07-114) 

BBCH 71 whole plant 1.2 <0.50 14 4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), 
fresh, manual),  
0.02 mg/kg (seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  

max. sample storage time in 
month(s):  5 

 
RIP2000-2159 
RIP2001-253 (history) 

    
whole plant, 
dried 

8.2  n.a.5) 14 

    
whole plant 
without seed(s) 

1.4 <0.50 40 

    
whole plant 
without seed(s), 
dried 

1.6  n.a.5) 40 

    
pod, empty 0.18 <0.050 14 
    
seed(s), fresh, 
manual 

0.010 <0.010 14 

    
seed(s), fresh, 
mechanical 

0.060 <0.010 14 

    
seed(s), dry, 
mechanical 

<0.020 <0.010 40 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2548B, 
study 97JH019, 
trial S205.97, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
27700 
Hennezis, Haute 
Normandie 
 
1998-05-28 

Camaro  
(vining pea) 

1) 1997-04-11 
(sowing) 

2)  
3)  

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-06-174) 
1997-07-014) 

BBCH 75 whole plant 1.1 <0.50 15 4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), 
fresh, manual),  
0.02 mg/kg (seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  

max. sample storage time in 
month(s):  5 

 
RIP2000-2159 
RIP2001-253 (history) 

    
whole plant, 
dried 

5.9  n.a.5) 15 

    
whole plant 
without seed(s) 

1.4 <0.50 41 

    
whole plant 
without seed(s), 
dried 

1.6  n.a.5) 41 

    
pod, empty 0.37 <0.050 15 
    
seed(s), fresh, 
manual 

0.010 <0.010 15 

    
seed(s), fresh, 
mechanical 

0.030 <0.010 15 

    
seed(s), dry, 
mechanical 

<0.020 <0.010 41 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2521B, 
study 97JH033, 
trial AP/3783/ZE/1, 
plot 3 (YF10136) 
Decline trial 
 
United Kingdom 
(UK) 
SK 398 259 
Melbourne, 
Derbyshire 
 
1998-07-13 

Alfetta  
(combining 
pea) 

1) 1997-03-19 
(sowing) 

2)  
3)  

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-06-094) 
1997-06-244) 

BBCH  
67-72 

whole plant 3.7 
0.54 
<0.50 
0.73 

<0.50 
<0.50 
<0.50 
<0.50 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  

max. sample storage time in 
month(s):  10 

 
RIP2000-2162 
RIP2001-255 (history) 

    
whole plant, 
dried 

19.0 
2.8 
2.3 
3.8 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
whole plant 
without seed(s) 

0.62 <0.50 45 

    
whole plant 
without seed(s), 
dried 

0.76  n.a.5) 45 

    
pod, empty 0.070 

0.070 
<0.050 
<0.050 

14 
14 

    
seed(s), fresh, 
manual 

<0.010 
<0.010 

<0.010 
<0.010 

14 
14 

    
seed(s), fresh, 
mechanical 

0.030 
0.030 

<0.010 
<0.010 

14 
14 

    
seed(s), dry, 
mechanical 

<0.010 
<0.010 

<0.010 
<0.010 

45 
45 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2521B, 
study 97JH033, 
trial AP/3783/ZE/2, 
plot 3 (YF10136) 
Decline trial 
 
United Kingdom 
(UK) 
SE 942 489 
Middleton on the 
Wolds,  
Yorkshire 
 
1998-07-13 

Grafilla  
(combining 
pea) 

1) 1997-04-07 
(sowing) 

2)  
3)  

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-06-174) 
1997-07-024) 

BBCH  
67-75 

whole plant 3.4 
1.2 

0.79 
0.75 

<0.50 
<0.50 
<0.50 
<0.50 

0 
3 
7 

14 

4) spraying 
5)  n.a. not analysed 

 
analytical method:  

SOP RAM 243/05 (GC-
TSD/FPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  
8.2: 0.01 mg/kg (seed(s), 
fresh, manual, seed(s), fresh, 
mechanical, seed(s), dry, 
mechanical),  
0.05 mg/kg (pod, empty),  
0.5 mg/kg (whole plant, whole 
plant, dried, whole plant 
without seed(s), whole plant 
without seed(s), dried),  

max. sample storage time in 
month(s):  9 

 
RIP2000-2162 
RIP2001-255 (history) 

    
whole plant, 
dried 

20.0 
6.9 
4.6 
4.4 

 n.a.5) 
 n.a.5) 
 n.a.5) 
 n.a.5) 

0 
3 
7 

14 
    
whole plant 
without seed(s) 

0.63 <0.50 44 

    
whole plant 
without seed(s), 
dried 

0.74  n.a.5) 44 

    
pod, empty 0.13 

0.12 
<0.050 
<0.050 

14 
14 

    
seed(s), fresh, 
manual 

0.010 
0.020 

<0.010 
<0.010 

14 
14 

    
seed(s), fresh, 
mechanical 

0.020 
0.020 

<0.010 
<0.010 

14 
14 

    
seed(s), dry, 
mechanical 

<0.010 
<0.010 

<0.010 
<0.010 

44 
44 

             
 
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials acceptable with the exception of one trial with control above LOQ. 
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A 2.2.5 Magnitude of azoxystrobin residues in oil seed plants 

Reference: OECD KII 6.3 

Report ASB2012-2591, ASB2012-2590, ASB2012-2594, ASB2012-2592, ASB2012-2593 

processing: ASB2013-13456, RIP2001-263 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 10: Residues of azoxystrobin in oil seed rape 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2012-02-09 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0414, 
trial FR-FR-04-
0119 (0411601) 
Harvest trial 
 
France (FR) 
37380 
Nouzilly 
 
2005-10-18 

Saturnin 1) 2003-08-22 
(sowing) 

2) 2004-04 
3) 2004-07-09 

0.20 
0.22 

310 
320 

0.065 
0.069 

2004-05-244) 
2004-06-074) 

BBCH  
79-80 

seed(s) 0.27 0.030 32 4) spraying 
analytical method:  

RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  5 

 
ASB2012-2591 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0312, 
trial CH-FR-04-
0076 
Harvest trial 
 
Switzerland (CH) 
1869 
Vouvry (VS) 
 
2005-08-19 

Electra 1) 2003-09-04 
(sowing) 

2)  
3) 2004-07-07 

0.20 
0.20 

610 
600 

0.033 
0.033 

2004-05-244) 
2004-06-084) 

BBCH  
79-80 

seed(s) 0.010 <0.010 29 4) spraying 
analytical method:  

RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  5 

 
ASB2012-2590 

             
study 05-0410, 
trial FR-FR-05-
0299 
Decline trial 
 
France (FR) 
71570 
La Chapelle de 
Guinchay 
 
2006-06-26 

Hearty 1) 2004-09-02 
(sowing) 

2) 2005-04 
  -  2005-06 
3) 2005-07-04 

0.19 
0.21 

280 
310 

0.068 
0.068 

2005-04-224) 
2005-06-014) 

BBCH  
78-80 

whole plant 0.020 
1.6 

0.47 
0.11 
0.22 

<0.010 
<0.010 
0.040 
0.010 
0.030 

05) 
0 
7 

14 
20 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  9 

 
ASB2012-2594 

    
rest of plant 0.37 0.050 33 
    
seed(s) 0.020 <0.010 33 

             
study 05-0410, 
trial FR-FR-05-
0306 
Harvest trial 
 
France (FR) 
71570 
La Chapelle de 
Guinchay 
 
2006-06-26 

Standing 1) 2004-09-03 
(sowing) 

2) 2005-04-15 
  -  2005-04-30 
3) 2005-07-05 

0.21 
0.21 

310 
310 

0.068 
0.067 

2005-04-224) 
2005-06-014) 

BBCH  
78-80 

rest of plant 0.12 0.010 34 4) spraying 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (rest of 
plant, seed(s)),  
8.2: 0.01 mg/kg (rest of 
plant, seed(s)),  

max. sample storage time in 
month(s):  8 

 
ASB2012-2594 

    
seed(s) <0.010 <0.010 34 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study gra230004, 
trial DE-FR-04-
4335 
Harvest trial 
 
Germany (DE) 
04741 
Niederstriegis-
Littdorf 
 
2005-12-09 

Aviso 1) 2003-08-23 
(sowing) 

2) 2004-04-28 
  -  2004-05-24 
3) 2004-07-29 

0.20 
0.20 

300 
300 

0.067 
0.067 

2004-05-144) 
2004-06-224) 

BBCH 80 seed(s) <0.010 <0.010 37 4) spraying 
analytical method:  

RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  12 

 
ASB2012-2592 

             
study gra230004, 
trial DE-FR-04-
4336 
Harvest trial 
 
Germany (DE) 
19089 
Wessin 
 
2005-12-09 

Smart 1) 2003-08-20 
(sowing) 

2) 2004-05 
  -  2004-06 
3) 2004-08-06 

0.20 
0.20 

300 
300 

0.067 
0.067 

2004-05-144) 
2004-06-184) 

BBCH 81 seed(s) <0.010 <0.010 49 4) spraying 
analytical method:  

RAM 305/02 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  12 

 
ASB2012-2592 

             
study 05-0409, 
trial FR-FR-05-
0296 
Decline trial 
 
France (FR) 
51490 
Beine Nauroy 
 
2006-07-26 

Aviso 1) 2004-08-30 
(sowing) 

2)  
3) 2005-07-21 

0.20 
0.20 

300 
300 

0.067 
0.067 

2005-05-094) 
2005-06-214) 

BBCH 80 whole plant 0.040 
1.6 

0.50 
0.10 
0.26 

<0.010 
<0.010 
0.050 
0.020 
0.030 

05) 
0 
7 

14 
20 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  5 

 
ASB2012-2593 

    
rest of plant 0.20 0.040 30 
    
seed(s) <0.010 <0.010 30 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 05-0409, 
trial FR-FR-05-
0297 
Decline trial 
 
France (FR) 
80250 
Septoutre, 
 
2006-07-26 

Savana 1) 2004-09-01 
(sowing) 

2)  
3) 2005-07-22 

0.20 
0.20 

300 
300 

0.067 
0.067 

2005-05-064) 
2005-06-224) 

BBCH 78 whole plant <0.010 
2.2 

0.46 
0.090 
0.12 

<0.010 
0.010 
0.040 
0.020 
0.030 

05) 
0 
7 

14 
21 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  5 

 
ASB2012-2593 

    
rest of plant 0.13 0.030 30 
    
seed(s) 0.020 <0.010 30 

             
study 05-0409, 
trial FR-FR-05-
0298 
Decline trial 
 
France (FR) 
51360 
Prunay 
 
2006-07-26 

Aviso 1) 2004-09-01 
(sowing) 

2)  
3) 2005-07-20 

0.20 
0.20 

300 
300 

0.067 
0.067 

2005-05-104) 
2005-06-204) 

BBCH 80 whole plant 0.040 
1.9 

0.68 
0.17 
0.10 

<0.010 
0.010 
0.060 
0.020 
0.010 

05) 
0 
7 

15 
21 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  5 

 
ASB2012-2593 

    
rest of plant 0.15 0.020 30 
    
seed(s) <0.010 <0.010 30 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 80 g/L cyproconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study T000677-06-
REG, trial CH-FR-
06-0126, balance 
study 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.59 
0.59 

400 
400 

0.15 
0.15 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s) 0.24 <0.010 7 4) spraying 
analytical method:  

SOP RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2013-13456 
 
Overdosed trial, not considered 

    
seed(s), RAC 0.14 <0.010 7 
    
seed(s), cleaned 0.11 <0.010 7 
    
oil, extracted 0.17 <0.010 7 
    
oil, combined 0.23 <0.010 7 
    
crude oil 0.29 0.010 7 
    
refined oil <0.010 <0.010 7 
    
press cake 0.070 <0.010 7 
    
extracted meal 0.090 <0.010 7 
    
soapstock 0.050 <0.010 7 

             
study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
1 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.59 
0.59 

400 
400 

0.15 
0.15 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.18 <0.010 7 4) spraying 
analytical method:  

SOP RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2013-13456 
 
Overdosed trial, not considered 

    
seed(s), cleaned 0.12 <0.010 7 
    
oil, extracted 0.22 <0.010 7 
    
oil, combined 0.23 <0.010 7 
    
crude oil 0.24 <0.010 7 
    
refined oil <0.010 <0.010 7 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
2 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.59 
0.59 

400 
400 

0.15 
0.15 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.11 <0.010 7 4) spraying 
analytical method:  

SOP RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2013-13456 
 
Overdosed trial, not considered 

    
seed(s), cleaned 0.10 <0.010 7 
    
oil, extracted 0.18 <0.010 7 
    
oil, combined 0.22 <0.010 7 
    
crude oil 0.27 0.010 7 
    
refined oil <0.010 <0.010 7 

             
study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
3 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.59 
0.59 

400 
400 

0.15 
0.15 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.11 <0.010 7 4) spraying 
analytical method:  

SOP RAM 305/03 (HPLC-
MS/MS), 

LOQ(s):  
8.1: 0.01 mg/kg (all 
matrices),  
8.2: 0.01 mg/kg (all 
matrices),  

max. sample storage time in 
month(s):  12 

 
ASB2013-13456 
 
Overdosed trial, not considered 

    
seed(s), cleaned 0.10 <0.010 7 
    
oil, extracted 0.24 <0.010 7 
    
oil, combined 0.25 <0.010 7 
    
crude oil 0.23 <0.010 7 
    
refined oil <0.010 <0.010 7 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF9247 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2419B, 
study 96JH039, 
trial S207.96, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
27190 
Faverolles, 
Normandie 
 
1998-03-11 

unknown 1) 1995-09-06 
(sowing) 

2)  
3) 1996-07-24 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-04-304) 
1996-07-044) 

BBCH 85 seed(s) 0.24 <0.050 20 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-258 

             
report RJ2419B, 
study 96JH039, 
trial S401.96, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
51370 
Ormes, 
Champagne 
 
1998-03-11 

unknown 1) 1995-09-02 
(sowing) 

2)  
3) 1996-07-18 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-05-064) 
1996-06-254) 

BBCH 80 seed(s) <0.050 <0.050 23 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-258 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2524B, 
study 97JH021, 
trial S206.97, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
27190 
Faverolles la 
Campagne 
 
1998-06-26 

Capitole 1) 1996-09-03 
(sowing) 

2)  
3) 1997 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-04-294) 
1997-07-024) 

BBCH 81 seed(s) <0.050 <0.050 21 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  7 

 
RIP2001-259 

             
report RJ2524B, 
study 97JH021, 
trial S621.97, plot 
2 (YF9247) 
Harvest trial 
 
France (FR) 
37170 
Chambray les 
Tours 
 
1998-06-26 

Goeland 1) 1996-09-22 
(sowing) 

2)  
3) 1997 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-04-164) 
1997-06-134) 

BBCH 80 seed(s) <0.050 <0.050 20 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  7 

 
RIP2001-259 

             
report RJ2366B, 
study 96JH131, 
trial AP/3237/ZE/1, 
plot 2 (YF9247) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 816 391 
Grantham, 
Lincolnshire 
 
1997-09-22 

unknown 1) 1995-09-03 
(sowing) 

2)  
3) 1996 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-06-064) 
1996-07-014) 

BBCH  
79-80 

seed(s) 0.10 <0.10 21 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.1 mg/kg (seed(s)),  
8.2: 0.1 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-260 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2366B, 
study 96JH131, 
trial AP/3237/ZE/2, 
plot 2 (YF9247) 
Harvest trial 
 
United Kingdom 
(UK) 
SE 557 256 
Kellington, 
Yorkshire 
 
1997-09-22 

unknown 1) 1995-09-08 
(sowing) 

2)  
3) 1996 

0.25 
0.25 

300 
300 

0.083 
0.083 

1996-06-044) 
1996-06-254) 

BBCH 77 seed(s) <0.10 <0.10 25 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.1 mg/kg (seed(s)),  
8.2: 0.1 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-260 

             
report RJ2591B, 
study 97JH022, 
trial AP/3735/ZE/1, 
plot 2 (YF9247) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 093 089 
Pipehill, 
Staffordshire 
 
1998-06-26 

Apex 1) 1996-08-30 
(sowing) 

2)  
3) 1997 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-05-144) 
1997-07-014) 

BBCH 79 seed(s) 0.22 <0.050 14 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  9 

 
RIP2001-261 

             
report RJ2591B, 
study 97JH022, 
trial AP/3735/ZE/2, 
plot 2 (YF9247) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 357 296 
Barrow on Trent, 
Derbyshire 
 
1998-06-26 

Inca 1) 1996-08-27 
(sowing) 

2)  
3) 1997 

0.25 
0.25 

300 
300 

0.083 
0.083 

1997-05-144) 
1997-06-244) 

BBCH 77 seed(s) <0.050 <0.050 25 4) spraying 
 
values corrected by recovery,  
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  9 

 
RIP2001-261 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF10136 (content and common name)  : 94 g/L flutriafol 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2419B, 
study 96JH039, 
trial S207.96, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
27190 
Faverolles, 
Normandie 
 
1998-03-11 

unknown 1) 1995-09-06 
(sowing) 

2)  
3) 1996-07-24 

0.20 
0.20 

300 
300 

0.067 
0.067 

1996-04-304) 
1996-07-044) 

BBCH 85 seed(s) 0.13 <0.050 20 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-258 

             
report RJ2419B, 
study 96JH039, 
trial S401.96, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
51370 
Ormes, 
Champagne 
 
1998-03-11 

unknown 1) 1995-09-02 
(sowing) 

2)  
3) 1996-07-18 

0.20 
0.20 

300 
300 

0.067 
0.067 

1996-05-064) 
1996-06-254) 

BBCH 80 seed(s) <0.050 <0.050 23 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-258 
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Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2524B, 
study 97JH021, 
trial S206.97, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
27190 
Faverolles la 
Campagne 
 
1998-06-26 

Capitole 1) 1996-09-03 
(sowing) 

2)  
3) 1997 

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-04-294) 
1997-07-024) 

BBCH 81 seed(s) <0.050 <0.050 21 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  7 

 
RIP2001-259 

             
report RJ2524B, 
study 97JH021, 
trial S621.97, plot 
3 (YF10136) 
Harvest trial 
 
France (FR) 
37170 
Chambray les 
Tours 
 
1998-06-26 

Goeland 1) 1996-09-22 
(sowing) 

2)  
3) 1997 

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-04-164) 
1997-06-134) 

BBCH 80 seed(s) <0.050 <0.050 20 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  7 

 
RIP2001-259 

             
report RJ2366B, 
study 96JH131, 
trial AP/3237/ZE/1, 
plot 3 (YF10136) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 816 391 
Grantham, 
Lincolnshire 
 
1997-09-22 

unknown 1) 1995-09-03 
(sowing) 

2)  
3) 1996 

0.20 
0.20 

300 
300 

0.067 
0.067 

1996-06-064) 
1996-07-014) 

BBCH  
79-80 

seed(s) <0.10 <0.10 21 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.1 mg/kg (seed(s)),  
8.2: 0.1 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-260 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2366B, 
study 96JH131, 
trial AP/3237/ZE/2, 
plot 3 (YF10136) 
Harvest trial 
 
United Kingdom 
(UK) 
SE 557 256 
Kellington, 
Yorkshire 
 
1997-09-22 

unknown 1) 1995-09-08 
(sowing) 

2)  
3) 1996 

0.20 
0.20 

300 
300 

0.067 
0.067 

1996-06-044) 
1996-06-254) 

BBCH 77 seed(s) <0.10 <0.10 25 4) spraying 
 
analytical method:  

SOP RAM 260/02 (GC-
PND), 

LOQ(s):  
8.1: 0.1 mg/kg (seed(s)),  
8.2: 0.1 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  10 

 
RIP2001-260 

             
report RJ2591B, 
study 97JH022, 
trial AP/3735/ZE/1, 
plot 3 (YF10136) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 093 089 
Pipehill, 
Staffordshire 
 
1998-06-26 

Apex 1) 1996-08-30 
(sowing) 

2)  
3) 1997 

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-05-144) 
1997-07-014) 

BBCH 79 seed(s) 0.22 <0.050 14 4) spraying 
 
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  9 

 
RIP2001-261 

             
report RJ2591B, 
study 97JH022, 
trial AP/3735/ZE/2, 
plot 3 (YF10136) 
Harvest trial 
 
United Kingdom 
(UK) 
SK 357 296 
Barrow on Trent, 
Derbyshire 
 
1998-06-26 

Inca 1) 1996-08-27 
(sowing) 

2)  
3) 1997 

0.20 
0.20 

300 
300 

0.067 
0.067 

1997-05-144) 
1997-06-244) 

BBCH 77 seed(s) <0.050 <0.050 15 4) spraying 
 
analytical method:  

SOP RAM 260/03 (GC-
PND), 

LOQ(s):  
8.1: 0.05 mg/kg (seed(s)),  
8.2: 0.05 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  9 

 
RIP2001-261 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Spring Rape  
 Crop Code : BRSNS  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 800 g/kg Indoors / Outdoors : Outdoors (NAFTA) 
Formulation (e.g. WP) : WG (Water dispersible granule) Other a.i. in formulation    
Commercial product   (name) : YF9836 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study RJ2353B, 
trial 34-ND-96-
311, plot 2 
Processing trial 
 
United States of 
America (US) 
 
Wheaton,  
Minnesota 
 
1997-08-08 

Norseman 1) 1996-06-05 
(sowing) 

2)  
3)  

0.45 94 0.48 1996-07-014) BBCH  
15-16 

seed(s) <0.20 <0.20 65 4) spraying 
 
values corrected by recovery,  
analytical method: SOP RAM 

260/02 (GC-PND), 
LOQ(s):  

8.1: 0.1 mg/kg (refined oil),  
0.2 mg/kg (seed(s), seed(s), 
RAC, press cake),  
8.2: 0.1 mg/kg (refined oil),  
0.2 mg/kg (seed(s), seed(s), 
RAC, press cake),  

max. sample storage time in 
month(s):  9 

 
RIP2001-263 
 

    
seed(s), RAC <0.20 <0.20 65 
    
refined oil <0.10 <0.10 65 
    
press cake <0.20 <0.20 65 

             
study RJ2353B, 
trial 34-ND-96-
311, plot 3 
Processing trial 
 
United States of 
America (US) 
 
Wheaton,  
Minnesota 
 
1997-08-08 

Norseman 1) 1996-06-05 
(sowing) 

2)  
3)  

0.45 
0.90 
0.90 

94 
94 
94 

0.48 
0.96 
0.96 

1996-07-014) 
1996-07-224) 
1996-08-134) 

BBCH 69 seed(s) 1.6 <0.20 22 4) spraying 
 
values corrected by recovery,  
analytical method: SOP RAM 

260/02 (GC-PND), 
LOQ(s):  

8.1: 0.1 mg/kg (refined oil),  
0.2 mg/kg (seed(s), seed(s), 
RAC, press cake),  
8.2: 0.1 mg/kg (refined oil),  
0.2 mg/kg (seed(s), seed(s), 
RAC, press cake),  

max. sample storage time in 
month(s):  8 

 
RIP2001-263 
 
Overdosed trial, not considered 

    
seed(s), RAC 1.1 <0.20 22 
    
refined oil 1.3 <0.10 22 
    
press cake 0.20 <0.20 22 
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Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials were considered acceptable, some trials were not considered due to overdosing. 
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Reference: OECD KII 6.3 

Report ASB2013-13459, ASB2013-13466, ASB2013-13463, ASB2013-13464 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 11: Residues of azoxystrobin in sunflower seed 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Sunflower, Common  
 Crop Code : HELAN  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 250 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF10537 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2778B, 
study 98JH019, 
trial S 213.98 
Harvest trial 
 
France (FR) 
28210 
Coulombs 
 
1999-04-13 

Dekalb 1) 1998-05-10 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1998-06-104) 
1998-06-254) 

BBCH 51 seed(s) <0.010 <0.010 89 4) spraying 
analytical method:  

SOP RAM 243/05 (GC-
NPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  3 

 
ASB2013-13459 
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1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

report RJ2778B, 
study 98JH019, 
trial S 405.98 
Harvest trial 
 
France (FR) 
51140 
Prouilly 
 
1999-04-13 

Sanluca 1) 1998-04-02 
(sowing) 

2)  
3)  

0.25 
0.25 

300 
300 

0.083 
0.083 

1998-05-264) 
1998-06-124) 

BBCH 53 seed(s) <0.010 <0.010 91 4) spraying 
analytical method:  

SOP RAM 243/05 (GC-
NPD), 

LOQ(s):  
8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in 
month(s):  3 

 
ASB2013-13459 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : azoxystrobin 
 (Application on agricultural and horticultural crops) Crop / crop group : Sunflower, Common  
 Crop Code : HELAN  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 200 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A13703G (content and common name)  : 125 g/L difenoconazole 
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 azoxystrobin 

8.2 R230310 (Azoxystrobin Z-Isomer) 
 

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

050-0401, trial 
CH-FR-05-0313 
Harvest trial 
 
Switzerland (CH) 
1122 
Romanel-sur-
Morges 
 
2006-05-31 

Aurasol 1) 2005-04-07 
(sowing) 

2)  
3)  

0.20 
0.21 

400 
420 

0.050 
0.050 

2005-06-014) 
2005-06-214) 

BBCH  
53-55 

seed(s) <0.010 <0.010 73 4) spraying 
analytical method:  

RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in month(s):  
3 

 
ASB2013-13466 

             
050-0401, trial 
CH-FR-05-0314 
Harvest trial 
 
Switzerland (CH) 
1175 
Lavigny 
 
2006-05-31 

Elansol 1) 2005-04-04 
(sowing) 

2)  
3)  

0.20 
0.19 

410 
390 

0.050 
0.050 

2005-06-014) 
2005-06-214) 

BBCH 53 seed(s) <0.010 <0.010 73 4) spraying 
analytical method:  

RAM 305/03 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (seed(s)),  
8.2: 0.01 mg/kg (seed(s)),  

max. sample storage time in month(s):  
3 

 
ASB2013-13466 

             
study 04-0311, 
trial CH-FR-04-
0075 
Decline trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2005-04-12 

Prodisol 1) 2004-04-13 
(sowing) 

2)  
3) 2004-08-16 

0.20 
0.20 

410 
400 

0.049 
0.050 

2004-05-254) 
2004-06-094) 

BBCH 51 whole plant 0.030 
7.2 
1.2 

0.14 
0.080 
0.020 

<0.010 
0.020 
0.050 
<0.010 
<0.010 
<0.010 

05) 
0 
9 

20 
30 
44 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (whole plant, rest 
of plant, seed(s)),  
8.2: 0.01 mg/kg (whole plant, rest 
of plant, seed(s)),  

max. sample storage time in month(s):  
7 

 
ASB2013-13463 

    
rest of plant 0.010 <0.010 68 
    
seed(s) <0.010 <0.010 68 

             



 

 Page 125 / 175

1 2 3 4 5 6 7 8.1 8.2 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)   (d) (e) 

study 04-0415, 
trial CH-FR-04-
0122 
Decline trial 
 
France (FR) 
49125 
Tierce 
 
2005-04-12 

DK 3792 1) 2004-05-12 
(sowing) 

2)  
3) 2004-10-15 

0.19 
0.19 

400 
410 

0.048 
0.046 

2004-06-094) 
2004-07-024) 

BBCH 53 whole plant <0.010 
2.9 

0.13 
0.080 
0.060 
0.080 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

05) 
0 

10 
20 
31 
45 

4) spraying 
5) before last treatment 

 
analytical method:  

SOP RAM 305/02 (HPLC-MS/MS), 
LOQ(s):  

8.1: 0.01 mg/kg (whole plant, 
seed(s)),  
8.2: 0.01 mg/kg (whole plant, 
seed(s)),  

max. sample storage time in month(s):  
6 

 
ASB2013-13464 

    
seed(s) <0.010 <0.010 101 

             
 
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies are considered to be acceptable. 
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A 2.2.6 Magnitude of cyproconazole residues in cereals  

Reference: OECD KII 6.3 

Report RIP1999-758, RIP2006-2012, ASB2013-13458, RIP1999-772, RIP1999-771, RIP2004-1893, RIP2004-1891, 

RIP2004-1892, RIP2004-1894, RIP2005-1009, RIP2005-1010 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), GLP Consensus Document: Application of GLP Principles to Field Studies, 

(OECD, 1992), IVA Guidelines, Residue Studies (IVA 1994)) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 12: Residues of cyproconazole in wheat and rye 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 1999-05-11 
    
Content of a.i. (g/kg or g/l) : 53.3 g/kg Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : WG (Water dispersible granule) Other a.i. in formulation    
Commercial product   (name) : A-9849A (content and common name)  : 400 g/kg cyprodinil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 2210/97 
Harvest trial 
 
France (FR) 
45480 
Izy 
 
1997-12-02 

Sideral 1) 1996-10-24 
(sowing) 

2)  
3) 1997-07-23 

0.080 
0.080 

400 
400 

0.020 
0.020 

1997-04-144) 
1997-06-094) 

BBCH  
71-73 

grain <0.010 44 4) spraying 
analytical method:  

CBK 11600/86, SOP 1110 (GC-
TSD/FPD), 

LOQ(s): 0.01 mg/kg (grain, straw),  
max. sample storage time in 

month(s):  5 
 
RIP1999-758 
RIP2006-2470 (history) 

   
straw 0.17 44 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Priori Xtra (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

SAM 7260,  gwh 
32401 
 
Germany (DE) 
06922 
Axien 
 
2002-09-09 

Aristos 1) 2000-10-22 
(sowing) 

2) 2001-06-12 
  -  2001-06-20 
3) 2001-08-09 

0.080 
0.080 

300 
300 

0.027 
0.027 

2001-05-084) 
2001-06-204) 

BBCH 69 grain <0.010 
<0.010 
<0.010 
<0.010 

35 
35 
50 
50 

4) spraying 
analytical method:  

GC-Methode nach DFG S-19  
LOQ(s):  
0.01 mg/kg (grain),  
0.05 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

replicate field samples 
 
RIP2004-1893 
ASB2013-13461 (amendment) 

   
straw 0.12 

0.12 
0.12 
0.12 

35 
35 
50 
50 
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 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : Alto 100 SL (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report TDS 
BS3641, study R 
10249/1 (+report 
form), trial 14089 
(92SAN101P), plot 
T11 
Decline trial 
 
Germany (DE) 
2812 
Hilgermissen 
 
1993-10-04 

Kontrast 1) 1991-10-07 
(sowing) 

2) 1992-06-18 
  -  1992-06-23 
3) 1992-08-04 

0.084 
0.083 

420 
420 

0.020 
0.020 

1992-06-104) 
1992-06-234) 

BBCH 69 rest of plant 0.21 
1.8 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

BS 2598 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (ears of grain, grain),  
0.04 mg/kg (straw),  
0.05 mg/kg (rest of plant),  

max. sample storage time in 
month(s):  9 

 
RIP2006-2012 

   
ears of grain 0.12 

0.18 
1.2 
1.7 

05) 
05) 
0 
0 

   
grain <0.010 

<0.010 
<0.010 
<0.010 

35 
35 
42 
42 

   
straw 1.4 

2.0 
35 
42 

            
report TDS 
BS3641, study R 
10249/1 (+report 
form), trial 14090 
(92SAN101P), plot 
T12 
Decline trial 
 
Germany (DE) 
2812 
Hilgermissen 
 
1993-10-04 

Kontrast 1) 1991-10-07 
(sowing) 

2) 1992-06-18 
  -  1992-06-23 
3) 1992-08-04 

0.088 
0.11 
0.11 

440 
440 
440 

0.020 
0.025 
0.025 

1992-05-164) 
1992-06-104) 
1992-06-234) 

BBCH 69 rest of plant 0.74 
2.6 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

BS 2598 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (ears of grain, grain),  
0.04 mg/kg (straw),  
0.05 mg/kg (rest of plant),  

max. sample storage time in 
month(s):  9 

 
RIP2006-2012 
 
Overdosed trial, not considered 

   
ears of grain 0.26 

0.22 
1.5 
1.1 

05) 
05) 
0 
0 

   
grain <0.010 

0.010 
0.016 
0.019 

35 
35 
42 
42 

   
straw 2.8 

3.6 
35 
42 
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1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report TDS 
BS3641, study R 
10249/1 (+report 
form), trial 14091 
(92SAN101P), plot 
T13 
Decline trial 
 
Germany (DE) 
2812 
Hilgermissen 
 
1993-10-04 

Kontrast 1) 1991-10-07 
(sowing) 

2) 1992-06-18 
  -  1992-06-23 
3) 1992-08-04 

0.083 
0.081 
0.12 
0.11 

420 
410 
480 
450 

0.020 
0.020 
0.025 
0.024 

1992-04-304) 
1992-05-164) 
1992-06-104) 
1992-06-234) 

BBCH 69 rest of plant 0.80 
2.4 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

BS 2598 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (ears of grain, grain),  
0.04 mg/kg (straw),  
0.05 mg/kg (rest of plant),  

max. sample storage time in 
month(s):  9 

 
RIP2006-2012 
 
Overdosed trial, not considered 

   
ears of grain 0.27 

0.23 
1.6 
1.5 

05) 
05) 
0 
0 

   
grain <0.010 

<0.010 
0.014 
0.019 

35 
35 
42 
42 

   
straw 2.9 

3.6 
35 
42 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 240 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : Alto 240 SL (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report TDS 
BS3641, study R 
10249/1 (+report 
form), trial 14729 
(92SAN101P), plot 
T14 
Decline trial 
 
Germany (DE) 
2812 
Hilgermissen 
 
1993-10-04 

Kontrast 1) 1991-10-07 
(sowing) 

2) 1992-06-18 
  -  1992-06-23 
3) 1992-08-04 

0.077 
0.074 
0.077 
0.079 

420 
400 
420 
430 

0.018 
0.018 
0.018 
0.018 

1992-04-304) 
1992-05-164) 
1992-06-104) 
1992-06-234) 

BBCH 69 rest of plant 0.43 
2.2 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

BS 2598 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (ears of grain, grain),  
0.04 mg/kg (straw),  
0.05 mg/kg (rest of plant),  

max. sample storage time in 
month(s):  9 

 
RIP2006-2012 
 
Overdosed trial, not considered 

   
ears of grain 0.15 

0.19 
1.3 
1.1 

05) 
05) 
0 
0 

   
grain <0.010 

<0.010 
<0.010 
<0.010 

35 
35 
42 
42 

   
straw 1.2 

2.5 
35 
42 

            
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : EC (Emulsifiable concentrate) Other a.i. in formulation    
Commercial product   (name) : A-9805 A (content and common name)  : 187.5 g/L trifloxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 2238/97 
Harvest trial 
 
France (FR) 
45480 
Izy 
 
1998-06-12 

Sideral 1) 1996-10-24 
(planting) 

2)  
3) 1997-07-23 

0.080 
0.080 

400 
400 

0.020 
0.020 

1997-04-144) 
1997-06-094) 

BBCH  
71-73 

grain <0.010 44 4) spraying 
 
analytical method:  

BS 8058 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (grain, straw),  
max. sample storage time in 

month(s):  19 
 
ASB2013-13458 

   
straw 0.16 44 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole  
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 40 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Alto Elite (content and common name)  : 375 g/L chlorothalonil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report TDS 
BS3641, study R 
10249/1 (+report 
form), trial 14730 
(92SAN101P),  
plot T15 
Decline trial 
 
Germany (DE) 
2812 
Hilgermissen 
 
1993-10-04 

Kontrast 1) 1991-10-07 
(sowing) 

2) 1992-06-18 
  -  1992-06-23 
3) 1992-08-04 

0.081 
0.087 
0.080 

410 
430 
400 

0.020 
0.020 
0.020 

1992-05-164) 
1992-06-104) 
1992-06-234) 

BBCH 69 rest of plant 0.26 
1.8 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

BS 2598 (GC-NPD), 
LOQ(s):  

0.01 mg/kg (ears of grain, grain),  
0.04 mg/kg (straw),  
0.05 mg/kg (rest of plant),  

max. sample storage time in 
month(s):  9 

 
RIP2006-2012 
Overdosed trial, not considered 

   
ears of grain 0.10 

0.12 
0.93 
1.1 

05) 
05) 
0 
0 

   
grain <0.010 

<0.010 
0.012 
<0.010 

35 
35 
42 
42 

   
straw 0.67 

0.78 
35 
42 

            
 



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF11903 (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 2075/01 
 
Switzerland (CH) 
1880 
Beix/VD 
 
2002-04-25 

Albis 1) 2000-10-24 
(sowing) 

2)  
3) 2001-07-24 

0.080 
0.080 

400 
400 

0.020 
0.020 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 

4) spraying 
 

analytical method:  
Sandoz BS 8058 

LOQ(s):  
0.02 mg/kg (grain),  
0.05 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

replicate field samples 
 
RIP2004-1891 
RIP2005-1011 (history) 

   
straw 0.090 

0.090 
0.070 
0.080 

35 
35 
47 
47 

            
 



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2004-10-26 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Priori Xtra (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

SAM 7185,  
2076/01 
 
Switzerland (CH) 
1896 
Vouvry/VS 
 
2002-04-25 

Galaxy 1) 2000-10-22 
(sowing) 

2)  
3) 2001-07-24 

0.080 
0.080 

400 
400 

0.020 
0.020 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 

4) spraying 
 

analytical method:  
BS 8058, modified  

(HPLC-MS/MS) 
LOQ(s):  

0.02 mg/kg (grain),  
0.05 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

replicate field samples 
 
RIP2004-1892 
RIP2006-1965 (history) 

   
straw 0.080 

0.11 
0.060 
0.050 

35 
35 
47 
47 

            
SAM 7259,   
gwh 92401 
 
Germany (DE) 
19347 
Groß-Niendorf 
 
2002-09-09 

Kornett 1) 2000-10-05 
(sowing) 

2) 2001-06-25 
  -  2001-07-05 
3) 2001-08-16 

0.080 
0.080 

300 
300 

0.027 
0.027 

2001-04-274) 
2001-07-054) 

BBCH  
69-73 

grain <0.010 
<0.010 

42 
42 

4) spraying 
 

analytical method:  
BS 8058, modified, HPLC-MS/MS 

LOQ(s):  
0.01 mg/kg (grain),  
0.01 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

replicate field samples 
 
RIP2004-1894 

   
straw 0.46 

0.57 
42 
42 

            



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2005-04-19 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : YF 11904 (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

SAM 7184,  
2077/01 
 
Switzerland (CH) 
1880 
Bex/VD 
 
2002-04-25 

Albis 1) 2000-10-24 
(sowing) 

2)  
3) 2001-07-24 

0.080 
0.080 

400 
400 

0.020 
0.020 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 

4) spraying 
analytical method:  
 Sandoz BS 8058  

LOQ(s):  
0.02 mg/kg (grain),  
0.05 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

replicate field samples 
 
RIP2005-1009 

   
straw 0.070 

0.080 
0.070 
0.050 

35 
35 
47 
47 

            
 



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rye  
 Crop Code : SECCW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 1999-05-11 
    
Content of a.i. (g/kg or g/l) : 53 g/kg Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : WG (Water dispersible granule) Other a.i. in formulation    
Commercial product   (name) : A-9849B (content and common name)  : 400 g/kg cyprodinil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study gr 40498 
Decline trial 
 
Germany (DE) 
94522 
See 1 
 
1999-01-29 

Borellus 1) 1997-10-06 
(sowing) 

2) 1998-05-25 
  -  1998-06-09 
3) 1998-08-04 

0.080 
0.080 

400 
400 

0.020 
0.020 

1998-04-234) 
1998-06-164) 

BBCH 71 plant 1.3 0 4) spraying 
 

analytical method:  
BS 8058 (GC-TSD), 

LOQ(s):  
0.02 mg/kg (plant, rest of plant, 
ears of grain, grain, straw),  

max. sample storage time in 
month(s):  7 

 
RIP1999-772 

   
rest of plant 0.34 

0.17 
21 
41 

   
ears of grain 0.12 

0.070 
21 
41 

   
grain <0.020 

<0.020 
49 
56 

   
straw 0.19 

0.16 
49 
56 

            
study gr 39298 
Decline trial 
 
Germany (DE) 
39343 
Ivenrode 
 
1999-01-29 

Hacada 1) 1997-09-30 
(sowing) 

2) 1998-05-23 
  -  1998-06-01 
3) 1998-07-22 

0.080 
0.080 

400 
400 

0.020 
0.020 

1998-04-304) 
1998-06-034) 

BBCH  
69-71 

plant 0.86 0 4) spraying 
 

analytical method:  
BS 8058 (GC-TSD), 

LOQ(s):  
0.02 mg/kg (plant, rest of plant, 
ears of grain, grain, straw),  

max. sample storage time in 
month(s):  7 

 
RIP1999-771 

   
rest of plant 0.30 

0.18 
21 
41 

   
ears of grain 0.18 

0.090 
21 
41 

   
grain <0.020 

<0.020 
49 
57 

   
straw 0.22 

0.36 
49 
57 

            
  



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Soft Wheat  
 Crop Code : TRZAW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2005-04-19 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC  Other a.i. in formulation    
Commercial product   (name) : YF 11904 (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

SAM 7183,  
2078/01 
 
Switzerland (CH) 
1896 
Vouvry/VS 
 
2002-04-25 

Galaxy 1) 2000-10-22 
(sowing) 

2)  
3) 2001-07-24 

0.080 
0.080 

400 
400 

0.020 
0.020 

2001-04-274) 
2001-06-074) 

BBCH 69 grain <0.020 
<0.020 
<0.020 
<0.020 

35 
35 
47 
47 

4) spraying 
analytical method:  

Sandoz BS 8058 (GC-NPD) 
 LOQ(s):  

0.02 mg/kg (grain),  
0.05 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

replicate field samples 
 
RIP2005-1010 

   
straw 0.070 

0.050 
<0.050 
<0.050 

35 
35 
47 
47 

            
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials were considered acceptable, some trials were not considered due to overdosing. 
 



 

 

 

Reference: OECD KII 6.3 

Report RIP1999-766, ASB2010-13344, ASB2010-13349, ASB2010-13352, ASB2010-13353, ASB2010-13347 

Guideline(s): Yes (IVA Guidelines, Residue Studies (IVA 1994)) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 13: Residues of cyproconazole in barley 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Spring Barley  
 Crop Code : HORVS  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 1999-05-11 
    
Content of a.i. (g/kg or g/l) : 53 g/kg Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : WG (Water dispersible granule) Other a.i. in formulation    
Commercial product   (name) : A-9849B (content and common name)  : 400 g/kg cyprodinil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study gr 38598 
 
Germany (DE) 
76863 
Herxheimweyher 
 
1999-03-24 

Scarlett 1) 1998-03-20 
(sowing) 

2) 1998-06-12 
  -  1998-06-18 
3) 1998-08-01 

0.080 
0.080 

400 
400 

0.020 
0.020 

1998-05-194) 
1998-06-094) 

BBCH 56 plant 1.0 0 4) spraying 
 

analytical method:  
BS 8058 (GC-TSD), 

LOQ(s):  
0.02 mg/kg (plant, rest of plant, 
ears of grain, grain, straw),  

max. sample storage time in 
month(s):  7 

 
RIP1999-766 
RIP2006-2758 (history) 
RIP2007-222 (history) 

   
rest of plant 0.18 

0.33 
21 
43 

   
ears of grain 0.060 

0.050 
21 
43 

   
grain <0.020 

<0.020 
53 
57 

   
straw 0.060 

0.050 
53 
57 

            



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Barley  
 Crop Code : HORVW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : Alto 100 SL (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

project R 10250, 
study TDS 
BS4112, trial 
R10250/4 (16171), 
plot T11-T61 
Decline trial 
 
Germany (DE) 
3006 
Burgwedel/ 
Thönse 
 
1994-01-19 

Catinka 1) 1991-09-29 
(sowing) 

2) 1992-05-22 
  -  1992-05-28 
3) 1992-06-30 

0.080 
0.080 

400 
400 

0.020 
0.020 

1992-05-214) 
1992-05-264) 

BBCH 63 plant 0.53 05) 4) spraying 
5) before last treatment 

 
analytical method:  

TDS-No. BS 2598 (GC-TSD/FPD), 
LOQ(s):  

0.01 mg/kg (plant, rest of plant, 
ears of grain, grain, straw),  

max. sample storage time in 
month(s):  9 

 
ASB2010-13344 
ASB2010-13345 (duplicate) 

   
rest of plant 1.2 0 
   
ears of grain 1.0 

3.7 
05) 
0 

   
grain 0.030 

0.030 
35 
42 

   
straw 0.84 

1.1 
35 
42 

Controls > LOQ, but compared to 
levels in treated straw negligible. 
rest of plant 0.040 0 
   
ears of grain 0.070 0 
   
straw 0.020 35 

            
project R 10250, 
study TDS 
BS4112, trial 
R10250/6 (13587), 
plot T11-T61 
Decline trial 
 
Germany (DE) 
8901 
Anhausen 
 
1994-01-19 

Marinka 1) 1991-09-20 
(sowing) 

2)  
3) 1992-07-16 

0.080 
0.080 

300 
300 

0.027 
0.027 

1992-05-194) 
1992-05-254) 

BBCH 62 plant 0.58 05) 4) spraying 
5) before last treatment 

 
analytical method:  

TDS-No. BS 2598 (GC-TSD/FPD), 
LOQ(s):  

0.01 mg/kg (plant, rest of plant, 
ears of grain, grain, straw),  

max. sample storage time in 
month(s):  10 

 
ASB2010-13344 
ASB2010-13345 (duplicate) 

   
rest of plant 1.0 0 
   
ears of grain 0.39 

3.7 
05) 
0 

   
grain <0.010 

0.010 
 n.a.6) 

35 
42 
52 

   
straw 0.21 

0.16 
 n.a.6) 

35 
42 
52 

controls > LOQ (about 10 % of level in 
treated straw, still acceptable) 
plant 0.060 0 
   
ears of grain 0.030 0 
   
straw 0.020 35 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report 11301, 
study 11698/86, 
trial 8734, plot 2 
Decline trial 
 
France (FR) 
68750 
Pinson 
 
1986-12-11 

Illia 1) 1985-10-17 
(sowing) 

2)  
3) 1986-07-16 

0.10 
0.10 

100 
100 

0.10 
0.10 

1986-05-024) 
1986-06-024) 

BBCH 59 plant 2.2 
0.27 

0 
10 

4) spraying 
analytical method: CBK 11600/86, 

SOP 1110 (GC-TSD/FPD), 
LOQ(s):  

0.02 mg/kg (grain),  
0.06 mg/kg (straw),  

max. sample storage time in 
month(s):  7 

 
ASB2010-13349 

   
grain 0.020 44 
   
straw 0.15 44 

            
report 11301, 
study 11715/86, 
trial 8811 (SAN 
04699), plot 2 
Decline trial 
 
Switzerland (CH) 
1026 
Denges (VD) 
 
1987-01-08 

Gerbel 1) 1985-09-01 
(sowing) 

2)  
3) 1986-07-04 

0.10 
0.10 

1000 
1000 

0.010 
0.010 

1986-05-054) 
1986-05-234) 

BBCH 61 plant 2.9 
0.18 
0.18 
0.26 
0.070 

0 
14 
28 
35 
35 

4) spraying 
analytical method: CBK 11600/86, 

SOP 1110 (GC-TSD/FPD), 
LOQ(s):  

0.02 mg/kg (plant, grain),  
0.06 mg/kg (straw),  

max. sample storage time in 
month(s):  6 

 
RIP2006-2756 
ASB2010-13352 (duplicate) 

   
grain 0.040 42 
   
straw 0.38 42 

            
report 11301, 
study 11784/87, 
trial 8812 (SAN 
04697) 
Harvest trial 
 
Switzerland (CH) 
8565 
Hugelshofen (TG) 
 
1987-02-05 

Gerbel 1) 1985-09-25 
(sowing) 

2)  
3) 1986-07-08 

0.10 
0.10 

500 
500 

0.020 
0.020 

1986-05-204) 
1986-05-274) 

BBCH 59 grain 0.030 42 4) spraying 
analytical method: CBK 11600/86, 

SOP 1110 (GC-TSD/FPD), 
LOQ(s):  

0.02 mg/kg (grain),  
0.06 mg/kg (straw),  

max. sample storage time in 
month(s):  7 

 
ASB2010-13353 

   
straw 0.26 42 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Barley  
 Crop Code : HORVW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 400 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : SAN 619 F 400 SL (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report 11301, 
study 11785/87, 
trial 8814 
Harvest trial 
 
Switzerland (CH) 
Hugelshofen (TG) 
 
1987-02-05 

Gerbel 1) 1985-09-25 
(sowing) 

2)  
3) 1986-07-08 

0.10 
0.10 

500 
500 

0.020 
0.020 

1986-05-204) 
1986-05-274) 

BBCH 59 grain 0.020 
0.030 

42 
42 

4) spraying 
 
analytical method:  

CBK 11600/86, SOP 1110 (GC-
TSD/FPD), 

LOQ(s):  
0.02 mg/kg (grain),  
0.06 mg/kg (straw),  

max. sample storage time in 
month(s):  8 

 
ASB2010-13347 

   
straw 0.11 

0.24 
42 
42 

            
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies are considered acceptable. 
 



 

 

A 2.2.7 Magnitude of cyproconazole residues in sugar beets 

Reference: OECD KII 6.3 

Report ASB2013-13475, ASB2013-13448, ASB2013-13475, RIP2006-1944 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), Commission of the European Communities, General Recommendations 

for the Design, Preparation and Realization of Residue Trials; 7029/VI/95 rev 5, Guidelines and Criteria for 

the Preparation and Presentation of Complete Dossiers and of Summary Dossiers for the Inclusion of Active 

Substances in Annex I of Directive 91/414/EEC (1996), SANCO/3029/99 Rev. 4, SANCO/825/00 Rev. 7) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 14: Residues of cyproconazole in sugar beets 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Sugar Beet  
 Crop Code : BEAVA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : A9898A (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 cyproconazole 

8.2 1,2,4-triazole (1,2,4-T) 
8.3 triazole lactic acid (TLA) 
8.4 triazole-acetic-acid (TAA) 
8.5 triazole-alanine (TA) 

 



 

 

1 2 3 4 5 6 7 8.1 8.2 8.3 8.4 8.5 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)      (d) (e) 

S09-01491, 
S09-01491-
02, plot 3 
Decline trial 
 
United 
Kingdom 
(UK) 
 
Ramsey, 
Cambridge, 
Cambridges
hire 
 
2011-07-01 

Opta 1) 2009-03-07 
(planting) 

2)  
3) 2009-10 

0.082 
0.076 

310 
290 

0.027 
0.027 

2009-09-114) 
2009-10-024) 

BBCH 49 leaf with 
top 

0.68 <0.010 <0.010 <0.010 <0.010 7 4) spraying 
 
analytical methods:  

8.1: REM 147.08 (HPLC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg (leaf with top, 
root body),  

max. sample storage time in 
month(s):  18 

 
ASB2013-13475 

       
root body <0.010 <0.010 <0.010 <0.010 <0.010 7 

                
S09-01491, 
S09-01491-
03, plot 3 
Decline trial 
 
Germany 
(DE) 
 
Weil 
 
2011-07-01 

Felicita 1) 2009-04-10 
(planting) 

2)  
3) 2009-10 
  -  2009-12 

0.082 
0.081 

310 
300 

0.027 
0.027 

2009-08-074) 
2009-08-284) 

BBCH 44 leaf with 
top 

1.2 
0.39 
0.20 
0.25 
0.11 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
0.010 
0.010 
0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
0.020 
0.010 
0.010 
0.020 

0 
14 
21 
28 
35 

4) spraying 
 
analytical methods:  

8.1: REM 147.08 (HPLC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg (leaf with top, 
root body),  

max. sample storage time in 
month(s):  20 

 
ASB2013-13475 

       
root body <0.010 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
0.010 
<0.010 
<0.010 

0 
14 
21 
28 
35 

controls > LOQ (only for TA and TLA) 
leaf with 
top 

  0.040   29 

                



 

 

1 2 3 4 5 6 7 8.1 8.2 8.3 8.4 8.5 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)      (d) (e) 

S09-01491, 
S09-01491-
04, plot 3 
Decline trial 
 
Germany 
(DE) 
 
Altlandsberg 
 
2011-07-01 

Robina 1) 2009-04-01 
(planting) 

2)  
3) 2009-09 

0.081 
0.084 

310 
320 

0.026 
0.026 

2009-07-224) 
2009-08-124) 

BBCH 49 leaf with 
top 

3.5 
0.18 
0.16 
0.10 
0.070 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0.080 
0.080 
0.050 
0.090 
0.070 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0.030 
0.050 
0.040 
0.080 
0.050 

0 
14 
21 
28 
35 

4) spraying 
 
analytical methods:  

8.1: REM 147.08 (HPLC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg (leaf with top, 
root body),  

max. sample storage time in 
month(s):  20 

 
ASB2013-13475 

       
root body <0.010 

0.010 
<0.010 
<0.010 
0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0.040 
0.060 
0.040 
0.070 
0.040 

0 
14 
21 
28 
35 

controls > LOQ (only for TA and TLA) 
leaf with 
top 

  0.060 
0.070 

 0.070 
0.050 

7 
28 

       
root body     0.050 

0.030 
7 

28 

                
S09-01491, 
S09-01491-
05, plot 3 
Decline trial 
 
United 
Kingdom 
(UK) 
 
Halam, 
Newark, 
Nottinghams
hire 
 
2011-07-01 

Ace 1)  
2)  
3) 2010-11 

0.076 
0.086 

200 
220 

0.038 
0.040 

2010-09-164) 
2010-10-074) 

BBCH 45 leaf with 
top 

1.8 
1.3 

0.94 
0.76 
0.43 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0.060 
0.070 
0.060 
0.060 
0.030 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
0.030 

7 
14 
21 
28 
35 

4) spraying 
 
analytical methods:  

8.1: REM 147.08 (HPLC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg (leaf with top, 
root body),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13475 

       
root body 0.030 

<0.010 
0.030 
0.020 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0.020 
0.020 
0.020 
0.030 
<0.010 

7 
14 
21 
28 
35 

controls > LOQ (only for TA and TLA) 
leaf with 
top 

  0.030 
0.020 

 0.020 7 
28 

                
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Sugar Beet  
 Crop Code : BEAVA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 50 g/kg Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : WG (Water dispersible granule) Other a.i. in formulation    
Commercial product   (name) : SAN 711F 16 WG 01 (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report 11301, 
study 11852/87, 
trial 8836, TG/F58 
Decline trial 
 
Switzerland (CH) 
Wigoltingen (TG) 
 
1987-07-22 

Kadutschka 1) 1986-04-26 
(sowing) 

2)  
3) 1986-10-16 

0.075 
0.075 

500 
500 

0.015 
0.015 

1986-08-224) 
1986-09-104) 

BBCH 49 leaf 0.84 
0.73 
0.13 
0.16 
0.14 
0.090 
0.15 
0.12 

0 
0 

15 
15 
28 
28 
36 
36 

4) spraying 
 
values corrected by recovery,  
analytical method:  

CBK 11600/86, SOP 1110 (GC-
TSD), 

LOQ(s):  
0.01 mg/kg (leaf, root body),  

max. sample storage time in 
month(s):  10 

 
ASB2013-13448 

   
root body 0.020 

0.010 
0.020 
0.020 
0.020 
0.010 
0.010 
<0.010 

0 
0 

15 
15 
28 
28 
36 
36 

            
  



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Sugar Beet  
 Crop Code : BEAVA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2006-10-05 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : ALTO 100 SL (content and common name)  :  
Applicant : Bayer CropScience Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

R 10281,  
93SAN102 P,  
13529 
 
Germany (DE) 
39128 
Magdeburg 
 
1995-04-25 

Edda 1) 1993-03-24 
(sowing) 

2)  
3) 1993-11-10 

0.081 
0.076 

200 
190 

0.040 
0.040  

1993-07-284) 
1993-08-184) 

BBCH 49 leaf with top 1.4 
0.57 
0.44 
0.29 
0.36 
0.080 

0 
14 
22 
28 
35 
65 

4) spraying 
analytical method:  

TDS BS 2598 (GC-NPD) 
LOQ(s):  

0.01 mg/kg (leaf with top, root 
body),  

max. sample storage time in 
month(s):  13 

 
RIP2006-1944 

   
root body <0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
22 
28 
35 
65 

            
R 10281,  
93SAN202 P,  
13530 
 
Germany (DE) 
30938 
Burgwedel-Thönse 
 
1995-04-25 

Orbis 1) 1993-04-09 
(sowing) 

2)  
3) 1993-11-10 

0.080 
0.081 

200 
200 

0.040 
0.040 

1993-07-294) 
1993-08-244) 

BBCH 48 leaf with top 1.4 
0.84 
0.51 
0.39 
0.20 

0 
14 
21 
28 
34 

4) spraying 
analytical method:  

TDS BS 2598 (GC-NPD) 
LOQ(s):  

0.01 mg/kg (leaf with top, root 
body),  

max. sample storage time in 
month(s):  13 

 
RIP2006-1944 

   
root body <0.010 

<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
21 
28 
34 

            
R 10281,  
93SAN302 P,  
13532 
 
Germany (DE) 
27318 
Hilgermissen 
 
1995-04-25 

Reka 1) 1993-03-26 
(sowing) 

2)  
3) 1993-10-18 

0.082 
0.082 

200 
210 

0.040 
0.040 

1993-07-284) 
1993-08-274) 

BBCH 48 leaf with top 1.8 
0.45 
0.71 
0.27 
0.31 
0.24 

0 
14 
21 
28 
35 
54 

4) spraying 
analytical method:  

TDS BS 2598 (GC-NPD) 
LOQ(s):  

0.01 mg/kg (leaf with top, root 
body),  

max. sample storage time in 
month(s):  13 

 
RIP2006-1944 

   
root body <0.010 

<0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
21 
28 
35 
54 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

R 10281,  
93SAN402 P,  
13533 
 
Germany 
75177 Pforzheim 
 
1995-04-25 

Hilma 1) 1993-03-04 
(sowing) 

2)  
3) 1993-11-02 

0.083 
0.082 

210 
210 

0.040 
0.040 

1993-07-264) 
1993-08-254) 

BBCH 49 leaf 0.090 54 4) spraying 
analytical method:  

TDS BS 2598 (GC-NPD) 
LOQ(s):  

0.01 mg/kg (leaf, leaf with top, root 
body),  

max. sample storage time in 
month(s):  13 

 
RIP2006-1944 

   
leaf with top 1.6 

0.44 
0.24 
0.20 
0.14 

0 
14 
21 
28 
35 

   
root body <0.010 

0.010 
<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
21 
28 
35 
54 

            
  
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies were considered acceptable. 
 



 

 

 

A 2.2.8 Magnitude of cyproconazole residues in pulses 

Reference: OECD KII. 6.3 

Report ASB2013-13469, ASB2013-13455 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), Commission of the European Communities, General Recommendations 

for the Design, Preparation and Realization of Residue Trials; 7029/VI/95 rev 5, Guidelines and Criteria for 

the Preparation and Presentation of Complete Dossiers and of Summary Dossiers for the Inclusion of Active 

Substances in Annex I of Directive 91/414/EEC (1996), SANCO/3029/99 Rev. 4, SANCO/825/00 Rev. 7) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 15: Residues of cyproconazole in field beans 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Bean  
 Crop Code : VICFM  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

05-0415, trial 
AF/8541/SY1 
Harvest trial 
 
United Kingdom 
(UK) 
NG32 1PN 
Horston 
 
2006-06-26 

Clipper 1) 2004-10 
(sowing) 

2)  
3) 2005-08 

0.081 
0.080 

300 
300 

0.027 
0.026 

2005-06-104) 
2005-07-214) 

BBCH 79 rest of plant <0.010 30 4) spraying 
 
sample storage time not validated,  
analytical method: RAM 397/02 

(HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (rest of plant, 

seed(s), dry),  
max. sample storage time in 

month(s):  6 
ASB2013-13469 

   
seed(s), dry <0.010 30 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

05-0415, trial 
AF/8541/SY2 
Decline trial 
 
United Kingdom 
(UK) 
NG10 5NP 
Draycott 
 
2006-06-26 

Quattro 1) 2005-03-14 
(sowing) 

2)  
3) 2005-08 

0.082 
0.083 

310 
300 

0.027 
0.027 

2005-06-084) 
2005-07-264) 

BBCH 79 rest of plant 0.060 
0.090 

30 
36 

4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (rest of plant, seed(s), 
dry),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13469 

   
seed(s), dry <0.010 

<0.010 
30 
36 

            
05-0415, trial 
AF/8541/SY4 
Harvest trial 
 
France (FR) 
49150 
Boce 
 
2006-06-26 

Castel 1) 2004-11-17 
(sowing) 

2)  
3) 2005-07 

0.053 
0.080 

200 
300 

0.027 
0.027 

2005-05-094) 
2005-06-304) 

BBCH 87 rest of plant 0.52 26 4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (rest of plant, seed(s), 
dry),  

max. sample storage time in 
month(s):  7 

 
ASB2013-13469 

   
seed(s), dry <0.010 26 

            
  



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Bean 
 Crop Code : VICFM 
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study T014143-05-
REG, trial 
AF/10349/SY/1 
Decline trial 
 
United Kingdom 
(UK) 
LE12 8RA 
Woodhouse Eves 
 
2007-07-19 

Alpine 1) 2006-03-14 
(sowing) 

2)  
3) 2006-08 

0.077 
0.077 

300 
300 

0.026 
0.025 

2006-06-164) 
2006-07-214) 

BBCH  
78-82 

seed(s), dry, 
manual 

<0.010 30 4) spraying 
 
sample storage time not validated,  
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (seed(s), dry, manual, 
rest of plant),  

max. sample storage time in 
month(s):  9 

 
ASB2013-13455 

   
rest of plant 0.050 30 

            
  
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies are considered acceptable 

 



 

 

 

Reference: OECD KII 6.3 

Report ASB2013-13454, ASB2009-9183, ASB2013-13457, ASB2013-13453 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), Commission of the European Communities, General Recommendations 

for the Design, Preparation and Realization of Residue Trials; 7029/VI/95 rev 5, Guidelines and Criteria for 

the Preparation and Presentation of Complete Dossiers and of Summary Dossiers for the Inclusion of Active 

Substances in Annex I of Directive 91/414/EEC (1996), SANCO/3029/99 Rev. 4, SANCO/825/00 Rev. 7) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 16: Residues of cyproconazole in peas 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Field Pea  
 Crop Code : PIBSA  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 240 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : SAN 619 F 240 SL (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study  R93003F, 
trial R93003F site 
1 
Harvest trial 
 
France (FR) 
10700 
Mesnil la 
comtesse 
 
1996-11-06 

Solara 1) 1993-03-08 
(sowing) 

2)  
3) 1993 

0.076 
0.080 

390 
410 

0.020 
0.020 

1993-05-264) 
1993-06-084) 

BBCH 69 seed(s), dry, 
manual 

<0.010 29 4) spraying 
 
sample storage time not validated,  
analytical method:  

L-15.010.01 based of TDS-No. BS 
2598 (GC-FID (flame ionisations 
detector)), 

LOQ(s): 0.01 mg/kg (seed(s), dry, 
manual, seed(s), dry, mechanical),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13454 

   
seed(s), dry, 
mechanical 

<0.010 37 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study  R93003F, 
trial R93003F site 
2 
Harvest trial 
 
France (FR) 
10380 
Viapre le Petit 
 
1996-11-06 

Therise 1) 1993-03-09 
(sowing) 

2)  
3) 1993 

0.079 
0.077 

400 
390 

0.020 
0.020 

1993-05-264) 
1993-06-154) 

BBCH 69 seed(s), dry, 
manual 

<0.010 28 4) spraying 
 
sample storage time not validated,  
analytical method:  

L-15.010.01 based of TDS-No. BS 
2598 (GC-FID (flame ionisations 
detector)), 

LOQ(s): 0.01 mg/kg (seed(s), dry, 
manual, seed(s), dry, mechanical),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13454 
Not considered due to controls > LOQ 

   
seed(s), dry, 
mechanical 

<0.010 37 

controls > LOQ 
seed(s), dry, 
manual 

0.080 28 

            
study  R93003F, 
trial R93003F site 
3 
Harvest trial 
 
France (FR) 
51000 
Chalons/M 
 
1996-11-06 

Alex 1) 1993-03-10 
(sowing) 

2)  
3) 1993 

0.078 
0.075 

400 
380 

0.020 
0.020 

1993-05-264) 
1993-06-084) 

BBCH 69 seed(s), dry, 
mechanical 

<0.010 29 4) spraying 
 
sample storage time not validated,  
analytical method:  

L-15.010.01 based of TDS-No. BS 
2598 (GC-FID (flame ionisations 
detector)), 

LOQ(s): 0.01 mg/kg (seed(s), dry, 
mechanical),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13454 
Not considered due to controls > LOQ 

controls > LOQ 
seed(s), dry, 
mechanical 

0.040 29 

            
study  R93003F, 
trial R93003F site 
4 
Harvest trial 
 
France (FR) 
51400 
Cuperly 
 
1996-11-06 

Messire 1) 1993-03-18 
(sowing) 

2)  
3) 1993 

0.080 
0.075 

400 
380 

0.020 
0.020 

1993-05-264) 
1993-06-144) 

BBCH 69 seed(s), dry, 
manual 

<0.010 29 4) spraying 
 
sample storage time not validated,  
analytical method:  

L-15.010.01 based of TDS-No. BS 
2598 (GC-FID (flame ionisations 
detector)), 

LOQ(s): 0.01 mg/kg (seed(s), dry, 
manual, seed(s), dry, mechanical),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13454 
Not considered due to controls > LOQ 

   
seed(s), dry, 
mechanical 

<0.010 38 

controls > LOQ 
seed(s), dry, 
mechanical 

0.030 38 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 04-0422, 
trial AF/8166/SY/1 
Decline trial 
 
United Kingdom 
(UK) 
DN14 0ST 
Birkin 
 
2005-09-23 

Solara 1) 2004-04-10 
(sowing) 

2)  
3)  

0.077 
0.077 

310 
310 

0.025 
0.025 

2004-07-054) 
2004-07-204) 

BBCH  
69-73 

whole plant 0.020 
1.4 

05) 
0 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (LC-MS/MS), 
LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  4 
method of sampling: by hand 
 
ASB2009-9183 

   
rest of plant 0.26 

0.28 
0.070 
0.21 
0.24 

7 
14 
21 
30 
43 

   
seed(s), green <0.010 

<0.010 
7 

14 
   
seed(s), dry <0.010 

<0.010 
<0.010 

21 
30 
43 

            
study 04-0422, 
trial AF/8166/SY/2 
Decline trial 
 
United Kingdom 
(UK) 
YO25 4RR 
Hunmanby, 
Yorkshire 
 
2005-09-23 

Samson 1) 2004-04-02 
(sowing) 

2)  
3)  

0.077 
0.084 

290 
320 

0.026 
0.026 

2004-07-054) 
2004-07-204) 

BBCH  
69-71 

whole plant 0.020 
2.0 

0.21 

05) 
0 
7 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (LC-MS/MS), 
LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  4 
method of sampling: by hand 
 
ASB2009-9183 

   
rest of plant 0.070 

0.020 
0.040 
0.12 

14 
21 
30 
43 

   
seed(s), green <0.010 

<0.010 
14 
21 

   
seed(s), dry <0.010 

<0.010 
30 
43 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 04-0422, 
trial AF/8166/SY/3 
Decline trial 
 
France (FR) 
45300 
Rouvres St. Jean 
 
2005-09-23 

Canyon 1) 2004-02-20 
(sowing) 

2)  
3) 2004-07 

0.077 
0.077 

300 
300 

0.025 
0.026 

2004-06-074) 
2004-06-224) 

BBCH 75 rest of plant 0.13 
0.92 
0.44 
0.66 
1.1 
1.0 

05) 
0 
7 

14 
21 
30 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (LC-MS/MS), 
LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  5 
method of sampling: by hand 
 
ASB2009-9183 

   
seed(s), green <0.010 

<0.010 
<0.010 

05) 
0 
7 

   
seed(s), dry <0.010 

<0.010 
<0.010 

14 
21 
30 

            
study 04-0422, 
trial AF/8166/SY/4 
Decline trial 
 
France (FR) 
71260 
Montbellet 
 
2005-09-23 

Atos 1) 2004-03-18 
(sowing) 

2)  
3) 2004-07 

0.077 
0.077 

300 
300 

0.026 
0.026 

2004-05-274) 
2004-06-114) 

BBCH 75 rest of plant 0.11 
1.6 

0.30 
0.28 
0.43 
0.68 

05) 
0 
7 

14 
21 
30 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (LC-MS/MS), 
LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  5 
method of sampling: by hand 
 
ASB2009-9183 

   
seed(s), green <0.010 

0.010 
<0.010 
<0.010 

05) 
0 
7 

14 
   
seed(s), dry <0.010 

<0.010 
21 
30 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 40 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : ALTO MARATHON (content and common name)  : 375 g/L chlorothalonil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report BS 9427, 
study R10295, trial 
BS 9427 site 1 
Decline trial 
 
France (FR) 
39410 
St. Aubin 
 
1997-01-28 

Nina 1) 1994-04-19 
(sowing) 

2)  
3)  

0.080 
0.082 

400 
410 

0.020 
0.020 

1994-06-084) 
1994-06-174) 

BBCH  
65-67 

whole plant 1.5 
0.88 

0 
0 

4) spraying 
substance not analysed: 
chlorothalonil,  
 
analytical method: L-15.010.02 based 

of TDS-No. BS 2598 (GC-FID 
(flame ionisations detector)), 

LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  6 
 
ASB2013-13457 

   
pod with seed, 
green 

0.017 
0.021 

14 
14 

   
pod with seed, 
dry 

<0.010 
<0.010 

21 
21 

   
seed(s), green <0.010 

<0.010 
14 
14 

   
seed(s), dry <0.010 

<0.010 
21 
21 

            
report BS 9427, 
study R10295, trial 
BS 9427 site 2 
Decline trial 
 
France (FR) 
21250 
Bonnencontre 
 
1997-01-28 

Valette 1) 1994-03-26 
(sowing) 

2)  
3)  

0.076 
0.080 

380 
400 

0.020 
0.020 

1994-05-304) 
1994-06-144) 

BBCH  
65-67 

whole plant 0.78 
0.65 

0 
0 

4) spraying 
substance not analysed: 
chlorothalonil,  
 
analytical method: L-15.010.02 based 

of TDS-No. BS 2598 (GC-FID 
(flame ionisations detector)), 

LOQ(s): 0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  6 
 
ASB2013-13457 

   
pod with seed, 
green 

0.011 
0.016 

14 
14 

   
pod with seed, 
dry 

0.023 
0.024 

20 
20 

   
seed(s), green <0.010 

<0.010 
14 
14 

   
seed(s), dry <0.010 

<0.010 
20 
20 

controls > LOQ 
whole plant 0.079 0 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

report BS 9427, 
study R10295, trial 
BS 9427 site 3 
Decline trial 
 
France (FR) 
56 
Kevignac 
 
1997-01-28 

Cador 1) 1994-03-14 
(sowing) 

2)  
3)  

0.081 
0.076 

410 
380 

0.020 
0.020 

1994-05-184) 
1994-06-014) 

BBCH 66 whole plant 1.7 
1.4 

0.041 
0.050 

0 
0 

14 
14 

4) spraying 
substance not analysed: 
chlorothalonil,  
 
analytical method: L-15.010.02 based 

of TDS-No. BS 2598 (GC-FID 
(flame ionisations detector)), 

LOQ(s): 0.01 mg/kg (whole plant, pod 
with seed, dry, seed(s), dry),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13457 

   
pod with seed, 
dry 

<0.010 
<0.010 
<0.010 
<0.010 

21 
21 
28 
28 

   
seed(s), dry <0.010 

<0.010 
<0.010 
<0.010 

21 
21 
28 
28 

controls > LOQ 
whole plant 0.12 0 

            
report BS 9427, 
study R10295, trial 
BS 9427 site 4 
Decline trial 
 
France (FR) 
56 
Kevignac 
 
1997-01-28 

Cador 1) 1994-03-11 
(sowing) 

2)  
3)  

0.084 
0.084 

420 
420 

0.020 
0.020 

1994-05-184) 
1994-06-014) 

BBCH 67 whole plant 2.0 
1.3 

0.015 
0.020 

0 
0 

14 
14 

4) spraying 
substance not analysed: 
chlorothalonil,  
 
analytical method: L-15.010.02 based 

of TDS-No. BS 2598 (GC-FID 
(flame ionisations detector)), 

LOQ(s): 0.01 mg/kg (whole plant, pod 
with seed, dry, seed(s), dry),  

max. sample storage time in 
month(s):  6 

 
ASB2013-13457 

   
pod with seed, 
dry 

<0.010 
<0.010 
<0.010 
<0.010 

21 
21 
28 
28 

   
seed(s), dry <0.010 

<0.010 
<0.010 
<0.010 

21 
21 
28 
28 

controls > LOQ 
whole plant 0.062 0 

            
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole  
 (Application on agricultural and horticultural crops) Crop / crop group : Pea  
 Crop Code : PIBST  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 40 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : Alto Elite (content and common name)  : 375 g/L chlorothalonil 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study  AP/253/SZ, 
trial AP/2535/SZ/1 
 
United Kingdom  
Whatton, 
Nottinghamshire 
 
1994-10-25 

Baccara  
(combining 
pea) 

1) 1994-03-24 
(sowing) 

2)  
3) 1994-08-03 

0.080 
0.080 

200 
200 

0.040 
0.040 

1994-06-204) 
1994-07-074) 

BBCH 75 seed(s), dry <0.020 27 4) spraying 
 
analytical method: LAB/22/V1 (GC-ECD), 
LOQ(s):  

0.02 mg/kg (seed(s), dry),  
0.1 mg/kg (straw),  

max. sample storage time in month(s):  1 
 
ASB2013-13453 

   
straw 0.36 27 

            
study  AP/253/SZ, 
trial AP/2535/SZ/2 
Decline trial 
 
United Kingdom  
Woodhall Spa, 
Lincolnshire 
 
1994-10-25 

Progreta  
(combining 
pea) 

1) 1994-03-29 
(sowing) 

2)  
3) 1994-08-03 

0.080 
0.080 

200 
200 

0.040 
0.040 

1994-06-204) 
1994-07-084) 

BBCH 73 seed(s), dry <0.020 27 4) spraying 
 
analytical method: LAB/22/V1 (GC-ECD), 
LOQ(s):  

0.02 mg/kg (seed(s), dry),  
0.1 mg/kg (straw),  

max. sample storage time in month(s):  1 
 
ASB2013-13453 

   
straw 0.17 27 

            
study  AP/253/SZ, 
trial AP/2535/SZ/3 
Decline trial 
 
United Kingdom  
Goole, North 
Humberside 
 
1994-10-25 

Solara  
(combining 
pea) 

1) 1994-03-31 
(sowing) 

2)  
3) 1994-08-03 

0.080 
0.080 

200 
200 

0.040 
0.040 

1994-06-174) 
1994-07-044) 

BBCH  
73-75 

seed(s), dry <0.020 30 4) spraying 
 
analytical method: LAB/22/V1 (GC-ECD), 
LOQ(s):  

0.02 mg/kg (seed(s), dry),  
0.1 mg/kg (straw),  

max. sample storage time in month(s):  1 
 
ASB2013-13453 

   
straw <0.10 30 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study  AP/253/SZ, 
trial AP/2535/SZ/4 
Decline trial 
 
United Kingdom  
Chatteris, 
Cambridgeshire 
 
1994-10-25 

Bacchus  
(combining 
pea) 

1) 1994-03-09 
(sowing) 

2)  
3) 1994-07-22 

0.080 
0.080 

200 
200 

0.040 
0.040 

1994-06-134) 
1994-07-014) 

BBCH 75 seed(s), dry <0.020 21 4) spraying 
 
analytical method: LAB/22/V1 (GC-ECD), 
LOQ(s):  

0.02 mg/kg (seed(s), dry),  
0.1 mg/kg (straw),  

max. sample storage time in month(s):  2 
 
ASB2013-13453 

   
straw 0.51 21 

            
study  AP/253/SZ, 
trial AP/2535/SZ/5 
Decline trial 
 
United Kingdom  
Hinton, Worcester 
 
1994-10-25 

Baroness  
(combining 
pea) 

1) 1994-03-20 
(sowing) 

2)  
3) 1994-07-29 

0.080 
0.080 

200 
200 

0.040 
0.040 

1994-06-244) 
1994-07-124) 

BBCH 75 seed(s), dry <0.020 17 4) spraying 
 
analytical method: LAB/22/V1 (GC-ECD), 
LOQ(s):  

0.02 mg/kg (seed(s), dry),  
0.1 mg/kg (straw),  

max. sample storage time in month(s):  1 
 
ASB2013-13453 

   
straw 1.2 17 

            
  
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Except for the trials with detectable concentrations of cyproconazole in the control, all trial are acceptable. 
 



 

 

A 2.2.9 Magnitude of cyproconazole residues in oil seed plants 

Reference: OECD KII 6.3 

Report ASB2012-2591, ASB2012-2590, ASB2012-2594, ASB2012-2592, ASB2012-2593, ASB2009-9185 

processing: ASB2013-13456 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), Commission of the European Communities, General Recommendations for the Design, 

Preparation and Realization of Residue Trials; 7029/VI/95 rev 5, Guidelines and Criteria for the Preparation and Presentation 

of Complete Dossiers and of Summary Dossiers for the Inclusion of Active Substances in Annex I of Directive 91/414/EEC 

(1996), OECD ENV/JM/MONO (99)22 (Paris, 1999) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 17: Residues of cyproconazole in oil seed rape 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2012-02-09 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 04-0414, 
trial FR-FR-04-
0119 (0411601) 
Harvest trial 
 
France (FR) 
37380 
Nouzilly 
 
2005-10-18 

Saturnin 1) 2003-08-22 
(sowing) 

2) 2004-04 
3) 2004-07-09 

0.078 
0.086 

310 
320 

0.025 
0.027 

2004-05-244) 
2004-06-074) 

BBCH  
79-80 

seed(s) 0.23 32 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (seed(s)),  
max. sample storage time in 

month(s):  4 
 
ASB2012-2591 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 04-0312, 
trial CH-FR-04-
0076 
Harvest trial 
 
Switzerland (CH) 
1869 
Vouvry (VS) 
 
2005-08-19 

Electra 1) 2003-09-04 
(sowing) 

2)  
3) 2004-07-07 

0.078 
0.078 

610 
600 

0.013 
0.013 

2004-05-244) 
2004-06-084) 

BBCH  
79-80 

seed(s) 0.050 29 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (seed(s)),  
max. sample storage time in 

month(s):  4 
 
ASB2012-2590 

            
study 05-0410, 
trial FR-FR-05-
0299 
Decline trial 
 
France (FR) 
71570 
La Chapelle de 
Guinchay 
 
2006-06-26 

Hearty 1) 2004-09-02 
(sowing) 

2) 2005-04 
  -  2005-06 
3) 2005-07-04 

0.074 
0.081 

280 
310 

0.026 
0.026 

2005-04-224) 
2005-06-014) 

BBCH  
78-80 

whole plant 0.010 
0.94 
0.24 
0.15 
0.48 

05) 
0 
7 

14 
20 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (whole plant, rest 

of plant, seed(s)),  
max. sample storage time in 

month(s):  4 
 
ASB2012-2594 

   
rest of plant 0.48 33 
   
seed(s) 0.030 33 

            
study 05-0410, 
trial FR-FR-05-
0306 
Harvest trial 
 
France (FR) 
71570 
La Chapelle de 
Guinchay 
 
2006-06-26 

Standing 1) 2004-09-03 
(sowing) 

2) 2005-04-15 
  -  2005-04-30 
3) 2005-07-05 

0.081 
0.083 

310 
310 

0.026 
0.026 

2005-04-224) 
2005-06-014) 

BBCH  
78-80 

rest of plant 0.080 34 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (rest of plant, 

seed(s)),  
max. sample storage time in 

month(s):  3 
 
ASB2012-2594 

   
seed(s) 0.030 34 

            
study gra230004, 
trial DE-FR-04-
4335 
Harvest trial 
 
Germany (DE) 
04741 
Niederstriegis-
Littdorf 
 
2005-12-09 

Aviso 1) 2003-08-23 
(sowing) 

2) 2004-04-28 
  -  2004-05-24 
3) 2004-07-29 

0.078 
0.078 

300 
300 

0.026 
0.026 

2004-05-144) 
2004-06-224) 

BBCH 80 seed(s) 0.010 37 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (seed(s)),  
max. sample storage time in 

month(s):  12 
 
ASB2012-2592 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study gra230004, 
trial DE-FR-04-
4336 
Harvest trial 
 
Germany (DE) 
19089 
Wessin 
 
2005-12-09 

Smart 1) 2003-08-20 
(sowing) 

2) 2004-05 
  -  2004-06 
3) 2004-08-06 

0.078 
0.078 

300 
300 

0.026 
0.026 

2004-05-144) 
2004-06-184) 

BBCH 81 seed(s) <0.010 49 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (seed(s)),  
max. sample storage time in 

month(s):  12 
 
ASB2012-2592 
PHI to long, not considered 

            
study 05-0409, 
trial FR-FR-05-
0296 
Decline trial 
 
France (FR) 
51490 
Beine Nauroy 
 
2006-07-26 

Aviso 1) 2004-08-30 
(sowing) 

2)  
3) 2005-07-21 

0.078 
0.078 

300 
300 

0.026 
0.026 

2005-05-094) 
2005-06-214) 

BBCH 80 whole plant 0.030 
0.93 
0.54 
0.42 
0.50 

05) 
0 
7 

14 
20 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (whole plant, rest 

of plant, seed(s)),  
max. sample storage time in 

month(s):  5 
 
ASB2012-2593 

   
rest of plant 0.52 30 
   
seed(s) 0.030 30 

            
study 05-0409, 
trial FR-FR-05-
0297 
Decline trial 
 
France (FR) 
80250 
Septoutre, 
 
2006-07-26 

Savana 1) 2004-09-01 
(sowing) 

2)  
3) 2005-07-22 

0.078 
0.078 

300 
300 

0.026 
0.026 

2005-05-064) 
2005-06-224) 

BBCH 78 whole plant 0.010 
0.98 
0.47 
0.47 
0.59 

05) 
0 
7 

14 
21 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (whole plant, rest 

of plant, seed(s)),  
max. sample storage time in 

month(s):  5 
 
ASB2012-2593 

   
rest of plant 0.24 30 
   
seed(s) 0.080 30 

            
study 05-0409, 
trial FR-FR-05-
0298 
Decline trial 
 
France (FR) 
51360 
Prunay 
 
2006-07-26 

Aviso 1) 2004-09-01 
(sowing) 

2)  
3) 2005-07-20 

0.078 
0.078 

300 
300 

0.026 
0.026 

2005-05-104) 
2005-06-204) 

BBCH 80 whole plant 0.030 
0.95 
0.43 
0.54 
0.21 

05) 
0 
7 

15 
21 

4) spraying 
5) before last treatment 

 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s): 0.01 mg/kg (whole plant, rest 

of plant, seed(s)),  
max. sample storage time in 

month(s):  5 
 
ASB2012-2593 

   
rest of plant 0.28 30 
   
seed(s) 0.040 30 

            
  
  



 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
 Crop Code : BRSNW  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 80 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SC (Suspension concentrate (= flowable concentrate)) Other a.i. in formulation    
Commercial product   (name) : A12910C (content and common name)  : 200 g/L azoxystrobin 
Applicant : Syngenta Agro GmbH Residues calculated as : cyproconazole 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study T000677-06-
REG, trial CH-FR-
06-0126, balance 
study 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.23 
0.23 

400 
400 

0.058 
0.058 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s) 0.12 7 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  17 
 
ASB2013-13456 
Overdosed trial, not considered 

   
seed(s), RAC 0.12 7 
   
seed(s), cleaned 0.070 7 
   
oil, extracted 0.30 7 
   
oil, combined 0.21 7 
   
crude oil 0.10 7 
   
refined oil <0.010 7 
   
press cake 0.10 7 
   
extracted meal 0.030 7 
   
soapstock 0.050 7 

            
study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
1 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.23 
0.23 

400 
400 

0.058 
0.058 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.12 7 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  17 
 
ASB2013-13456 
Overdosed trial, not considered 

   
seed(s), cleaned 0.080 7 
   
oil, extracted 0.48 7 
   
oil, combined 0.27 7 
   
crude oil 0.23 7 
   
refined oil <0.010 7 

            



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date 

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
2 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.23 
0.23 

400 
400 

0.058 
0.058 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.13 7 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  17 
 
ASB2013-13456 
Overdosed trial, not considered 

   
seed(s), cleaned 0.080 7 
   
oil, extracted 0.51 7 
   
oil, combined 0.19 7 
   
crude oil 0.090 7 
   
refined oil <0.010 7 

            
study T000677-06-
REG, trial CH-FR-
06-0126, follow-up 
3 
Processing trial 
 
Switzerland (CH) 
1896 
Vouvry (VS) 
 
2007-12-12 

Trabant 1) 2005-08-17 
(sowing) 

2)  
3) 2006-07-11 

0.23 
0.23 

400 
400 

0.058 
0.058 

2006-05-274) 
2006-07-044) 

BBCH  
85-87 

seed(s), RAC 0.10 7 4) spraying 
analytical method:  

RAM 397/02 (HPLC-MS/MS), 
LOQ(s):  

0.01 mg/kg (all matrices),  
max. sample storage time in 

month(s):  17 
 
ASB2013-13456 
Overdosed trial, not considered 

   
seed(s), cleaned 0.080 7 
   
oil, extracted 0.44 7 
   
oil, combined 0.17 7 
   
crude oil 0.090 7 
   
refined oil <0.010 7 

            
  
Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: Most trials were considered acceptable, some trials were not considered due to overdosing. 
 



 

 

 

Reference: OECD KII 6.3 

Report ASB2013-13477 

Guideline(s): Yes (FAO Guidelines (Rome, 1990), Commission of the European Communities 7029/VI/95 rev 5, EU 1999: 1607/VI/97, 

SANCO/825/00 rev. 8.1, Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 

concerning the placing of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Table A 18: Residues of cyproconazole in sunflower seed 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Sunflower, Common  
 Crop Code : HELAN  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : A9898A (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 cyproconazole 

8.2 1,2,4-triazole (1,2,4-T) 
8.3 triazole lactic acid (TLA) 
8.4 triazole-acetic-acid (TAA) 
8.5 triazole-alanine (TA) 

 



 

 

1 2 3 4 5 6 7 8.1 8.2 8.3 8.4 8.5 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)      (d) (e) 

S11-00576, 
trial S11-
00576-01, 
plot P2 
Decline trial 
 
Germany 
(DE) 
16356 
Schönfeld, 
Brandenburg 
 
2012-10-23 

Es Biba 1) 2011-04-15 
(planting) 

2) 2011-07-01 
  -  2011-07-30 
3) 2011-09 

0.062 
0.063 

210 
210 

0.030 
0.029 

2011-06-034) 
2011-06-164) 

BBCH 55 whole 
plant 

2.4 
0.15 
0.040 
0.030 

<0.010 
<0.010 
<0.010 
<0.010 

0.030 
0.030 
0.020 
0.020 

<0.010 
<0.010 
0.010 
0.010 

<0.010 
<0.010 
0.010 
0.020 

0 
14 
28 
42 

4) spraying 
 
analytical methods:  

8.1: RAM 397/02 (LC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg (whole plant, 
seed(s)),  

max. sample storage time in 
month(s):  17 

 
ASB2013-13477 

       
seed(s) <0.010 <0.010 <0.010 0.14 0.19 92 
controls > LOQ (only for TLA, TA, TAA) 
whole 
plant 

  0.020   28 

       
seed(s)    0.11 0.18 92 

                
S11-00576, 
trial S11-
00576-02, 
plot P2 
Decline trial 
 
France (FR) 
91 
Mspuits, 
Essonne, Ile 
de France 
 
2012-10-23 

Extra Sol 1) 2011-03-26 
(planting) 

2) 2011-07 
3) 2011-09 

0.060 
0.062 

200 
210 

0.030 
0.030 

2011-06-034) 
2011-06-134) 

BBCH 55 whole 
plant 

2.1 
0.56 
0.33 
0.28 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
28 
42 

4) spraying 
 
analytical methods:  

8.1: RAM 397/02 (LC-
MS/MS) 
8.2: GRM053.01A (LC-LC-
MS/MS) 
8.3: GRM053.01A (LC-LC-
MS/MS) 
8.4: GRM053.01A (LC-LC-
MS/MS) 
8.5: GRM053.01A (LC-LC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 
8.5:0.01 mg/kg (whole 
plant, seed(s)),  

max. sample storage time in 
month(s):  17 

 
ASB2013-13477 

       
seed(s) <0.010 <0.010 0.010 0.080 0.13 88 
controls > LOQ (only for TA, TAA) 
seed(s)    0.090 0.11 88 

                
  



 

 

 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : cyproconazole 
 (Application on agricultural and horticultural crops) Crop / crop group : Sunflower, Common  
 Crop Code : HELAN  
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2013-10-17 
    
Content of a.i. (g/kg or g/l) : 100 g/L Indoors / Outdoors : Outdoors (European South) 
Formulation (e.g. WP) : SL (Soluble concentrate) Other a.i. in formulation    
Commercial product   (name) : A9898A (content and common name)  :  
Applicant : Syngenta Agro GmbH Residues calculated as : 8.1 cyproconazole 

8.2 1,2,4-triazole (1,2,4-T) 
8.3 triazole lactic acid (TLA) 
8.4 triazole-acetic-acid (TAA) 
8.5 triazole-alanine (TA) 

 

1 2 3 4 5 6 7 8.1 8.2 8.3 8.4 8.5 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)      (d) (e) 

report-No. 
S11-00577, 
trial S11-
00577-01, 
plot 2 
Decline trial 
 
Spain (ES) 
Pinzón, 
Andalucia 
 
2012-11-07 

Califa 1) 2011-04-19 
(sowing) 

2)  
3) 2011-08-18 

0.063 
0.063 

420 
420 

0.015 
0.015 

2011-05-314) 
2011-06-104) 

BBCH 55 whole 
plant 

2.1 
0.65 
0.35 
0.35 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
<0.010 
<0.010 
<0.010 

<0.010 
0.010 
0.020 
0.030 

<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
28 
42 

4) spraying 
 
analytical methods:  

8.1: RAM 397/02 (HPLC-
MS/MS) 
8.2: GRM053.01A (HPLC-
MS/MS) 
8.3: GRM053.01A (HPLC-
MS/MS) 
8.4: GRM053.01A (HPLC-
MS/MS) 
8.5: GRM053.01A (HPLC-
MS/MS), 

LOQ(s): 8.1, 8.2, 8.3, 8.4, 8.5: 
0.01 mg/kg  
max. sample storage time 
in month(s):  9 

 
ASB2013-13478 

       
seed(s) <0.010 <0.010 <0.010 0.050 0.040 69 

 
controls > LOQ 
whole 
plant 

   0.020  35 

       
seed(s)    0.030 0.020 69 

                



 

 

1 2 3 4 5 6 7 8.1 8.2 8.3 8.4 8.5 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

Residue
s 

(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)      (d) (e) 

report-No. 
S11-00577, 
trial S11-
00577-02, 
plot 2 
Decline trial 
 
Spain (ES) 
La Palma 
del 
Condado, 
Huelva, 
Andalucia 
 
2012-11-07 

LE-29 1) 2011-05-16 
(sowing) 

2)  
3) 2011-08-29 

0.061 
0.059 

410 
590 

0.015 
0.0099 

2011-06-144) 
2011-06-234) 

BBCH 55 whole 
plant 

2.3 
0.97 
0.61 
0.53 

<0.010 
<0.010 
<0.010 
<0.010 

0.020 
0.020 
0.020 
0.020 

<0.010 
0.020 
0.020 
0.050 

<0.010 
<0.010 
<0.010 
<0.010 

0 
14 
28 
42 

4) spraying 
 
analytical methods:  

8.1: RAM 397/02 (HPLC-
MS/MS) 
8.2: GRM053.01A (HPLC-
MS/MS) 
8.3: GRM053.01A (HPLC-
MS/MS) 
8.4: GRM053.01A (HPLC-
MS/MS) 
8.5: GRM053.01A (HPLC-
MS/MS), 

LOQ(s):  
8.1, 8.2, 8.3, 8.4, 8.5: 0.01 
mg/kg  

max. sample storage time in 
month(s):  9 

 
ASB2013-13478 

       
seed(s) <0.010 <0.010 <0.010 0.14 0.050 67 

 
controls > LOQ 
whole 
plant 

   0.030 0.020 32 

       
seed(s)    0.10 0.040 67 

                
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: All studies considered acceptable. 

 



 

 

A 2.2.10 Magnitude of cyproconazole residues in honey 

Reference: OECD KII 6.4 

Report ASB2009-9185 

Guideline(s): Not stated 

Deviations: Not applicable 

GLP: Yes 

Acceptability: Yes 

Table A 19: Residues of cyproconazole in honey obtained from oilseed rape 

 RESIDUES DATA SUMMARY FROM SUPERVISED TRIALS (SUMMARY) Active ingredient : Cyproconazole (CGA 221949)  
 (Application on agricultural and horticultural crops) Crop / crop group : Winter Rape  
    
Federal Institute for Risk Assessment, Berlin    
Federal Republic of Germany Submission date : 2009-06-19 
    
Content of a.i. (g/kg or g/l) : 100 g/l Indoors / outdoors : Outdoors (European North) 
Formulation (e.g. WP) : SL Other a.i. in formulation    
Commercial product (name) : treated with a tankmix of A12705B 250 SC, (250 g/l Azoxystrobin ICI5504) + 

A9898A 100 SL (100 g/l Cyproconazole,  CGA 221949) 
(content and common name)  : 250 g/l Azoxystrobin 

Applicant : Bayer CropScience Deutschland GmbH Residues calculated as : Cyproconazole (CGA 221949) 
 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 20071130/01-
BZEU,  
T011298-06-REG, trial 
G07N011B, tunnel 1 
 
Germany 
72411 
Bodelshausen 
 
2007-04-11 

Titan 1) 2006-09-05 
(sowing) 

2) 2007-04-01 
  -  2007-04-30 
3)  

0.10 
 

200 
 

0.050 
 

2007-04-174) BBCH 63 honey <0.01 13 4) spraying  
 

analytical method:  
RAM 397/02 (HPLC-
MS/MS), LOQ: 0.01 
mg/kg,max. sample storage: 
2 months  
 
ASB2009-9185 

           



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 20071130/01-
BZEU,  
T011298-06-REG, trial 
G07N011B, tunnel 2 

Titan 1) 2006-09-05 
(sowing) 

2) 2007-04-01 
  -  2007-04-30 
3)  

0.092 
 

184 
 

0.050 
 

2007-04-174) BBCH 63 honey <0.01 13 

           
study 20071130/01-
BZEU,  
T011298-06-REG, trial 
G07N011B, tunnel 3 

Titan 1) 2006-09-05 
(sowing) 

2) 2007-04-01 
  -  2007-04-30 
3)  

0.092 
 

184 
 

0.050 
 

2007-04-174) BBCH 63 honey <0.01 13 

            
study 20071130/01-
BZEU, T011298-06-
REG, trial G07N012B, 
tunnel 1 
Germany 
04827 Cunnersdorf 
 
2007-04-11 

Elektra 1) 2006-08-28 
(sowing) 

2) 2007-04-10 
  -  2007-04-30 
3)  

0.092 
 

184 
 

0.050 
 

2007-04-164) BBCH 63 honey <0.01 14 4) spraying  
 

analytical method:  
RAM 397/02 (HPLC-
MS/MS), LOQ: 0.01 
mg/kg,max. sample storage: 
2 months  
 
ASB2009-9185 

           
study 20071130/01-
BZEU,  
T011298-06-REG, trial 
G07N012B, tunnel 2 

Elektra 1) 2006-08-28 
(sowing) 

2) 2007-04-10 
  -  2007-04-30 
3)  

0.094 
 

188 
 

0.050 
 

2007-04-164) BBCH 63 honey 0.01 14 

           
study 20071130/01-
BZEU,  
T011298-06-REG, trial 
G07N012B, tunnel 3 

Elektra 1) 2006-08-28 
(sowing) 

2) 2007-04-10 
  -  2007-04-30 
3)  

0.096 
 

192 
 

0.050 
 

2007-04-164) BBCH 63 honey <0.01 14 

            
study 20071130/01-
BZEU, T011298-06-
REG, trial G07N013B, 
tunnel 1 
 
Germany 
29229 Celle 
 
2007-04-11 

Titan 1) 2006-08-25 
(sowing) 

2) 2007-04-02 
  -  2007-05-01 
3)  

0.10 
 

207 
 

0.050 
 

2007-04-124) BBCH 63 honey <0.01 
<0.01 

8 
14 

4) spraying  
 

analytical method:  
RAM 397/02 (HPLC-
MS/MS), LOQ: 0.01 
mg/kg,max. sample storage: 
2 months  
 
ASB2009-9185 

           



 

 

1 2 3 4 5 6 7 8 9 10 

Report-No. 
Location  

incl.  
Postal code  

and date  

Commodity/ 
Variety  

 Date of 
1) Sowing or 

planting 
2) Flowering 
3) Harvest 

Application 
rate per treatment  

Dates of 
treatments 
or no. of 

treatments 
and last date  

Growth 
stage 
at last 

treatment 
or date  

Portion 
analysed  

Residues 
(mg/kg)  

PHI 
(days)  

Remarks  

 
kg 

a.i./ha 

 
Water 
l/ha 

 
kg 

a.i./hl 

 (a) (b)    (c)  (a)  (d) (e) 

study 20071130/01-
BZEU, T011298-06-
REG, trial G07N013B, 
tunnel 2 

Titan 1) 2006-08-25 
(sowing) 

2) 2007-04-02 
  -  2007-05-01 
3)  

0.098 
 

196 
 

0.050 
 

2007-04-124) BBCH 63 honey <0.01 
<0.01 

8 
14 

           
study 20071130/01-
BZEU, T011298-06-
REG, trial G07N013B, 
tunnel 3 

Titan 1) 2006-08-25 
(sowing) 

2) 2007-04-02 
  -  2007-05-01 
3)  

0.10 
 

203 
 

0.050 
 

2007-04-124) BBCH 63 honey <0.01 
<0.01 

8 
14 

            
 

Remarks: (a) According to CODEX Classification / Guide 

  (b) Only if relevant 

  (c) Year must be indicated 

  (d) Days after last application (Label pre-harvest interval, PHI, underline) 

  (e) Remarks may include: Climatic conditions; Reference to analytical method and information which metabolites are included 

 

Comments of zRMS: They trials are considered acceptable. 

 



 

 

 

A 2.3 Residues in processed commodities 

A 2.3.1 Magnitude of residues 

Reference: OECD KIIA 6.5.3 

Report Azoxystrobin (ICI5504) and Cyproconazole (SAN619) - Residue study on 

oil seed rape and processed oil seed rape products from Switzerland in 

2006, Heillaut, C., 2007, SAN619/8564, T000677-06-REG, ASB2013-

13456 

Guideline(s): Yes (FAO Guidelines, 1990, European Guideline 7029/VI/95 rev. 5, 1997, 

European Guideline 7035/VI/95 rev. 5) 

Deviations: No  

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

Oilseed rape was treated twice with A12910C at 600 g as/ha azoxystrobin and 240 g as/ha cyproconazole. 

Seeds were taken at BBCH 89 and 7 DALA. Samples of treated and untreated oilseed rape seeds were 

harvested and transported at ambient temperature to the processing facility. Further control and treated 

subsamples were shipped at below -18°C to the analytical laboratory. Processing was performed at 

laboratory scale according to the schemes in Figures A 2 and A3. Residues were analyzed employing 

method RAM 305/03 for azoxystrobin and RAM 397/02 for cyproconazole. Method RAM 305/03 

involved extraction with acetonitrile/water (90/10, v/v) followed by SPE on a C18 cartridge. Method 

RAM 397/02 involved extraction with acetone/water (95/5, v/v) followed by dilution and filtration of the 

extract. Both analytes were quantified by LC-MS/MS detection with two transitions (azoxystrobin), or 

one transition (cyproconazole) monitored.  

Results and discussions 

The established LOQ for the determination of azoxystrobin and cyproconazole in processed oilseed rape 

specimen was equal to 0.01 mg/kg. Fortification experiments with crude oil, soap stock and solvent 

extracted meal spiked at 0.01 mg/kg and 0.1 mg/kg in quintuplicate resulted in acceptable recoveries. 

Acceptable detector linearity and specificity was demonstrated. Residue data from the processing study is 

shown in A 2.2.5 and A 2.2.9. 

Table A 20: Residue data from oil seed rape processing study with azoxystrobin 

RAC Residues in 

RAC (mg/kg) 

PHI 

(days) 

Processed commodity Residue 

(mg/kg) 

PF* Comments/ 

Reference 

Mass balance study 

rape seed 0.14 7 Press cake 0.07 0.5  

   Crude oil 0.29 2.0  

   Extracted oil 0.17 1.2  

   Oil-combined 0.23 1.6  

   Solvent extracted meal 0.09 0.6  

   Soap stock 0.05 0.3  

   Refined oil <0.01 0.1  



 

 

RAC Residues in 

RAC (mg/kg) 

PHI 

(days) 

Processed commodity Residue 

(mg/kg) 

PF* Comments/ 

Reference 

Follow-up F1 

rape seed 0.18 7 Crude oil 0.24 1.3  

   Extracted oil 0.22 1.2  

   Oil-combined 0.23 1.2  

   Refined oil <0.01 0.1  

Follow-up F2 

rape seed 0.11 7 Crude oil 0.27 2.4  

   Extracted oil 0.18 1.6  

   Oil-combined 0.22 2.0  

   Refined oil <0.01 0.1  

Follow-up F3 

rape seed 0.11 7 Crude oil 0.23 2.0  

   Extracted oil 0.24 2.1  

   Oil-combined 0.25 2.2  

   Refined oil <0.01 0.1  

* processing factor 

 

Table A 21: Residue data from oil seed rape processing study with cyproconazole 

RAC Residues in 

RAC (mg/kg) 

PHI 

(days) 

Processed commodity Residue 

(mg/kg) 

PF* Comments/ 

Reference 

Mass balance study 

rape seed 0.12 7 Press cake 0.1 0.8  

   Crude oil 0.1 0.8  

   Extracted oil 0.3 2.5  

   Oil-combined 0.21 1.8  

   Solvent extracted meal 0.03 0.3  

   Soap stock 0.05 0.4  

   Refined oil <0.01 0.1  

Follow-up F1 

rape seed 0.12 7 Crude oil 0.09 0.7  

   Extracted oil 0.51 4.0  

   Oil-combined 0.19 1.5  

   Refined oil <0.01 0.1  

Follow-up F2 

rape seed 0.13 7 Crude oil 0.09 0.7  

   Extracted oil 0.51 4.0  

   Oil-combined 0.19 1.5  

   Refined oil <0.01 0.1  



 

 

RAC Residues in 

RAC (mg/kg) 

PHI 

(days) 

Processed commodity Residue 

(mg/kg) 

PF* Comments/ 

Reference 

Follow-up F3 

rape seed 0.10 7 Crude oil 0.09 1.0  

   Extracted oil 0.44 4.6  

   Oil-combined 0.17 1.8  

   Refined oil <0.01 0.1  

* processing factor 

Figure A 2: Processing flowchart for azoxystrobin in oilseed rape 

 



 

 

Figure A 3: Processing flowchart for cyproconazole in oilseed rape 

 

Conclusion 

The study sufficiently demonstrates the magnitude of azoxystrobin and cyproconazole residues in 

processed oil seed rape commodities. Residues of epoxiconazole were found to concentrate in crude oil 

(azoxystrobin) and extracted oil (cyproconazole), while in all other commodities no concentration was 

observed during processing. In the refined oil both analytes were detected below LOQ.  

 

Comments of zRMS: Acceptable. 

 

A 2.4 Residues in rotational crops 

No new study on residues in rotational crops was required for the assessment. 

 



 

 

A 2.5 Residues in livestock 

Reference: OECD KII 6.4.1 

Report Cyproconazole: Magnitude of the residues in meat and eggs resulting from 

the feeding at three levels to laying hens, Oakes, T., 2006, SAN619/8217 ! 

T021566-04, ASB2013-13480 

Guideline(s): Yes (OPPTS 860.1480 (Meat/Milk/Poultry/Eggs) EU Guideline 

91/414/EEC: Livestock Feeding Studies, Appendix G, 7031/VI/95, 

Revision 4 (22/7/1996)) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

Test System: Four treatment groups (one control and three dosed groups) of white leghorn hens were used 

in this study. Each group consisted of fifteen hens, three replicates of five hens each. The three dose 

groups were fed rations treated with cyproconazole at rates of 0.2, 0.6 and 2.0 mg/kg (0.02, 0.05, 0.16 

mg/kg bw/day, respectively). The control group was fed untreated feed. Treated feed was prepared fresh 

weekly and maintained in the feeders to allow ad libitum feeding throughout the week. Composite 

samples of eggs were collected from each replication (three replications per treatment group) on days 0 

(pre-dose), 1, 3, 6, 9, 13, 16, 20, 23 and 28. Composite samples of tissues (skin plus attached fat, 

peritoneal fat, liver and breast plus thigh muscle) were collected at sacrifice; 20-24 hours after the treated 

feed had been removed from the hens and replaced with untreated feed. All samples were shipped and 

stored under freezing conditions at -20°C. Egg and tissue samples were analysed for cyproconazole 

according to the procedures described in analytical method REM 499/01. The limit of quantification for 

cyproconazole was 0.01 mg/kg for all matrices in this study. Samples were also analysed for 1,2,4-

triazole, triazole alanine and triazole acetic acid residues according to the procedures described in method 

Meth-160, Rev. 2. The limit of quantification for all analytes (as respective parent equivalents) in all 

substrates was 0.01 mg/kg. 

Results and discussions 

The methods applied for the quantitation of cyproconazole and its metabolites were suitable as shown in 

the provided method validation data. Spiking levels ranged for each matrix and analyte between 0.01 and 

0.1 mg/kg. Recovery ranged for all samples and analytes from 74 to 112% (mean recoveries ranged from 

84 to 110 %). Residues in all matrices analyzed (eggs, skin + attached fat, fat, liver and meat) at the 

highest dosing level (2 mg/kg, 0.16 mg/kg bw/day) were consistently below the LOQ of 0.01 mg/kg. The 

lower dosing levels were therefore not analyzed.  

Table A 22: Residue data from poultry feeding study with cyproconazole 

Matrix Analyte Collection time Feeding level 

(mg/kg) 

Residues (mg/kg) 

Egg Cyproconazole Day 0-28 2 <0.01 

Skin+ attached fat Cyproconazole Day 30 2 <0.01 

Liver Cyproconazole Day 30 2 <0.01 

Fat Cyproconazole Day 30 2 <0.01 

Muscle Cyproconazole Day 30 2 <0.01 

Egg 1,2,4-triazole Day 0-28 2 <0.01 

Skin+ attached fat 1,2,4-triazole Day 30 2 <0.01 



 

 

Matrix Analyte Collection time Feeding level 

(mg/kg) 

Residues (mg/kg) 

Liver 1,2,4-triazole Day 30 2 <0.01 

Fat 1,2,4-triazole Day 30 2 <0.01 

Muscle 1,2,4-triazole Day 30 2 <0.01 

Egg Triazole alanine Day 0-28 2 <0.01 

Skin+ attached fat Triazole alanine Day 30 2 <0.01 

Liver Triazole alanine Day 30 2 <0.01 

Fat Triazole alanine Day 30 2 <0.01 

Muscle Triazole alanine Day 30 2 <0.01 

Egg Triazole acetic acid Day 0-28 2 <0.01 

Skin+ attached fat Triazole acetic acid Day 30 2 <0.01 

Liver Triazole acetic acid Day 30 2 <0.01 

Fat Triazole acetic acid Day 30 2 <0.01 

Muscle Triazole acetic acid Day 30 2 <0.01 

Conclusion 

No quantifiable residues of cyproconazole or its metabolites were transferred into egg or poultry tissue 

samples 

 

Comments of zRMS: Acceptable.  

 

 



 

 

Appendix 3   Pesticide Residue Intake Model (PRIMo) 

TMDI calculation for Azoxystrobin 

 
 

TMDI calculation for Cyproconazole 

 

Status of the active substance: Code no.

LOQ (mg/kg bw): proposed LOQ:

ADI (mg/kg bw/day): 0,2 ARfD (mg/kg bw): n/a

Source of ADI: EFSA Source of ARfD: EFSA
Year of evaluation: 2010 Year of evaluation: 2010

15 74

No of diets exceeding ADI: ---

Highest calculated 

TMDI values in % 

of ADI MS Diet

Highest contributor 

to MS diet 

(in % of ADI)

2nd contributor to 

MS diet 

(in % of ADI)

3rd contributor to 

MS diet 

(in % of ADI)

Commodity / 

group of commodities

pTMRLs at 

LOQ

(in % of ADI)

73,5 NL child 30,5 20,6 2,9 Spinach & similar (leaves)
63,3 DE child 34,5 9,0 2,4 Strawberries 

59,3 FR toddler 17,7 17,5 5,3 Spinach & similar (leaves)

52,2 WHO Cluster diet B 11,7 9,4 5,8 Solanacea

51,8 IE adult 20,0 8,0 1,8 Tropical root and tuber vegetables
43,7 SE  general population 90th percentile 14,6 10,4 3,0 Lettuce and other salad plants 

42,3 UK Toddler 17,3 12,2 2,3 Sugar beet (root)

38,2 PT General population 18,7 5,8 4,2 Table and wine grapes 
37,9 WHO cluster diet E 13,4 6,3 2,7 Table and wine grapes 

37,1 FR infant 14,5 7,9 3,3 Spinach & similar (leaves)

36,8 WHO regional European diet 14,0 6,1 3,1 Lettuce and other salad plants 

36,7 ES child 17,6 6,4 3,1 Lettuce and other salad plants 
36,0 NL general 13,9 9,6 1,8 Lettuce and other salad plants 

34,8 WHO cluster diet D 14,2 3,5 2,9 Bulb vegetables

33,1 UK Infant 11,4 10,1 1,6 Rice
32,8 WHO Cluster diet F 11,9 8,5 2,3 Lettuce and other salad plants 

26,6 ES adult 10,9 4,0 3,3 Potatoes

23,2 FR all population 6,2 4,9 3,9 Potatoes

22,6 UK vegetarian 7,9 4,8 1,3 Table and wine grapes 
22,5 IT kids/toddler 5,5 3,1 3,1 Lettuce and other salad plants 

22,0 DK child 8,5 2,3 1,4 Wheat

20,4 IT adult 4,3 4,2 2,1 Potatoes
19,8 PL  general population 12,0 1,6 1,5 Solanacea

18,3 UK Adult 5,2 4,9 1,7 Table and wine grapes 

18,0 FI  adult 8,5 4,3 0,7 Solanacea

16,4 LT adult 11,1 1,0 1,0 Head brassica
15,0 DK adult 5,1 2,2 1,9 Citrus fruit

Potatoes

Citrus fruit

Potatoes Table and wine grapes 
Solanacea

Lettuce and other salad plants 
Bulb vegetables

Potatoes

Potatoes

Potatoes

Potatoes

Citrus fruit
Citrus fruit

Citrus fruit

Citrus fruit

Potatoes
Potatoes

Citrus fruit

Citrus fruit

Potatoes

Potatoes
Potatoes

Citrus fruit

Potatoes

Citrus fruit

Citrus fruit

Lettuce and other salad plants 

Potatoes

Potatoes
Citrus fruit

Commodity / 

group of commodities

Potatoes

Potatoes

Potatoes

Citrus fruit

Citrus fruit

Commodity / 

group of commodities

Citrus fruit
Citrus fruit

Citrus fruit

Azoxystrobin

Toxicological end points

                     TMDI (range) in % of ADI

                        minimum - maximum

Chronic risk assessment

The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commodity the highest national MRL was identified (proposed  temporary MRL = pTMRL). 

The pTMRLs have been submitted to EFSA in September 2006.

Explain choice of toxicological reference values. 

Citrus fruit

Table and wine grapes 

Conclusion:
The estimated Theoretical Maximum Daily Intakes (TMDI), based on pTMRLs were below the ADI. 

A long-term intake of residues of  Azoxystrobin is unlikely to present a public health concern.

Potatoes

Citrus fruit
Citrus fruit

Potatoes

Potatoes
Potatoes

Citrus fruit
Citrus fruit

Potatoes

Citrus fruit
Potatoes

Citrus fruit

Citrus fruit

Potatoes

Prepare workbook for refined 
calculations

Undo refined calculations

Status of the active substance: Code no.

LOQ (mg/kg bw): proposed LOQ:

ADI (mg/kg bw/day): 0,02 ARfD (mg/kg bw): 0,02

Source of ADI: EFSA Source of ARfD: EFSA
Year of evaluation: 2010 Year of evaluation: 2010

3 24
No of diets exceeding ADI: ---

Highest calculated 

TMDI values in % 

of ADI MS Diet

Highest contributor 

to MS diet 

(in % of ADI)

2nd contributor to 

MS diet 

(in % of ADI)

3rd contributor to 

MS diet 

(in % of ADI)

Commodity / 

group of commodities

pTMRLs at 

LOQ

(in % of ADI)

23,5 UK Toddler 11,4 5,2 2,0 Wheat
21,6 UK Infant 9,7 5,0 1,3 Wheat
20,9 NL child 7,3 3,4 2,4 Wheat
19,4 DE child 6,4 3,6 2,1 Wheat
18,9 FR toddler 9,9 2,0 1,4 Pome fruit
18,1 WHO Cluster diet B 4,3 2,1 1,4 Fruiting vegetables
13,3 DK child 3,2 2,8 2,2 Rye
13,2 IE adult 1,2 1,2 1,1 Maize
12,7 WHO cluster diet E 2,0 1,8 1,3 Root and tuber vegetables
12,3 FR infant 6,4 1,8 1,4 Pome fruit
10,9 ES child 3,1 2,2 0,8 Pome fruit
10,7 WHO cluster diet D 3,3 1,3 1,1 Root and tuber vegetables
9,9 WHO Cluster diet F 1,8 1,1 1,0 Milk and cream, 
9,8 SE  general population 90th percentile 3,1 1,6 1,4 Root and tuber vegetables
9,3 WHO regional European diet 1,5 1,2 1,1 Root and tuber vegetables
9,1 FR all population 4,1 1,6 0,7 Milk and cream, 
8,5 PT General population 2,8 2,0 0,7 Pome fruit
8,0 NL general 1,6 1,0 0,9 Table and wine grapes 
7,0 UK vegetarian 1,9 1,0 0,9 Table and wine grapes 
6,9 ES adult 1,2 1,2 0,6 Pome fruit
6,8 IT kids/toddler 3,3 0,8 0,6 Pome fruit
6,7 UK Adult 2,0 1,1 0,8 Wheat
6,4 DK adult 1,5 1,3 1,0 Wheat
5,4 LT adult 1,0 1,0 0,9 Root and tuber vegetables
4,9 IT adult 2,1 0,5 0,5 Fruiting vegetables
4,4 FI  adult 1,4 0,5 0,4 Root and tuber vegetables
3,3 PL  general population 1,2 1,0 0,3 Table and wine grapes 

Wheat
Other cereal

Pome fruit Root and tuber vegetables
Wheat

Table and wine grapes 
Milk and cream, 
Milk and cream, 
Pome fruit

Wheat

Wheat
Table and wine grapes 
Table and wine grapes 
Root and tuber vegetables
Wheat
Milk and cream, 
Root and tuber vegetables
Wheat
Milk and cream, 

Wheat

Milk and cream, 
Sugar beet (root)
Pome fruit
Milk and cream, 

Wheat

Wheat
Wheat

Barley 

Root and tuber vegetables
Table and wine grapes 

Commodity / 

group of commodities

Wheat
Milk and cream, 

Milk and cream, 
Pome fruit
Milk and cream, 

Commodity / 

group of commodities

Sugar beet (root)
Milk and cream, 

Milk and cream, 

Cyproconazole (F)

Toxicological end points

                     TMDI (range) in % of ADI

                        minimum - maximum

Chronic risk assessment

The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commodity the highest national MRL was identified (proposed  temporary MRL = pTMRL). 

The pTMRLs have been submitted to EFSA in September 2006.

Explain choice of toxicological reference values. 

Table and wine grapes 
Milk and cream, 

Conclusion:
The estimated Theoretical Maximum Daily Intakes (TMDI), based on pTMRLs were below the ADI. 

A long-term intake of residues of  Cyproconazole (F) is unlikely to present a public health concern.

Milk and cream, 
Wheat
Wheat
Milk and cream, 
Wheat
Table and wine grapes 

Sugar beet (root)
Milk and cream, 
Wheat
Sugar beet (root)
Table and wine grapes 
Pome fruit
Wheat
Milk and cream, 

Prepare workbook for refined 
calculations

Undo refined calculations



 

 

NESTI calculation for Cyproconazole 

 

--- --- --- ---

IESTI 1 *) **) IESTI 2 *) **) IESTI 1 *) **) IESTI 2 *) **)

Highest % of 

ARfD/ADI Commodities

pTMRL/ 

threshold MRL

(mg/kg)

Highest % of 

ARfD/ADI Commodities

pTMRL/ 

threshold MRL

(mg/kg)

Highest % of 

ARfD/ADI Commodities

pTMRL/ 

threshold MRL

(mg/kg)

Highest % of 

ARfD/ADI Commodities

pTMRL/ 

threshold MRL

(mg/kg)

3,2 Sugar beet (root) 0,01 / - 3,2 Sugar beet (root) 0,01 / - 1,3 Sugar beet (root) 0,01 / - 1,3 Sugar beet (root) 0,01 / -

1,4 Wheat 0,02 / - 1,4 Wheat 0,02 / - 1,1 Barley 0,03 / - 1,1 Barley 0,03 / -

0,9 Beans 0,01 / - 0,9 Beans 0,01 / - 0,8 Wheat 0,02 / - 0,8 Wheat 0,02 / -

0,6 Rye 0,02 / - 0,6 Rye 0,02 / - 0,5 Rye 0,02 / - 0,5 Rye 0,02 / -

0,6 Oats 0,03 / - 0,6 Oats 0,03 / - 0,3 Beans 0,01 / - 0,3 Beans 0,01 / -

No of commodities for which ARfD/ADI 

is exceeded (IESTI 1):

No of commodities for which 

ARfD/ADI is exceeded (IESTI 2):

No of commodities for which ARfD/ADI 

is exceeded (IESTI 1):

U
n

p
ro

c
e

s
s

e
d

 c
o

m
m

o
d

it
ie

s

No of commodities for which ARfD/ADI is exceeded 

(IESTI 2):
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Sec 5 FATE AND BEHAVIOUR IN THE ENVIRONMENT 

(KIIIA 9) 

This document comprises the risk assessment for groundwater and the exposure assessment of surface water and 

soil for the plant protection product A12910C containing the active substances azoxystrobin and cyproconazole in 

its intended uses according to Appendix 3/ Part B. 

National Addenda are included containing country specific assessments for some annex points. 

5.1 General Information on the formulation 

Table 5.1-1: General information on the formulation A12910C 

code A12910C 

plant protection product - 

applicant Syngenta 

date of application 10.07.2013 

formulation type 

(WP, EC, SC, …; density) 

suspension concentrate (SC) 

active substance azoxystrobin cyproconazole 

concentration of as 200 g/L 80 g/L 
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5.2 Proposed use pattern 

The critical GAP used for exposure assessment is presented in Table 5.2-1. It has been selected from the individual 

GAPs in the central zone. A list of all intended uses within the zone is given in Appendix 3/ Part B. 

Table 5.2-1: Critical use pattern of A12910C 

Use 

Group* 

Crop/growth 

stage 

Application 

method/Drift 

scenario 

Number of applications, 

Minimum application 

interval, application 

time, interception  

Application rate, 

cumulative 

(g as/ha) 

Soil effective 

application rate 

(g as/ha) 

A wheat/  

BBCH 31-69 

barley/  

BBCH 31-59 

rye/  

BBCH 31-69 

triticale/  

BBCH 31-69 

oats /  

BBCH 31-59  

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8 =32 

B oilseed rape/  

BBCH  

61-70 / 75-80 

spraying 2 x, 21 d 

1. 80 % 

2. 80 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

C sugar beet/  

BBCH 39-45 

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8  = 32 

D sunflower/  

BBCH 16-55 

spraying 1 x 

1. 20 % 

azoxystrobin: 

1 x 150 = 150 

cyproconazole: 

1 x 60 = 60 

azoxystrobin: 

1 x 120 = 120 

cyproconazole: 

1 x 48 = 48 

E beans/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 70 % 

2. 70 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 60 = 120 

cyproconazole: 

2 x 24 = 48 

F peas/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 85 % 

2. 85 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 30 = 60 

cyproconazole: 

2 x 12 = 24 

G maize/  

BBCH 40-65 * 

spraying 1 x 

1. 75 % 

 

azoxystrobin: 

1 x 200 = 200  

cyproconazole: 

1 x 80 =  80 

azoxystrobin: 

1 x 50 = 50 

cyproconazole: 

1 x 20 = 20 

* actually BBCH 40-49 (shoot development) is not defined for maize (75% is stated for BBCH 50-69 / inflorence 

emergence/flowering and 50 % is stated for BBCH of 30-39 / stem elongation)) 
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5.3 Information on the active substances  

5.3.1 Azoxystrobin 

5.3.1.1 Identity, further information of Azoxystrobin 

Table 5.3-1: Identity, further information on Azoxystrobin 

Active substance (ISO common name) Azoxystrobin 

IUPAC Methyl (2E)-2-(2-{[6-(2-cyanophenoxy)pyrimidin-4-yl]oxy} 

phenyl)-3-methoxyacrylate 

Function (e.g. fungicide) Fungicide 

Status under Reg. (EC) No 1107/2009  Approved  

Inclusion: 1998 

Renewal: 2011 

Date of approval 01.01.2012 

Conditions of approval In this overall assessment Member States shall pay particular 

attention to:  

(1) the fact that the specification of the technical material as 

commercially manufactured must be confirmed and supported by 

appropriate analytical data. The test material used in the toxicity 

dossiers should be compared and verified against this 

specification of the technical material;  

(2) the potential for groundwater contamination, when the active 

substance is applied in regions with vulnerable soil and/or 

climatic conditions;  

(3) the protection of aquatic organisms.  

The Member States must ensure that the conditions of 

authorisation include risk mitigation measures, where appropriate. 

Confirmatory data Submitted:  

see Addendum – Confirmatory Information, Sept 2014 and 

revised Addendum dated November 2014 with corrections 

to the List of Endpoints (December 2014) 
see also :EFSA supporting publication 2015: EN-718 / Dec. 2014 

(The Member States concerned shall request the submission of 

confirmatory information as regards the risk assessment on 

groundwater and aquatic organisms.  

The notifier shall submit to the Member States, the Commission 

and the Authority such information by 31 December 2013.) 

RMS UK 

Minimum purity of the active substance 

as manufactured (g/kg) 

930 

Molecular formula C22H17N3O5 

Molecular mass 403.4  

Structural formula 

 

 

CN

O

N N

O

OCH

O OCH
3

3
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5.3.1.2 Physical and chemical properties of Azoxystrobin 

Physical and chemical properties of azoxystrobin as agreed at EU level (see SANCO/11027/2011 Rev2-

17/06/2011) and considered relevant for the exposure assessment are listed in Table 5.3-2.  

Table 5.3-2: EU agreed physical chemical properties of azoxystrobin relevant for exposure 

assessment 

 Value Reference 

Vapour pressure (at 20 °C) (Pa) 1.1 x 10-10 Pa at 20°C (purity: 990 g/kg) SANCO/11027/

2011 Rev 2 

17/06/2011 
Henry’s law constant (Pa × m³ × mol-1) 7.4 x 10-9 Pa m3 mol-1 

Solubility in water (at 25 °C in mg/L) pH 7.0: 6.7 mg/L at 20°C (purity: 962 g/kg) 

Partition coefficient (at 25 °), log POW  2.5 at 20°C (without pH dependence) 

Dissociation constant, pKa <0 (neither acidic nor basic properties) 

Hydrolytic degradation  Hydrolytically stable (pH 5 – 9 at 25°C) 

Photolytic degradation 

 

DT50 =  8.7 d (14C-pyrimidinyl) 

             11.9 d (14C-phenylacrylate) 

             13.9 d (14C-cyanophenyl) 

R230310 only degradate greater than 10% 

(Z-isomer of azoxystrobin) 

R401553 (8.9%) 

R402173 (2.4%) 

Quantum yield of direct 

phototransformation in water > 290 nm 

 

No data submitted 

Photochemical oxidative degradation in 

air (calculation according to Atkinson) 

DT50 =2.7 hours 

(AOP version: 1.8, 1.5x106 radicals/cm³, 12 h 

day) 

 

5.3.1.3 Metabolites of Azoxystrobin 

Environmental occurring metabolites of azoxystrobin requiring further assessment according to the results of the 

assessment of azoxystrobin for EU approval are summarized in Table 5.3-3. 

No new study on the fate and behaviour of azoxystrobin or A12910C has been performed. Hence no potentially 

new metabolites need to be considered. 

Potential ground water contamination by the soil metabolites R401553, R402173 and R234886 was evaluated for 

EU approval of azoxystrobin. PECgw modelled with FOCUS Pelmo (v3.3.2) was less than 0.001 µg/L for 

R401553 and R402173 µg/L for the metabolites in all of 9 scenarios based on an application of 2 x 250 g as/ha in 

brassicae, winter and spring cereals. The potential for groundwater exposure by the metabolite R234886 was 

concluded to be high over a wide range of geoclimatic conditions represented by the FOCUS groundwater 

scenarios (max. 22 µg/L).  

However, the leaching potential into groundwater of the soil metabolite R234886 will be assessed for the 

application of the plant protection product and its intended uses. 
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Table 5.3-3: Metabolites of azoxystrobin potentially relevant for exposure assessment  

(> 10 % of as or > 5 % of as in 2 sequential measurements or > 5 % of as and 

maximum of formation not yet reached at the end of the study) 

Metabolite IUPAC Name Structural formula/ 

Molecular formula 

occurence in 

compartements 

(max. % at 

day/ 2 x > 5 %) 

Satus of Relevance 

(SANCO/11027/2011 

Rev 2– 17.06.2011) 

 R234886 

Compound 2 

(E)-2-{2-[6-(2-

cyanophenoxy)py

rimidin-4-

yloxy]phenyl}-3-

methoxyacrylic 

acid 
 

28.8 (soil) Aquatic organism:  

not relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

R401553 

Compound 28  

SYN501657 

4-(2-

cyanophenoxy)-

6-

hydroxypyrimidi

ne  

17.0  

(soil photolysis, 

field study) 

Aquatic organism:  

not relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

R402173 

Compound 30  

SYN501114 

2-[6-(2-

cyanophenoxy)py

rimidin-4-

yloxy]benzoic 

acid  

17.0  

(soil photolysis, 

field study) 

Aquatic organism: not 

relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of 

substances regulated under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003)  

 

Table 5.3-4: Further metabolites of azoxystrobin 

Reference/ 

Compound 

Number 

IUPAC Name Structure 

Study 

Metabolite 

Identified in 

Maximum

% 

observed a b 

Azoxystrobin 

Compound 1 

 

Methyl (E)-2-{2-[6-(2-

cyanophenoxy) 

pyrimidin-4-

yloxy]phenyl}-3-

methoxyacrylate 

 
 

-- -- 

R219277 

Compound 3 

 

 

Methyl (E)-2-{2-[(6-

hydroxy)pyrimidin-4-

yloxy]phenyl}-3-

methoxyacrylate 

 

 

Soil 

metabolism 

Water 

sediment  

Soil surface 

photolysis  

3.1 (S) 

1.8 (W) 

<1 (SP) 

O

NN

O

OCH
3

CN

O

OH

O

NN

CN

OH

O

NN

O

CN
OH O

O

NN

O

OCH
3

CN

O

CH
3
O

OH

NN

O

O

CH
3
O OCH

3
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R232493 

Compound 10 

 

(E)-2-{2-[6-(2-

hydroxy)pyrimidin-4-

yloxy]phenyl}-3-

methoxyacrylic acid 

 

Soil 

metabolism 
2 (S) 

R71395 

Compound 13 

 

 

2-Hydroxy-benzonitrile 

 

Aqueous 

photolysis 

Soil surface 

photolysis  

1.7 (AP) 

3.5 (SP) 

R230309 

Compound 19 

 

Methyl 2-{2-[6-(2-

cyanophenoxy)pyrimidin-

4-yloxy] 

phenyl}oxoacetate 

 

 

Soil surface 

photolysis  
5.4 (SP) 

R400050 

Compound 20 

 

2-[6-(2-

cyanophenoxy)pyrimidin-

4-yloxy] phenylacetic 

acid 

 

Soil 

metabolism 

Hydrolysis  

0.2 (S) 

7.6 (H) 

R400051 

Compound 21 

 

 

Methyl 2-[6-(2-

cyanophenoxy)pyrimidin-

4-yloxy] phenylacetate 

 

Aqueous 

photolysis  
3.9 (AP) 

R401553 

Compound 28  

SYN501657 

4-(2-cyanophenoxy)-6-

hydroxypyrimidine 

 

Soil 

metabolism 

Aqueous 

photolysis  

Soil surface 

photolysis  

2.6 (S) 

9.0 (AP) 

4.4 (SP) 

R403314 

Compound 36 

 

(E)-2-{2-[6-(2-

carbamoylphenoxy)pyrim

idin-4-yloxy] phenyl}-3-

methoxyacrylic acid 

 

Soil 

metabolism 
2.8 (S)d 

Compound 

U13 

 

 

 

Methyl 3-[6-(2-

cyanophenoxy)pyrimidin-

4-yloxy]-2-methoxy-2H-

3-benzofuroate 

 

Plant 

metabolism 

Soil surface 

photolysis  

4.5 (SP) 

a Average of the maximum observed in each radiolabel  
b Maximum observed in compartment: (S) – soil metabolism, (AP) – aqueous photolysis, (SP) – soil surface photolysis, (H) – 

hydrolysis, (W) – water phase 

 

OH

NN

O

OCH
3

O
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OH

CN

O

NN

O

O
CN
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3
O
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3

O
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5.3.2 Cyproconazole 

5.3.2.1 Identity, further information of Cyproconazole 

Table 5.3-5: Identity, further information on Cyproconazole 

Active substance (ISO common name) cyproconazole 

IUPAC (2RS,3RS;2RS,3SR)-2-(4-chlorophenyl)-3-cyclopropyl-1-(1H-

1,2,4-triazol-1-yl) butan-2-ol 

Function (e.g. fungicide) fungicide 

Status under Reg. (EC) No 1107/2009  approved 

Date of approval 01.06.2011 

Conditions of approval Member States should pay particular attention to: 

(a) the risk to aquatic organisms and shall ensure that conditions 

of use include the application of adequate risk mitigation 

measures, such as buffer zones; 

(b) the dietary exposure of consumers to the residues of triazole 

derivative metabolites (TDMs). 

Confirmatory data The concerned Member States shall request the submission of 

confirmatory information as regards: 

(a) the toxicological relevance of the impurities in the technical 

specification; 

(b) analytical methods for the monitoring of cyproconazole in 

soil, body fluids and tissues; 

(c) residues of triazole derivative metabolites (TDMs) in primary 

crops, rotational crops and products of animal origin; 

(d) the long term risk to herbivorous mammals; 

(e) the possible environmental impact of the preferential 

degradation and/or conversion of the mixture of isomers. 

RMS Ireland 

Minimum purity of the active substance 

as manufactured (g/kg) 

940 

Cyproconazole has two diastereomers: 

Diastereoisomer A: 430 – 500 g/kg 

Diastereoisomer B: 470 – 550 g/kg 

Molecular formula C15H18ClN3O 

Molecular mass 291.8 

Structural formula 

N

N

Cl

NOH

 

 

5.3.2.2 Physical and chemical properties of Cyproconazole 

Physical and chemical properties of cyproconazole as agreed at EU level (see SANCO/10344/2011– 08/11/2011) 

and considered relevant for the exposure assessment are listed in Table 5.3-6.  
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Table 5.3-6: EU agreed physical chemical properties of cyproconazole relevant for exposure 

assessment 

 Value Reference 

Vapour pressure (at 20 °C) (Pa) 2.6 x 10-5
 Pa at 25 °C (99.7%)  SANCO/10344/

2011– 

08/11/2011 
Henry’s law constant (Pa × m³ × mol-1) 5.1 x 10–5 Pa m3 mol-1 (22 °C) 

Solubility in water (at 25 °C in mg/L) 108 mg/L (22 °C; pH 4) 

  93 mg/L (22 °C; pH 7) 

109 mg/L (22 °C; pH 10) 

Partition coefficient (at 25 °), log POW  log PO/W = 3.09 at 25 °C (pH 7.2) (99.7%)  

Dissociation constant, pKa pKa1 = Cyproconazole will not dissociate 

in water at environmental pH, therefore no 

pKa value has been calculated.  

(98.9%)  

Hydrolytic degradation  No degradation observed. No metabolites 

observed. (pH 4, 5, 7, 9 at 50 °C, 5 days) 

Photolytic degradation 

 

At pH 7, molar absorption coefficients (ε) 

of the active substance are observed to be 

less than < 10 L/mol/cm at wavelengths 

≥ 290 nm.  

Quantum yield of direct phototransformation 

in water > 290 nm 

Not determined, not required.  

Photochemical oxidative degradation in air 

(calculation according to Atkinson) 

Cyproconazole: 

DT50 of 1 day derived by the Atkinson 

model (AOPwin version 1.5).  

OH (24 h) concentration assumed =  

0.5 x 106 radicals/cm3 

 

1,2,4-triazole:  

DT50 of 160 days derived by the Atkinson 

model (AOPwin version 1.5).  

OH (24 h) concentration assumed =  

0.5 x 106
 radicals/cm3 

 

5.3.2.3 Metabolites of Cyproconazole 

Environmental occurring metabolites of cyproconazole requiring further assessment according to the results of the 

assessment of cyproconazole for EU approval are summarized in Table 5.3-7. 

No new study on the fate and behaviour of cyproconazole or A12910C has been performed. Hence no potentially 

new metabolites need to be considered. The risk assessment for these metabolites has already been performed for 

EU approval (see EFSA Journal 2010;8(11):1897). Therefore no new risk assessment hence no exposure 

assessment for these metabolites is necessary. 

Potential ground water contamination by the soil metabolites CGA71019 and CGA142856 was evaluated for EU 

approval of cyproconazole. PECgw modelled with FOCUS PELMO 3.3.2 and PEARL 3.3.3 was less than 0.1 

µg/L for the metabolites in all scenarios based on an application rate of 2 x 100 g as/ha in winter and spring cereals.  

However, the leaching potential into groundwater of the soil metabolites CGA71019 and CGA142856 will be 

assessed for the application of the plant protection product and its intended uses. 
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Table 5.3-7: Metabolites of cyproconazole potentially relevant for exposure assessment  

(> 10 % of as or > 5 % of as in 2 sequential measurements or > 5 % of as and 

maximum of formation not yet reached at the end of the study) 

Metabolit Structural formula/ 

Molecular formula 

occurence in compartements 

(max. % at day/ 2 x > 5 %) 

Satus of Relevance 

(EFSA Journal 2010;8(11): 

1897) 

CGA71019 

(1,2,4-triazole) 

 
 

C2H3N3 

Soil: max. 17.4 % (day 140) 

 

Aquatic organism: 

Water:  

not relevant 

Sediment: 

not relevant 

Terrestrial organism:  

not relevant 

Groundwater:  

not relevant  

(Step 2)1) 

CGA142856 

(triazole acetic 

acid = TAA)  

 
 

C4H5N3O2 

Soil: max. 6.7 % (day 140, 

increasing at the end of the 

study) 

 

Aquatic organism: 

Water:  

not assessed  

Sediment: 

not assessed  

Terrestrial organism:  

not assessed  

Groundwater:  

not relevant 

(Step 2)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of 

substances regulated under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003)  

  

NH

N

N

N

N

N

OO
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5.4 Summary on Input parameter for environmental exposure assessment 

5.4.1 Rate of degradation in soil 

5.4.1.1 Laboratory studies 

Azoxystrobin 

No new studies have been submitted regarding route and rate of degradation in soil of azoxystrobin. The 

environmental exposure assessment is based on the EU agreed DT50 values from the laboratory as summarized in 

Table 5.4-1. 

Table 5.4-1: Summary of aerobic degradation rates for azoxystrobin - laboratory studies 

Soil type pH T (°C)  Moisture DT50 (d) 

20 °C 

pF2/10kPa 

Chi2 

Err% 

Method of 

calculation 

Reference 

18 Acres,  

sandy clay loam 

6.4 20 40% MWHC 35.2* 3.70 SFO Tummon (1995), 

Harvey (2008) 

East Angelina, 

sand 

7.9 20 40% MWHC 57.2 5.34 SFO Tummon (1995), 

Harvey (2008) 

Wisborough 

Green,  

silty clay loam 

5.9 20 40% MWHC 54.1 5.60 SFO Tummon (1995), 

Harvey (2008) 

18 Acres,  

sandy clay loam 

7.0 20 75%  

1/3 bar 

65.2* 2.06 SFO Warinton (1996), 

Harvey (2008) 

Hyde Farm, 

sandy clay loam 

7.0 20 75%  

1/3 bar 

48.5 7.10 SFO Warinton (1996), 

Harvey (2008) 

Visalia, 

sandy loam 

8.4 20 75%  

1/3 bar 

79.9 2.97 SFO Warinton (1996), 

Harvey (2008) 

Derbyshire,  

clay loam 

7.5 20 Field capacity 118.4 4.84 SFO Evans (2001), 

Harvey (2008) 

Holland,  

sandy loam 

8.2 20 Field capacity 153.4 1.92 SFO Evans (2001), 

Harvey (2008) 

Lincolnshire, 

sandy loam 

7.4 20 Field capacity 248.0 7.5 SFO Evans (2001), 

LoEP 

Aggregated DT50 

(n=9)  

* 

Coefficient of 

variation (%) 

71 *) according to LoEP:  

geometric mean : 84.5 d / n=8 

(geometric mean of the two 18 Acres soils 

taken first (= 47.9 d) 

 → geom. mean of 8 soils = 84.5 days) 

 

Geometric mean (d) 79.3* 

Median (d) 

65.2 

The DT50 values of Azoxystrobin do not show any pH dependency. 

 

Metabolites 

For the metabolite R234886 new studies (Oddy and Simmonds, 2011) regarding route and rate of degradation in 

soil have been submitted in September 2014 with AnnexII “confirmatory data” and evaluated in the Addendum 

confirmatory data (12/2014).  

In Addendum 12/2014 was concluded: 
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“... there was not enough evidence that the biphasic behaviour is due to decrease of microbial activity (Jones and 

Robertson (1999)). Frensham and Wisborough Green also showed bi-phasic degradation in the re-tested soils 

(Oddy & Simmonds, 2011). The default 1000 d DT50 values can be seen to be overly conservative when 

considering the overall dataset. The RMS therefore agreed with the replacement of those overly conservative 

default values with statisitically acceptable true degradation values for R234886. “ 

The adjusted DT50 values of R234886 from the laboratory are summarized in  Table 5.4-2.Table 

5.4-2: Summary of aerobic degradation rates for metabolite R234886 - 

laboratory studies 

Soil type pH 

(water) 

T 

(°C)  

Moisture Formation 

fraction 

ff 

DT50 (d) 1) 

20 °C 

pF2/10kPa 

Chi2 

Err

% 

Method of 

calculation 

 

k 

(in brackets 

standard 

deviation) 

Reference 

Hyde Farm, 

sandy clay 

loam a 

7.5 20 75% of 1/3 

Bar 

0.9716 21.2 12.3 SFO Warinton 

(1996),  

Mason 

(2011) 18 Acres, 

sandy clay 

loam a 

7.0 20 75% of 1/3 

Bar 

0.7764 17.8 5.9 SFO 

East Anglia, 

loamy sand a 

7.8 20 40% 

MWHC 

(C) 43.4 3.3 SFO Jones & 

Robertson 

(1999), 

Mason 

(2011) 

Frensham/ 

sandy loam 

^ 

5.4 20 pF2 (C) 110 b 2.4 DFOP slow 

phase 

K1 = 0.158 

(0.029) 

K2 = 0.0063 

(0.0005) 

g = 0.305 

(0.0258) 

P_init = 99.91 

(1.47) 
b 

Oddy & 

Simmonds 

(2011), 

Mason 

(2011) 

Wisborough 

Green /  

clay loam 

^ 

5.3 20 (C) 97.6 b 3.4 DFOP slow 

phase  

K1 = 0.1189 

(0.0315) 

K2 = 0.0071 

(0.0011) 

g = 0.377 

(0.0521) 

P_init = 89.97 

(2.015 
b 

Nuptown / 

sandy clay 

loam 

6.2 20 (C) 94.9 b 6.0 DFOP slow 

phase  

K1 = 0.0822 

(0.0311) 

K2 = 0.0073 

(0.0035) 

g = 0.554 

(0.123) 

P_init =  95.82 

(3.44) 
b 
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Georgia/ 

loamy sand 

7.1 20 (C) 102 5.7 SFO 

North 

Dakota/  

sandy loam 

7.8 20 (C) 65.4 4.7 SFO 

Ohio/  

loamy sand 

5.8 20 (C) 89.9 5.0 SFO 

Gartenacker/ 

silt loam 

7.3 20 (C) 25.7 3.6 SFO 

Vetroz/  

loam 

7.9 20 (C) 69.1 2.8 SFO 

Pappelacker/ 

sandy loam 

7.2 20 (C) 47.1 1.4 SFO 

Aggregated DT50  

(n=12, SFO) 

Coefficient of 

variation (%) 

 
52 

Statistical evaluation according to 

Excel software Input Decision 

(3.3): 

No pH-dependence  

(Correlation DT50 and pH not 

relevant: tau: -0.321 / p-value: 

0.169 

 

According to Addendum 

confirmatory data, Nov 2014 and 

List of Endpoints, Dec_2014 

a pH dependency was concluded 

and the following values should 

be used for PEC-calculations: 

 

DT50 for PEC_gw-calculation: 

 

for acidic soils: 98.6 d 
(geometric mean of soils with pH 

< 7) 

for alkaline soils: 36.7 d 
(geometric mean of soils with pH 

≥ 7) 

 

DT50 for PEC_soil-calculation: 

110 d (Max. normalised,  

20°C pF2/10kPa (slow phase 

DFOP, Frensham, sandy loam) 

 

Geomean (d)  55.4 * 

90th percentile 

 

101.6 

Formation fraction a.s.→ R234886 

(arithmetic mean,  n = 2)  

 
0.874  

a = From AIR-DAR 

b = slow phase DFOP. As R234886 is a terminal metabolite the use of slow phase DFOP is accepted. 

c = R234886 applied as parent therefore no formation fractions 
^ = Frensham and Wisborough Green soils originally from Jones and Robertson, 1999 but re-tested in Oddy & 

Simmonds, 2011 

# =For Gartenacker:  RMS considered SFO fit was acceptable . According to the procedures to derive 

degradation parameters for modelling outlined in FOCUS kinetics guidance, no further kinetic fitting 

with bi-phasic models is required if the SFO fit is acceptable 
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Table 5.4-3: Summary of aerobic degradation rates for metabolite R401553 - laboratory 

studies 

Soil type pH 

(H2O) 

T 

(oC) 

Moisture DT50/ 

DT90 

(d) 

f.f. DT50 (d) 

20 °C 

pF2/10kPa 

Method of 

calculation, 

Fit 

X2 

Reference 

EFSA 

Journal 

(2010) 

8(4):1542 

Frensham 

(sandy loam) 

6.6 20°C  40% 

MWHC 

1.36 

/4.52 

(d) 0.9 SFO 

X2=9.1 

Jones. and 

Entwistle. 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

Wisborough 

Green 

(silty clay 

loam) 

6.4 20°C 40% 

MWHC 

1.59/ 

5.29 

(d) 0.9 SFO 

X2=10.9 

Jones. and 

Entwistle. 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

East Anglia 

(loamy sand) 

7.9 20°C 40% 

MWHC 

2.01/ 

6.68 

(d) 1.5 SFO  

X2 =10.9 

Jones. and 

Entwistle. 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

Aggregated DT50 (n=…) 

Coefficient of variation (%) 32  

Geomean (d) 1.1 

90th percentile 1.4 

Formation Fraction 

from ai → … (n=…) 

Arithmetic mean -  

Maximum - 

(d) = R401553 applied as parent therefore no formation fractions 

 

 

Table 5.4-4: Summary of aerobic degradation rates for metabolite R402173 - laboratory 

studies 

Soil type pH 

(H2O) 

T 

(oC) 

Moisture DT50/ 

DT90 

(d) 

f.f. DT50 (d) 

20 °C 

pF2/10kPa 

Method of 

calculation, 

Fit 

X2 

Reference 

EFSA 

Journal 

(2010) 

8(4):1542 
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Frensham 

(sandy loam) 

6.6 20°C  40% 

MWHC 

8.44/28.

0 

(e) 5.7 SFO 

X2 =8.6 

Jones. and 

Campbell, 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

Wisborough 

Green 

(silty clay 

loam) 

6.4 20°C 40% 

MWHC 

4.24/ 

14.1 

(e) 2.4 SFO 

X2 =12.3 

Jones. and 

Campbell, 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

East Anglia 

(loamy sand) 

7.9 20°C 40% 

MWHC 

9.80/ 

32.6 

(e) 7.5 SFO 

X2 =12.7 

Jones. and 

Campbell, 

1998 

 

(SANCO/110

27/2011 

Rev2-

17/06/2011 

Aggregated DT50 (n=…) 

Coefficient of variation (%) 50  

Geomean (d) 4.7 

90th percentile 7.1 

Formation Fraction 

from ai → … (n=…) 

Arithmetic mean -  

Maximum - 

(e) = R402173 applied as parent therefore no formation fractions 

 

 

Cyproconazole 

No new studies have been submitted regarding route and rate of degradation in soil of cyproconazole. DT50 values 

of the studies, already evaluated in the EU assessment, were temperature and moisture normalized according to 

guidance of the FOCUS groundwater scenarios workgroup [FOCUS, 2000, FOCUS, 2002] using Q10 = 2.58 by 

the notifier. The normalized DT50 values are summarized in Table 5.4-5. 

Table 5.4-5: Summary of aerobic degradation rates for cyproconazole - laboratory studies 

Soil type pH T 

(oC) 

 

Moi-

sture 

DT50 

(d) 

actual 

DT50 (d) 

20 °C pF2/ 

10kPa 

Q10=2.58 

DT50 (d) 

20 °C pF2/ 

10kP 

Q10=2.58 

Fit 

(χ2) 

Kine-

tic 

Reference 

 

Loam (Flaach 2/88) 7.6 22 40 88.9 72 

87 

7.89 SFO 
Wisson, 

1989 

Loam (Flaach 2/88) 7.6 22 40 72.4 75 5.45 SFO 
Wisson, 

1990 



Part B – Section 5 

Core Assessment 

A12910C Registration Report 

Central Zone 

 

Page 17 of 109 

 

Syngenta           zRMS Germany 

           January 2018 

 

Loam (Flaach 2/88) 7.6 12 40 347 139 6.25 SFO 
Wisson, 

1990 

Loam (Flaach 2/88) 7.6 22 40 219 139 7.51 SFO 
Wisson, 

1990 

Loam (Flaach 2/88) 7.6 22 40 44.8 46 6.87 SFO 
Wisson, 

1990 

Sandy Loam 

(Hatzenbühl) 
5.0 22 40 192 197 197 4.57 SFO 

Wisson, 

1990 

Loamy Sand 

(Neuhofen) 
5.0 22 40 132 160 160 7.37 SFO 

Wisson, 

1990 

Silt loam  

(Louisiana 90) 
4.30 22 

75% 

at 1/3 

bar 

150.7 161 161 15.5 SFO 
Wisson, 

1992 

Sandy clay loam 

(Flaach 2/90) 
7.0 22 

75% 

at 1/3 

bar 

124 150 

115 

10.0 SFO 
Wisson, 

1992 

Sandy clay loam 

(Flaach 2/90) 
7.2 22 40 82 68 5.07 SFO 

Glänzel, 

1994b 

Sandy clay loam 

(Flaach 2/90) 
7.2 22 40 193 160 2.96 SFO 

Glänzel, 

1994b 

Sandy clay loam 

(Flaach) 
7.6 20 40 148 108 5.40 SFO 

Glänzel, 

1994a 

Aggregated DT50 (n=5) 

Coefficient of variation (%) 30  

Geometric mean (d) 138 

 

Table 5.4-6: Summary of aerobic degradation rates for metabolite CGA71019 (1,2,4-triazole)- 

laboratory studies 

Soil type pH 

(H2O) 

T 

(oC) 

Moisture DT50 fast 

phase/ 

DT50 slow 

phase (d) 

/ g 

f.f. DT50 (d) 

20 °C 

pF2/10kPa 

Kinetic Reference1 

Sandy loam 

(Laacherhof 

AXXa, 

Germany) 

6.4 20 
40 % 

MWHC 

0.9 / 59.2/ 

0.683 
- - DFOP 

Slangen, 2000  

Chapple, 2010a 

Loamy sand 

(Hanhofen, BBA 

2.2, Germany) 
5.8 20 

40% 

MWHC 

1.5 / 

247.6/ 

0.580 

- - DFOP 
Slangen, 2000  

Chapple, 2010a 

Silt loam 

(Laacherhof 

AIII, Germany) 
6.72 20 

40% 

MWHC 

0.8 / 20.6/ 

0.443 
- - DFOP 

Slangen, 2000  

Chapple, 2010a 

Aggregated DT50 (n=3) 
Geometric mean 

(d) 

1.0 / 67.1/ 

0.569 
- -  
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Formation Fraction 

from ai → CGA71019 

(n=1) 

Arithmetic mean - 
f.f. derivation from Glänzel (1994a), 

ZRMS 2011 Maximum 0.6 

1List of Endpoints 1,2,4-triazole, Revision of DT50, Appendix I, July 2011 

 

Table 5.4-7: Summary of aerobic degradation rates for metabolite CGA142856 (triazole acetic 

acid = TAA) - laboratory studies 

Soil type pH 

(CaCl2) 

T 

(oC) 

Moisture DT50/ 

DT90 

(d) 

f.f. DT50 (d) 

20 °C 

pF2/10kPa 

Fit 

(χ2) 

Kine-

tic 

Reference 

Sand 5.2 20 pF2.5 
9.6/ 

31.8 
- 10.9 12.0 SFO 

Slangen, 

2000 

Loamy sand 5.6 20 pF2.5 
8.4/ 

27.8 
- 8.6 14.1 SFO 

Slangen, 

2000 

Sandy loam 6.3 20 pF2.5 
18.7/ 

62.1 
- 16.7 9.5 SFO 

Slangen, 

2000 

Aggregated DT50 (n=3) 

Coefficient of variation (%) 35  

Geomean (d) 11.6 

90th percentile (d) 15.5 

Formation Fraction 

from CGA71019 → 

CGA142856  

Arithmetic mean - 
worst case 

Maximum 1.0 

 

5.4.1.2 Field studies 

Azoxystrobin 

The field dissipation rates of azoxystrobin were evaluated during EU assessment. No additional studies have been 

performed. The DT50 values are summarized in  Table 5.4-8. 

Table 5.4-8: Field degradation studies of azoxystrobin 

Soil type pH Depth 

(cm) 

DT50 / 

DT90 

actual 

DT50 

(d) 

20 °C 

pF2/ 

10kPa 

Chi2 

Err% 

DT50 fast 

phase (d)1 

DT50 slow 

phase (d)1 

Method of 

calculation 

Refer-

ence 

Azoxystrobin applied to bare soil and incorporated 

Lincolnshire, 

Sandy clay 

loam 

7.5 0-30 261.9/

869.9 

106.7 10.6 - - SFO LoEP2) 

Netherlands, 

Silty clay loam 

7.9 0-30 186.4/

619.3 

86.3 10.2 - - SFO LoEP2) 

Derbyshire, 

Sandy clay 

loam 

6.7 0-20 120.9/

401.7 

56.1 17.2 - - SFO LoEP2) 

geomean    80.2     LoEP, 

2014 3) 
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Azoxystrobin applied to soil surface and not incorporated 

Italy, Clay 

loam 

8.2 0-30  - - 2.62 80.6 DFOP LoEP2) 

Germany, 

Sandy loam 

6.4 0-30  - - 2.95 61.3 DFOP LoEP2) 

Germany, 

Sandy clay 

loam 

6.6 0-30  - - 1.64 93.7 DFOP LoEP2) 

France, Clay 

loam 

8.5 0-30  - - 4.65 121.6 DFOP LoEP2) 

France, Sandy 

loam 

8.5 0-30  - - 4.03 68 DFOP LoEP2) 

France, Silt 

loam 

6.1 0-30  - - 3.02 34.5 DFOP LoEP2) 

France, Silty 

clay loam 

8.3 0-30  - - 1.39 105 DFOP LoEP2) 

France, Clay 

loam 

7.7 0-30  - - 13.3 66 DFOP LoEP2) 

UK 

Cambridge-

shire, Clay 

8.0 0-30  - - 2.09 93.7 DFOP LoEP2) 

UK 

Sommerset, 

Clay 

8.1 0-30  - - 0.42 73.7 DFOP LoEP2) 

Geometric mean 3)    2.55 4) 75.9   

Aggregated DT50 (d) 
Geometric 

mean 3) 78 

geom. mean of the soil incorporated 

field studies (80.2 days) and the slow 

phase of the soil non-incorporated 

studies (75.9 days) 

1) Q10 of 2.58 for the correction of the temperature effect was used in the normalization procedure for the whole, 

biphasic decline 

2) LoEP: EFSA Journal 2010; 8(4):1542 

3) LoEP(2014), Addendum confirmatory information, Nov. 2014 

4) relevant for photolysis path in PEC-groundwater calculation 

 

Cyproconazole 

The field dissipation rates of cyproconazole were evaluated during EU assessment. No additional studies have 

been performed. The DT50 values are summarized in Table 5.4-9. 
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Table 5.4-9: Field degradation studies of cyproconazole 

soil / location pH 

(CaCl2) 

depth 

(cm) 

DT50 

(d) 

actual 

DT90 

(d) 

actual 

Fit 

(χ2) 

 

DT50 (d) 

20 °C, pF2 

Kinetic 

 

Reference 

Loamy sand 

(bare) Hernhill  
5.3 0-30 107.19 356.08 24.1 62.1 SFO Bass, 1994 

Clay (bare)  

Coton 1 
7.0 0-30 26.46 841.25 9.99 199.7 

DFOP/ 

slow Phase 
Bass, 1994 

Sandy soil (bare) 

Goch Nierswalde 
5.95 0-30 55.66* >1000 11.2 501.2 

DFOP/ 

slow Phase 
Bourry, 1991a 

Sandy loam 

(bare)  

Nittenau-Thann 

6.6 0-30 92.39 306.92 22.5 67.7 SFO 
Bourry, 

1991b 

Silt loam (bare) 

Hilgermissen 
5.1 0-30 141.3 469.5 12.6 84.8 SFO Hertl, 1993 

Aggregated DT50 (n=5) 

Coefficient of variation (%) 102 

 

Geometric Mean (d) 129 

Median (d) 85 

10th / 90th percentile (d) 64 / 381 

*DT50 1 = 4.86 days; DT50 2 = 797 days; g = 0.4753 (worst case un-normalised DFOP kinetic) 

 

Table 5.4-10: Field degradation studies for metabolite CGA71019 (1,2,4-triazole) of 

cyproconazole 

soil / location pH 
(Ca 
Cl2) 

depth 

(cm) 

DT50/ 

DT90 (d)  

actual 

Fit 

(χ2), 

Kine-

tic 

DT50 (d) 

20 °C, 

pF2 fast 

phase 

DT50 (d) 

20 °C, 

pF2 slow 

phase 

‘g’ Fit 

(χ2), 

Kinetic 

 

Reference1 

Silt Loam/ 

Burscheid, 

Germany 

6.4 0-30 
7.8*/  

367 

15.2/ 

FOMC 
2.5 70.7 0.655 

18.8/ 

DFOP 

Tarara, 2010 

Chapple, 

2010b 

Silty Clay Loam/ 

Albaro, Italy 7.6 0-40 

21.2/ 

207 / g: 

0.0018 

10.7/ 

DFOP 
1.4 59.8 0.364 

10.6/ 

DFOP 

Tarara, 2010 

Chapple, 

2010b 

Sandy Loam/ 

Little Shelford, 

UK 

7.4 0-40 

6.8/  

109/ g: 

0.0024 

17.8/ 

DFOP 
0.5 25.1 0.458 

18.1/ 

DFOP 

Tarara, 2010 

Chapple, 

2010b 

Loam/  

Vilobi d’Onyar, 

Spain 

5.8 0-30 

28.1/ 

718/ g: 

4.5x10-4 

13.3/ 

DFOP 
4.6 126.0 0.477 

12.7/ 

DFOP 

Tarara, 2010 

Chapple, 

2010b 
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*DT50 recalculated = 110.5 d (recalculated DT90 FOMC/3.32)/ α = 0.4454, β = 2.0966 

Aggregated DT50 (n=4) 

Coefficient of variation 

(%) 
79 59 - 

 Geometric Mean (d) 1.7 60.5 - 

Arithmetic mean (d) 2.3 70.4 0.489 

1List of Endpoints 1,2,4-triazole, Revision of DT50, Appendix I, July 2011 

 

5.4.2 Adsorption/desorption 

Azoxystrobin 

No new studies have been submitted regarding adsorption/desorption in soil of azoxystrobin. The exposure 

modeling is based on the EUa Kfoc values as summarized in Table 5.4-11. 

Table 5.4-11: Kf, Kfoc and 1/n (Freundlich exponent) values for azoxystrobin 

Soil Type OC 

(%) 

pH 

(-) 

Kd  

(mL g-1) 

Koc 

(ml g-1) 

 

Kf 

(mL g-1) 

 

Kfoc 

(mL g-1) 

1/n 

(-) 

Reference 

Sandy clay loam 

(Hyde farm) 

1.7 7.5 12.0 690 7.9 465 0.84 Rowe and 

Lane (1994) 

Loamy sand ‚ 

(East Anglia) 

1.7 7.8 6.0 357 4.0 235 0.82 Rowe and 

Lane (1994) 

Loamy sand  

(Kenny Hill) 

3.0 7.9 9.0 304 6.2 207 0.85 Rowe and 

Lane (1994) 

Sand (Lilly field) 0.3 5.5 2.1 724 1.5 500 0.84 Rowe and 

Lane (1994) 

Silty clay loam 

(Nebo) 

1.6 4.9 12.0 739 9.5 594 0.90 Rowe and 

Lane (1994) 

Clay loam  

(Picket Piece) 

2.8 5.5 20.0 718 15.0 536 0.90 Rowe and 

Lane (1994) 

Arithmetic mean 423 0.86  

Does the active substance dissociate ? no  

 

Kfoc/Kf for PECGW 423 arithmetic mean all soils 

n= 6 

1/n PECgw 0.86 arithmetic mean all soils 

n= 6 
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Metabolite R234886 

 

The Kf /Kfoc values for the metabolite R234886 show a significant pH dependency: 

- Kf : Kendall-τ: -0.638; p-value: 0.001 

- Kfoc: Kendall-τ: -0.618; p-value: 0.002 

Therefore they are evaluated separately for acidic soils (pH < 7.0) and alkaline soils (pH ≥ 7.0). 

 

pH-dependency of R234886 

The adsorption data set including the additional nine soils confirm the conclusion in the AIR-DAR 

that the adsorption of R234886 is also pH dependent, with Kfoc decreasing with increasing soil pH. 

(For more details please refer to the Addendum Confirmatory data, Nov 2014) 

 

Table 5.4-12: Kf, Kfoc and 1/n (Freundlich exponent) values for metabolite R234886 (according 

to List of Endpoints, Dec 2014 /Addendum Confirmatory data, Nov 2014) 

Soil pH 
Organic carbon 

[%] 

Adsorption 

KF [L/kg] KFOC [L/kg] 1/n 

acidic soils (pH < 7.0) 

Nebo (UK) 4.9 1.62 6.8 420 0.90 

Wisborough Green (UK) 5.3 2.40 2.43 101 0.542* 

Frensham (UK) 5.4 1.84 1.83 100 0.639* 

Lilly Field (UK) 5.5 0.3 1.4 490 0.79 

Pickett Piece (UK) 5.5 2.78 10 360 0.89 

Ohio (USA) 5.8 1.36 1.52 112 0.663* 

Nuptown (UK) 6.2 2.47 1.53 62 0.705 

Georgia (USA) 7.1** 0.67 1.22 182** 0.832 

arithmetic mean of acidic soils (pH < 7.0) (n=8) 228 0.777 

alkaline soils (pH ≥ 7.0) 

Gartenacker (CH) 7.3 2.67 0.87 33 0.820 

Pappelacker (CH) 7.4 1.11 0.42 37 0.803 

Hyde Farm (UK) 7.5 1.74 0.85 49 0.85 

East Anglia (UK) 7.8 1.68 0.35 21 0.76 

N-Dakota (USA) 7.8 2.78 1.65 59 0.863 

Vetroz (CH) 7.9 2.38 0.72 30 0.861 

Kenny Hill (UK) 7.9 2.96 0.82 28 0.90 

arithmetic mean of alkaline soils (pH ≥ 7.0) (n=7) 37 0.837 

* arithmetic mean is based on 1/n = 0.7 for all soils with 1/n < 0.7 

** As the Kfoc of the soil Georgia (pH 7.1) is rather high (182) it is allocated to the acid soils. 

 

Cyproconazole 

No new studies have been submitted regarding adsorption/desorption in soil of cyproconazole. The exposure 

modeling is based on the EU Kfoc values as summarized in Table 5.4-13: 



Part B – Section 5 

Core Assessment 

A12910C Registration Report 

Central Zone 

 

Page 23 of 109 

 

Syngenta           zRMS Germany 

           January 2018 

 

Table 5.4-13: Kf, Kfoc and 1/n (Freundlich exponent) values for cyproconazole 

Soil Type OC 

(%) 

pH 

(-) 

Kf 

(mL g-1) 

Kfoc 

(mL g-1) 

1/n 

(-) 

Reference 

Loam 1.3 6.4 4.1 309 0.84 
Skinner, 

1985 

Sediment 1.3 7.4 4.9 369 0.86 
Skinner, 

1985 

Sandy loam 0.8 7.0 1.3 173 0.87 
Skinner, 

1985 

Clay 6.6 6.2 17 258 0.84 
Skinner, 

1985 

Loamy sand 2.3 5.1 16 711 0.90 
Skinner, 

1985 

Arithmetic mean 364 0.86  

Median1 309 0.89  

1 refers to EFSA Journal 2010;8(11): 1897 

 

Table 5.4-14: Kf, Kfoc and 1/n (Freundlich exponent) values for metabolite CGA71019 (1,2,4-

triazole) of cyproconazole 

Soil Type OC 

(%) 

pH 

(-) 

Kf 

(mL g-1) 

Kfoc 

(mL g-1) 

1/n 

(-) 

Reference 

Silty clay 0.70 8.8 0.833 120 0.897 
Hawkins, 

1988 

Clay loam 1.74 6.9 0.748 43 0.827 
Hawkins, 

1988 

Silty clay loam 0.70 7.0 0.722 104 0.922 
Hawkins, 

1988 

Sandy loam 0.81 6.9 0.719 89 1.016 
Hawkins, 

1988 

Arithmetic mean 89 0.916  
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Table 5.4-15: Kf, Kfoc and 1/n (Freundlich exponent) values for metabolite CGA142856 (triazole 

acetic acid = TAA) of cyproconazole 

Soil Type OC 

(%) 

pH 

(-) 

Kf 

(mL g-1) 

Kfoc 

(mL g-1) 

1/n 

(-) 

Reference 

Loamy sand 14.42 3.38  0.262 1.82 0.903 
Scachci, 

2002 

Clay 0.89 7.55  0.216 24.3 0.911 
Scachci, 

2002 

Silt loam 2.13 5.16  0.402 18.9 0.926 
Scachci, 

2002 

Arithmetic mean 15.0 0.913  

 

5.4.3 Rate of degradation in water 

Azoxystrobin 

No new water/sediment study has been submitted. The exposure modeling is based on the results of the 

water/sediment study of azoxystrobin (Warinton, 1994) reviewed in the DAR (May, 2009). The DT50 values of 

the water/sediment study are summarized in Table 5.4-16: 

Table 5.4-16: Degradation in water/sediment of azoxystrobin 

Water/sediment 

system 

DegT50 

whole 

system 

DegT90 

whole 

system 

Kinetic, 

Fit 

(Chi2Err

%)  

 

DissT50 Kinetic, 

Fit 

DissT50/ 

DegT50 

sed. 

Kinetic, 

Fit 

Reference 

Old Basing 234 777 SFO, 2.44 14 - n.d. - 
Warinton (1994), 

Harvey (2008) 

Virginia water 180 598 SFO, 4.10 4.1 - n.d. - 
Warinton (1994), 

Harvey (2008) 

Geometric mean 205  

Maximum 234  

 

Cyproconazole 

No new water/sediment study has been submitted. The exposure modeling is based on the results of the 

water/sediment study of cyproconazole (Völkel, 1997) reviewed in the DAR. The DT50 values of the 

water/sediment study are summarized in Table 5.4-17. 
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Table 5.4-17: Degradation in water/sediment of cyproconazole 

Water/sediment 

system 

DegT50 

/ DegT90 (d) 

whole system 

Kinetic, 

Fit  

 

DissT50/ 

DegT50 

water 

Kinetic, 

Fit 

DissT50/ 

DegT50 sed. 

Kinetic, 

Fit 

Reference 

river 980/>1000 SFO, 1.1 - - - - 
Völkel, 1997 

Harvey, 2009 

pond >1000/>1000 SFO, 1.1 - - - - 
Völkel, 1997 

Harvey, 2009 

Geometric mean 1000       

Several unknown metabolites (< 5%) were observed. 

 

 

5.5 Estimation of concentrations in soil (PECsoil) (KIIIA1 9.4) 

PECsoil calculations are based on the recommendations of the FOCUS workgroup on degradation kinetics. A soil 

bulk density of 1.5 g/cm3, a soil depth of 5 cm and a tillage depth of 20 cm (arable crop)/5 cm (permanent crops) 

were assumed. The PECsoil calculations were performed with ESCAPE 2.0 based on the input parameters for 

azoxystrobin and cyproconazole as presented in Table 5.5-1. 

Table 5.5-1: Input parameter for active substance for PECsoil calculation 

Active substance DT50 

Azoxystrobin 262 d (SFO, Maximum, field (incorporated) studies) 

Metabolite R234886 
110 d (laboratory studies, max. normalised, 20°C pF2/10kPa)*  
Met. formed at max. 28.8 % in laboratory studies 

Metabolite R401553 
2.01d (worst case, laboratory, non-normalised) 

formed at max. 17 % in field studies 

Metabolite R402173 
9.8 d (worst case, laboratory, non-normalised) 

formed at max. 17 % in field studies 

Cyproconazole 
1) PECact: 141.3 d (longest un-normalised SFO, field studies) 

2) PECaccu: 4.86 / 796.72 / g = 0.4753(worst case un-normalised DFOP, field) 

Metabolite CGA71019  

(1,2,4-triazole) 

α = 0.4454, β = 2.0966 (un-normalised FOMC, Maximum field studies,  

German location) 

Metabolite CGA142856  

(triazole acetic acid = TAA) 
18.7 d (SFO, Maximum laboratory studies) 

*) Since Annex I submission/inclusion new studies with R234886 have been performed and as a result there are 

new end-points which are used in the risk assessment (see updated list of Endpoints / Addendum confirmatory 

data, Nov.2014 ) 

Due to the slow degradation of azoxystrobin in soil (DT90 > 365 d, SFO Kinetic, field data) the accumulation 

potential of azoxystrobin needs to be considered. Therefore an accumulated soil concentration (PECaccu) used for 

risk assessment that comprises background concentration in soil (PECbkgd) considering a tillage depth of 20 cm 

(arable crop) and the maximum annual soil concentration PECact for a soil depth of 5 cm. 

Due to the slow degradation of cyproconazole in soil (DT90 > 365 d, Kinetic, field data) the accumulation potential 

of cyproconazole needs to be considered. Therefore an accumulated soil concentration (PECaccu) used for risk 

assessment that comprises background concentration in soil (PECbkgd) considering a tillage depth of 20 cm (arable 

crop) or 5 cm (permanent crops) and the maximum annual soil concentration PECact for a soil depth of 5 cm. 
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Beside PECact values also PECtwa, 21 d values are required for risk assessment. PECtwa,21 d values are also 

presented in Table 5.5-2. 

 

Table 5.5-2: Results of PECsoil calculation (soil bulk density 1.5 g/cm-3, soil depth 5 cm) 

plant protection product: A12910C 

use: sunflower 

number of applications / intervall 1 x / - 

application rate: Azoxystrobin: 150 g ai/ha  

Cyproconazole: 60 g ai/ha 

A12910C: 833.25 g/ha 1) 

crop interception: 20 % 

active substance/ 

preparation 

soil relevant 

application rate 

(g/ha) 

PECact 

(mg/kg) 

PECtwa  

21 d 

(mg/kg) 

tillage 

depth  

(cm) 

PECbkgd 

(mg/kg) 

PECaccu =  

PECact +  

PECbkgd 

(mg/kg) 

Azoxystrobin 1 x 120  0.1600 0.1556 20 0.0246 0.1846 

Metabolite R234886a 1 x 33  0.0440 0.0437 20 0.0012 0.0452 

Metabolit R401553b 1 x 10.79  0.0144 0.0020 20 - - 

Metabolit R402173c 1 x 16.85  0.0225 0.0117 20 - - 

Cyproconazole 1 x 48  1) 0.0640 

2) 0.0640 

1) 0.0608 

2) 0.0429 

20 1) 0.0032 

2) 0.0216 

1) 0.0672 

2) 0.0856 

Metabolite 

CGA71019  

(1,2,4-triazole)d 

1 x 2.0  0.0027 0.0013 20 <0.0001 0.0027 

Metabolite 

CGA142856  

(triazole acetic acid  

= TAA)e 

1 x 1.4  0.0019 0.0009 20 <0.0001 0.0019 

A12910C 1 x 833.25  0.8888 - - - - 

1) A12910C-density = 1.111 g/ml, 0.75 L applied 

 
a maximum occurrence: 28.8 %, molecular correction: 0.965  

b maximum occurrence:17.0 %, molar correction factor 0.529 
c maximum occurrence: 17.0 %, molar correction factor 0.826 
d  maximum occurrence: 17.4 %, molecular correction: 0.237 
e  maximum occurrence: 6.7 %, molecular correction: 0.436 

 

5.6 Estimation of concentrations in surface water and sediment (PECsw/PECsed) 

(KIIIA1 9.7) 

PECSW and PECsed calculations are provided according to the recommendations of the FOCUS working group on 

surface water scenarios in a stepwise approach considering the pathways drainage and runoff. 
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Azoxystrobin 

The relevant input parameters for azoxystrobin used for PEC calculation are summarized in Table 5.6-1. The 

FOCUS surface water calculations were performed by the applicant. 

Table 5.6-1: Input parameters for active substance azoxystrobin for PECSW/sed calculations 

Parameter 
Value used for 

PECSW/sed calculation 
Remarks 

Active substance azoxystrobin  

Physico-chemical 

Molecular weight [g/mol] 403.4 EFSA, 2010 

Water solubility (20°C) [mg/L] 6.0 EFSA, 2010 

Vapour pressure (20°C) [Pa]  0 Worst case assumption 

Degradation in soil 

DT50 soil [d] 

(Step 1, Step 2, Step 3) 
78 

EFSA, 2010 

Geometric mean, 20°C, pF 2, field; calculated 

from slow phase geometric mean, soil 

incorporated (80.2 d) and slow phase soil non-

incorporated (75.9 d) 

Sorption to soil 

KFOC [L/kg] 
423 

(n= 6) 

EFSA, 2010 

Arithmetic mean  

1/n [-] 
0.86 

(n= 6) 

EFSA, 2010 

Arithmetic mean  

Degradation in aquatic systems 

DT50 total system [d] 

(Step 1) 
205 

EFSA, 2010 

Geometric mean DT50 value of 2 water/sediment 

systems 

DT50 water [d] 

(Step 2 / Step 3) 
205a / 1000b DT50 total system, Geomean n=2 (1st order, 

20°C)  / worst case FOCUS default 

DT50 sediment [d] 

(Step 2, Step 3) 
205c DT50 total system, Geomean 

Crop/ Management related 

Crop uptake factor  [-] 0.5  

Wash off coefficient   

PRZM:   [1/cm] 

MACRO:  

 [1/mm] 

 

0.5 

0.05 
FOCUS recommendation 

a Step 1&2 calculations 
b Step 3 calculations; FOCUS default; used in compliance with recommendations by FOCUS Kinetics 

workgroup (FOCUS, 2006)  
c whole system half-life; used in compliance with recommendations by FOCUS Kinetics workgroup (FOCUS, 

2006) 

 

 
Results of FOCUS SW calculations for the worst-case application scenario of A12910C are summarized in Table 

5.6-2 to Table 5.6-3. Beside PECact value also PECtwa, 21 d is given as it is necessary for risk assessment for birds 

and mammals.  
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Table 5.6-2: Summary of FOCUS surface water Step 1 and 2 PECSW and PECsed values for 

azoxystrobin 

Crop 

(Use 

pattern) 

Number of 

applications 

BBCH at 

first 

application 

[approx.] 

FOCUSSW 

interception 

Step Region  

(Timing) 

Max.  

PECSW
a 

[µg/L] 

Max. 

 PECSED
a 

[µg/kg] 

Cereals 

200 g 

a.s./ha 

2 31 Intermediate 

1 - 88.9 369 

2 

North Europe 

Mar. May/ 

Jun. Sep 

9.78 40.1 

South Europe 

Mar. May/ 

Jun. Sep 

17.3 71.8 

Oilseed 

rape 

200 g 

a.s./ha 

2 61 Full canopy 

1 - 88.9 369 

2 

North Europe 

Jun. Sep 
6.01 24.2 

South Europe 

Jun. Sep 
7.90 32.2 

Sugar beet 

200 g 

a.s./ha 

2 39 Intermediate 

1 - 88.9 369 

2 

North Europe 

Jun. Sep 
6.77 27.4 

South Europe 

Jun. Sep 
9.03 36.9 

Sunflower 

150 g 

a.s./ha 

1 16 Minimal 

1 - 33.3 138 

2 

North Europe 

Mar. May/ 

Jun. Sep 

5.93 24.5 

South Europe 

Mar. May/ 

Jun. Sep 

10.9 45.3 

Maize 

200 g 

a.s./ha 

1 40 Minimal 

1 - 44.5 185 

2 

North Europe 

Jun. Sep 
7.49 30.9 

South Europe 

Jun. Sep 
10.6 43.9 

Peas, 

Beans 

200 g 

a.s./ha 

2 51 Full canopy 

1 - 88.9 369 

2 

North Europe 

Mar. May/ 

Jun. Sep 

6.77 27.4 

South Europe 

Mar. May/ 

Jun. Sep 

11.28 46.4 

a maximum PEC across all scenarios; i.e. the reported PECSW and PECSED do not necessarily result from the same scenario 
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Table 5.6-3: Summary of overall maximum PECSW and PECSED following applications of 

azoxystrobin calculated according to FOCUS (Step 3 and Step 4) 

Crop 

(Use pattern) 
Step (Buffer) 

Number of 

applications 

Maximum Calculated PECa Main Route of 

Entry to Water 

Body (PECSW) 
Water  

[µg/L] 

Sediment 

[µg/kg] 

Spring cereals 

200 g a.s./ha 
Step 3 

1 2.72 13.0 Runoff 

2 2.99 22.2 Drainage 

Winter cereals 

200 g a.s./ha 

Step 3 
1 2.81 9.63 Runoff 

2 3.65 17.1 Runoff 

Step 4  

(60% run-off 

mitigation) 

2 1.67 - - 

Winter oilseed 

rape 

200 g a.s./ha 

Step 3 
1 2.03 6.46 Runoff 

2 3.82 11.9 Runoff 

Step 4  

(60% run-off 

mitigation) 

2 1.73 - - 

Spring oilseed 

rape 

200 g a.s./ha 

Step 3 

1 1.51 13.1 Drainage 

2 3.33 23.2 Drainage 

Sugar beet 

200 g a.s./ha 
Step 3 

1 1.70 1.81 Runoff 

2 2.61 4.83 Runoff 

Sunflower 

150 g a.s./ha 
Step 3 1 3.09 1.55 Runoff 

Maize 

200 g a.s./ha 

Step 3 1 4.34 2.55 Runoff 

Step 4 

(60% run-off 

mitigation) 

1 1.97 - - 

Peas/beans 

200 g a.s./ha 

Step 3 
1 2.45 2.44 Runoff 

2 4.03 5.12 Runoff 

Step 4  

(60% run-off 

mitigation) 

2 1.83 - - 

 a maximum PEC across all scenarios; i.e. the reported PECSW and PECSED do not necessarily result from the same scenario 

 

 

Table 5.6-4: Application dates for spring and winter cereals used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Spring cereals  

D1 01-Jul (182) 14-Aug (226) 

D3 17-Jun (168) 31-Jul (212) 

D4 01-Jul (182) 14-Aug (226) 

D5 17-Jun (168) 31-Jul (212) 

R4 08-May (128) 21-Jun (172) 

Winter cereals 
D1 10-Jun (161) 24-Jul (205) 

D2 13-May (133) 26-Jun (177) 
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Crop Scenario 
First date of  

application window 

Last date of  

application window 

D3 06-May (126) 19-Jun (170) 

D4 10-Jun (161) 24-Jul (205) 

D5 06-May (126) 19-Jun (170) 

D6 23-Feb (54) 08-Apr (98) 

R1 06-May (126) 19-Jun (170) 

R3 06-May (126) 19-Jun (170) 

R4 23-Feb (54) 08-Apr (98) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 

 

 

Table 5.6-5:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to spring cereals at Step 3 

Plant protection product: A12910C 

Use Group evaluated: A  

Crop: spring cereals 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

30 (worst-case in comparison to intended BBCH 31) 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days (worst-case in comparison to intended 21 days) 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate [g 

a.s./ha] 

Scenario Water body 
PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 200  

 

D1 Ditch 1.47 13.0 Drift 

D1 Stream 1.12 7.19 Drift 

D3 Ditch 1.27 0.782 Drift 

D4 Pond 0.240 1.81 Drainage 

D4 Stream 1.09 0.627 Drift 

D5 Pond 0.053 0.410 Drift 

D5 Stream 1.18 0.304 Drift 

R4 Stream 2.72 2.32 Runoff 

2 x 200  

 

D1 Ditch 2.99 22.2 Drainage 

D1 Stream 1.87 12.1 Drainage 

D3 Ditch 1.11 0.945 Drift 

D4 Pond 0.743 4.90 Drainage 

D4 Stream 0.973 1.79 Drainage 

D5 Pond 0.089 0.955 Drift 

D5 Stream 1.02 0.329 Drift 
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R4 Stream 2.72 2.32 Runoff 

 

Table 5.6-6:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following applications to winter cereals Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: A  

Crop: winter cereals 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

30 (worst-case in comparison to intended BBCH 31) 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days (worst-case in comparison to intended 21 days) 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

Step 3 

1 x 200  

 

D1 Ditch 1.67 9.63 Drift 

D1 Stream 1.12 5.09 Drift 

D2 Ditch 1.71 8.02 Drift 

D2 Stream 1.32 4.20 Drift 

D3 Ditch 1.27 0.636 Drift 

D4 Pond 0.211 1.61 Drainage 

D4 Stream 1.10 0.588 Drift 

D5 Pond 0.087 0.829 Drift 

D5 Stream 1.17 0.283 Drift 

D6 Ditch 1.27 0.552 Drift 

R1 Pond 0.242 1.40 Runoff 

R1 Stream 2.14 1.12 Runoff 

R3 Stream 2.04 0.987 Runoff 

R4 Stream 2.81 1.32 Runoff 

2 x 200  

 

D1 Ditch 3.24 17.1 Drainage 

D1 Stream 2.02 9.97 Drainage 

D2 Ditch 3.21 16.0 Drainage 

D2 Stream 2.01 9.04 Drainage 

D3 Ditch 1.11 0.748 Drift 

D4 Pond 0.667 4.44 Drainage 

D4 Stream 0.948 1.71 Drift 

D5 Pond 0.181 1.82 Drainage 

D5 Stream 1.02 0.471 Drift 
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D6 Ditch 1.13 1.17 Drift 

R1 Pond 0.435 2.50 Runoff 

R1 Stream 2.41 2.68 Runoff 

R3 Stream 2.04 0.980 Runoff 

R4 Stream 3.65 3.41 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 

R1 Pond 0.207 - Runoff 

R1 Stream 1.10 - Runoff 

R3 Stream 1.02 - Drift 

R4 Stream 1.67 - Runoff 

 

 

Table 5.6-7: Application dates for winter oilseed rape used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Winter oilseed rape  

D2 04-Jun (155) 25-Jul (206) 

D3 22-May (142) 12-Jul (193) 

D4 23-May (143) 13-Jul (194) 

D5 30-May (150) 20-Jul (201) 

R1 24-May (144) 14-Jul (195) 

R3 15-May (135) 05-Jul (186) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 

 

 

Table 5.6-8:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to winter oilseed rape at Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: B 

Crop: winter oilseed rape 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

61 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry to 

water body for  

max. PECSW 

Step 3 

1 x 200  

 

D2 Ditch 1.52 6.46 Drift 

D2 Stream 1.28 4.48 Drift 
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D3 Ditch 1.27 0.803 Drift 

D4 Pond 0.145 1.19 Drainage 

D4 Stream 1.09 0.428 Drift 

D5 Pond 0.096 0.932 Drift 

D5 Stream 1.18 0.377 Drift 

R1 Pond 0.191 1.17 Runoff 

R1 Stream 1.47 1.92 Runoff 

R3 Stream 2.03 0.891 Runoff 

2 x 200  

 

D2 Ditch 2.22 11.9 Drift 

D2 Stream 1.73 7.94 Drift 

D3 Ditch 1.12 1.15 Drift 

D4 Pond 0.423 3.05 Drainage 

D4 Stream 0.948 1.16 Drift 

D5 Pond 0.327 3.07 Drainage 

D5 Stream 1.02 0.622 Drift 

R1 Pond 0.300 1.94 Runoff 

R1 Stream 3.82 2.69 Runoff 

R3 Stream 2.19 1.22 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 

R1 Pond 0.148 - Runoff 

R1 Stream 1.73 - Runoff 

R3 Stream 1.02 - Drift 

 

   

Table 5.6-9: Application dates for spring oilseed rape used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Spring oilseed rape  

D1 28-Jun (179) 18-Aug (230) 

D3 30-May (150) 20-Jul (201) 

D4 20-Jun (171) 10-Aug (222) 

D5 04-May (124) 24-Jun (175) 

R1 30-May (150) 20-Jul (201) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 
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Table 5.6-10:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to spring oilseed rape at Step 3 

Plant protection product: A12910C 

Use Group evaluated: B  

Crop: spring oilseed rape 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

61 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry to 

water body for  

max. PECSW 

1 x 200 

D1 Ditch 1.51 13.1 Drainage 

D1 Stream 1.12 7.27 Drift 

D3 Ditch 1.27 0.748 Drift 

D4 Pond 0.258 1.92 Drainage 

D4 Stream 1.10 0.677 Drift 

D5 Pond 0.097 1.00 Drift 

D5 Stream 1.11 0.201 Drift 

R1 Pond 0.161 1.15 Runoff 

R1 Stream 1.46 1.54 Runoff 

2 x 200  

D1 Ditch 3.33 23.2 Drainage 

D1 Stream 2.08 12.8 Drainage 

D3 Ditch 1.11 0.867 Drift 

D4 Pond 0.859 5.60 Drainage 

D4 Stream 1.12 2.08 Drainage 

D5 Pond 0.214 2.17 Drainage 

D5 Stream 1.02 0.470 Drift 

R1 Pond 0.278 1.98 Runoff 

R1 Stream 2.13 1.65 Runoff 

 

Table 5.6-11:  Application dates for sugar beet used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Sugar beet  

D3 24-Jul (205) 13-Sep (256) 

D4 02-Aug (214) 22-Sep (265) 

R1 15-Jul (196) 04-Sep (247) 

R3 18-Jun (169) 08-Aug (220) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 
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Table 5.6-12:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to sugar beet at Step 3 

Plant protection product: A12910C 

Use Group evaluated: C  

Crop: sugar beet 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

39 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 200  

D3 Ditch 1.05 0.572 Drift 

D4 Pond 0.219 1.71 Drainage 

D4 Stream 0.871 0.595 Drift 

R1 Pond 0.113 0.817 Runoff 

R1 Stream 0.722 0.193 Drift 

R3 Stream 1.70 1.81 Runoff 

2 x 200  

D3 Ditch 0.912 0.688 Drift 

D4 Pond 0.713 4.83 Drainage 

D4 Stream 1.10 1.78 Drainage 

R1 Pond 0.227 1.54 Runoff 

R1 Stream 1.15 0.396 Runoff 

R3 Stream 2.61 3.28 Runoff 

 

  

Table 5.6-13:  Application dates for sunflowers used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Sunflowers 

D5 11-May (131) 10-Jun (161) 

R1 11-May (131) 10-Jun (161) 

R3 25-Apr (115) 25-May (145) 

R4 09-Apr (99) 09-May (129) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 
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Table 5.6-14:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to sunflowers at Step 3 

Plant protection product: A12910C 

Use Group evaluated: D  

Crop: sunflowers 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

16 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 

Application rate: 150 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry to 

water body for  

max. PECSW 

1 x 150  

D5 Pond 0.099 1.03 Drainage 

D5 Stream 0.631 0.221 Drift 

R1 Pond 0.219 1.32 Runoff 

R1 Stream 2.02 1.08 Runoff 

R3 Stream 1.34 0.615 Runoff 

R4 Stream 3.09 1.55 Runoff 

 

Table 5.6-15:  Application dates for legumes used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Legumes  

D3 15-May (135) 05-Jul (186) 

D4 23-May (143) 13-Jul (194) 

D5 14-Apr (104) 04-Jun (155) 

D6 20-May (140) 10-Jul (191) 

R1 15-May (135) 05-Jul (186) 

R2 20-May (140) 10-Jul (191) 

R3 21-May (141) 11-Jul (192) 

R4 21-May (141) 11-Jul (192) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 
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Table 5.6-16:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to legumes at Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: E, F  

Crop: legumes 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

51 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry to 

water body for  

max. PECSW 

Step 3 

1 x 200  

D3 Ditch 1.05 0.504 Drift 

D4 Pond 0.342 2.44 Drainage 

D4 Stream 0.878 0.903 Drift 

D5 Pond 0.110 1.15 Drainage 

D5 Stream 0.931 0.227 Drift 

D6 Ditch 1.05 0.604 Drift 

R1 Pond 0.095 0.745 Runoff 

R1 Stream 1.51 1.02 Runoff 

R2 Stream 0.973 0.845 Drift 

R3 Stream 1.69 1.03 Runoff 

R4 Stream 2.45 1.18 Runoff 

2 x 200 

D3 Ditch 0.909 0.532 Drift 

D4 Pond 0.772 5.12 Drainage 

D4 Stream 0.938 1.92 Drainage 

D5 Pond 0.244 2.35 Drainage 

D5 Stream 0.817 0.487 Drift 

D6 Ditch 1.13 1.07 Drainage 

R1 Pond 0.190 1.37 Runoff 

R1 Stream 1.63 1.02 Runoff 

R2 Stream 1.38 2.67 Runoff 

R3 Stream 2.47 1.31 Runoff 

R4 Stream 4.03 2.30 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 
R1 Pond 0.095 - Runoff 

R1 Stream 0.712 - Runoff 
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R2 Stream 0.839 - Drift 

R3 Stream 1.13 - Runoff 

R4 Stream 1.83 - Runoff 

 

Table 5.6-17:  Application dates for maize used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Maize  

D3 10-May (130) 23-Jun (174) 

D4 15-May (135) 28-Jun (179) 

D5 15-May (135) 28-Jun (179) 

D6 25-Apr (115) 08-Jun (159) 

R1 08-May (128) 21-Jun (172) 

R2 06-May (126) 19-Jun (170) 

R3 06-May (126) 19-Jun (170) 

R4 15-Apr (105) 29-May (149) 

Numbers in brackets are the corresponding ‘Julian Day’ numbers 

 

Table 5.6-18:  Global maximum Predicted Environmental Concentrations of azoxystrobin 

following single application to maize at Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: G 

Crop: maize 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

17 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application 

rate and timing 

[g a.s./ha] 

Scenario 
Water 

body 

PECSW  

[µg/L] 

PECSED  

[µg/kg] 

Main route of entry to 

water body for  

max. PECSW 

Step 3 

1 x 200  

D3 Ditch 1.05 0.506 Drift 

D4 Pond 0.357 2.55 Drainage 

D4 Stream 0.906 0.911 Drift 

D5 Pond 0.146 1.48 Drainage 

D5 Stream 0.903 0.305 Drift 

D6 Ditch 1.04 0.441 Drift 

R1 Pond 0.222 1.27 Runoff 

R1 Stream 2.34 0.955 Runoff 

R2 Stream 0.972 1.06 Drift 
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R3 Stream 3.19 1.21 Runoff 

R4 Stream 4.34 2.13 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

1 x 200   

R1 Pond 0.108 0.641 Runoff 

R1 Stream 1.06 0.408 Runoff 

R2 Stream 0.972 0.318 Drift 

R3 Stream 1.44 0.573 Runoff 

R4 Stream 1.97 0.948 Runoff 

 

The relevant input parameters for the metabolites of azoxystrobin used for PEC calculation are 

summarized in Table 5.6-19. The FOCUS surface water calculations were performed by the applicant. 

 

Table 5.6-19:  Agreed EU endpoints relevant to the Predicted Environmental Concentration 

(PEC) in surface water of R234886, R401553 and R402173 used in the evaluation 

(Azoxystrobin, EFSA Journal 2010; 8 (4): 1542)   

Parameter R234886 R401553 R402173 

DT50 water/sediment [d] 1000a 1000a 1000a 

DT50 soil [d] 110.4 1.1 4.7 

KFOC [L/kg] 21b / 490c 188 25b / 200c 

Maximum observed water/sediment [%] 18.1 8.9f 2.4f 

Maximum observed soil [%] 28.8d 17e 17e 
a FOCUS recommendation, conservative assumption  
b pH-dependent; worst case used for PECSW simulation 
c pH-dependent; worst case used for PECSED simulation 
d in laboratory studies 
ein field studies 
f in photolysis studies 

 

Table 5.6-20:  Endpoints relevant to the Predicted Environmental Concentration (PEC) in 

surface water of R234886 used in the evaluation but not previously proposeda 

Parameter R234886 

DT50 soil [d] 98.6b / 37.2c 

KFOC [L/kg] 228.4b / 36.7c 
a Since Annex I submission/inclusion new studies have been performed and as a result there are new endpoints which are 

used in the risk assessment. 
b from acidic soils 
c from alkaline soils 
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Table 5.6-21:  Summary of input parameters of R234886, R401553 and R402173 for PECSW and 

PECSED used in modelling 

Property R234886 R401553 R402173 Remarks/Reference 

Physico-chemical 

Molecular weight 

[g/mol] 
389.4 213.2 333.3 

EFSA, 2010 

Phys-Chem. 

parameter 

Water solubility at 

25°C [mg/L] 
57 560 61 

EFSA, 2010 

Phys-Chem. 

parameter 

Degradation in soil 

DT50 soil [d] 
98.6a / 37.2b 

(n = 5) / (n = 7) 

1.1 

(n = 3) 

4.7 

(n = 3) 

EFSA, 2010 

Mason, 2011  

(for R234886) 

Geometric mean, 

laboratory, 20°C, 

pF2 

Maximum observed 

level in soil [%] 
28.8c 17d 17d EFSA, 2010 

Sorption to soil 

KFOC [L/kg] 
228.4a / 36.7b 

(n =8) / (n = 7) 

188  

(n = 6) 
25e / 200f 

EFSA, 2010, 

Simmonds, 2011 

(only for R234886) 

Arithmetic mean 

Degradation in aquatic systems 

DT50 water [d] 1000g 1000g 1000g 
FOCUS 

recommendation 

DT50 sediment [d] 1000g 1000g 1000g 
FOCUS 

recommendation 

DT50 water/sediment 

[d] 
1000g 1000g 1000g 

FOCUS 

recommendation 

Maximum observed in 

total system [%] 
18.1 8.9h 2.4h EFSA, 2010 

a from acidic soils  
b from alkaline soils 
c in laboratory studies 
d in field studies 
e pH-dependent; worst case used for PECSW simulation (EFSA, 2010) 
f pH-dependent; worst case used for PECSED simulation (EFSA, 2010) 
g worst case assumption; FOCUS default 
h in photolysis studies 
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Table 5.6-22:  Summary of overall maximum PECSW and PECSED of R234886, R401553 and 

R402173 following application of azoxystrobin to various crops calculated 

according to FOCUS STEPS 1-2 

Use 

pattern 
Step Region 

R234886 R401553 R402173 

Max. 

PECSW
a 

[µg/L] 

Max. 

PECSED
b 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Cereals 

2 x 200 g 

a.s./ha, 

BBCH 31 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

3.29 6.86 0.168 0.300 0.588 0.957 

South 

Europe 

Mar. May 

6.04 12.7 0.207 0.372 1.11 1.81 

Oilseed 

rape 

2 x 200 g 

a.s./ha, 

BBCH 61 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 

Europe 

Jun. Sep 

1.92 3.92 0.149 0.264 0.325 0.529 

South 

Europe 

Jun. Sep 

2.61 5.39 0.159 0.282 0.456 0.743 

Sugar 

beet 

2 x 200 g 

a.s./ha, 

BBCH 39 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 

Europe 

Jun. Sep 

2.19 4.51 0.153 0.271 0.378 0.614 

South 

Europe 

Jun. Sep 

3.02 6.27 0.164 0.293 0.535 0.871 

Sunflower 

1 x 150 g 

a.s./ha, 

BBCH 16 

1 - 24.7 13.5 3.66 6.85 6.82 11.1 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

2.20 4.20 0.102 0.184 0.630 1.03 

South 

Europe 

Mar. May 

4.17 7.99 0.148 0.271 1.23 2.01 

Maize 

1 x 200 g 

a.s./ha, 

BBCH 40 

1 - 33.0 18.0 4.88 9.13 9.10 14.8 

2 

North 

Europe 

Jun. Sep 

2.77 5.29 0.132 0.238 0.789 1.29 

South 

Europe 

Jun. Sep 

4.00 7.65 0.161 0.292 1.17 1.90 

Peas / 

Beans 

2 x 200 g 

BBCH 51 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

2.19 4.51 0.153 0.271 0.378 0.614 
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Use 

pattern 
Step Region 

R234886 R401553 R402173 

Max. 

PECSW
a 

[µg/L] 

Max. 

PECSED
b 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

South 

Europe 

Mar. May 

3.84 8.03 0.176 0.314 0.693 1.13 

a alkaline soils 
b acidic soils 

 

Cyproconazole 

The relevant input parameters for cyproconazole used for PEC calculation are summarized in Table 5.6-23. The 

FOCUS surface water calculations were performed by the applicant. 

Table 5.6-23: Input parameters for active substance for PECSW/sed calculations 

Parameter Endpoint used for 

PECSW/sed calculation  

Values in 

accordance to EU 

endpoint in LoEP 

Remarks 

Active substance cyproconazole   

DT50,soil (d) 138 no Geometric mean (see Table 5.4-5:

 Summary of aerobic 

degradation rates for 

cyproconazole - laboratory 

studies) 

DT50,wholesystem (d) 1000 yes Default (see  

Table 5.4-17:) 

DT50,water (d) 1000 yes Default (see  

Table 5.4-17:) 

DT50,sed (d) 1000 yes Default (see  

Table 5.4-17:) 

Kf,oc (mL g-1) 309 yes See Table 5.4-13: 

1/n (-) 0.86 yes See Table 5.4-13: 

Max. occurrence 

sediment (%) 

80.9 % after 63 d 

(pond) 

yes LoEP 

Crop uptake factor  (-) 0 yes FOCUS recommendation 

Wash off coefficient   

PRZM: (1/cm) 

MACRO: (1/mm) 

 

0.5 

0.05 

yes FOCUS recommendation 

 

Results of FOCUS SW calculations for the worst-case application scenario of A12910C are summarized 

in Table 5.6-24 and Table 5.6-25.  
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Table 5.6-24: Summary of FOCUS surface water Step 1 and 2 PECSW and PECsed values for 

cyproconazole 

Crop 

(Use pattern) 

Number of 

applications 

BBCH  

at first 

application 

[approx.] 

FOCUSSW 

interception 

Step Region  

(Timing) 

Max.  

PECSW
a 

[µg/L] 

Max. 

PECSED
a 

[µg/kg] 

Cereals 

80 g a.s./ha 

(use group A) 

2 31 Intermediate 

1 - 39.2 120 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

4.53 13.7 

South 

Europe 

Mar. May/ 

Jun. Sep 

8.04 24.5 

Oilseed rape 

80 g a.s./ha 

(use group B) 

2 61 Full canopy 

1 - 39.2 120 

2 

North 

Europe 

Jun. Sep 

2.77 8.24 

South 

Europe 

Jun. Sep 

3.65 11.0 

Sugar beet 

80 g a.s./ha 

(use group C) 

2 39 Intermediate 

1 - 39.2 120 

2 

North 

Europe 

Jun. Sep 

3.12 9.33 

South 

Europe 

Jun. Sep 

4.18 12.6 

Sunflower 

60 g a.s./ha 

(use group D) 

1 16 Minimal 

1 - 14.7 44.9 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

2.65 8.06 

South 

Europe 

Mar. May/ 

Jun. Sep 

4.87 14.9 

Maize 

80 g a.s./ha 

(use group G) 

1 40 Minimal 

1 - 19.6 59.9 

2 

North 

Europe 

Jun. Sep 

3.35 10.2 

South 

Europe 

Jun. Sep 

4.74 14.5 

Peas, beans 

80 g a.s./ha 

(use group  

E and F) 

2 51 Full canopy 

1 - 39.2 120 

2 

North 

Europe 

Mar. May/ 

Jun. Sep 

3.12 9.33 

South 

Europe 

Mar. May / 

Jun Sep 

5.23 15.8 

a maximum PEC across all scenarios; i.e. the reported PECSW and PECSED do not necessarily result from the 

same scenario 
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Table 5.6-25: Summary of FOCUS Step 3 overall maximum PECSW and PECSED values for 

cyproconazole 

Crop 

(Use patterns) 
Step 

Number of 

applications 

Maximum Calculated PEC Main Route of 

Entry to Water 

Body (PECSW) 
Water  

[µg/L] 

Sediment 

[µg/kg] 

Spring cereals 

80 g a.s./ha 
Step 3 

1 1.72 11.5 Drainage 

2 2.84 17.5 Drainage 

Winter cereals 

80 g a.s./ha 
Step 3 

1 1.83 10.4 Drainage 

2 3.78 17.3 Drainage 

Spring oilseed 

rape 

80 g a.s./ha 

Step 3 
1 1.24 9.37 Drainage 

2 2.21 14.9 Drainage 

Winter oilseed 

rape 

80 g a.s./ha 

Step 3 
1 1.70 6.57 Runoff 

2 2.65 11.8 Drainage 

Sugar beet 

80 g a.s./ha 
Step 3 

1 1.48 2.34 Runoff 

2 2.17 4.48 Runoff 

Sunflower 

80 g a.s./ha 
Step 3 1 2.15 1.78 Runoff 

Maize 

80 g a.s./ha 
Step 3 1 1.54 2.37 Runoff 

Field beans 

80 g a.s./ha 
Step 3 

1 2.26 7.04 Runoff 

2 3.15 13.5 Drainage 

 

Table 5.6-26: Application dates for spring and winter cereals used in modelling 

Crop Scenario 

First date of  

application window 

Last date of  

application window 

(single application) 

Last date of  

application window 

(multiple application) 

Spring cereals 

D1 04-Jun (155) 04-Jul (185) 18-Jul (199) 

D3 01-May (121) 31-May (151) 14-Jun (165) 

D4 26-May (146) 25-Jun (176) 09-Jul (190) 

D5 14-Apr (104) 14-May (134) 28-May (148) 

R4 14-Apr (104) 14-May (134) 28-May (148) 

Winter cereals 

D1 05-May (125) 04-Jun (155) 18-Jun (169) 

D2 05-Apr (95) 05-May (125) 19-May (139) 

D3 01-Apr (91) 01-May (121) 15-May (135) 

D4 26-Apr (116) 26-May (146) 09-Jun (160) 

D5 15-Mar (74) 14-Apr (104) 28-Apr (118) 

D6 04-Apr (94) 04-May (124) 18-May (138) 

R1 17-Mar (76) 16-Apr (106) 30-Apr (120) 

R3 05-Apr (95) 05-May (125) 19-May (139) 

R4 15-Mar (74) 14-Apr (106) 28-Apr (118) 
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Table 5.6-27:  Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: A  

Crop: spring cereals 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

31 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80   

D1 Ditch 1.72 11.5 Drainage 

D1 Stream 1.07 6.39 Drainage 

D3 Ditch 0.507 0.228 Spray drift 

D4 Pond 0.290 1.86 Drainage 

D4 Stream 0.422 0.667 Spray drift 

D5 Pond 0.161 1.40 Drainage 

D5 Stream 0.438 0.315 Spray drift 

R4 Stream 1.09 0.735 Runoff 

2 x 80  

D1 Ditch 2.84 17.5 Drainage 

D1 Stream 1.77 9.66 Drainage 

D3 Ditch 0.443 0.259 Spray drift 

D4 Pond 0.574 3.53 Drainage 

D4 Stream 0.658 1.26 Drainage 

D5 Pond 0.299 2.52 Drainage 

D5 Stream 0.403 0.570 Spray drift 

R4 Stream 1.09 0.734 Runoff 
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Table 5.6-28:  Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: A  

Crop: winter cereals 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

31 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80  

D1 Ditch 1.62 10.4 Drainage 

D1 Stream 1.01 5.70 Drainage 

D2 Ditch 1.83 8.20 Drainage 

D2 Stream 1.14 4.68 Drainage 

D3 Ditch 0.507 0.221 Spray drift 

D4 Pond 0.322 2.05 Drainage 

D4 Stream 0.417 0.760 Spray drift 

D5 Pond 0.159 1.41 Drainage 

D5 Stream 0.424 0.315 Spray drift 

D6 Ditch 0.513 0.682 Spray drift 

R1 Pond 0.047 0.331 Runoff 

R1 Stream 0.911 0.311 Runoff 

R3 Stream 0.923 0.660 Runoff 

R4 Stream 0.778 0.347 Runoff 

2 x 80  

D1 Ditch 2.89 17.32 Drainage 

D1 Stream 1.80 9.44 Drainage 

D2 Ditch 3.78 16.0 Drainage 

D2 Stream 2.36 9.18 Drainage 

D3 Ditch 0.443 0.249 Spray drift 

D4 Pond 0.585 3.56 Drainage 

D4 Stream 0.721 1.31 Drainage 

D5 Pond 0.352 2.94 Drainage 

D5 Stream 0.414 0.674 Spray drift 

D6 Ditch 0.483 0.987 Spray drift 

R1 Pond 0.106 0.655 Runoff 

R1 Stream 0.951 0.441 Runoff 
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R3 Stream 1.550 0.721 Runoff 

R4 Stream 1.747 0.818 Runoff 

 

Table 5.6-29:  Application dates for spring and winter oilseed rape used in modelling 

Crop Scenario 

First date of  

application window 

Last date of  

application window 

(single application) 

Last date of  

application window 

(multiple application) 

Spring oilseed rape 

D1 18 Jun (169) 18 Jul (199) 01 Aug (213) 

D3 10 May (130) 09 Jun (160) 23 Jun (174) 

D4 31 May (151) 30 Jun (181) 14 Jul (195) 

D5 14 Apr (104) 14 May (134) 28 May (148) 

R1 10 May (130) 09 Jun (160) 23 Jun (174) 

Winter oilseed rape 

D2 05 May (125) 04 Jun (155) 18 Jun (169) 

D3 01 May (121) 31 May (151) 14 Jun (165) 

D4 26 May (146) 25 Jun (176) 18 Jul (199) 

D6 14 Apr (104) 14 May (134) 28 May (148) 

R1 16 Apr (106) 16 May (136) 30 May (150) 

R3 05 May (125) 04 Jun (155) 18 Jun (169) 

 

Table 5.6-30: Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: B  

Crop: winter oilseed rape 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

31 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80 

D2 Ditch 1.47 6.57 Drainage 

D2 Stream 0.918 3.86 Drainage 

D3 Ditch 0.508 0.285 Spray drift 

D4 Pond 0.147 1.03 Drainage 

D4 Stream 0.436 0.380 Spray drift 

D5 Pond 0.131 1.16 Drainage 

D5 Stream 0.446 0.257 Spray drift 

R1 Pond 0.096 0.569 Runoff 

R1 Stream 0.920 0.410 Runoff 

R3 Stream 1.70 0.590 Runoff 

2 x 80 D2 Ditch 2.65 11.8 Drainage 
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D2 Stream 1.65 6.96 Drainage 

D3 Ditch 0.445 0.331 Spray drift 

D4 Pond 0.361 2.32 Drainage 

D4 Stream 0.490 0.869 Drainage 

D5 Pond 0.240 2.08 Drainage 

D5 Stream 0.410 0.468 Spray drift 

R1 Pond 0.212 1.18 Runoff 

 

Table 5.6-31: Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: B  

Crop: spring oilseed rape 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

31 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80 

D1 Ditch 1.24 9.37 Drainage 

D1 Stream 0.776 5.31 Drainage 

D3 Ditch 0.507 0.254 Spray drift 

D4 Pond 0.286 1.83 Drainage 

D4 Stream 0.422 0.654 Spray drift 

D5 Pond 0.172 1.49 Drainage 

D5 Stream 0.439 0.333 Spray drift 

R1 Pond 0.102 0.592 Runoff 

R1 Stream 1.16 0.429 Runoff 

2 x 80 

D1 Ditch 2.21 14.9 Drainage 

D1 Stream 1.38 8.37 Drainage 

D3 Ditch 0.444 0.314 Spray drift 

D4 Pond 0.567 3.42 Drainage 

D4 Stream 0.663 1.23 Drainage 

D5 Pond 0.341 2.80 Drainage 

D5 Stream 0.405 0.638 Spray drift 

R1 Pond 0.208 1.15 Runoff 

R1 Stream 1.42 0.905 Runoff 
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Table 5.6-32: Application dates for sugar beet used in modelling 

Crop Scenario 

First date of  

application window 

Last date of  

application window 

(single application) 

Last date of  

application window 

(multiple 

application) 

Sugar beet 

D3 20 Jul (201) 19 Aug (231) 09 Sep (252) 

D4 27 Jul (208) 26 Aug (238) 16 Sep (259) 

R1 12 Jul (193) 11 Aug (223) 01 Sep (244) 

R3 05 Jun (156) 05 Jul (186) 26 Jul (207) 

 

Table 5.6-33:  Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: C  

Crop: sugar beet 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

39 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80  

D3 Ditch 0.420 0.215 Spray drift 

D4 Pond 0.376 2.34 Drainage 

D4 Stream 0.475 0.870 Drainage 

R1 Pond 0.091 0.509 Runoff 

R1 Stream 1.41 0.627 Runoff 

R3 Stream 1.48 0.925 Runoff 

2 x 80  

D3 Ditch 0.365 0.259 Spray drift 

D4 Pond 0.736 4.48 Drainage 

D4 Stream 0.909 1.65 Drainage 

R1 Pond 0.125 0.952 Runoff 

R1 Stream 1.41 0.625 Runoff 

R3 Stream 2.17 1.80 Runoff 
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Table 5.6-34: Application dates for sunflower used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

sunflower 

D5 08 May (128) 07 Jun (158) 

R1 08 May (128) 07 Jun (158) 

R3 22 Apr (112) 22 May (142) 

R4 06 Apr (96) 06 May (126) 

 

Table 5.6-35: Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: D  

Crop: sunflower 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

16 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 / - 

Application rate: 80 g ai/ha* 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80 

D5 Pond 0.203 1.78 Drainage 

D5 Stream 0.352 0.398 Spray drift 

R1 Pond 0.109 0.652 Runoff 

R1 Stream 1.13 0.423 Runoff 

R3 Stream 0.936 0.366 Runoff 

R4 Stream 2.15 0.973 Runoff 

* The considered application rate does not match the intended GAP exactly. Step 3 calculations were conducted 

with an application rate of 80 g/ha instead of 60 g/ha. 

 

Table 5.6-36: Application dates for field beans used in modelling 

Crop Scenario 

First date of  

application 

window 

Last date of  

application 

window 

(single application) 

Last date of  

application window 

(multiple application) 

Field beans 

D2 14 Apr (105) 14 May (135) 28 May (149) 

D3 5 Jul (187) 4 Aug (217) 18 Aug (231) 

D4 20 Jun (171) 20 Jul (201) 3 Aug (215) 

D6, early 08-May (129) 07-Jun (159) 21-Jun (173) 

D6, late 19 Aug (231) 18 Sep (261) 2 Oct (275) 

R1 17 Jun (169) 17 Jul (199) 31 Jul (213) 

R2 5 Jun (156) 5 Jul (186) 19 Jul (200) 

R3 9 May (129) 8 Jun (159) 22 Jun (173) 

R4 9 May (129) 8 Jun (159) 22 Jun (173) 
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Table 5.6-37: Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: E  

Crop: beans 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

51 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Applicatio

n rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80  

D2 Ditch 1.61 7.04 Drainage 

D2 Stream 1.01 4.17 Drainage 

D3 Ditch 0.421 0.236 Spray drift 

D4 Pond 0.264 1.71 Drainage 

D4 Stream 0.379 0.607 Spray drift 

D6 (early) Ditch 0.425 0.669 Spray drift 

D6 (late) Ditch 1.04 1.08 Drainage 

R1 Pond 0.234 1.13 Runoff 

R1 Stream 1.57 0.906 Runoff 

R2 Stream 0.48 0.613 Runoff 

R3 Stream 1.72 0.614 Runoff 

R4 Stream 2.26 0.973 Runoff 

2 x 80  

D2 Ditch 3.15 13.5 Drainage 

D2 Stream 1.97 7.88 Drainage 

D3 Ditch 0.365 0.273 Spray drift 

D4 Pond 0.690 4.10 Drainage 

D4 Stream 0.801 1.48 Drainage 

D6 (early) Ditch 0.689 0.953 Drainage 

D6 (late) Ditch 2.35 2.38 Drainage 

R1 Pond 0.325 1.52 Runoff 

R1 Stream 2.11 1.28 Runoff 

R2 Stream 0.545 1.67 Runoff 

R3 Stream 1.72 0.621 Runoff 

R4 Stream 2.22 0.973 Runoff 
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Table 5.6-38: Application dates for maize used in modelling 

Crop Scenario 
First date of  

application window 

Last date of  

application window 

Maize 

D3 14 Jun (165) 14 Jul (195) 

D4 19 Jun (170) 19 Jul (200) 

D5 19 Jun (170) 19 Jul (200) 

D6 30 May (150) 29 Jun (180) 

R1 12 Jun (163) 12 Jul (193) 

R2 10 Jun (161) 10 Jul (191) 

R3 10 Jun (161) 10 Jul (191) 

R4 20 May (140) 19 Jun (170) 

 

Table 5.6-39: Global maximum FOCUS surface water PECSW and PECsed values at Step 3 

Plant protection product: A12910C 

Use Group evaluated: G  

Crop: maize 

Application method (-): foliar spray 

Growth stage at first application 

(BBCH): 

40 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 / - 

Application rate: 80 g ai/ha 

Active Substance: cyproconazole 

Application 

rate  

[g a.s./ha] 

Scenario Water body 
PECSW 

[µg/L] 

PECSED 

[µg/kg] 

Main route of entry 

to water body for  

max. PECSW 

1 x 80  

D3 Ditch 0.418 0.177 Spray drift 

D4 Pond 0.381 2.37 Drainage 

D4 Stream 0.456 0.851 Drainage 

D5 Pond 0.123 1.25 Drainage 

D5 Stream 0.411 0.256 Spray drift 

D6 Ditch 0.422 0.396 Spray drift 

R1 Pond 0.237 1.14 Runoff 

R1 Stream 1.54 0.924 Runoff 

R2 Stream 0.523 0.818 Runoff 

R3 Stream 1.47 1.05 Runoff 

R4 Stream 1.46 0.635 Runoff 

 
The relevant input parameters for the metabolite CGA71019 of cyproconazole used for PEC calculation are 

summarized in Table 5.6-40 and results of FOCUS SW STEPS 1-2 calculations are summarized in Table 5.6-42. 
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Table 5.6-40: Input parameters for the metabolite CGA71019 of cyproconazole for PECSW/sed 

calculations 

Parameter Endpoint used for 

PECSW/sed calculation  

Values in 

accordance to EU 

endpoint in LoEP  

Remarks 

Metabolite CGA71019    

Molecular mass 69.1 yes  

Molecular mass parent 291.8 yes  

Max. occurrence soil (%) 17.4 yes  

DT50,soil (d) 60.5 yes1 DFOP slow phase, see  

Table 5.4-10: Field 

degradation studies for 

metabolite CGA71019 (1,2,4-

triazole) of cyproconazole 

DT50,wholesystem (d) 1000 yes  

DT50,water (d) 1000 yes  

DT50,sed (d) 1000 yes  

Kf,oc (mL g-1) 89 yes  

1/n (-) 0.916 yes  

Max. occurrence 

sediment (%) 

1.0 yes conservative assumption (LoEP) 

1List of Endpoints 1,2,4-triazole, Revision of DT50, Appendix I, July 2011 

The relevant input parameters for the metabolite CGA142856 of cyproconazole used for PEC calculation are 

summarized in Table 5.6-41 and results of FOCUS SW calculations are summarized in Table 5.6-42. 

Table 5.6-41: Input parameters for the metabolite CGA142856 of cyproconazole for PECSW/sed 

calculations 

Parameter Endpoint used for 

PECSW/sed calculation  

Values in 

accordance to EU 

endpoint in LoEP  

Remarks 

Metabolite CGA142856    

Molecular mass 127.1 yes  

Molecular mass parent 291.8 yes  

Max. occurrence soil (%) 7.0 yes  

DT50,soil (d) 11.6 yes  

DT50,wholesystem (d) 1000 yes  

DT50,water (d) 1000 yes  

DT50,sed (d) 1000 yes  

Kf,oc (mL g-1) 15 yes  

1/n (-) 0.913 yes  

Max. occurrence 

sediment (%) 

1.0 yes conservative assumption (LoEP) 
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Table 5.6-42: Summary of FOCUS surface water Step 1 and 2 PECSW and PECsed values for the 

metabolites CGA71019 and CGA142856 of cyproconazole 

Crop Step Region 

(Timing) 

CGA71019 CGA142856 

Max. PECSW 

[µg/L] 

Max. PECSED 

[µg/kg] 

Max. PECSW 

[µg/L] 

Max. PECSED 

[µg/kg] 

Cereals 

2 x 80 g 

a.s./ha, 

BBCH 31 

1 - 1.96 1.75 1.53 0.230 

2 

North Europe 

Mar. May/  

Jun. Sep 

0.170 0.151 0.083 0.012 

South Europe 

Mar. May/  

Jun. Sep 

0.337 0.300 0.160 0.024 

Oilseed rape 

2 x 80 g 

a.s./ha, 

BBCH 61 

1 - 1.96 1.75 1.53 0.230 

2 

North Europe 

Jun. Sep 
0.086 0.077 0.044 0.007 

South Europe 

Jun. Sep 
0.128 0.114 0.063 0.010 

Sugar beet 

2 x 80 g 

a.s./ha, 

BBCH 39 

1 - 1.96 1.75 1.53 0.230 

2 

North Europe 

Jun. Sep 
0.103 0.092 0.052 0.008 

South Europe 

Jun. Sep 
0.153 0.136 0.075 0.011 

Sunflower 

1 x 60 g 

a.s./ha, 

BBCH 16 

1 - 0.736 0.655 0.575 0.086 

2 

North Europe 

Mar. May/  

Jun. Sep 

0.114 0.101 0.075 0.011 

South Europe 

Mar. May/  

Jun. Sep 

0.226 0.201 0.147 0.022 

Maize 

1 x 80 g 

a.s./ha, 

BBCH 40 

1 - 0.982 0.873 0.766 0.115 

2 

North Europe 

Jun. Sep 
0.142 0.126 0.093 0.014 

South Europe 

Jun. Sep 
0.212 0.189 0.138 0.021 

Peas, beans 

2 x 80 g 

a.s./ha, 

BBCH 51 

1 - 1.96 1.75 1.53 0.230 

2 

North Europe 

Mar. May/  

Jun. Sep 

0.103 0.092 0.052 0.008 

South Europe 

Mar. May/ 

Jun. Sep 

0.204 0.181 0.098 0.015 
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5.7 Risk assessment ground water (KIIIA1 9.6) 

5.7.1 Predicted environmental concentration in groundwater (PECGW) 

calculation for active substance and its metabolites (Tier 1 and 2) 

Groundwater contamination by direct leaching of the active substance and its metabolites, degradation or reaction 

products through soil is generally assessed by groundwater model calculations. 

Azoxystrobin 

The PEC of azoxystrobin and its metabolite R234886 in ground water have been assessed with standard FOCUS 

scenarios to obtain outputs from the FOCUS PELMO 5.5.3. The FOCUS PELMO calculation was performed by 

ZRMS. As the use E (beans) in the scenario Hamburg was found to be the worst case situation according the 

PECgw for the metabolite R234886, this use-scenario-combination was chosen for a worst-case (applied as parent) 

estimation of PECgw for the less leaching photolysis metabolites R401553 and R402173. 

Table 5.7-1: Input parameters related to application for PECGW modelling 

Use Groups evaluated: A-G 

application rate (kg as/ha) A: 2 x 0.20 

B: 2 x 0.20 

C: 2 x 0.20 

D: 1 x 0.15 

E: 2 x 0.20 

F: 2 x 0.20 

G: 1 x 0.20 

crop A: Winter cereals 

B: Oilseed rape (winter) 

C: Sugar beet 

D: Sunflower 

E: Field beans 

F: Peas 

G: Maize 

date of application relative application dates used, days after emergence 

A: 167, 188 

B: 248, 269 

C: 130, 151 

D: 10  

E: 64, 85  

F: 73, 94 

G: 66 

interception (%) A: 70 % / 90 % 

B: 80 % / 80 % 

C: 70 % / 90 % 

D: 20% 

E: 70 % / 70 % 

F: 85 % / 85 % 

G: 75% 

Amount reaching the soil surface 

(kg as/ha) 

A: 0.060 + 0.020 

B: 0.040 + 0.040 

C: 0.060 + 0.020 

D: 0.120 

E: 0.060 + 0.060  

F: 0.030 + 0.030 

G: 0.050 
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soil moisture 100 % FC 

Q10-factor 2.58 

moisture exponent 0.7 

plant uptake factor azoxystrobin Metabolite R234886 

0 0 

simulation period (years) 26 

 

Metabolismn scheme according to DAR/ Addendum Confirmatory Information, 2014: 

 

The ff of 1.0 in the second scheme (photodegradation of a.s. to CO2 / red marked) seems to be a 

mistake and was not considered for calculation. (sum of all ff = 0.223 + 0.385 + 0.392 = 1) 
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Table 5.7-2: Input parameters related to active substance azoxystrobin for PECGW modelling 

Parent azoxystrobin Remarks/Reference 

molecular mass 403.4 LoEP/ EFSA Journal 2010; 8(4):1542 

DT50 in soil (d) 78 refers to Table 5.4-1 / Geometric mean when 

first combining the DT50 values of the 

incorporated field studies (n=3) and the slow 

phase of the non-incorporated field studies 

(n=10) seperately following the approach for 

EU approval  

(Addendum – Confirmatory Information, Nov 

2014) 

2.55 refers to Table 5.4-1 / Geometric mean of the 

fast phase of the not-incorporated field studies 

for photolytic degradation of azoxystrobin 

(n=10) following the approach for EU 

approval  

(Addendum – Confirmatory Information, Nov 

2014) 

k_a.s. x ff 

 for biodegradation  

(simulation a) 

a.s. => Met R234886 

k x ff= 0.0077668 (89.2 d) 

a.s. => CO2 

k x (1-ff) =0.001119699 (619) 

 

Calculated by UBA with 

k = ln2/DT50= 0.00888650 

k_a.s. x ff  

 for photolysis (simulation 

b) 

a.s. => Met R401553 

k x 0.392= 0.1065543 (6.5 d) 

 

a.s. => Met R402173 

k x 0.385= 0.10465 (6.6d) 

 

a.s.=> CO2 

k x (1-ff ) = k x 0.223 = 

0.0606164 (11.4d) 

 

Calculated by UBA with 

k = ln2/DT50= 0.2718224 

Kfoc 423 refers to Table 5.4-11: Kf, Kfoc and 1/n 

(Freundlich exponent) values for azoxystrobin 

 

1/n 0.86 refers to Table 5.4-11: Kf, Kfoc and 1/n 

(Freundlich exponent) values for azoxystrobin 

 

 

In accordance with the approach used during EU approval ((see Addendum – Confirmatory Information, Nov 

2014) the different mechanisms of degradation of azoxystrobin were modelled using two separate simulations. 

The first assumed that azoxystrobin degraded via microbial degradation to R234886 with a formation fraction of 

0.874, whilst the second assumed that azoxystrobin degraded due to photolysis to form R401553 and R402173.  

The endpoints used for groundwater modelling for R234886, R402173 and R401553 according to INPUT 

DECISION 3.3 are summarized in the tables below. 

 

Table 5.7-3: Input parameters related to metabolites of azoxystrobin for PECGW modelling 

Metabolite 1 Metabolite R234886 Remarks/Reference:  
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EFSA Journal 2010; 8(4):1542 

molecular mass 389.4 LoEP / EFSA Journal 2010; 8(4):1542 

Formation fraction 0.874  arithmetic mean. from laboratory studies  

(n=2)- azoxystrobin degrades under 

laboratory conditions almost with the same 

degradation rate then under field conditions. 

Thus using a ff from laboratory studies 

together with a DT50 value from field studies  

(Addendum – Confirmatory Information, Nov 

2014) 

DT50 in soil (d) 98.6 (acidic soils) 

36.7 (alkaline soils) 

refers to Table 5.4-2_updated  

geometric mean of soils with pH < 7 

geometric mean of soils with pH ≥ 7 

(Addendum – Confirmatory Information, Nov 

2014) 

Kfoc 228.4 (acidic soils) 

36.7 (alkaline soils) 

refers to Table 5.4-12:  

arithmetic mean of soils with pH < 7 

arithmetic mean of soils with pH ≥ 7 

(Addendum – Confirmatory Information, Nov 

2014: 228.4 and 36.7 were used) 

1/n 0.78 (acidic soils) 

0.83 (alkaline soils) 

refers to Table 5.4-12:  

arithmetic mean of soils with pH < 7 

arithmetic mean of soils with pH ≥ 7 

(Addendum – Confirmatory Information, Nov 

2014: 0.78 and 0.83 were used) 

Metabolite 2  1) R401553  

molecular mass 213.2 LoEP 

Formation fraction from 

a.s.→ R401553 

0.392 Addendum – Confirmatory Information, Nov 

2014 

Formation fraction from 

R402173→ R401553 

0.468 Addendum – Confirmatory Information, Nov 

2014 

Formation fraction from 

R R401553→ sink 

1 Addendum – Confirmatory Information, Nov 

2014 

DT50 in soil (d) 1.1 Geometric mean, laboratory soils (n=3), (see 

chapter 5.5.3) 

Addendum – Confirmatory Information, Nov 

2014) 

Kfoc 188 Arithm. mean / LoEP/ Addendum – 

Confirmatory Information, Nov 2014 

1/n 0.85 Arithm. mean /LoEP/ Addendum – 

Confirmatory Information, Nov 2014 

Metabolite 3  1) R402173  

molecular mass 333.3 LoEP 

Formation fraction 0.385 Addendum – Confirmatory Information, Nov 

2014 

DT50 in soil (d) 4.7 Geometric mean /LoEP/ Addendum – 

Confirmatory Information, Nov 2014 
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k_met  x ff 

 for photolysis (simulation b) 

Met R402173 => R401553 

k x ff= k x 0.468= 0.10465 

(6.6 d) 

 

Met R402173 => CO2 

k x ff= k x 0.532=0.0784583 

(8.8 d) 

Calculated by UBA with 

k = ln2/DT50=0.1474 

Kfoc 25  Worst case/ LoEP, Addendum – 

Confirmatory Information, Nov 2014 

1/n 0.95 LoEP 

1) applied as parent, use group E: R401553: 2 x 31.7 g/ha. R402173: 2 x 49.6 g/ha 

 

Table 5.7-4: PECGW at 1 m soil depth for azoxystrobin and its metabolites 

Use group /crop Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) 

groundwater model: FOCUS PELMO v5.5.3 

azoxystrobin Metabolite R234886 

Kfoc and 1/n and 

DT50 for acidic 

soils 

Kfoc and 1/n and 

DT50 for alkaline 

soils 

A / Winter cereals Châteaudun < 0.001 < 0.001 0.063 

Hamburg < 0.001 < 0.001 0.995 

Jokioinen < 0.001 < 0.001 0.441 

Kremsmünster < 0.001 < 0.001 0.623 

Okehampton < 0.001 < 0.001 0.895 

Piacenza < 0.001 < 0.001 0.569 

Porto < 0.001 < 0.001 0.680 

Sevilla < 0.001 < 0.001 0.003 

Thiva  < 0.001 < 0.001 0.037 

B / Oilseed rape 

(winter) 

Châteaudun < 0.001 < 0.001 0.057 

Hamburg < 0.001 < 0.001 0.543 

Kremsmünster < 0.001 < 0.001 0.344 

Okehampton < 0.001 < 0.001 0.528 

Piacenza < 0.001 < 0.001 0.269 

Porto < 0.001 < 0.001 0.418 

C / Sugar beet Châteaudun < 0.001 < 0.001 0.505 

Hamburg < 0.001 < 0.001 1.010 

Jokioinen < 0.001 < 0.001 0.356 

Kremsmünster < 0.001 < 0.001 0.653 

Okehampton < 0.001 < 0.001 1.025 
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Piacenza < 0.001 < 0.001 0.787 

Porto < 0.001 < 0.001 0.897  

Sevilla < 0.001 < 0.001 0.018  

Thiva  < 0.001 < 0.001 0.096  

D / Sunflower Piacenza < 0.001 < 0.001 0.739 

Sevilla < 0.001 < 0.001 0.012 

E / Field beans Hamburg < 0.001 < 0.001 0.907 

Kremsmünster < 0.001 < 0.001 0.592 

Okehampton < 0.001 < 0.001 0.789 

Porto < 0.001 < 0.001 0.474 

Thiva < 0.001 < 0.001 0.071 

F / Peas Châteaudun < 0.001 < 0.001 0.015 

Hamburg < 0.001 < 0.001 0.340 

Jokioinen < 0.001 < 0.001 0.107 

Okehampton < 0.001 < 0.001 0.270 

G / Maize Châteaudun < 0.001 < 0.001 0.041 

Hamburg < 0.001 < 0.001 0.256 

Kremsmünster < 0.001 < 0.001 0.156 

Okehampton < 0.001 < 0.001 0.259 

Piacenza < 0.001 < 0.001 0.236 

Porto < 0.001 < 0.001 0.151 

Sevilla < 0.001 < 0.001 0.001 

Thiva < 0.001 < 0.001 0.014 

 

Table 5.7-5: PECGW at 1 m soil depth for the photolysis metabolites R401553 and R402173 

Use group /crop Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) 

groundwater model: FOCUS PELMO v5.5.3 

Metabolite R401553 Metabolite R402173 

E / Field beans Hamburg < 0.001 0.001 

 

According to the PECGW modelling with FOCUS PELMO v5.5.3 a groundwater contamination of the active 

substance azoxystrobin at a concentration of ≥ 0.1 µg/L is not expected for all of the FOCUS groundwater 

scenarios.  

For the metabolite R234886 a groundwater concentration of up to 1.025 µg/L (maximum of all 

scenarios) and up to 0.739 µg/L for the relevant alkaline scenarios (Châteaudun, Kremsmünster, 

Sevilla, and Thiva) can be expected in the FOCUS groundwater scenarios.  
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(The other PECs in the tables are given for the sake of completeness. The PECs calculated with acidic 

focus scenarios and Kfoc and 1/n and DT50 for alkaline soils are not relevant for groundwater 

assessment) 

 
For the photolysis metabolites R401553 and R402173 a groundwater concentration of ≥ 0.1 µg/L is not expected 

for all of the FOCUS groundwater scenarios. 

 

 

5.7.2 Higher tier leaching assessment (Tier 3) 

Not required. 

5.7.3 Summary of risk assessment for ground water 

Results of modelling with FOCUS PELMO v5.5.3 show that the active substance azoxystrobin is not expected to 

penetrate into groundwater at concentrations of ≥ 0.1 µg/L in the intended uses. 

For the metabolite R234886 a groundwater concentration of up to 6.733 µg/L (maximum for field beans in 

Hamburg) can be expected in the FOCUS groundwater scenarios. 

Cyproconazole 

The PEC of cyproconazole and its soil metabolites CGA71019 and CGA142856 in ground water have been 

assessed with standard FOCUS scenarios to obtain outputs from the FOCUS PELMO 5.5.3. Because of the new 

degradation endpoint from field studies for the metabolite CGA71019 the FOCUS calculation was performed by 

ZRMS.  

In order to implement bi-phasic kinetic into PELMO two separate simulations were conducted according to 

FOCUS Degradation Kinetics (2006, p. 119). In the DFOP approach, a fraction of the amount (= application rate 

x ‘g’) is placed in the rapidly degrading compartment and the rest (= application rate x (1-g)) is placed in the slowly 

degrading compartment. The concentrations were then summed to get the total concentration in ground water. The 

Freundlich exponent is not one therefore a conservative approach was considered by doubling the application rate 

and then dividing the final result by two. 

Modelling results obtained with FOCUS PEARL 4.4.4 which were submitted by the applicant are provided in 

Appendix 2 of this report. 

Table 5.7-6: Input parameters related to application for PECGW modelling 

Use Groups evaluated: A - G 

application rate (kg as/ha) A: 2 x 0.08 kg as/ha  

B: 2 x 0.08 kg as/ha  

C: 2 x 0.08 kg as/ha  

D: 1 x 0.06 kg as/ha  

E: 2 x 0.08 kg as/ha  

F: 2 x 0.08 kg as/ha  

G: 1 x 0.08 kg as/ha  

crop  A: winter cereals 

B: oilseed rape 

C: sugar beet 

D: sunflower 

E: beans 

F: peas 

G: maize 

date of application relative application dates used, days after emergence: 

A: 167, 188 
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B: 248, 269 

C: 130, 151 

D: 10  

E: 64, 85 

F: 73, 94 

G: 66 

interception (%) A: 70 % / 90 % 

B: 80 % / 80 % 

C: 70 % / 90 % 

D: 20 % 

E: 70 % / 70 % 

F: 85 % / 85 % 

G: 75 % 

Amount reaching the soil surface 

(kg as/ha) 

A: 0.024 + 0.008 

B: 0.016 + 0.016 

C: 0.024 + 0.008 

D: 0.048 

E: 0.024 + 0.024 

F: 0.012 + 0.012 

G: 0.020 

soil moisture 100 % FC 

Q10-factor 2.58 

moisture exponent 0.7 

plant uptake cyproconazole CGA71019  

(1,2,4-triazole) 

CGA142856  

(= TAA) 

0 0 0 

simulation period (years) 26 

 

Table 5.7-7: Input parameters related to active substance for PECGW modelling 

Parent cyproconazole Remarks/Reference 

molecular mass 291.8 See Table 5.3-5 

DT50 in soil (d) 138 See Table 5.4-5: Summary of 

aerobic degradation rates for 

cyproconazole - laboratory studies 

Kfoc 364 See Table 5.4-13: 

1/n 0.86 See Table 5.4-13: 

 

Table 5.7-8: Input parameters related to metabolites of cyproconazole for PECGW modelling 

Metabolite 1 CGA71019 (1,2,4-triazole) Remarks/Reference 

molecular mass 69.1  

Formation fraction 0.6 (from parent) Calculation by ZRMS, derivation 

from Glänzel (1994a) 

DT50 in soil (d) DFOP fast phase: 1.7 

DFOP slow phase: 60.5 

g = 0.489 

See  

Table 5.4-10: Field degradation 

studies for metabolite CGA71019 

(1,2,4-triazole) of cyproconazole 
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Kfoc 89 See Table 5.4-14: 

1/n 0.92 See Table 5.4-14: 

 

 

 

Table 5.7-9: Input parameters related to metabolites of cyproconazole for PECGW modelling 

Metabolite 2 CGA142856 (triazole acetic acid  

= TAA) 

Remarks/Reference 

molecular mass 127.1  

Formation fraction 1.0 (from CGA71019)  

DT50 in soil (d) 11.6 See  

Table 5.4-7: Summary of 

aerobic degradation rates for 

metabolite CGA142856 (triazole 

acetic acid = TAA) - laboratory 

studies 

 

Kfoc 15 See  

Table 5.4-15: 

1/n 0.913 See  

Table 5.4-15: 
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Table 5.7-10: PECGW at 1 m soil depth for cyproconazole and its metabolites 

Use group /crop Szenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) 

groundwater model: FOCUS PELMO v5.5.3 

cyproconazole CGA71019 

(1,2,4-triazole) 

CGA142856 

(= TAA) 

A / Winter cereals Châteaudun <0.001 0.002 0.009 

Hamburg <0.001 0.020 0.081 

Jokioinen <0.001 0.008 0.057 

Kremsmünster <0.001 0.013 0.036 

Okehampton 0.001 0.019 0.064 

Piacenza <0.001 0.012 0.048 

Porto <0.001 0.016 0.066 

Sevilla <0.001 <0.001 0.004 

Thiva  <0.001 0.001 0.007 

B / Oilseed rape 

(winter) 

Châteaudun <0.001 0.004 0.014 

Hamburg <0.001 0.019 0.079 

Kremsmünster <0.001 0.013 0.035 

Okehampton 0.001 0.021 0.067 

Piacenza <0.001 0.010 0.048 

Porto <0.001 0.017 0.070 

C / Sugar beet Châteaudun <0.001 0.012 0.034 

Hamburg <0.001 0.018 0.087 

Jokioinen <0.001 0.006 0.053 

Kremsmünster <0.001 0.013 0.041 

Okehampton 0.001 0.018 0.074 

Piacenza <0.001 0.015 0.053 

Porto <0.001 0.017 0.072 

Sevilla <0.001 0.001 0.010 

Thiva  <0.001 0.003 0.014 

D / Sunflower Piacenza 0.005 0.035 0.096 

Sevilla <0.001 <0.001 0.017 

E / Field beans Hamburg 0.001 0.037 0.158 

Kremsmünster 0.001 0.025 0.070 

Okehampton 0.002 0.032 0.120 

Porto 0.001 0.024 0.096 
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Thiva <0.001 0.005 0.023 

F / Peas Châteaudun <0.001 0.001 0.006 

Hamburg <0.001 0.012 0.058 

Jokioinen <0.001 0.004 0.034 

Okehampton <0.001 0.010 0.044 

G / Maize Châteaudun <0.001 0.003 0.010 

Hamburg <0.001 0.009 0.047 

Kremsmünster <0.001 0.007 0.022 

Okehampton <0.001 0.010 0.042 

Piacenza <0.001 0.009 0.032 

Porto <0.001 0.007 0.033 

Sevilla <0.001 <0.001 0.004 

Thiva <0.001 0.002 0.007 

 

According to the PECGW modelling with FOCUS PELMO v5.5.3 a groundwater contamination of the active 

substance cyproconazole at a concentration of ≥ 0.1 µg/L is not expected for the FOCUS groundwater scenarios.  

For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be excluded in the 

FOCUS groundwater scenarios. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L cannot be 

excluded in 2 out of the 5 FOCUS groundwater scenarios in beans. 

 

5.7.4 Higher tier leaching assessment (Tier 3) 

Not required. 

 

5.7.5 Summary of risk assessment for ground water 

Results of modelling with FOCUS PELMO v5.5.3 show that the active substance cyproconazole is not expected 

to penetrate into ground water at concentrations of ≥ 0.1 µg/L in the intended uses. 

For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be excluded in the 

FOCUS groundwater scenarios in the intended uses. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L cannot be 

excluded in 2 out of the 5 FOCUS groundwater scenarios in beans. 

An assessment of the metabolite CGA142856 (triazole acetic acid = TAA) regarding its relevance for ground water 

is necessary. The metabolite CGA142856 was not assessed during the EU Peer review because the trigger of 

0.1 µg/L was not exceeded (see EFSA Journal 2010;8(11): 1897; see also Section 8).  
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5.8 Potential of active substance for aerial transport  

The vapour pressure at 20 °C of the active substance azoxystrobin is < 10-5 Pa. Hence the active substance 

azoxystrobin is regarded as non-volatile. Therefore exposure of surface water by the active substance azoxystrobin 

due to deposition following volatilization does not need to be considered. 

The vapour pressure at 20 °C of the active substance cyproconazole is between 10-5 und 10-4 Pa. Hence the active 

substance cyproconazole is regarded as semivolatile (volatilisation only from plant surfaces). Therefore exposure 

of surface water by the active substance cyproconazole due to deposition following volatilization should be 

considered. 
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Appendix 1 List of data submitted in support of the evaluation 

Table A 1: List of data submitted in support of the evaluation 

Annex 

point/ 

reference 

No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Authority registration No 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-

Status/Usage* 

 

AZOXYSTROBIN 

IIIA 

9.6.1/01 

Fullner K.  2011   Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following Spray 

Application to Cereals in the 

EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  

Unpublished report No. 

102225-20.  (Syngenta File 

No. ICI5504_11473) 

   

IIIA 

9.6.1/02, 

Maassen K. 2011 Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following Spray 

Application to Winter Oil 

Seed Rape in the EU.  Dr. 

Knoell Consult GmbH, 

Mannheim, Germany.  

Unpublished report No. 

102225-28.  (Syngenta File 

No. ICI5504_11481) 

   

IIIA 

9.6.1/03 

Maassen K.   2011a.  Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following Spray 

Application to Spring Oil 

Seed Rape in the EU.  Dr. 

Knoell Consult GmbH, 

Mannheim, Germany.  

Unpublished report No.:  

102225-25.  (Syngenta File 

No.  ICI5504_11478) 

   

IIIA 

9.6.1/04 

Maassen K.   2011b Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 
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the FOCUS Groundwater 

Scenarios Following Spray 

Application to Sugar Beet in 

the EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  

Unpublished report No.:  

102225-26.  (Syngenta File 

No.  ICI5504_11479) 

IIIA 

9.6.1/05 

Sebestian A. 2012   Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following Spray 

Application to Sunflower in 

the EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  

Unpublished report No.:  

368751-10.  (Syngenta File 

No. ICI5504_11512) 

   

IIIA 

9.6.1/06 

Maassen K.  2011c Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following 

Application to Maize in the 

EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  

Unpublished report No.:  

102225-22.  (Syngenta File 

No. ICI5504_11475) 

   

IIIA 

9.6.1/07 

Maassen K.   2011d Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS Groundwater 

Scenarios Following Spray 

Application to Beans (Field 

and Vegetable) and Peas in 

the EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  

Unpublished report No.:  

102225-19.  (Syngenta File 

No. ICI5504_11472) 

   

IIIA 

9.6.1/08 

Erlacher E. 2012   Cyproconazole - A Leaching 

Assessment of Parent and 

Two Soil Metabolites 

(CGA71019 and 

CGA142856) Using the 

FOCUS-PEARL 4.4.4 and 

FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Spring and 
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Winter Cereals. RIFCon 

GmbH, Heidelberg, Germany.  

Unpublished Report Number 

R12120-2 (Syngenta File No. 

SAN619_10139) 

IIIA 

9.6.1/09 

Erlacher E.   2012a   Cyproconazole - A Leaching 

Assessment for Parent and 

Two Soil Metabolites 

(CGA71019 and 

CGA142856) Using the 

FOCUS-PEARL 4.4.4 and 

FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Spring and 

Winter Oilseed Rape.  

RIFCon GmbH, Heidelberg, 

Germany.  Unpublished 

Report Number R12120-9 

(Syngenta File No. 

SAN619_10149) 

   

OECD:  

KIIIA 9.7.1 

Füllner, K. 2011 Azoxystrobin - A European 

Fate Assessment using the 

FOCUS Surface Water 

Scenarios at Step 3 Following 

Application of Azoxystrobin 

to Cereals. 

312601-1 

2264603 //ICI5504_11439 

N SYD 1) 

CYPROCONAZOLE 

OECD: 

KIIA 7.2.1 

Chapple, A. 2010a Kinetic evaluation of the 

degradation in soil of 1,2,4-

triazole under laboratory 

conditions. 

MEF-10/556 

Y TDMG 1) 

OECD: 

KIIA 7.3.1 

Tarara, G. 2010 Determination of the residues 

of 1,2,4-triazole in/on soil 

after spraying of 1,2,4-tiazole 

(1000 xx) in the field in 

Germany, Italy, Great Britain 

and Spain. 

Bayer Crop Science AG, 

Monheim, Germany,  

RA-2145/04 

GLP, not published 

Syngenta File No 

CGA071019_10000  

Authority registration No 

2502694 //CGA071019_1000 

0 ! RA-2145/04 

Y TDMG 1) 

OECD: 

KIIA 7.3.1 

Chapple, A. 2010b Kinetic evaluation of the 

dissipation in soil of 1,2,4-

Y TDMG 1) 
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triazole under field 

conditions. 

Bayer Crop Science AG, 

Monheim, Germany,  

MEF-10/069 

Not GLP, not published 

Syngenta File No 

CGA071019_10001  

Authority registration No 

2502696 //CGA071019_1000 

1 ! MEF-10/069 

IIIA 

9.6.1/08 
Erlacher E. 2012   Cyproconazole - A 

Leaching Assessment of 

Parent and Two Soil 

Metabolites (CGA71019 

and CGA142856) Using 

the FOCUS-PEARL 4.4.4 

and FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Spring 

and Winter Cereals. 

RIFCon GmbH, 

Heidelberg, Germany.  

Unpublished Report 

Number R12120-2 

(Syngenta File No. 

SAN619_10139) 

   

IIIA 

9.6.1/09 
Erlacher E.   2012a Cyproconazole - A 

Leaching Assessment for 

Parent and Two Soil 

Metabolites (CGA71019 

and CGA142856) Using 

the FOCUS-PEARL 4.4.4 

and FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Spring 

and Winter Oilseed Rape.  

RIFCon GmbH, 

Heidelberg, Germany.  

Unpublished Report 

Number R12120-9 

(Syngenta File No. 

SAN619_10149) 

   

IIIA 

9.6.1/10 
Erlacher E.  2012b  Cyproconazole A Leaching 

Assessment for Parent and 

Two Soil Metabolites 

(CGA71019 and 

CGA142856) Using the 
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FOCUS-PEARL 4.4.4 and 

FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Sugar 

Beet.  RIFCon GmbH, 

Heidelberg, Germany.  

Unpublished Report 

Number R12120-10 

(Syngenta File No. 

SAN619_10150) 

IIIA 

9.6.1/11 
Erlacher E. 2012c Cyproconazole - A 

Leaching Assessment for 

Parent and Two Soil 

Metabolites (CGA71019 

and CGA142856) Using 

the FOCUS-PEARL 4.4.4 

and FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in 

Sunflowers.  RIFCon 

GmbH, Heidelberg, 

Germany.  Unpublished 

Report Number R12120-8 

(Syngenta File No. 

SAN619_10155) 

   

IIIA 

9.6.1/12 
Albrecht M.  2012   Cyproconazole A Leaching 

Assessment for Parent and 

Two Soil Metabolites 

(CGA71019 and 

CGA142856) Using the 

FOCUS-PEARL 4.4.4 and 

FOCUS-PELMO 4.4.3 

Groundwater Models 

Following Use of 

Cyproconazole in Maize.  

RIFCon GmbH, 

Heidelberg, Germany.  

Unpublished Report 

Number R12239-1 

(Syngenta File No. 

SAN619_10174) 

   

IIIA 

9.6.1/13 
Erlacher E.  2012d Cyproconazole - A 

Leaching Assessment for 

Parent and Two Soil 

Metabolites (CGA71019 

and CGA142856) Using 

the FOCUS-PEARL 4.4.4 

and FOCUS PELMO 4.4.3 

   



Part B – Section 5 

Core Assessment 

A12910C Registration Report 

Central Zone 

 

Page 72 of 109 

 

Syngenta           zRMS Germany 

           January 2018 

 

Groundwater Models 

Following Use of 

Cyproconazole in Beans.  

RIFCon GmbH, 

Heidelberg, Germany.  

Unpublished Report 

Number R12120-4 

(Syngenta File No. 

SAN619_10142) 

OECD:  

KIIIA 9.7.1 
Gericke D., 

Loll M. 

2012 Cyproconazole - A European 

Environmental Fate 

Assessment Using the 

FOCUS Surface Water 

Models Following 

Applications to Cereals in the 

EU. 

Syngenta 

RIFCON GmbH, Hirschberg, 

Germany, R12120-3 

Not GLP, not published 

Syngenta File No 

SAN619_10140 

Authority registration No 

2486436 //SAN619_10140 ! 

R12120-3 

N SYD 1) 

OECD:  

KIIIA 9.7.1 
Gericke D., 

Loll M. 

2012a Cyproconazole - A European 

Environmental Fate 

Assessment Using the 

FOCUS Surface Water 

Models Following 

Applications to in Sugar Beet 

in the EU 

Syngenta 

RIFCON GmbH, Hirschberg, 

Germany, R12120-17 

Not GLP, not published 

Syngenta File No 

SAN619_10144 

Authority registration No 

2486438 //SAN619_10144 ! 

R12120-17 

N SYD 1) 

OECD:  

KIIIA 9.7.1 
Gericke D., 

Albrecht M. 

2012 Cyproconazole - A European 

Environmental Fate 

Assessment Using the 

FOCUS Surface Water 

Models Following 

Applications to Sunflowers in 

the EU 

Syngenta 

RIFCON GmbH, Hirschberg, 

Germany, R12120-15 

N SYD 1) 
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GLP, not published 

Syngenta File No 

SAN619_10172 

Authority registration No 

2486439 //SAN619_10172 ! 

R12120-15 

OECD:  

KIIIA 9.7.1 
Gericke D., 

Albrecht M. 

2012a Cyproconazole - A European 

Environmental Fate 

Assessment Using the 

FOCUS Surface Water 

Models Following 

Application to Maize in the 

EU 

Syngenta 

RIFCON GmbH, Hirschberg, 

Germany, R12239-2 

Not GLP, not published 

Syngenta File No 

SAN619_10173 

Authority registration No 

2486440 //SAN619_10173 ! 

R12239-2 

N SYD 1) 

OECD:  

KIIIA 9.7.1 
Gericke D., 

Loll M. 

2012b Cyproconazole - A European 

Environmental Fate 

Assessment Using the 

FOCUS Surface Water 

Models Following 

Applications to Beans in the 

EU 

Syngenta 

RIFCON GmbH, Hirschberg, 

Germany, R12120-11 

Not GLP, not published 

Syngenta File No 

SAN619_10165 

Authority registration No 

2486441 //SAN619_10165 ! 

12120-11 

N SYD 1) 

* 

1) accepted (study valid and considered for evaluation) 

2) not accepted (study not valid and not considered for evaluation) 

3) not considered (study not relevant for evaluation) 

4) not submitted but necessary (study not submitted by applicant but necessary for evaluation) 

5) supplemental (additional information, alone not sufficient to fulfil a data requirement, considered for evaluation) 
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Appendix 2 Detailed evaluation of studies relied upon 

KIIA 7 Fate and Behaviour in the Environment 

KIIIA1 9.1.1/01 Oddy (2011)  

Azoxystrobin 

Reference: KIIIA1 9.1.1./01 

Author: Oddy A. and R. Simmonds 

Report: Azoxystrobin: Rate of Degradation of [14C]-R234886, a Soil Metabolite, in Nine 

Soils under Aerobic Laboratory Conditions at 20°C 

Date: 08.08.2011 

Guideline(s): Yes (OECD 307, OECD Guideline for the testing of chemicals, Aerobic and anaerobic 

transformation in soil) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Summary 

Study Design: 
The rate of degradation of [14C]-R234886 has been investigated under aerobic conditions at 20ºC in nine 

soils in the dark. The soils were Frensham, a sandy loam (UK, pH 5.0, 3.2% organic matter), Wisborough 

Green, a clay loam (UK, pH 4.8, 4.1% organic matter), Nuptown a sandy clay loam (UK, pH 5.9, 4.3% 

organic matter), Georgia, a loamy sand (USA, pH 6.7, 1.2% organic matter), North Dakota, a sandy loam 

(USA, pH 7.4, 4.8% organic matter), Ohio, a loamy sand (USA, pH 5.3, 2.3% organic matter), 

Gartenacker, a silt loam (Switzerland, pH 7.1, 4.6% organic matter), Vetroz, a loam (Switzerland, pH 7.9, 

4.1% organic matter) and Pappelacker, a sandy loam (Switzerland, pH 7.2, 1.9% organic matter). 

[14C]-R234886 was applied to the soil at a target application rate of 16.7 µg ai/100g, equivalent to a field 

rate of 125 g ai/ha (assuming an incorporation depth of 5 cm and a soil bulk density of 1.5 g/cm3). The 

treated soil samples were incubated at a selected moisture content equivalent to between pF2 and pF2.5 

for up to 120 days. Any volatile radioactivity was continuously flushed from the vessels and collected in 

liquid traps. At intervals of 0, 3, 7, 14, 28, 60 or 62, 91 and 120 days after application duplicate flasks of 

each soil, along with their associated volatile traps, were removed from the incubation system. Each soil 

sample was analysed for extractable applied test item and unextracted residues. A mass balance was 

determined for each sample. 

 

Results 
The overall recoveries of radioactivity in the nine soils were 103.7, 101.4, 99.7, 101.9, 102.5, 101.7, 

100.5, 99.5 and 99.1% for the Frensham, Wisborough Green, Nuptown, Georgia, North Dakota, Ohio, 

Gartenacker, Vetroz and Pappelacker soils, respectively. The level of extractable radioactivity ranged 

from 93.3 to 101.6% AR (mean values) at time zero and decreased with time in all nine soils, with a 

corresponding increase in the levels of carbon dioxide and unextractable radioactivity. By the end of the 

incubation period, at 120 days, the total amount of extractable radioactivity was 70.8% (Frensham), 

52.2% (Wisborough Green), 40.4% (Nuptown), 80.3% (Georgia), 47.7% (North Dakota), 81.0% (Ohio), 

9.5% (Gartenacker), 33.5% (Vetroz) and 23.6% (Pappelacker). The level of carbon dioxide reached a 

maximum value of 50.9% AR by the end of the incubation period in the Gartenacker soil but ranged from 

6.2% to 36.8% in the other eight soils. Unextractable radioactivity reached a maximum value of 40.0% 

AR in the Gartenacker soil but ranged from 11.2 to 34.6% in the other eight soils. [14C]-R234886 quickly 

dissipated in all of the soils declining from 90.7 to 101.1% at time zero to 34.0% (Frensham), 22.7% 

(Wisborough Green), 16.1% (Nuptown), 39.4% (Georgia), 25.8% (North Dakota), 33.0% (Ohio), 6.1% 

(Gartenacker), 30.6% (Vetroz) and 19.4% (Pappelacker) after 120 days. 
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DegT50 and DegT90 values for R234886 were determined using a simple first order (SFO) 

model. The results are shown in the table below: 

 
Soil DegT50 (days) DegT90 (days) Chi2 R2 Prob > t 

Frensham 69.2 229.8 10.2 0.874 8.8e-007 

Wisborough Green 50.5 167.8 14.4 0.842 1.1e-005 

Nuptown 32.5 107.9 15.2 0.883 1.5e-005 

Georgia 100.1 332.6 6.16 0.916 3.1e-008 

North Dakota 63.1 209.5 6.59 0.952 2.8e-009 

Ohio 87.3 290.1 6.18 0.920 2.8e-008 

Gartenacker 24.8 82.5 4.10 0.994 1.3e-012 

Vetroz 67.5 224.4 3.93 0.981 3.7e-012 

Pappelacker 46.8 155.5 1.62 0.997 7.6e-017 

 

 

Conclusions 
R234886, a soil metabolite of Azoxystrobin, degraded in all nine soils studied with DegT50 values of 

between 24.8 and 100.1 days in the soils incubated aerobically at 20ºC, ultimately being mineralised to 

carbon dioxide. 
 

 

KIIIA1 9.1.1/02 Mason (2011)  

Azoxystrobin 

Reference: KIIIA1 9.1.1./02 

Author: Mason D. 

Report: Azoxystrobin: Calculation of Kinetic Endpoints for Soil Metabolite R234886 from 

Laboratory Study Data according to FOCUS Kinetics Guidelines 

Date: 08.08.2011 

Guideline(s): Yes (Guidance Document on Estimating Persistence and Degradation Kinetics from 

Environmental Fate Studies on Pesticides in EU Registration. Final report of the Work 

Group on Degradation Kinetics of FOCUS, EC Document Reference SANCO/10058/ 

2005 version 2) 

Deviations: No 

GLP: No (calculation; authentication statement added) 

Acceptability: Recalculations are acceptable. Indeed fourteen different soils have been investigated 

and recalculated. Two soils investigated by Jones & Robertson (1999) were omitted in 

the summary table. This decision is not acceptable as the soils Frensham and 

Wisborough Green investigated by Oddy & Simmonds (2011) differ e.g. in their pH 

values from the homonymous soils investigated by Jones & Robertson (1999). 

 

Summary 

“The aerobic rate of degradation of R234886, a soil metabolite of azoxystrobin, has been 

investigated in twelve different soils in three laboratory studies. This report presents the 

calculations of DegT50 values following FOCUS Kinetics guidance (2006) for modelling 

endpoints. 

An assessment of the confidence in the resulting parameters has been made using confidence 

intervals for the α and β parameters of the first order multi compartment (FOMC) model and 

probability values for a t-test of the rate parameters for the single first order (SFO) and double 
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first order in parallel (DFOP) models. Where the parameters for a particular model are not 

significantly different from zero at the 95th or 90th significance level, it has been concluded that 

the model may not be appropriate to represent the degradation behaviour of R234886 in that soil. 

Along with a visual assessment, a maximum value of the χ2 error% parameter at 15% has been 

used to determine goodness of fit and where two models are appropriate to fit the data, the choice 

of best fit has been based on the lowest value of this parameter. 

The endpoints reported here may be used in the calculation of predicted environmental 

concentrations.” 
 

Soil Measured DegT50 

(days) 

Normalized a 

DegT50 (days) 

Model b reference 

Hyde Farm 31.8 21.2 SFO 
Warinton, 1996 

18 Acres 23.7 17.8 SFO 
East Anglia 56.5 43.4 SFO Jones and 

Robertson, 1999 

Frensham 110.0 110.0 DFOP 

Oddy and 

Simmonds, 2011 

Wisborough Green 97.6 97.6 DFOP 
Nuptown 94.9 94.9 DFOP 
Georgia 102.0 102.0 SFO 
North Dakota 65.4 65.4 SFO 
Ohio 89.9 89.9 SFO 
Gartenacker 28.4 28.4 FOMC 

Vetroz 69.1 69.1 SFO 
Pappelacker 47.1 47.1 SFO 

a - effective DegT50 at 20 °C and 10 kPa (pF 2) 

b - model providing most appropriate fit 

c - study carried out at 20 °C and 10 kPa (pF 2); no normalisation necessary 

 

 

KIIIA1 9.2.1/01 Tarara (2010)  

1,2,4-Triazole (metabolite of Cyproconazole) 

Reference: KIIIA1 9.2.1/01 

Author: Tarara G. 

Report: Determination of the residues of 1,2,4-triazole in/on soil after spraying of 1,2,4-

Triazole (1000 XX) in the field in Germany, Italy, Great Britian, and Spain 

Date: 04.03.2010 

Guideline(s): Yes (BBA-guideline part IV, 4-1 (1986) and SETAC (1995)) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Summary 

The dissipation of 1,2,4-Triazole in soil under European field conditions was investigated after 

application on bare soil plots at four sites in Burscheid (Germany), Albaro (Italy), Little Shelford 

(Great Britain) and Vilobi d’Onyar (Spain). The sites were located in the ecoregions northern 

and southern Europe. The experiments were carried out in accordance with BBA guideline part 

IV, 4-1 (1986)[2] and SETAC (1995)[3], and in compliance with the GLP standards followed by 
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US EPA FIFRA 40 CFR Part 160, German Chemical Law Principles of Good Laboratory 

Practice, and Japan MAFF 11 Nousan Number 6283. 

1,2,4-Triazole was sprayed as an aqueous solution "1000 XX" once onto 225 sqm to 816 sqm 

plots to bare soil at a nominal test concentration of 66.7 µg/kg soil, corresponding to a nominal 

rate of 100 g test item/ha when assuming a soil density of 1.5 g/mL and a soil depth of 10 cm. 

After incorporation of 1,2,4-Triazole residues into soil the actual rates applied were determined 

to 59% to 87% of the nominal application rate. The distance of control plots to treated plots was 

5 m to 9.5 m. Grass was sown at the test plots shortly after application. The grass was kept short 

and later on mulched at three test sites with an exception for site Vilobi d'Onyar where no grass 

emerged in the course of the study. Soil samples were taken 0 to 454 days post-application to a 

maximum depth of 50 cm. The soil samples were extracted in a heated ultrasonic bath at a 

temperature of 65 to 75°C with a mixture of acetonitrile/water (6/4, v/v) for one hour. After 

derivatisation to dansyl-triazole the triazole residues were determined by HPLCMS/MS using 

internal stable labelled standards. The LOD and LOQ for 1,2,4-triazole in soil were 1.0 µg/kg 

and 3.0 µg/kg, respectively. 

At test site Burscheid (Germany), the measured concentration at time zero after treatment was 

58.3 µg/kg soil, which was 87% of the nominal application rate. 1,2,4-Triazole dissipated from 

87.5 g/ha at day zero to 4.8 g/ha by day 451 to result in a very low carryover of 5.5% of the 

initially applied amount at this time point. The value for the best-fit DT50 of 1,2,4-triazole 

following kinetic evaluation was 7.8 days, and the value for the DT90 was 366.7 days. 

At Albaro (Italy), the measured concentration at time zero after treatment was 42.2 µg/kg soil, 

which was 63% of the nominal application rate. 1,2,4-Triazole dissipated from 63.4 g/ha at day 

zero to 10.5 g/ha by day 180 to result in a low carryover of residues of 16.6% of the initially 

applied amount at this time point. The value for the best-fit DT50 of 1,2,4-triazole following 

kinetic evaluation was 21.2 days, and the value for the DT90 was 207.4 days. 

At Little Shelford (Great Britain), the measured concentration at time zero after application was 

42.0 µg/kg soil, which was 63% of the nominal application rate. 1,2,4- Triazole dissipated from 

63.0 g/ha at day zero to <LOD (1.5 g/ha) by day 364 to result in no carryover of residues at this 

time point. The value for the best-fit DT50 of 1,2,4-triazole following kinetic evaluation was 6.8 

days, and the value for the DT90 was 109.3 days. 

At Vilobi d’Onyar (Spain), the measured concentration at time zero after treatment was 39.5 

µg/kg soil, which was 59% of the nominal application rate. 1,2,4-Triazole dissipated from 59.3 

g/ha soil at day zero to 10.7 g/ha soil by day 415 to result in a total carryover of residues of 

18.0% of the initially applied amount at this time point. The value for the best-fit DT50 of 1,2,4-

triazole following kinetic evaluation was 28.1 days, and the value for the DT90 was 717.6 days. 

The range of measured concentrations at time zero after treatment (59% to 87% of nominal rate) 

in comparison to the nominal application rate of 100 g/ha is regarded as acceptable since actual 

soil concentrations can vary considerably due to several parameters of influence related to early 

samplings after application and incorporation into the soil. 

In general the potential of 1,2,4-triazole residues for vertical movement is low. The residues of 

1,2,4-triazole were primarily detected in the top 20 cm of soil. An overview of the results is 

given as follows: 

Location Soil type (USDA) DT50 (days)* DT90 (days)* Kinetic model* 

Burscheid Silt loam 7.8 366.7 FOMC 

Albaro Silty clay loam 21.2 207.4 DFOP 

Little Shelford Sandy loam 6.8 109.3 DFOP 
Vilobi d´Onyar loam 28.1 717.6 DFOP 

*results of best fits following kinetic evaluation 
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KIIIA1 9.2.1/02 Chapple (2010)  

1,2,4-Triazole (metabolite of Cyproconazole) 

Reference: KIIIA1 9.2.1/02 

Author: Chapple A.C. 

Report: Kinetic evaluation of the dissipation in soil of 1,2,4-triazole under field conditions 

Date: 17.03.2010 

Guideline(s): Yes (Guidance Document on Estimating Persistence and Degradation Kinetics from 

Environmental Fate Studies on Pesticides in EU Registration. Final report of the Work 

Group on Degradation Kinetics of FOCUS, EC Document Reference SANCO/10058/ 

2005 version 2) 

Deviations: No 

GLP: No (calculation) 

Acceptability: Yes 

 

Summary 

Residue data from European field dissipation studies (Tarara, 2006) were assessed for their 

suitability for deriving kinetic parameters suitable for modelling the soil degradation of 1,2,4-

triazole. All four sites were deemed suitable, and temperature and moisture normalised DT50 

values for 1,2,4-triazole were derived for standard FOCUS reference conditions (20°C and 100% 

field capacity), applying the guidance from FOCUS (2006). Daily soil temperatures and moisture 

were derived and used to normalise the data to reference conditions according to FOCUS 

groundwater assumptions (Arrhenius equation with standard activation energy and Walker 

[1974] equation with standard moisture B exponent). The selection of the most appropriate 

kinetic model was based on a detailed statistical analysis including visual assessment, Chi² 

statistic, randomness of residuals, and T-test significance.  

The evaluation led to the DT50 values for 1,2,4-triazole shown in Table 1. Normalised DT50 

values for 1,2,4-triazole ranged from 25.1 to 126 d, with a geometric mean of 60.5 days, all 

derived from the slow phase of the DFOP fit. The proportion of the substance described by the 

degradation rate k1, “g” (i.e., the split of a.s. between degradation rates k1 and k2) ranged from 

0.364 to 0.655, with an arithmetic mean of 0.489 (i.e., fraction passed through k1). The 

normalised kinetic parameters determined for the dissipation under realistic field conditions 

given in the table below considered appropriate as inputs for modelling and environmental risk 

assessments. 

FOCUS normalised field DT50 values of 1,2,4-triazole (referenced to 20 °C and FC), 

appropriate for modelling: 

Location Model fitted Fast phase (k1) 

DT50 (d) 

Slow phase (k2) 

DT50 (d) 

“g” a 

Burscheid DFOP 2.5 70.7 0,655 b 

Albaro DFOP 1.4 59.8 0,364 

Little Shelford DFOP 0.5 25.1 0,458 
Vilobi d´Onyar DFOP 4.6 126.0 0,477 

Geometric mean: 1.68 60.5 0.489c 
a The proportion of the substance described by k1 (here, the slow compartment).  

b Fixed to 0.655.  

c (Arith. mean) 
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KIIIA1 9.2.1/03 zRMS evaluation (2011)  

1,2,4-Triazole (metabolite of Cyproconazole) 

A formation fraction for metabolite 1,2,4-Triazole (metabolite of Cyproconazole) was derived by zRMS 

from the study by Glänzel (1994a). KinGUI was used for kinetic analysis of soil Flaach.  

Following results were obtained. 

 
Soil type pH T 

(oC) 

Moisture DT50  

Parent 

f.f. 

Met. 

DT50 (d) 

Metabolite 

Kinetic 

Parent/ 

Metabolite 

Reference 

sandy clay loam 

(Flaach) 
7.6 20 40 149.8 0.599 

K1=0.4126, 

k2=0.0115, 

g=0.489 

SFO/ 

DFOP fixed 
Glänzel, 1994a* 

* Report No. 41323 

 

Aerobic degradation for Cyproconazole (SFO) Formation of metabolite 1,2,4-Triazole (DFOP fixed) 

 

The derived formation fraction of 0.6 was used for ground water modelling for metabolite 1,2,4-Triazole 

by zRMS. 

 

KIIIA1 9.3/01 Simmonds (2011)  

Azoxystrobin 

Reference: KIIIA1 9.3/01 

Author: Simmonds R. 

Report: Azoxystrobin – Adsorption and Desorption Properties of 14C-R234886 in Nine Soils, 

report No.: NC/10/055 

Date: 25.08.2011 

Guideline(s): Yes (OECD 106, OECD Guideline for the testing of chemicals, Adsorption – 

Desorption using a batch equilibrium method) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Study Design 
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The adsorption and desorption properties of 14C-R234886 (a metabolite of azoxystrobin) were studied in 

nine soils, namely Frensham (sandy loam), Wisborough Green (clay loam), Nuptown (sandy clay loam), 

Georgia (loamy sand), North Dakota (sandy loam), Ohio (loamy sand), Gartenacker (silt loam), Vetroz 

(loam) and Pappelacker (sandy loam). The chemical was added to soil: aqueous slurries (resulting in final 

nominal compositions of either 2, 4, 10 or 20 g of soil: 20 mL aqueous 0.01M CaCl2) to achieve five 

nominal application rates of 2.0, 1.0, 0.2, 0.1 and 0.02 mg/L. An equilibration time of 48 hours was used 

for the adsorption phase and 4 hours for the desorption phase. 

Recovery of the applied radioactivity was determined for all soils, by radioassay of the adsorption 

supernatants, desorption supernatants and soil extracts with combustion of soil residues. Stability was 

verified by thin layer chromatography (TLC) analyses of selected adsorption and desorption supernatants 

and soil extracts, at the highest test item concentrations for each soil and all concentrations for Georgia 

soil. 

 

Results 
The overall material balance for individual samples in the definitive phase was in the range of 90.3 – 

101.1% for all soils. The average partition coefficients varied between soils, for the adsorption phase Kd 

values ranged from 0.65 L/kg to 8.81 L/kg, with KOC values between 42 and 367 L/kg. For the 

desorption phase the Kd values ranged from 0.86 L/kg to 17.03 L/kg, with KOC values between 53 and 

710 L/kg. The Freundlich coefficients also varied between soils, for the adsorption phase KF values 

ranged from 0.42 L/kg to 2.43 L/kg, with KFOC values between 30 and 182 L/kg. For the desorption 

phases the KF values ranged from 0.48 L/kg to 3.93 L/kg, with KFOC values between 36 and 318 L/kg. 

The range of 1/n values between 0.54 and 0.86 shows that the adsorption of R234886 is highly dependent 

on concentration. The increase in the Kd, KOC, KF and KFOC between the adsorption and desorption 

steps suggested that the adsorption of 14C-R234886 is not fully reversible in these soils.  

A summary of the results obtained is shown below: 
 

Conclusion 
Using the McCall Classification scale to assess a chemical’s potential mobility in soil (based on its 

KFOC), R234886 can be classified as having from “medium” to “very high” potential mobility depending 

on the soil type. 
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Parameter Frensham 

(UK) 

Wisborough 

Green (UK) 

Nuptown 

(UK) 

Georgia (US) North 

Dakota (US) 

Ohio (US) Gartenacker 

(Switzerl.) 

Vetroz 

(Switzerl.) 

Pappelacker 

(Switzerl.) 

Soil texture (USDA) 5.0 4.8 5.9 6.7 7.4 5.3 7.1 7.9 7.2 

pH (0.01 MCaCl2) 

% OC 

1.8 2.4 2.5 0.7 2.8 1.36 2.67 2.38 1.11 

Adsorption 

KF (L/kg) 1.83 2.43 1.53 1.22 1.65 1.52 0.87 0.72 0.42 

KFOC (L/kg) 100 101 62 182 59 112 33 30 37 

1/n 0.639 0.524 0.705 0.832 0.863 0.663 0.820 0.861 0.803 

r2 0.998 0.984 0.999 0.998 0.997 1.000 0.993 0.997 0.997 

Kd (averaged; L/kg) 4.82 8.81 3.11 1.8 2.29 3.58 1.3 1.00 0.65 

KOC 262 367 126 269 83 263 49 42 58 

Desorption 

KF (L/kg) 2.58 3.93 1.88 2.13 1.98 2.99 1.03 0.85 0.48 

KFOC (L/kg) 140 164 76 318 71 220 38 36 43 

1/n 0.677 0.604 0.702 0.851 0.849 0.723 0.825 0.864 0.797 

r2 0.998 0.991 0.999 1.000 0.998 0.999 0.995 0.998 0.998 

Kd (averaged; L/kg) 7.64 17.03 5.02 3.43 3.1 7.96 1.68 1.26 0.86 

KOC 415 710 203 512 112 585 63 53 77 
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Azoxystrobin 

 

KIIIA1 9.6.1/01 Fullner (2011) 

Reference: KIIIA1 9.6.1/01 

Author: Fullner K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 

Application to Cereals in the EU.  Dr. Knoell Consult GmbH, Mannheim, Germany.  

Unpublished report No. 102225-20.  (Syngenta File No. ICI5504_11473) 

Date: 2011 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/02 Maassen (2011) 

Reference: KIIIA1 9.6.1/02 

Author: Maassen K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 

Application to Winter Oil Seed Rape in the EU.  Dr. Knoell Consult GmbH, 

Mannheim, Germany.  Unpublished report No. 102225-28.  (Syngenta File No. 

ICI5504_11481) 

Date: 2011 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 
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KIIIA1 9.6.1/03 Maassen (2011a) 

Reference: KIIIA1 9.6.1/03 

Author: Maassen K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 

Application to Spring Oil Seed Rape in the EU.  Dr. Knoell Consult GmbH, 

Mannheim, Germany.  Unpublished report No.:  102225-25.  (Syngenta File No.  

ICI5504_11478) 

Date: 2011a 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/04 Maassen (2011b) 

Reference: KIIIA1 9.6.1/04 

Author: Maassen K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 

Application to Sugar Beet in the EU.  Dr. Knoell Consult GmbH, Mannheim, 

Germany.  Unpublished report No.:  102225-26.  (Syngenta File No.  ICI5504_11479) 

Date: 2011b 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/05 Sebestian (2012) 

Reference: KIIIA1 9.6.1/05 

Author: Sebestian A 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 
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Application to Sugar Beet in the EU.  Dr. Knoell Consult GmbH, Mannheim, 

Germany.  Unpublished report No.:  102225-26.  (Syngenta File No.  ICI5504_11479) 

Date: 2012 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/06 Maassen (2011c) 

Reference: KIIIA1 9.6.1/06 

Author: Maassen K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following 

Application to Maize in the EU.  Dr. Knoell Consult GmbH, Mannheim, Germany.  

Unpublished report No.:  102225-22.  (Syngenta File No. ICI5504_11475) 

Date: 2011c 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 

FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/07 Maassen (2011d) 

Reference: KIIIA1 9.6.1/07 

Author: Maassen K. 

Report: Azoxystrobin - A Leaching Assessment for Parent and Soil Metabolites R234886, 

R402173 and R401553 using the FOCUS Groundwater Scenarios Following Spray 

Application to Beans (Field and Vegetable) and Peas in the EU.  Dr. Knoell Consult 

GmbH, Mannheim, Germany.  Unpublished report No.:  102225-19.  (Syngenta File 

No. ICI5504_11472) 

Date: 2011d 

Guideline(s): FOCUS (2000).  FOCUS ground water scenarios in the EU review of active 

substances.  Report of the FOCUS Ground Water Scenarios Workgroup, EC 

Document Reference Sanco/321/2000 rev. 2, 202 pp. 
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FOCUS (2009).  Assessing potential for movement of active substances and 

their metabolites to ground water in the EU.  Report of the FOCUS Ground 

Water Work Group, EC Document Reference Sanco/13144/2010 version 1, 

604 pp. 
FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

Azoxystrobin 

Summary 

The PEC of azoxystrobin, R234886, R402173 and R401553 in groundwater (PECGW) has been assessed with standard 

FOCUS scenarios to obtain outputs from the FOCUS PELMO and FOCUS PEARL models and the endpoint values 

established in the EU review or proposed in this assessment.  

Azoxystrobin has a low mobility in soil and therefore the risk to groundwater is expected to be minimal.  Two 

degradation pathways, i.e. microbial degradation and photolytic degradation, were considered in modelling to provide 

conservative results for metabolites formed via microbial degradation (R234886) and via photolytic degradation 

(R402173, R401553).  In addition, the microbial pathway was simulated with two sets of parameters (for alkaline and 

acidic soils) in order to account for the pH-dependent degradation and sorption of R234886. 

The modelled use patterns relevant to this submission are presented in Table A 3.  The input parameters are 

summarised in Table A 4 and A 5, the resulting overall maximum PECGW values in Tables A 6 and A 7.   

 

Table A 1: Agreed EU endpoints relevant to the Predicted Environmental Concentration (PEC) 

in ground water of azoxystrobin and metabolites R402173 and R401553 used in the 

evaluation (Azoxystrobin, EFSA Journal 2010, 8 (4):1542) 

Parameter Azoxystrobin R234886 R402173b R401553b 

Soil DT50 [d] 78a / 2.55b 110.4 4.7 1.1 

KFOC [L/kg] 423 - c 25d 188 

1/n [-] 0.86 0.85 0.96d 0.85 
a used in microbial degradation pathway 
b used in photolytic degradation pathway 
c scenario specific KFOC values were used in simulations together with the mean 1/n  
d worst case approach, adsorption is pH-dependent  

 

Table A 2: Endpoints relevant to the Predicted Environmental Concentration (PEC) in ground 

water of R234886 used in the evaluation but not previously proposeda 

Parameter R234886 

Soil DT50 [d] 98.6b / 37.2c 

KFOC [L/kg] 228.4b / 36.7c 

1/n [-] 0.78b / 0.83c 
a Since Annex I submission/inclusion new studies have been performed and as a result there are new endpoints which are used in 

the risk assessment. 
b from acidic soils 
c from alkaline soils 
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Table A 3: Summary of application patterns of azoxystrobin covered by GW modelling 

Crop Application 

rate 

[g a.s./ha] 

Application 

method 

Growth 

stage 

[BBCH] 

No. of 

appl. 

Minimum 

application 

interval  

[d] 

FOCUS crop 

interception 

at application 

[%] 

Resulting soil 

deposit per 

application  

[g a.s./ha] 

Spring & 

winter cereals 
200 Foliar spray 30 2 14 70 60 

Spring & 

winter oilseed 

rape 

200 Foliar spray 31 2 21 80 40 

Sugar beet 200 Foliar spray 37 2 10 70 60 

Sunflower 150 Foliar spray 16 1 - 20 120 

Maize 250 Foliar spray 20 1 - 50 125 

Beans (field 

and vegetable) 
200 Foliar spray 11 2 7 25 150 

Peas 200 Foliar spray 11 2 7 35 130 

 

Table A 4:  Summary of input parameters for azoxystrobin, R234886, R402173 and R401553 for 

the leaching simulation models FOCUS PEARL and FOCUS PELMO 

Parameter Azoxystrobin R234886 R402173 R401553 Remarks 

Physico-Chemical 

Molecular weight 

[g/mol] 
403.4 389.4 333.3 213.2 

EFSA, 2010,  

Phys.-Chem. 

parameter 

Water solubility at 

25°C [mg/L] 

6.0 

(20°C) 
57 61 560 

EFSA, 2010,  

Phys.-Chem. 

parameter 

Vapour pressure at 

20°C [Pa]  
0 0 0 0 

Loss due to 

volatilisation was 

not considered � 

worst case  

Degradation in soil 

DT50 soil [d] 
78a / 2.55b 

(n = 13 / 10) 

98.6c / 37.2d 

(n = 5) / (n = 7) 

4.7 

(n = 3) 

1.1 

(n = 3) 

EFSA, 2010 

Mason, 2011  

(for R234886)  

Geometric mean 

Formation fraction[-] 

source � sink 

relation [-] 

 

n/a 0.874 

(P � 

R234886) 

0.385 

(P � 402173) 

0.392 

(P � 401553) 

0.468 

(R402173 � 

R401553) 

 

Sorption to soil 

KFOC [L/kg] 
423 

(n = 6) 

228.4c / 36.7d 

(n = 8) / (n = 7) 
25e 

188 

(n = 6) 

EFSA, 2010 

Calculated  

(for R234886; 

Annex Point IIIA 

9.3) 

Arithmetic mean 

KFOM [L/kg] 246 132.5c / 21.3d 15e 110 

Calculated from 

KFOC 

KFOM =KFOC / 1.724 
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Parameter Azoxystrobin R234886 R402173 R401553 Remarks 

Freundlich exponent 

1/n [-] 

0.86 

(n = 6) 

0.78c / 0.83d 

(n = 8) / (n = 7) 
0.96e 

0.85 

(n = 6) 

EFSA, 2010 

Calculated  

(for R234886; 

Annex Point IIIA 

9.3) 

Arithmetic mean 

Crop/ Management related 
Crop uptake factor 

 [-] 
0.5 0.5 0 0  

a calculated from the geometric mean of the soil incorporated field studies (80.2 days) and the slow phase of the non-incorporated 

studies (75.9 days)  
b geometric mean, quick phase, field 
c acidic soils 
d alkaline soils 
e worst case, adsorption is pH-dependent 

 

R234886 degradation and sorption parameters for use in modelling 

The relationship of adsorption to pH for acidic compounds is well established and is based on the change in physical 

properties associated with the protonation state of the acid moiety.  The pKa of R234886 is approximately 4.7 and so 

R234886 will be effectively fully protonated at pH 6.7 (actually 99% protonation1).  The grouping of adsorption 

values above and below approximately pH 7 supports this transition.  Consequently, the degree of adsorption to soil 

would be expected to have an influence on compound availability in the soil solution and, therefore, on persistence.   

For R234886, it is clear that the soils fall into two populations of half-lives associated with soil pH.  Soils with a pH 

<7 have half-lives in the range of 90-110 days while soils with a pH >7 have half-lives in the range of 21-70 days.  

The adsorption and degradation values are shown together in ascending pH order in Table 9.6-9.  Because of the clear 

relationship of both adsorption and degradation with pH, it is proposed to use paired acidic/alkaline values in 

modelling assessments.  

The results for the Georgia soil require further consideration as both the adsorption and degradation rate for this soil 

do not conform to predictions based on pH.  However, the pairing of high adsorption and slow degradation is consistent 

with the other soils in this series and does fall within the range of values from acidic soils.  For practical purposes, it 

is therefore proposed to include the Georgia soil in the acid soil series.  Note that in the soil adsorption report 

(Simmonds, 2011), the pH of the Georgia soil was measured twice in CaCl2, once in the main determination of the 

soil properties and again in the actual adsorption vessels. The pH was approximately 0.3 pH units lower in the latter 

determination.  The lower value is more in line with the historical values observed for soil samples from the Georgia 

site.  This observation would further support the proposed inclusion of results for the Georgia soil with the acidic soils. 

 

Table A 5:  Adsorption and degradation parameters for R234886 

Soil Classification pH (H2O) KFOC 1/n DegT50 a [days] Kinetic model 

Nebo 

Acidic 

4.9 420 0.900 n.d. n.d. 

Wisborough Green 5.3 101 0.700b 97.6 DFOP 

Frensham 5.4 100 0.700b 110 DFOP 

Lilly Field 5.5 490 0.790 n.d. n.d. 

Pickett Piece 5.5 360 0.890 n.d. n.d. 

Ohio 5.8 112 0.700b 89.9 SFO 

Nuptown 6.2 62 0.705 94.9 DFOP 

                                                      

 
1 Based on the Henderson–Hasselbalch equation: pH = pKa + log [A-]/[HA] 
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Soil Classification pH (H2O) KFOC 1/n DegT50 a [days] Kinetic model 

Georgia 7.1 182 0.832 102 SFO 

18 Acres 

Alkaline 

7.0 n.d. n.d. 17.8 SFO 

Gartenacker 7.3 33 0.820 28.4 FOMC 

Pappelacker 7.4 37 0.803 47.1 SFO 

Hyde Farm 7.5 49 0.850 21.2 SFO 

East Anglia 7.8 21 0.760 43.4 SFO 

North Dakota 7.8 59 0.863 65.4 SFO 

Vetroz 7.9 30 0.861 69.1 SFO 

Kenny Hill 7.9 28 0.900 n.d. n.d. 

Arithmetic mean for acidic soilsc 228.4 0.78 98.6 
 

Arithmetic mean for alkaline soilsc 36.7 0.83 37.2 
a  normalised DegT50, calculated from the appropriate slow phase for biphasic kinetics 
b 1/n values set to 0.7 for Wisborough Green, Frensham and Ohio 
c arithmetic mean for adsorption values, geometric mean for DegT50. 

n.d. Not determined 

 

Results 

 

Table A 6: Overall maximum PECGW at 1 m soil depth for azoxystrobin, R234886, R402173 and 

R401553 following application to various crops (FOCUS PEARL) 

Crop 

Applicatio

n rate 

[g a.s./ha] 

No. of 

application

s 

Growt

h stage 

[BBC

H] 

PECGW at 1 m soil deptha [µg/L] 

Azoxystrob

in 

R234886 
R40217

3 
R401553 Acidic Alkaline 

Spring 

cereals 
200 2 30 <0.001 <0.001 0.828 <0.001 <0.001 

Winter 

cereals 
200 2 30 <0.001 <0.001 0.767 <0.001 <0.001 

Spring 

oilseed 

rape 

200 2 31 <0.001 <0.001 0.335 <0.001 <0.001 

Winter 

oilseed 

rape 

200 2 31 <0.001 <0.001 0.460 <0.001 <0.001 

Sugar beet 200 2 37 <0.001 <0.001 0.861 0.003 <0.001 

Sunflower 150 1 16 <0.001 <0.001 0.411 <0.001 <0.001 

Maize 250 1 20 <0.001 <0.001 0.874 <0.001 <0.001 

Field 

beans 
200 2 11 <0.001 0.007 2.83 <0.001 <0.001 

Vegetable 

beans 
200 2 11 <0.001 <0.001 1.01 <0.001 <0.001 

Peas 200 2 11 <0.001 0.004 2.37 <0.001 <0.001 
a maximum PECGW across all scenarios 
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Table A 7:  Overall maximum PECGW at 1 m soil depth for azoxystrobin, R234886, R402173 and 

R401553 following application to various crops (FOCUS PELMO) 

Crop 

Applicatio

n rate 

[g a.s./ha] 

No. of 

application

s 

Growt

h stage 

[BBC

H] 

PECGW at 1 m soil deptha [µg/L] 

Azoxystrob

in 

R234886 
R40217

3 
R401553 Acidic Alkaline 

Spring 

cereals 
200 2 30 <0.001 <0.001 0.686 <0.001 <0.001 

Winter 

cereals 
200 2 30 <0.001 <0.001 0.700 0.001 <0.001 

Spring 

oilseed 

rape 

200 2 31 <0.001 <0.001 0.347 <0.001 <0.001 

Winter 

oilseed 

rape 

200 2 31 <0.001 <0.001 0.402 <0.001 <0.001 

Sugar beet 200 2 37 <0.001 <0.001 0.808 0.007 <0.001 

Sunflower 150 1 16 <0.001 0.001 0.596 <0.001 <0.001 

Maize 250 1 20 <0.001 0.001 0.794 0.001 <0.001 

Field 

beans 
200 2 11 <0.001 0.003 2.27 0.001 <0.001 

Vegetable 

beans 
200 2 11 <0.001 <0.001 0.710 <0.001 <0.001 

Peas 200 2 11 <0.001 0.002 1.89 0.001 <0.001 
a maximum PECGW across all scenarios 

 

 

Results 

The maximum predicted environmental concentrations in groundwater (PECGW) for azoxystrobin and its metabolites, 

calculated using FOCUS PEARL 4.4.4 and FOCUS PELMO 4.4.3, are presented in the following Tables. 

 

Table A 8:  Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to cereals (FOCUS PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Spring 

cereals 

(BBCH 

30) 

200 2 

Châteaudun <0.001 <0.001 0.070 <0.001 <0.001 

Hamburg <0.001 <0.001 0.828 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.312 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.517 <0.001 <0.001 

Okehampton       <0.001 <0.001 0.649 <0.001 <0.001 

Porto <0.001 <0.001 0.403 <0.001 <0.001 

Winter 

cereals 

(BBCH 

30) 

200 2 

Châteaudun <0.001 <0.001 0.080 <0.001 <0.001 

Hamburg <0.001 <0.001 0.767 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.288 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.489 <0.001 <0.001 

Okehampton       <0.001 <0.001 0.673 <0.001 <0.001 

Piacenza <0.001 <0.001 0.254 <0.001 <0.001 

Porto <0.001 <0.001 0.293 <0.001 <0.001 

Sevilla <0.001 <0.001 <0.001 <0.001 <0.001 

Thiva <0.001 <0.001 0.041 <0.001 <0.001 
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Table A 9:  Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to cereals (FOCUS PELMO) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Spring 

cereals 

(BBCH 

30) 

200 2 

Châteaudun <0.001 <0.001 0.032 <0.001 <0.001 

Hamburg <0.001 <0.001 0.686 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.283 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.452 <0.001 <0.001 

Okehampton       <0.001 <0.001 0.630 <0.001 <0.001 

Porto <0.001 <0.001 0.410 <0.001 <0.001 

Winter 

cereals 

(BBCH 

30) 

200 2 

Châteaudun <0.001 <0.001 0.038 <0.001 <0.001 

Hamburg <0.001 <0.001 0.700 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.347 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.459 <0.001 <0.001 

Okehampton       <0.001 <0.001 0.680 <0.001 <0.001 

Piacenza <0.001 <0.001 0.355 0.001 <0.001 

Porto <0.001 <0.001 0.442 <0.001 <0.001 

Sevilla <0.001 <0.001 0.002 <0.001 <0.001 

Thiva <0.001 <0.001 0.014 <0.001 <0.001 

 

Table A 10:  Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to winter oilseed rape (FOCUS PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Winter 

oilseed 

rape 

(BBCH 

31) 

200 2 

Châteaudun <0.001 <0.001 0.051 <0.001 <0.001 

Hamburg <0.001 <0.001 0.460 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.280 <0.001 <0.001 

Okehampton <0.001 <0.001 0.364 <0.001 <0.001 

Piacenza <0.001 <0.001 0.166 <0.001 <0.001 

Porto <0.001 <0.001 0.225 <0.001 <0.001 

 

Table A 11:  Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to winter oilseed rape (FOCUS PELMO) 

Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Winter 

oilseed 

rape 

(BBCH 

31) 

200 2 

Châteaudun <0.001 <0.001 0.034 <0.001 <0.001 

Hamburg <0.001 <0.001 0.390 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.251 <0.001 <0.001 

Okehampton <0.001 <0.001 0.402 <0.001 <0.001 

Piacenza <0.001 <0.001 0.206 <0.001 <0.001 

Porto <0.001 <0.001 0.319 <0.001 <0.001 
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Table A 12: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to spring oilseed rape (FOCUS PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Spring 

oilseed 

rape 

(BBCH 

31) 

200 2 

Jokioinen <0.001 <0.001 0.137 <0.001 <0.001 

Okehampton <0.001 <0.001 0.335 <0.001 <0.001 

Porto <0.001 <0.001 0.168 <0.001 <0.001 

 

Table A 13: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to spring oilseed rape (FOCUS PELMO) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Spring 

oilseed 

rape 

(BBCH 

31) 

200 2 

Jokioinen <0.001 <0.001 0.135 <0.001 <0.001 

Okehampton <0.001 <0.001 0.347 <0.001 <0.001 

Porto <0.001 <0.001 0.215 <0.001 <0.001 

 

Table A 14:  Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to sugar beet (FOCUS PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sugar 

beet 

(BBCH 

37) 

200 2 

Châteaudun <0.001 <0.001 0.657 <0.001 <0.001 

Hamburg <0.001 <0.001 0.861 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.343 0.003 <0.001 

Kremsmünster <0.001 <0.001 0.542 <0.001 <0.001 

Okehampton <0.001 <0.001 0.741 <0.001 <0.001 

Piacenza <0.001 <0.001 0.398 <0.001 <0.001 

Porto <0.001 <0.001 0.401 <0.001 <0.001 

Sevilla  <0.001 <0.001 0.022 <0.001 <0.001 

Thiva <0.001 <0.001 0.091 <0.001 <0.001 

 

Table A 15: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to sugar beet (FOCUS PELMO) 

Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sugar 

beet 

(BBCH 

37) 

200 2 

Châteaudun <0.001 <0.001 0.329 <0.001 <0.001 

Hamburg <0.001 <0.001 0.755 0.001 <0.001 

Jokioinen <0.001 <0.001 0.301 0.007 <0.001 

Kremsmünster <0.001 <0.001 0.529 0.001 <0.001 

Okehampton <0.001 <0.001 0.808 0.001 <0.001 

Piacenza <0.001 <0.001 0.509 <0.001 <0.001 

Porto <0.001 <0.001 0.485 <0.001 <0.001 
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Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sevilla  <0.001 <0.001 0.011 <0.001 <0.001 

Thiva <0.001 <0.001 0.046 <0.001 <0.001 

 

Table A 16: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following single 

application of azoxystrobin to sunflower (FOCUS PEARL) 

Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sunflower 150 1 
Piacenza <0.001 <0.001 0.411 <0.001 <0.001 

Sevilla <0.001 <0.001 0.021 <0.001 <0.001 

 

Table 17: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following single 

application of azoxystrobin to sunflower (FOCUS PELMO) 

Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sunflower 150 1 
Piacenza <0.001 0.001 0.596 <0.001 <0.001 

Sevilla <0.001 <0.001 0.006 <0.001 <0.001 

 
 

Table A 18: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following single 

application of azoxystrobin to maize (FOCUS PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Maize 

(BBCH 

20) 

250 1 

Châteaudun <0.001 <0.001 0.329 <0.001 <0.001 

Hamburg <0.001 <0.001 0.874 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.558 <0.001 <0.001 

Okehampton <0.001 <0.001 0.848 <0.001 <0.001 

Piacenza <0.001 <0.001 0.591 <0.001 <0.001 

Porto <0.001 <0.001 0.366 <0.001 <0.001 

Sevilla  <0.001 <0.001 0.015 <0.001 <0.001 

Thiva <0.001 <0.001 0.085 <0.001 <0.001 

 

Table A 19: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following single 

application of azoxystrobin to maize (FOCUS PELMO) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Maize 

(BBCH 

20) 

250 1 

Châteaudun <0.001 <0.001 0.166 <0.001 <0.001 

Hamburg <0.001 <0.001 0.731 <0.001 <0.001 

Kremsmünster <0.001 <0.001 0.521 <0.001 <0.001 

Okehampton <0.001 <0.001 0.794 0.001 <0.001 

Piacenza <0.001 0.001 0.684 <0.001 <0.001 

Porto <0.001 <0.001 0.390 <0.001 <0.001 
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Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Sevilla  <0.001 <0.001 0.006 <0.001 <0.001 

Thiva <0.001 <0.001 0.050 <0.001 <0.001 

 

Table A 20: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to beans (field and vegetable) and peas (FOCUS 

PEARL) 

Crop 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Field 

beans 

(BBCH 

11) 

200 2 

Hamburg <0.001 0.007 2.83 <0.001 <0.001 

Kremsmünster <0.001 <0.001 1.75 <0.001 <0.001 

Okehampton     
<0.001 0.003 2.36 <0.001 <0.001 

Vegetable 

beans 

(BBCH 

11) 

200 2 

Porto <0.001 <0.001 1.01 <0.001 <0.001 

Thiva <0.001 <0.001 0.296 <0.001 <0.001 

Peas 

(BBCH 

11) 

200 2 

Châteaudun <0.001 <0.001 0.304 <0.001 <0.001 

Hamburg <0.001 0.004 2.37 <0.001 <0.001 

Jokioinen <0.001 <0.001 1.06 <0.001 <0.001 

Okehampton     <0.001 0.001 1.86 <0.001 <0.001 

  

Table A21: Maximum PECGW of azoxystrobin, R234886, R402173 and R401553 following 

twofold application of azoxystrobin to beans (field and vegetable) and peas (FOCUS 

PELMO) 

Growth 

stage 

(approx. 

BBCH) 

Appl. 

rate 

[g 

a.s./ha] 

No. 

of 

appl. 

Scenario PECGW at 1 m soil depth [µg/L] 

Azoxystrobin R234886 R402173 R401553 

Acidic Alkaline 

Field 

beans 

(BBCH 

11) 

200 2 

Hamburg <0.001 0.001 2.27 <0.001 <0.001 

Kremsmünster <0.001 <0.001 1.57 <0.001 <0.001 

Okehampton     
<0.001 0.003 2.22 0.001 <0.001 

Vegetable 

beans 

(BBCH 

11) 

200 2 

Porto <0.001 <0.001 0.710 <0.001 <0.001 

Thiva <0.001 <0.001 0.072 <0.001 <0.001 

Peas 

(BBCH 

11) 

200 2 

Châteaudun <0.001 <0.001 0.160 <0.001 <0.001 

Hamburg <0.001 0.001 1.89 <0.001 <0.001 

Jokioinen <0.001 <0.001 0.983 0.001 <0.001 

Okehampton     <0.001 0.002 1.75 <0.001 <0.001 
 

Conclusion zRMS 

With regard to a comment by UK on this application a ground water assessment performed with a second model was 

provided. Therefore, the submitted calculations with FOCUS PEARL 4.4.4 and FOCUS PELMO 4.4.3 by the 

applicant were added to this report. 

Please note that the using of a crop uptake factor of 0.5 is not the worst case assumption. 
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Cyproconazole 

 

KIIIA1 9.6.1/08 Erlacher (2012)  

Cyproconazole 

Reference: KIIIA1 9.6.1/08 

Author: Erlacher, E. 

Report: Cyproconazole - A Leaching Assessment of Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS-PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Spring and Winter 

Cereals. Unpublished Report Number R12120-2 (Syngenta File No. SAN619_10139). 

Date: June 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/09 Erlacher (2012a) 

Reference: KIIIA1 9.6.1/09 

Author: Erlacher, E. 

Report: Cyproconazole - A Leaching Assessment for Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS-PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Spring and Winter 

Oilseed Rape. Unpublished Report Number R12120-9 (Syngenta File No. 

SAN619_10149) 

Date: August 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/10 Erlacher (2012b) 

Reference: KIIIA1 9.6.1/10 

Author: Erlacher, E. 

Report: Cyproconazole A Leaching Assessment for Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS-PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Sugar Beet.  

Unpublished Report Number R12120-10 (Syngenta File No. SAN619_10150) 
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Date: August 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/11 Erlacher (2012c) 

Reference: KIIIA1 9.6.1/11 

Author: Erlacher, E. 

Report: Cyproconazole - A Leaching Assessment for Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS-PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Sunflowers.  

Unpublished Report Number R12120-8 (Syngenta File No. SAN619_10155) 

Date: August 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/12 Albrecht (2012) 

Reference: KIIIA1 9.6.1/12 

Author: Albrecht, M. 

Report: Cyproconazole A Leaching Assessment for Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS-PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Maize.  Unpublished 

Report Number R12239-1 (Syngenta File No. SAN619_10174) 

Date: November 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

KIIIA1 9.6.1/13 Erlacher (2012d) 

Reference: KIIIA1 9.6.1/13 

Author: Erlacher, E. 
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Report: Cyproconazole - A Leaching Assessment for Parent and Two Soil Metabolites 

(CGA71019 and CGA142856) Using the FOCUS-PEARL 4.4.4 and FOCUS PELMO 

4.4.3 Groundwater Models Following Use of Cyproconazole in Beans.  Unpublished 

Report Number R12120-4 (Syngenta File No. SAN619_10142) 

Date: July 2012 

Guideline(s): FOCUS (2009).  Assessing potential for movement of active substances and their 

metabolites to ground water in the EU.  Report of the FOCUS Ground Water Work 

Group, EC Document Reference Sanco/13144/2010 version 1, 604 pp. 

FOCUS (2011).  Generic guidance for Tier 1 FOCUS ground water assessments, 

version 2.0. FOCUS ground water scenarios working group. 

Deviations: No 

GLP: Not applicable 

Acceptability: Yes 

 

Summary 

The PEC of cyproconazole and metabolites CGA71019 and CGA142856 in groundwater (PECGW) has been assessed 

with the standard FOCUS scenarios to obtain outputs from the FOCUS PELMO and the FOCUS PEARL models. The 

modelled use patterns relevant to the risk assessment of cyproconazole in A12910C is presented in Table A 2.  The 

input parameters and resulting PECGW values are summarised in Table A 2, Table A 3 and Table A 4. 

Table A 2: Application patterns of cyproconazole covered by ground water modelling 

 



Part B – Section 5 

Core Assessment 

A12910C Registration Report 

Central Zone 

 

Page 97 of 109 

 

Syngenta           zRMS Germany 

           January 2018 

 

Table A 2: Summary of input parameters for cyproconazole, CGA71019 and CGA142856 for 

the leaching simulation models FOCUS PEARL and FOCUS PELMO 

 

 

DFOP Modelling Approach for CGA71019 and CGA142856 

CGA71019 was observed at a maximum of 17.4% AR in cyproconazole treated soil laboratory studies (EFSA, 2010). 

The degradation of CGA71019 in soil has been shown to be biphasic (CRD, 2011). In order to account for biphasic 

degradation in this modelling study, fast phase and slow phase degradation was simulated separately, at the full 

cyproconazole application rate, using the DT50 of CGA71019 determined for the fast phase or the slow phase pathway 

(Chapple, 2010) and considering a factor (‘g’) representing the fraction of the compound degraded via the respective 

pathway. The separately derived PECGW of metabolite CGA71019 were then summed to give the total PECGW. The 

normalised (20 °C and pF2) geometric mean half-lives of 1.68 days for the fast phase and 60.5 days for the slow phase 

(g = 0.489, n = 4) were used for this approach.  

Metabolite CGA142856 was observed at a maximum of 7% AR in soil laboratory studies (EFSA, 2010). For modelling 

purposes, the geometric mean DT50 of 11.6 days was used. As CGA142856 is exclusively formed from metabolite 

CGA71019, the bi-phasic degradation of this metabolite has to be considered for PEC modelling of CGA142856 too. 

The DFOP modelling approach for CGA71019 and CGA142856 is summarised in the following Figure. 
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Figure A 1: DFOP Modelling Approach for CGA71019 and CGA142856 

 

 

Table A 3: Overall maximum PECGW of cyproconazole, CGA71019 and CGA142856 following 

application to various crops (FOCUS PEARL) 
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Table A 4: Overall maximum PECGW of cyproconazole, CGA71019 and CGA142856 following 

application to various crops (FOCUS PELMO) 

 

 

Results 

The maximum predicted environmental concentrations in groundwater (PECGW) for cyproconazole and its 

metabolites, calculated using FOCUS PEARL 4.4.4 and FOCUS PELMO 4.4.3, are presented in the following Tables. 

Table A 5: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to cereals (FOCUS PEARL) 
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Table A 6: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to cereals (FOCUS PELMO) 

 
 

Table A 7: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to oilseed rape (FOCUS PEARL) 
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Table A 8: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to oilseed rape (FOCUS PELMO) 

 

Table A 9: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to sugar beet (FOCUS PEARL) 

 

Table A 10: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to sugar beet (FOCUS PELMO) 
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Table A 11: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following single 

application of cyproconazole to sunflower (FOCUS PEARL) 

 

 

Table A 12: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following single 

application of cyproconazole to sunflower (FOCUS PELMO) 

 

 

Table A 13: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following single 

application of cyproconazole to maize (FOCUS PEARL) 

 

Table A 14: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following single 

application of cyproconazole to maize (FOCUS PELMO) 
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Table A 15: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to beans (FOCUS PEARL) 

 

Table A 16: Maximum PECGW of cyproconazole, CGA71019 and CGA142856 following twofold 

application of cyproconazole to beans (FOCUS PELMO) 

 

Conclusion zRMS 

With regard to a comment by UK on this application a ground water assessment performed with a second model was 

provided. Therefore, the submitted calculations with FOCUS PEARL 4.4.4 and FOCUS PELMO 4.4.3 by the 

applicant were added to this report. 
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Appendix 3 Table of Intended Uses justification and GAP tables 

Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Wheat Maritime 
PA1: BE, CZ, FR, IE, NL,  

UK 

FEX: AT, LU 
 

Mediterranean 
PA1: FR, IT, ES 

FEX: GR, CY, MT, PT 
 

Northeast  
PA1: FI, EE, PL, LT, LV 
 

Southeast  
PA1: HU, RO, SL, SK  

FEX: BU 

F Septoria tritici, 

Puccinia striiformis, 

Puccinia recondita, 

Erysiphe graminis, 

Pyrenophora tritici repentis, 

Septoria nodorum 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 

Barley  Maritime 
PA1: BE, CZ, FR, NL, UK, 

IE  

FEX: AT, LU  
 

Mediterranean  
PA1: FR, IT, ES  

FEX: PT, GR, CY, MT 
 

Northeast   
PA1: EE, LT, LV, FI, PL  
 

Southeast  
PA1: HU, RO, SL, SK  

FEX: BU 

F Pyrenophora teres,  

Rhynchosporium secalis, 

Puccinia hordei, 

Erysiphe graminis 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-59 

1.0 2 21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Rye Maritime 
PA1: FR, NL, UK  

LEX: BE, CZ, IE 

FEX: LU, AT 
 

Mediterranean 
PA1: FR  

LEX: ES, IT 

FEX: PT, GR, CY, MT 
 

Northeast 
PA1: FI, EE, LT  

LEX: LV, PL 
 

Southeast 
PA1: HU, SL  

LEX: SK, RO 

FEX: BU 

F Rhynchosporium secalis, 

Puccinia recondita, 

Erysiphe graminis 

 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 

Triticale  Maritime 
PA1: BE, NL, UK, FR 

LEX: CZ, IE 

FEX: LU, AT 
 

Mediterranean 
PA1: FR 

LEX: ES, IT 

FEX: PT, GR, CY, MT 
 

Northeast 
PA1: FI, EE, LT, LV 

LEX: PL 
 

Southeast 
PA1: HU, SL 

LEX: SK, RO 

FEX: BU 

F Septoria nodorum, 

Puccinia striiformis, 

Puccinia recondita, 

Erysiphe graminis, 

Septoria tritici 

 

SC 200+80 g/L Foliar  

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Oats   Maritime 
PA1: UK, FR 

LEX: CZ, IE, BE, NL 

FEX: LU, AT 
 

Mediterranean 
PA1: FR 

LEX: ES, IT 

FEX: PT, GR, CY, MT 
 

Northeast 
PA1: FI, EE, LT 

LEX: PL, LV 
 

Southeast 
PA1: HU, SL 

LEX: RO, SK  

FEX: BU 

F Puccinia coronata, 

Pyrenophora avenae, 

Erysiphe graminis 

 

SC 200+80 g/L Foliar  

spray 

BBCH 

31-59 

1.0 2 21 days 200-400 200+80 

Oilseed rape,  

Other oil seeds 

Maritime 
PA1: UK, FR, CZ 

LEX: IE 
 

Mediterranean 
PA1: FR 
 

Northeast 
PA1: PL, EE, LT 

LEX: LV, FI 
 

Southeast 
PA1: RO, SK, HU 

LEX: SL 

FEX: BU 

F (1) Sclerotinia sp., 

(2) Alternaria sp.  
SC 200+80 g/L Foliar  

spray 

(1) BBCH  

61-70 

 

(2) BBCH 

75-80 

 

1.0 1 per use 

 

2 per crop 

21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Sugarbeet,  

(Fodder beet 

in 

UK only) 

Maritime 
PA1: UK 

LEX: CZ,  FR 
 

Mediterranean 
PA1: IT 

LEX: FR 
 

Northeast 
LEX: PL 
 

Southeast 
PA1: SK, SL 

F Cercospora beticola, 

Erysiphe betae, 

Ramularia beticola, 

Uromyces betae 

SC 200+80 g/L Foliar  

spray 

BBCH 

39-45 

1.0 2 21 days 200-400 200+80 

Sunflower Southeast 
PA1: RO, SK, HU 

F Alternaria helianthi,  

Diaporthe helianthi (=Phomopsis h.), 

Phoma sp., 

Plasmopara halstedii, 

Sclerotinia sp.  

Puccinia sp. 

Ascochyta sp. 

SC 200+80 g/L Foliar  

spray 

BBCH 

16-55 

0.75 

 

1 

 

n/a 

 

200-600 

 

150+60 

 

Peas, beans 

(beans not in 

HU) 

Maritime 
PA1: FR 

LEX: UK 
 

Mediterranean 
PA1: FR 
 

Southeast 
PA1: HU 

F Uromyces pisi, 

Sclerotinia sp., 

Erysiphe sp. (1), 

Ascochyta sp. 

 

 

(1) claimed in Hungary only 

SC 200+80 g/L Foliar  

spray 

BBCH 

51-69 

 

1.0 2 21 days 

 

200-400 

 

200+80 

Corn 

(for seed 

production) 

Mediterranean 
LEX: FR 
 

Southeast 
PA1: HU 

F Setosphaeria turcica 

Cochliobolus heterostrophus  
SC 200+80 g/L Foliar  

spray 

BBCH 

40-65 

1.0 1 n/a 300-500 200+80 
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Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (e.g. fumigation of a structure) 

(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 

(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 

(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 

(f) All abbreviations used must be explained 

(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

 (i) g/kg or g/l 

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, 

Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of 

application 

(k) The minimum and maximum number of application possible under practical conditions of use 

must be provided 

(l) PHI - minimum pre-harvest interval 

(m) Remarks may include: Extent of use/economic importance/restrictions 
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 Product code: ADD-F2-003  

  (formerly A12910C) 

 Active Substance(s): Azoxystrobin 200 g/L  

  Cyproconazole 80 g/L 
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Zonal Rapporteur Member State: Germany 

 

 

NATIONAL ADDENDUM – Germany 

   

  Applicant: Syngenta Agro GmbH 
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Sec 5 FATE AND BEHAVIOUR IN THE ENVIRONMENT 

(KIIIA 9) 

The exposure assessment of the plant protection product A12910C in its intended use is documented in 

detail in the core assessment of the plant protection product A12910C dated from January 2014 

performed by ZRMS Germany. 

This document comprises the risk assessment for groundwater and the exposure assessment of surface 

water and soil for authorization of the plant protection product A12910C in Germany according to uses 

listed in Appendix 3. 

Regarding PECgw relevant risk mitigation measures, if necessary, are documented in this document. 

PECsoil, PECsw are used for risk assessment to derive specific risk mitigation measures if necessary 

(see Part B Section 6 National addendum and Part A). 

 

5.1 General Information on the formulation 

Table 5.1-1: General information on the formulation A12910C 

 

code A12910C 

plant protection product - 

applicant Syngenta 

date of application 10.07.2013 

formulation type 

(WP, EC, SC, …; density) 

suspension concentrate (SC) 

active substance azoxystrobin cyproconazole 

concentration of as 200 g/L 80 g/L 

 

IIIA 6 data pool/task force 

- 

letter of access/cross reference - 

existing authorisations in DE - 

 

5.2 Proposed use pattern 

The intended uses in Germany classified according the soil effective application rate (cumulative, 

disregarding degradation in soil) is presented in Table 5.2-1. Full details of the proposed uses that will 

be assessed are included in Appendix 3. 
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Table 5.2-1: Classification of intended uses in Germany for A12910C 

Table 5.2-2: Critical use pattern of A12910C 

Use 

Group* 

Crop/growth 

stage 

Application 

method/Drift 

scenario 

Number of applications, 

Minimum application 

interval, application 

time, interception  

Application rate, 

cumulative 

(g as/ha) 

Soil effective 

application rate 

(g as/ha) 

A/ 

00-001 

to 

00-021 

wheat/  

BBCH 31-69 

barley/  

BBCH 31-59 

rye/  

BBCH 31-69 

triticale/  

BBCH 31-69 

oats /  

BBCH 31-59  

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8 =32 

B/ 

00-036 

to 

00-037 

oilseed rape/  

BBCH 61-81 

spraying 2 x, 21 d 

1. 80 % 

2. 80 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

C/ 

00-022 

to 

00-025 

sugar beet/  

BBCH 39-49 

spraying 2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8  = 32 

E/ 

00-026 

to 

00-030 

beans/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 70 % 

2. 70 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 60 = 120 

cyproconazole: 

2 x 24 = 48 

F/ 

00-031 

to 

00-035 

peas/  

BBCH 51-69 

spraying 2 x, 21 d 

1. 85 % 

2. 85 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 30 = 60 

cyproconazole: 

2 x 12 = 24 

* For administrative purposes, each intended use of a plant protection product in Germany is assigned with an 

individual use number from the German Federal Office of Consumer Protection and Food Safety (BVL). A 

complete list of the individual GAPs in Germany together with their assigned use numbers is given in Appendix 

3 of this Addendum. 

 

5.3 Information on the active substances  

5.3.1 Azoxystrobin 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.3.1  

 

5.3.2 Cyproconazole 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.3.2 
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5.4 Summary on Input parameter for environmental exposure assessment 

5.4.1 Rate of degradation in soil 

Azoxystrobin 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.4.1 

 

According to Holdt et al. (2011) and INPUT DECISION the 90th percentile DT50 (1000 d) would be 

used for the metabolite R234886 as the CV is > 100%. In a decision on a by-case basis the geometric 

mean DT50 (84.4 d) was used as recommended in the LoEP. The soils Frensham and Wisborough Green 

show a biphasic degradation under laboratory conditions, while the other soils East Anglia, Hyde Farm 

and 18 Acres show a reliable 1st order degradation. The underlying reason for this different degradation 

behaviour could not be revealed, but a decline in microbial activity for the soils Frensham and 

Wisborough Green is the most likely reason. Using default values of 1000 d for these soils, the EU 

decision already represents the worst case approach. Thus the additional use of the 90th percentile was 

omitted for this national addendum. 

Cyproconazole 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.4.1 

 

5.4.2 Adsorption/desorption 

Azoxystrobin 

The Kfoc values were analysed according to Holdt et al. 2011 (Holdt et al: Recommendations for 

simulations to predict environmental concentrations of active substances of plant protection products 

and their metabolites in groundwater (PECGW) in the National assessment for authorization in Germany, 

Texte Umweltbundesamt 56, 2011). The results are summarized in the following Table 5.4-2. 

For azoxystrobin the coefficient of variation of the measured Kfoc /Kf values is < 60% / 100% and 

significant correlations could be found. 

Table 5.4-1: Statistical values for choosing Kf/Kfoc for azoxystrobin according to INPUT 

DECISION 3.3 for PECGW modelling 

1. correlation Kf  

and oc 

Kendall-τ: -0.333 

p-value: 0.226 

not significant  

coefficient of 

variation Kf (%) 

64% acceptable (< 100%) 

coefficient of 

variation Kfoc (%) 

38% acceptable (< 60%) 

Correlation Kf 

and other soil 

parameter  

(clay, CEC) 

Clay: 

Kendall-τ: 1,000 

p-value: 0.009 

CEC: 

Kendall-τ: 0.867 

p-value: 0.012 

significant  

2. correlation Kf  

and pH 

Kendall-τ: -0.276 

p-value: 0.566 

not significant  
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correlation Kfoc 

and pH 

Kendall-τ: -0.966 

p-value: 0.013 

significant 

Kfoc for PECGW 423 arithmetic mean all soils 

 

1/n PECGW 0.848 arithmetic mean all soils 

  

 

For the metabolite R234886 the coefficient of variation of the measured Kfoc /Kf values is > 60% / 100% 

and a significant correlation could be found between the Kfoc / Kf values and pH of the soils. The pKa 

value is given as 4.7 in the DAR (p. 503). However, using the pH tool of PELMO the Kfoc values of 

the acid soils would be overestimated with a value of 70. Therefore, arithmetic means are calculated for 

the basic and acid soils separately. As the Kfoc of the soil Georgia (pH 7.1) is rather high (182) it is 

allocated to the acid soils. 

Table 5.4-2: Statistical values for choosing Kf/Kfoc for the metabolite R234886 of azoxystrobin 

according to INPUT DECISION 3.3 for PECGW modelling 

1. correlation Kf  

and oc 

Kendall-τ: -0.153 

p-value: 0.229 

not significant  

coefficient of 

variation Kf (%) 

123 too high (> 100%) 

coefficient of 

variation Kfoc (%) 

111  too high (> 60%) 

Correlation Kf 

and other soil 

parameter  

(clay, CEC) 

 not significant  

2. correlation Kf  

and pH 

Kendall-τ: -0.638 

p-value: 0.001 

significant  

correlation Kfoc 

and pH 

Kendall-τ: -0.618 

p-value: 0.002 

significant 

Kfoc for PECGW for acid soils (pH < 7.0): 

228 (n=8) 

for basic soils (pH ≥ 7.0): 

37 (n=7) 

arithmetic mean 

1/n PECGW for acid soils (pH < 7.0): 

0.777 

for basic soils (pH ≥ 7.0): 

0.837 

arithmetic mean  

  

Kfoc for PECsw for runoff emission: 138 

for ‘Gefährdungsgruppe’: 29 

arithmetic mean (n=15) 

10th percentile (n=15) 

 

For the metabolite R401553 the coefficient of variation of the measured Kfoc /Kf values is > 60% / 

100% and no significant correlation could be found between the Kfoc / Kf values and pH of the soils. 
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Table 5.4-3: Statistical values for choosing Kf/Kfoc for the metabolite R401553 of azoxystrobin 

according to INPUT DECISION 3.3 for PECGW modelling 

1. correlation Kf  

and oc 

Kendall-τ: 0.333 

p-value: 0.226 

not significant  

coefficient of 

variation Kf (%) 

110 too high (> 100%) 

coefficient of 

variation Kfoc (%) 

90 too high (> 60%) 

Correlation Kf 

and other soil 

parameter  

(clay, CEC) 

 not significant  

2. correlation Kf  

and pH 

Kendall-τ: -0.067 

p-value: 1.000 

not significant  

correlation Kfoc 

and pH 

Kendall-τ: -0.200 

p-value: 0.707 

not significant 

Kf for PECGW 1. horizon: 1.50 

2. horizon: 0.89 

3.-6. horizon: 0 

Hamburg Scenario with kf-values specific for 

soil horizons (n=6) 

1/n PECGW 0.853 arithmetic mean all soils  

 

For the metabolite R402173 the coefficient of variation of the measured Kfoc /Kf values is > 60% / 

< 100% and a significant correlation could be found between the Kf values and the CEC of the soils. 

Table 5.4-4: Statistical values for choosing Kf/Kfoc for the metabolite R402173 of azoxystrobin 

according to INPUT DECISION 3.3 for PECGW modelling 

1. correlation Kf  

and oc 

Kendall-τ: 0.333 

p-value: 0.226 

not significant  

coefficient of 

variation Kf (%) 

86 acceptable (< 100%) 

coefficient of 

variation Kfoc (%) 

67 too high (> 60%) 

Correlation Kf 

and other soil 

parameter  

(clay, CEC) 

CEC: 

Kendall-τ: 0.966 

p-value: 0.006 

significant  

2. correlation Kf  

and pH 

Kendall-τ: -0.333 

p-value: 0.452 

not significant  

correlation Kfoc 

and pH 

Kendall-τ: -0.600 

p-value: 0.133 

not significant 

Kf for PECGW 1. horizon: 0.85 

2. horizon: 0.55 

3.-6. horizon: 0 

Hamburg Scenario with kf-values 

specific for soil horizons (n=6)  

1/n PECGW 0.947 arithmetic mean all soils 
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Cyproconazole 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.4.2 

The Kfoc values were analysed according to Holdt et al. 2011 (Holdt et al: Recommendations for 

simulations to predict environmental concentrations of active substances of plant protection products 

and their metabolites in groundwater (PECGW) in the National assessment for authorization in Germany, 

Texte Umweltbundesamt 56, 2011). The results are summarized in Table 5.4-5. 

For the metabolite CGA142856 the coefficient of variation of the measured Kfoc /Kf values is > 60% / < 

100% and no significant correlation could be found between the Kfoc / Kf values and pH of the soils. In 

this case, the arithmetic mean of the Kf values are used for the first three soil horizons of the model 

scenario Hamburg in FOCUS PELMO 5.5.3 together with a default value of zero for the soil horizons 

4-6.  

 

Table 5.4-5: Statistical values for choosing Kf/Kfoc for the metabolite CGA142856 (triazole 

acetic acid = TAA) of cyproconazole according to INPUT DECISION 3.3 for 

PECGW modelling 

1. correlation Kf  

and oc 

Kendall-τ: 0.816 

p-value: 0.500 

not significant  

coefficient of 

variation Kf (%) 

34 sufficiently low (< 100%) 

coefficient of 

variation Kfoc (%) 

78  too high (> 60%) 

Correlation Kf 

and other soil 

parameter  

(clay, CEC) 

 not significant  

2. correlation Kf  

and pH 

Kendall-τ: 0.333 

p-value: 1.000 

not significant  

correlation Kfoc 

and pH 

Kendall-τ: 0.333 

p-value: 1.000 

not significant 

Kf for PECGW 1.-3. horizon: 0.29 

4.-6. horizon: 0 

Hamburg Scenario with kf-values 

specific for soil horizons (arithmetic 

mean), n=6  

1/n PECGW 0.916 arithmetic mean all soils 
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5.4.3 Rate of degradation in water 

Azoxystrobin 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.4.3 

Accumulation of active substance and relevant metabolites in the sediment 

active substance Azoxystrobin 

accumulation potential in sediment yes (DT90,whole system > 1 year, see core assessment, part B, section 

5, chapter 5.4.3) 

accumulation factor (SFO) 

faccu = e-kt/(1 – e-kt) 

0.513 based on DT50, whole system = 234 d (maximum, see core 

assessment, part B, section 5, chapter 5.4.3), t = 365 d 

 

Cyproconazole 

Please refer to the core assessment (January 2014), part B, section 5, chapter 5.4.3 

Accumulation of active substance and relevant metabolites in the sediment 

active substance Cyproconazol 

accumulation potential in sediment yes (DT90,whole system > 1 year, see core assessment, part B, section 

5, chapter 5.4.3) 

accumulation factor (SFO) 

faccu = e-kt/(1 – e-kt) 

3.474 based on DT50, whole system = 1000 d (maximum, see core 

assessment, part B, section 5, chapter 5.4.3), t = 365 d 

 

5.5 Estimation of concentrations in soil (KIIIA1 9.4) 

Results of PECsoil calculation for A12910C according to EU assessment considering 5 cm soil depth 

are given in Table 5.5-2 of Part B, Section 5, chapter 5.5 of the core assessment. 

For German exposure assessment the applied soil depth is based on experimental data (Fent, Löffler, 

Kubiak: Ermittlung der Eindringtiefe und Konzentrationsverteilung gesprühter Pflanzenschutzmittel-

wirkstoffe in den Boden zur Berechnung des PEC-Boden. Abschlussbericht zum Forschungsvorhaben 

FKZ 360 03 018, UBA, Berlin 1999). Generally for active substances with a Kf,oc < 500 a soil depth of 

2.5 cm is applied whereas for active substances with a Kf,oc > 500 a soil depth of 1 cm is applied. As soil 

bulk density 1.5 g cm-3is assumed. 

Due to the slow degradation of the active substance azoxystrobin in soil (DT90 > 365 d, SFO Kinetic, 

field data) the accumulation potential of azoxystrobin needs to be considered. Therefore PECsoil used for 

risk assessment comprises background concentration in soil (PECaccu) considering a tillage depth of 20 

cm (arable crop) or 5 cm (permanent crops) and the maximum annual soil concentration PECact 

considering the relevant soil depth of 2.5 cm or 1.0 cm, respectively. 

Due to the slow degradation of the active substance cyproconazole in soil (DT90 > 365 d, Kinetic, field 

data) the accumulation potential of cyproconazole needs to be considered. Therefore PECsoil used for 

risk assessment comprises background concentration in soil (PECaccu) considering a tillage depth of 20 

cm (arable crop) or 5 cm (permanent crops) and the maximum annual soil concentration PECact 

considering the relevant soil depth of 2.5 cm or 1.0 cm, respectively. 
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The PECsoil calculations were performed with ESCAPE 2.0 based on the input parameters for 

azoxystrobin and cyproconazole presented in Table 5.5-1. 

 

Table 5.5-1: Input parameter for active substance for PECsoil calculation 

Active substance DT50 

Azoxystrobin 262 d (SFO, Maximum, field (incorporated) studies) 

Metabolite R234886 
1000 d ( LoEP: default slow phase DFOP DT50 of 1000 days for the Frensham 

and Wisborough Green soils), is formed at max. 28.8 % 

Cyproconazole 
1) PECact: 141.3 d (longest un-normalised SFO, field studies) 

2) PECaccu: 4.86 / 796.72 / g = 0.4753(worst case un-normalised DFOP, field) 

Metabolite CGA71019  

(1,2,4-triazole) 

α = 0.4454, β = 2.0966 (un-normalised FOMC, Maximum field studies,  

German location) 

 

Additional PECsoil,act was calculated for the formulation A12910C for a soil depth of 2.5 cm. No short-

term and long-term PECsoil were calculated since PECsoil,act is considered sufficient for German risk 

assessment. The calculated PECsoil used for German risk assessment for azoxystrobin, cyproconazole 

and for the formulation A12910C are summarized in Table 5.5-2. 
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Table 5.5-2: Results of PECsoil calculation for the intended use in wheat used for German risk 

assessment 

plant protection product: A12910C 

use: Beans 

number of applications/intervall: 2 /21 days 

application rate: Azoxystrobin: 2 x 200 g ai/ha  

Cyproconazole: 2 x 80 g ai/ha 

A12910C: 1.111 g/ha +) 

crop interception: 70 % / 70 % 

active substance/ 

formulation 

soil relevant 

application rate 

(g/ha) 

soil depthact 

(cm) 

PECact 

(mg/kg) 

tillage 

depth (cm) 

PECbkgd 

(mg/kg) 

PECaccu =  

PECact +  

PECbkgd 

(mg/kg) 

Azoxystrobin 2 x 60 g ai/ha 2.5 0.3114 

(day 21) 

20 0.0239 0.3353 

Met. R234886 2 x 16.6 g ai/ha* 2.5 0.0879 

(day 21) 

20 0.0382 0.1261 

Cyproconazole 2 x 24 g ai/ha 2.5 1) 0.1217 

2) 0.0985 

(day 21) 

20 1) 0.0030 

2) 0.0214 

1) 0.1248 

2) 0.1199 

Metabolite 

CGA71019  

(1,2,4-triazole) 

2 x 1.0 g ai/ha** 2.5 0.0036 

(day 21) 

20 <0.0001 0.0036 

A12910C 2 x 333.3 g ai/ha 2.5 1.7776 

(day 0) 

- - - 

+) A12910C -density = 1.111 g/ml, 1L applied 

*       maximum occurrence: 28.8 %, molecular correction: 0.965 

**     maximum occurrence: 17.4 %, molecular correction: 0.237 

 

5.6 Estimation of concentrations in surface water and sediment (KIIIA1 9.7) 

Results of PECsw calculation of azoxystrobin and cyproconazole for the intended uses of A12910C in  

cereals, oilseed rape, sugar beet, sunflower, beans, peas and maize using FOCUS Surface Water are 

given in Part B, Section 5, chapter 5.6 of the core assessment.  

For authorization in Germany, exposure assessment of surface water considers the two routes of entry 

(i) spraydrift and volatilisation with subsequent deposition and (ii) run-off, drainage separately in order 

to allow risk mitigation measures separately for each entry route. 

Surface water exposure via spray drift and volatilization with subsequent deposition is estimated with 

the model EVA 2.1 respectively. Surface water exposure via surface run-off and drainage is estimated 

using the model EXPOSIT 3.01. 

The German surface water exposure assessment is outlined in the following chapters. 
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5.6.1 PECSW after exposure by spraydrift and deposition following volatilisation 

Azoxystrobin 

The calculation of concentrations in surface water is based on spray drift data by Rautmann and 

Ganzelmeier. The vapour pressure at 20 °C of the active substance azoxystrobin is < 10-5 Pa. Hence the 

active substance azoxystrobin is regarded as non-volatile. Therefore exposure of surface water by the 

active substance azoxystrobin due to deposition following volatilization does not need to be considered. 

The calculation of PECsw after exposure via spray drift with subsequent deposition is performed using 

the model EVA 2.1. For a single application, the exposure assessment via spray drift is based on the 

application rate in conjunction with the 90th percentile of the drift values. For multiple applications, 

lower percentiles of the drift values for each application are applied, resulting in an overall 90th percentile 

of drift probabilities. Only one volatilization event following the last use of pesticide is generally 

considered. 

 

The endpoints used for modelling surface water exposure via spray drift are summarized in Table 5.6-1. 

 

Table 5.6-1: Endpoints of azoxystrobin considered for the PECSW calculations  

Parameter Active substance azoxystrobin Reference to  

Part B, Section 5, Core assessment 

vapour pressure at 20 °C (Pa) 1.1 x 10-10  See Table 5.3-2  

solubility in water (mg/L) 6.7 See Table 5.3-2  

DissT50 water (d) 14.0* Recalculation first order 

DT50 water/sediment study,   

total system (d) 

- not necessary  

hydrolysis/photolysis (d) 1000  default 

*SFO, worst case 

 

The calculated PECsw values after exposure via spray drift for the active substance azoxystrobin for the 

intended for use in wheat (worst case application rate) are summarized in Table 5.6-2.  
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Table 5.6-2: PECSW for the active substance azoxystrobin after exposure via spray drift and 

volatilization with subsequent deposition modelled with EVA 2.1 

active substance: azoxystrobin 

use pattern/gap: beans 

application rate/number of 

applications / interval: 

200 g a.i/ha / 2 / 21 d (worst case) 

  

relevant PEC 

if applicable twa-interval: 

actual 

scenario/percentile: agriculture / 82. percentile (worst case in comparison to single application 

with 90. percentile) 

distance 

(m) 

PECsw via drift PECsw via 

volatilisation 

PECsw (via drift and volatilisation) (µg/L) 

depending on application technique (drift reduction) 

(%) (µg/L) (%) (µg/L) common 50% red. 75% red. 90% red. 

1 2.380 2.148 - - 2.148 1.074 0.537 0.215 

5 0.470 0.424 - - 0.424 0.212 0.106 0.042 

10 0.240 0.217 - - 0.217 0.108 0.054 0.022 

15 0.160 0.144 - - 0.144 0.072 0.036 0.014 

20 0.120 0.108 - - 0.108 0.054 0.027 0.011 

 

Cyproconazole 

The calculation of concentrations in surface water is based on spray drift data by Rautmann and 

Ganzelmeier. The vapour pressure at 20 °C of the active substance cyproconazole is between 10-5 und 

10-4 Pa. Hence the active substance cyproconazole is regarded as semivolatile (volatilisation only from 

plant surfaces). Therefore exposure of surface water by the active substance cyproconazole due to 

deposition following volatilization needs to be considered. 

The calculation of PECsw after exposure via spray drift and volatilization with subsequent deposition is 

performed using the model EVA 2.1. For a single application, the exposure assessment via spray drift 

is based on the application rate in conjunction with the 90th percentile of the drift values. For multiple 

applications, lower percentiles of the drift values for each application are applied, resulting in an overall 

90th percentile of drift probabilities. Only one volatilization event following the last use of pesticide is 

generally considered. 

The endpoints used for modelling surface water exposure via spray drift and volatilization with 

subsequent deposition with EVA 2.1 are summarized in Table 5.6-1. 
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Table 5.6-3: Endpoints of cyproconazole used for the PECSW calculations with EVA 2.1 

Parameter Active substance cyproconazole Reference to  

Part B, Section 5, Core assessment 

vapour pressure at 20 °C (Pa) 2.6 x 10-5
 Pa at 25 °C See Table 5.3-6  

solubility in water (mg/L) 93 mg/L (22 °C; pH 7) See Table 5.3-6 

DissT50 water (d) 5.0 FOMC Recalculation 

DT50 water/sediment study,   

total system (d) 

1000 SFO, see Table 5.5-9 

hydrolysis/photolysis (d) 1000  default 

 

The calculated PECsw values after exposure via spray drift and volatilization with subsequent deposition 

for the active substance cyproconazole for the intended for use in wheat (worst case application rate) 

are summarized in Table 5.6-2.  

 

Table 5.6-4: PECSW for the active substance cyproconazole after exposure via spray drift and 

volatilization with subsequent deposition modelled with EVA 2.1 

active substance: cyproconazole 

use pattern/gap: beans (use E) 

application rate/number of 

applications / interval: 

80 g a.i/ha / 2 / 21 d (worst case) 

DT50 water/sediment study,   

total system (d) 

1000 

relevant PEC 

if applicable twa-interval: 

actual 

scenario/percentile: agriculture / 82. percentile  

distance 

(m) 

PECsw via drift PECsw via 

volatilisation 

PECsw (via drift and volatilisation) (µg/L) 

depending on application technique (drift reduction) 

(%) (µg/L) (%) (µg/L) common 90% red. 75% red. 50% red. 

0  100.00 52.95 - - 52.95 5.29 13.24 26.47 

1 2.38 1.277 0.06 0.02 1.277 0.14 0.33 0.65 

5 0.47 0.262 0.05 0.01 0.262 0.04 0.08 0.14 

10 0.24 0.137 0.04 0.01 0.137 0.02 0.04 0.07 

15 0.16 0.092 0.03 0.01 0.092 0.02 0.03 0.05 

20 0.12 0.069 0.02 0.01 0.069 0.01 0.02 0.04 

 

 

5.6.2 PECSW after exposure by surface run-off and drainage 

Azoxystrobin 

The concentration of the active substance azoxystrobin in adjacent ditch due to surface runoff and 

drainage is calculated using the model EXPOSIT 3.01. 

The endpoints for azoxystrobin used for modelling surface water exposure via run-off and drainage in 

an adjacent ditch with EXPOSIT 3.01 are summarized in Table 5.6-5. 
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Table 5.6-5: Input parameters for azoxystrobin used for PECSW calculations with EXPOSIT 

3.01 

Parameter azoxystrobin Reference to  

Part B, Section 5, Core assessment 

K foc, Runoff 423 See Table 5.4-4 

Kfoc, mobility class 423 See Table 5.4-4 

DT50 soil (d) 262 See Table 5.4-3 

Solubility in water (mg/L) 6.7 See Table 5.3-2 

 

The calculated PECSW in an adjacent ditch due to surface run-off and drainage for the active substance 

azoxystrobin for the intended for use in wheat (worst case application rate) are summarized in Table 

5.6-6.  

Table 5.6-6: PECSW of azoxystrobin in an adjacent ditch due to surface run-off and drainage 

Active substance: azoxystrobin 

Use pattern/GAP: beans (E) 

Application rate: 2 x 100 g a.i/ha / 21 d / 2 x 70 % interception (worst case) 

Exposure by surface runoff 

vegetated buffer strip (m) PECsw in adjacent ditch (µg/L) 

0 1.00 

5 0.86 

10 0.74 

20 0.52 

Exposure by drainage 

time of application PECsw in adjacent ditch (µg/L) 

autuum/winter/early spring 1.11 

spring/summer 0.36 

 

The endpoints for the metabolite R234886 of azoxystrobin used for modelling surface water exposure 

via run-off and drainage in an adjacent ditch with EXPOSIT 3.01 are summarized in Table 5.6-7. 

 

Table 5.6-7: Input parameters for metabolite R234886 of azoxystrobin used for PECSW 

calculations with EXPOSIT 3.01 

Parameter metabolite R234886 Reference to  

Part B, Section 5, Core assessment 

K foc, Runoff 139 See Table 5.4-5 

Kfoc, mobility class 28 (10. Percentile) See Table 5.4-5 

DT50 soil (d) 1000 d See Table 5.4-2 

Solubility in water (mg/L) 57 See LoEP (part FOCUS SW) 

 

The calculated PECSW in an adjacent ditch due to surface run-off and drainage for the metabolite 

R234886 of azoxystrobin for the intended for use in beans (worst case application rate) are summarized 

in Table 5.6-8.  
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Table 5.6-8: PECSW for metabolite R234886 of azoxystrobin ditch due to surface run-off and 

drainage 

Active substance: metabolite R234886 

Use pattern/GAP: beans (use E) 

Application rate: 2 x 55.6 g a.i./ha / 2 x 70 % interception / 21 d interval 

Exposure by surface runoff 

vegetated buffer strip (m) PECsw in adjacent ditch (µg/L) 

0 0.28 

5 0.25 

10 0.21 

20 0.15 

Exposure by drainage 

time of application PECsw in adjacent ditch (µg/L) 

autuum/winter/early spring 0.32 

Spring/summer 0.10 

 

Cyproconazole 

The concentration of the active substance cyproconazole in adjacent ditch due to surface runoff and 

drainage is calculated using the model EXPOSIT 3.01. 

The endpoints for cyproconazole used for modelling surface water exposure via run-off and drainage in 

an adjacent ditch with EXPOSIT 3.01 are summarized in Table 5.6-9. 

Table 5.6-9: Input parameters for cyproconazole used for PECSW calculations with EXPOSIT 

3.01 

Parameter cyproconazole Reference to  

Part B, Section 5, Core assessment 

Kfoc, Runoff 364 see Table 5.4-12 

Kfoc, mobility class 364 see Table 5.4-12 

DT50 soil (d) 141 see Table 5.4-8 

Solubility in water (mg/L) 93 see Table 5.3-6 

 

The calculated PECSW in an adjacent ditch due to surface run-off and drainage for the active substance 

cyproconazole for the intended for use in beans (worst case application rate) are summarized in Table 

5.6-10.  
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Table 5.6-10: PECSW of cyproconazole in an adjacent ditch due to surface run-off and drainage 

Active substance: cyproconazole 

Use pattern/GAP: beans (use E) 

Application rate: 2 x 80 g a.i./ha / 2 x 70 % interception (worst case) / 21 d interval 

Exposure by surface runoff 

vegetated buffer strip (m) PECsw in adjacent ditch (µg/L) 

0 0.39 

5 0.34 

10 0.29 

20 0.20 

Exposure by drainage 

time of application PECsw in adjacent ditch (µg/L) 

autuum/winter/early spring 0.43 

spring/summer 0.14 

 

The endpoints for metabolite CGA71019 of cyproconazole used for modelling surface water exposure 

via run-off and drainage in an adjacent ditch with EXPOSIT 3.0 are summarized in Table 5.6-11. 

 

Table 5.6-11: Input parameters for metabolite CGA71019 of cyproconazole used for PECSW 

calculations with EXPOSIT 3.01 

Parameter metabolite CGA71019 

(1,2,4-triazole) 

Reference to  

Part B, Section 5, Core assessment 

K foc, Runoff 89 see Table 5.4-13 

Kfoc, mobility class 89 see Table 5.4-13 

DT50 soil (d) 110.5 d see Table 5.4-9 

Solubility in water (mg/L) 700000 LoEP 

 

The calculated PECSW in an adjacent ditch due to surface run-off and drainage for the soil metabolite 

CGA71019 (1,2,4-triazole) of cyproconazole for the intended for use in beans (worst case application 

rate) are summarized in Table 5.6-12.  
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Table 5.6-12: PECSW for metabolite CGA71019 of cyproconazole in an adjacent ditch due to 

surface run-off and drainage 

Active substance: metabolite CGA71019 (1,2,4-triazole) 

Use pattern/GAP: beans (use E) 

Application rate: 2 x 3.3 g a.i./ha / 2 x 70 % interception (worst case) / 21 d interval 

Exposure by surface runoff 

vegetated buffer strip (m) PECsw in adjacent ditch (µg/L) 

0 0.01 

5 0.01 

10 0.01 

20 0.01 

Exposure by drainage 

time of application PECsw in adjacent ditch (µg/L) 

autuum/winter/early spring 0.02 

spring/summer 0.01 

 

5.7 Risk assessment for groundwater (KIIIA1 9.6) 

Results of PECgw calculation of azoxystrobin and cyproconazole for the intended uses of A12910C in 

cereals, oilseed rape, sugar beet, sunflower, beans, peas and maize  according to EU assessment using 

FOCUS PELMO 5.5.3 are given in Part B, Section 5, chapter 5.7 of the core assessment.  

For authorization in Germany, risk assessment for groundwater considers two pathways, (i) direct 

leaching of the active substance into the groundwater after soil passage and (ii) surface run-off and 

drainage of the active substance into an adjacent ditch with subsequent bank filtration into the 

groundwater. 

Direct leaching after soil passage is assessed following the recommendations of the publication of Holdt 

et al. 2011 (Holdt et al: Recommendations for simulations to predict environmental concentrations of 

active substances of plant protection products and their metabolites in groundwater (PECGW) in the 

National assessment for authorization in Germany, Texte Umweltbundesamt 56, 2011) for tier 1 and tier 

2 risk assessment. According to Hold et al, 2011, endpoints for groundwater modelling are derived with 

the program INPUT DECISION 3.1 and subsequent simulations are performed for the groundwater 

scenarios “Hamburg” or with the scenarios “Hamburg” and “Kremsmünster” of FOCUS PELMO 5.5.3. 

In tier 3 risk assessment, results of experimental studies (lysimeter studies and/or field leaching studies) 

can also be considered in German groundwater risk assessment. 

Surface run-off and drainage into an adjacent ditch with subsequent bank filtration into the groundwater 

are estimated using the model EXPOSIT 3. 

The German risk assessment for groundwater is given in the following chapters. 

5.7.1 Direct leaching into groundwater 

5.7.1.1 PECGW modelling 

The worst case scenario (use group E, beans) used for PECgw modelling is summarized in Table 5.7-1. 

It covers the intended uses of A12910C in cereals, oilseed rape, sugar beet and peas according to Table 

5.2-1 (see also Appendix 3). 
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Table 5.7-1: Input parameters related to application for PECGW modelling with FOCUS 

PELMO 5.5.3 

use evaluated  use group E (worst case) 

application rate (kg as/ha) azoxystrobin: 0.200 

cyproconazole: 0.080 

crop  Field beans (worst case regarding soil effective application rate) 

date of application relative application dates used 

beans: first application 64 days after emergence, interval of 21 days 

interception (%) 2 x 70 % 

Amount reaching the soil surface azoxystrobin: 2 x 60 g as/ha = 120 g as/ha 

cyproconazole: 2 x 24 g as/ha = 48 g as/ha 

soil moisture 100 % FC 

Q10-factor 2.58 

moisture exponent 0.7 

plant uptake 0 

simulation period (years) 26 

 

Azoxystrobin 

The endpoints used for groundwater modelling for azoxystrobin and its metabolite R234886 according 

to INPUT DECISION 3.1 are summarized in Table 5.7-2. 

Table 5.7-2: Input parameters related to azoxystrobin for PECGW modelling 

Parent azoxystrobin Remarks/Reference to Part B, Section 5, 

Core assessment 

molecular mass 403.4 refers to Table 5.3-2 

DT50 in soil (d) 79.3 refers to Table 5.4-1 

Kfoc 423 refers to Table 5.4-4 

1/n 0.86 refers to Table 5.4-4 

Metabolite R234886  

molecular mass 389.4 LoEP 

Formation fraction 0.9714  Max. of formation fractions (n=2) 

parent -> metabolite: k = 0.008491/d 

parent -> CO2: k = 0.00025/d 

DT50 in soil (d) 84.4 refers to chapter 5.4.1 of this addendum, 

decision on a by-case basis 

Kfoc for PECGW for acid soils (pH < 7.0): 

228 (n=8) 

for basic soils (pH ≥ 7.0): 

37 (n=7) 

arithmetic mean,  

refers to Table 5.4-2 of this addendum 

1/n for acid soils (pH < 7.0): 

0.777 

arithmetic mean,  

refers to Table 5.4-2 of this addendum 
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for basic soils (pH ≥ 7.0): 

0.837 

Metabolite 2  1) R401553  

molecular mass 213.2 LoEP 

Formation fraction 100 % worst-case default 

DT50 in soil (d) 1.07 LoEP 

Kf 1. horizon: 1.50 

2. horizon: 0.89 

3.-6. horizon: 0 

Hamburg scenario with kf-values specific for 

soil horizons,  

refers to Table 5.4-3 of this addendum 

1/n 0.85 refers to Table 5.4-3 of this addendum 

Metabolite 3  1) R402173  

molecular mass 333.3 LoEP 

Formation fraction 100 % worst-case default 

DT50 in soil (d) 4.68 LoEP 

Kf 1. horizon: 0.85 

2. horizon: 0.55 

3.-6. horizon: 0 

Hamburg scenario with kf-values specific for 

soil horizons,  

refers to Table 5.4-4 of this addendum 

1/n 0.95 refers to Table 5.4-4 of this addendum 

1) applied as parent. R401553: 2 x 31.7 g/ha. R402173: 2 x 49.6 g/ha 

 

The results of the groundwater simulation are presented in Table 5.7-3. 

Table 5.7-3: PECGW at 1 m soil depth of azoxystrobin and its metabolite R234886 considered 

relevant for German exposure assessment 

Use No. Scenario 

80th Percentile PECGW at 1 m Soil Depth (µg L-1) modeled by  

FOCUS PELMO 5.5.3 

azoxystrobin 
Metabolite 

R234886 

Metabolite 

R401553 

Metabolite 

R402173 

E 
Hamburg  

(acidic soils) 
< 0.001 < 0.001 < 0.001 < 0.001 

E 
Kremsmünster 

(alkaline soils) 
< 0.001 5.280 - - 

 

According to the results of the groundwater simulation with FOCUS-PELMO 5.5.3, a groundwater 

contamination of the active substance azoxystrobin and its metabolites R401553 and  R402173 in 

concentrations of ≥ 0.1 µg/L is not expected for the intended uses. 

For the metabolite R234886 a groundwater concentration of ≥ 0.1 µg/L cannot be excluded according 

to the results of the groundwater simulation with FOCUS-PELMO 5.5.3.   

Cyproconazole 

The endpoints used for groundwater modelling for cyproconazole and its soil metabolites CGA71019 

and CGA142856 according to INPUT DECISION 3.3 are summarized in Table 5.7-4. 
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Table 5.7-4: Input parameters related to cyproconazole for PECGW modelling 

Parent cyproconazole Remarks/Reference to Part B, 

Section 5, Core assessment 

molecular mass 291.8 See Table 5.3-5 

DT50 in soil (d) 138 See Table 5.4-3 

Kfoc 364 See Table 5.4-12 

1/n 0.86 See Table 5.4-12 

 

Metabolite 1 

 

CGA71019 (1,2,4-triazole) 

 

molecular mass 69.1  

Formation fraction 0.6 (from parent) Calculation by ZRMS, derivation 

from Glänzel (1994a) 

DT50 in soil (d) DFOP fast phase: 1.7 

DFOP slow phase: 60.5 

g = 0.489 

See Table 5.4-9 

Kfoc 89 See Table 5.4-13 

1/n 0.92 See Table 5.4-13 

Metabolite 2 CGA142856 (triazole acetic acid  

= TAA) 

 

molecular mass 127.1  

Formation fraction 1.0 (from CGA71019)  

DT50 in soil (d) 11.6 See Table 5.4-5 

Kf for PECGW 1.-3. horizon: 0.29 

4.-6. horizon: 0 

Hamburg Scenario with kf-values 

specific for soil horizons (arithmetic 

mean), n=6, see Table 5.4-5, 

National Addendum 

1/n 0.913 See Table 5.4-5, National 

Addendum 

 

The results of the groundwater simulation are presented in Table 5.7-5. 

Table 5.7-5: PECGW at 1 m soil depth of cyproconazole and its soil metabolites CGA71019 and 

CGA142856 considered relevant for German exposure assessment 

Use No. Scenario 

80th Percentile PECGW at 1 m Soil Depth (µg L-1) modeled by  

FOCUS PELMO 5.5.3 

cyproconazole 
Metabolite CGA71019  

(1,2,4-triazole) 

Metabolite  

CGA142856 (triazole 

acetic acid = TAA) 

E (Beans) Hamburg <0.001 0.037 0.047 

 

According to the results of the groundwater simulation with FOCUS-PELMO 5.5.3, a groundwater 

contamination of the active substance cyproconazole in concentrations of ≥ 0.1 µg/L is not expected for 

the intended use in beans. 
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For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be 

excluded for the application in beans according to the results of the groundwater simulation with FOCUS 

PELMO 5.5.3. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L 

can be excluded for the application in beans according to the results of the groundwater simulation with 

FOCUS PELMO 5.5.3. 

. 

 

For the intended uses of A12910C in beans (use group E), modelling with FOCUS PELMO 5.5.3 

resulted in a maximum groundwater concentration of 0.037 µg/L CGA71019 (1,2,4-triazole). This 

remains below the groundwater concentration limit for active substances and relevant metabolites of 

0.1 µg/L. 1,2,4-triazole is considered as relevant metabolite according to the definition of the guidance 

document on the assessment of the relevance of metabolites in groundwater (2003)1. 

1,2,4-triazole is formed as metabolite of several active substances of plant protection products, which 

are used in different crops against a wide range of crop deceases. It is therefore possible that several 

1,2,4-triazole forming active substances will be applied onto the same agricultural field in the same year 

and season, which may result in a summation of groundwater entries of 1,2,4-triazole from different 

active substances. Thus, potential groundwater entries of 1,2,4-triazole caused by the intended uses of 

the formulation A12910C together with potential groundwater entries from other 1,2,4-triazole forming 

active substances could finally lead to 1,2,4-triazole entries into the groundwater of ≥ 0.1 µg/L. Since 

no data for 1,2,4-triazole from national groundwater monitoring programs are available at this time, it 

is currently not possible to further assess the present actual groundwater exposure with 1,2,4-triazole in 

the environment. 

In order to protect the drinking water resource groundwater according to Article 29 paragraph 1 (e) in 

conjunction with Article 4 paragraph 3 (b) and (e) of Regulation (EC) No 1107/2009 in conjunction with 

§ 34 paragraph 1 point 3 PflSchG, a groundwater monitoring is therefore required for all in Germany 

authorized uses of plant protection products containing 1,2,4-triazole forming active substance. The 

groundwater monitoring has to be performed in parallel to the authorization of the respective intended 

uses.  
 

5.7.1.2 Experimental data to the leaching behaviour of the active aubstance 

Not required.  

 

5.7.1.3 Summary on risk assessment for groundwater after direct leaching 

Azoxystrobin 

Results of modelling with FOCUS-PELMO 5.5.3 show that the active substance azoxystrobin is not 

expected to penetrate into groundwater at concentrations of ≥ 0.1µg/L in the intended uses. 

For the metabolites R234886 concentrations of ≥ 0.1µg/L in groundwater cannot be excluded. However 

the metabolite R234886 is classified as not relevant for groundwater (see Core assessment, Part B, 

Section 5, Table 5.3-3 / EFSA Journal 2010; 8(4):1542).  

                                                      

 
1 According to Guidance Document on the assessment of the relevance of metabolites in groundwater of substances regulated 

under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003) 
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Cyproconazole 

Results of modelling with FOCUS PELMO 5.5.3 show that the active substance cyproconazole is not 

expected to penetrate into groundwater at concentrations of ≥ 0.1µg/L in the intended uses. 

For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be 

excluded for the application in beans according to the results of the groundwater simulation with 

FOCUS-PELMO 5.5.3. The simulated concentration of 0.037 µg/L 1,2,4-triazole in groundwater is also 

below the limit of 0.1 µg/L for active substances and relevant metabolites. However, 1,2,4-triazole is 

formed as metabolite of several active substances of plant protection products, which are used in 

different crops against a wide range of crop deceases. It is therefore possible that several 1,2,4-triazole 

forming active substances will be applied onto the same agricultural field in the same year and season, 

which may result in a summation of groundwater entries of 1,2,4-triazole from different active 

substances and could finally lead to 1,2,4-triazole entries into the groundwater in concentrations 

≥ 0.1 µg/L. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L 

can be excluded for the application in beans according to the results of the groundwater simulation with 

FOCUS PELMO 5.5.3. 

 

Consequences for authorization: 

Azoxystrobin 

None. 

Cyproconazole 

Submission of the results of a groundwater monitoring for the metabolite 1,2,4-Triazole of 

cyproconazole according to § 36 paragraph 5 PflSchG during the first 3 years after authorization. The 

concept has to be developed together with the authorization agencies. The monitoring results have to be 

submitted annually. 

 

5.7.2 Ground water contamination by bank filtration due to surface water 

exposure via run-off and drainage 

Azoxystrobin 

The input parameters for azoxystrobin used for modelling surface water exposure via run-off and 

drainage in an adjacent ditch with subsequent bank filtration into the groundwater with EXPOSIT 3.0 

are summarized in Table 5.7-6. 

Table 5.7-6: Input parameters for azoxystrobin used for PECGW calculations with EXPOSIT 

3.01 

Parameter azoxystrobin Reference to  

Part B, Section 5, Core assessment 

K foc, Runoff 423 See Table 5.4-4 

Kfoc, mobility class 423 See Table 5.4-4 

DT50 soil (d) 262 See Table 5.4-3 

Solubility in water (mg/L) 6.7 See Table 5.3-2 
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Mobility class 2  

Reduction by bank filtration 75 %  

 

The calculated PECgw for azoxystrobin after surface run-off and drainage with subsequent bank 

filtration are summarized in Table 5.7-7.  

 

Table 5.7-7: PECgw for azoxystrobin after surface run-off and drainage with subsequent bank 

filtration (modelled with EXPOSIT 3.01) 

Active substance azoxystrobin 

Use No. application 

rate / 

interception 

PECgw due to 

run-off drainage 

vegetated buffer 

strip 

(m) 

bank filtrate 

(µg/L) 

Time of 

application 

bank filtrate 

(µg/L) 

E (Beans) 2 x 200 g ai/ha, 

2 x 70 % 

0 0.020 autumn/winter/ 

early spring 

0.022 

5 0.017 

10 0.015 spring/summer 0.007 

20 0.010 

required labelling none 

 

According modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

active substance azoxystrobin due to surface run-off and drainage into the adjacent ditch with subsequent 

bank filtration can be excluded. 

Metabolites 

The soil metabolites of azoxystrobin (see Part B core assessment, Section 5, Table 5.3-3) are formed 

>10 % in soil. Therefore potential ground water contamination due to bank filtration via surface water 

exposure by run-off and drainage needs to be assessed using EXPOSIT 3.01. 

 

The input parameter for the model EXPOSIT 3.01 are taken from the EU assessment and summarized 

in Table 5.7-8, the results are given in Table 5.7-9. 

 

Table 5.7-8: Input parameter for soil metabolites of R234886 for EXPOSIT 3.01 (according to 

see EFSA Journal 2010; 8(4):1542) 

Parameter Metabolite R234886 

Molecular weight (g/mol) 389.4 

Correction factor  molecular weight 0.965 

Maximum occurance in soil 28.8 

K foc, Runoff 139 

Kfoc, mobility class 28 (10. Percentile) 

DT50 soil (d) 1000 d 

Solubility in water (mg/L) 1) 57 

Mobility class 2 
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1) only relevant for mobility class 

 

Table 5.7-9:  PECgw for soil metabolites of azoxystrobin after surface run-off and drainage 

with subsequent bank filtration (modelled with EXPOSIT 3.01) 

Metabolit R234886 

Use No. application 

rate 

interception 

PECgw due to 

run-off drainage 

vegetated buffer 

strip 

(m) 

bank filtrate 

(µg/L) 

time of 

application 

bank filtrate 

(µg/L) 

E 2 x 55.6 

g ai/ha, 

2 x 70 % 

0 0.006 autumn/winter/ 

early spring 

0.006 

5 0.005 

10 0.004 spring/summer 0.002 

20 0.003 

required labelling none 

  

According to modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by 

the soil metabolite of R234886 due to surface run-off and drainage into the adjacent ditch with 

subsequent bank filtration can be excluded. 

 

Cyproconazole 

The input parameters for cyproconazole used for modelling surface water exposure via run-off and 

drainage in an adjacent ditch with subsequent bank filtration into the groundwater with EXPOSIT 3.0 

are summarized in Table 5.7-10. 

 

 

Table 5.7-10: Input parameters for cyproconazole used for PECGW calculations with EXPOSIT 

3.01 

Parameter cyproconazole Reference to  

Part B, Section 5, Core assessment 

K foc, Runoff 364 see Table 5.4-12 

Kfoc, mobility class 364 see Table 5.4-12 

DT50 soil (d) 141 see Table 5.4-8 

Solubility in water (mg/L) 93 see Table 5.3-6 

Mobility class 2 - 

Reduction by bank filtration 75% default 

 

The calculated PECgw for cyproconazole after surface run-off and drainage with subsequent bank 

filtration are summarized in Table 5.7-11.  
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Table 5.7-11: PECgw for cyproconazole after surface run-off and drainage with subsequent 

bank filtration (modelled with EXPOSIT 3.01) 

Active substance cyproconazole 

Use No. application 

rate 

interception 

PECgw due to 

run-off drainage 

vegetated buffer 

strip 

(m) 

bank filtrate 

(µg/L) 

time of 

application 

bank filtrate 

(µg/L) 

E / 00-026 to 

00-030 

 

2 x 80 g a.i./ha,  

2 x 70 % 

0 0.008 autumn/winter/ 

early spring 

0.009 

5 - 

10 - spring/summer 0.003 

20 - 

required labelling none 

 

According modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by the 

active substance cyproconazole due to surface run-off and drainage into the adjacent ditch with 

subsequent bank filtration can be excluded. 

 

Metabolites 

The soil metabolites of cyproconazole (see Part B core assessment, Section 5, Table 5.3-7) are formed 

> 10 % in soil. Therefore potential ground water contamination due to bank filtration via surface water 

exposure by run-off and drainage needs to be assessed using EXPOSIT 3.01. 

 

The input parameter for the model EXPOSIT 3.01 are taken from the EU assessment and summarized 

in Table 5.7-12 the results are given in Table 5.7-13. 

 

Table 5.7-12: Input parameter for soil metabolites of cyproconazole for EXPOSIT 3.01 

Parameter Metabolite CGA71019 (1,2,4-triazole) 

Molecular weight (g/mol) 69.1 

Correction factor  molecular weight 0.237 

Maximum occurance in soil 17.4 % 

K foc, Runoff 89 

Kfoc, mobility class 89 

DT50 soil (d) 110.5 

Solubility in water (mg/L) 1) 700000 

Mobility class 2 

1) only relevant for mobility class 
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Table 5.7-13:  PECgw for soil metabolites of cyproconazole after surface run-off and drainage 

with subsequent bank filtration (modelled with EXPOSIT 3.01 beta) 

Metabolite CGA71019 (1,2,4-triazole) 

Use No. application 

rate 

interception 

PECgw due to 

run-off drainage 

vegetated buffer 

strip 

(m) 

bank filtrate 

(µg/L) 

time of 

application 

bank filtrate 

(µg/L) 

E/ 00-026 to 

00-030 

(beans) 

2 x 3.3 g a.i./ha  

2 x 70 % 

0 <0.001 autumn/winter/ 

early spring 

<0.001 

5 - 

10 - spring/summer <0.001 

20 - 

required labelling none 

  

According to modelling with EXPOSIT 3, groundwater contamination at concentrations ≥ 0.1 µg/L by 

the soil metabolite CGA71019 (1,2,4-triazole) of cyproconazole due to surface run-off and drainage into 

the adjacent ditch with subsequent bank filtration can be excluded. 
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Appendix 1 List of data submitted in support of the evaluation 

Table A 1: List of data submitted in support of the evaluation 

Annex point/ 

reference No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Authority registration No 

Data 

protection 

claimed 

Owner How considered 

in dRR 

Study-

Status/Usage* 

 

AZOXYSTROBIN 

OECD: 

KIIIA2 9.6.1 

Mason, D. 2011 Azoxystrobin - A Leaching 

Assessment for Parent and 

Soil Metabolites R234886, 

R402173 and R401553 using 

the FOCUS PELMO 3.3.2 

Groundwater Model, Borstel 

Soil Scenario and Hamburg 

Climate following 

Application to Cereals in 

Germany. 

RAJ0851B 

2264626 //ICI5504_11432 

N SYN  

CYPROCONAZOLE 

       

* 

1) accepted (study valid and considered for evaluation) 

2) not accepted (study not valid and not considered for evaluation) 

3) not considered (study not relevant for evaluation) 

4) not submitted but necessary (study not submitted by applicant but necessary for evaluation) 

5) supplemental (additional information, alone not sufficient to fulfil a data requirement, considered for evaluation) 
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Appendix 2 Detailed evaluation of studies relied upon 

KIIA 7 Fate and Behaviour in the Environment 

KIIIA1 9.1.1/01 Oddy (2011)  

Azoxystrobin 

Reference: KIIIA1 9.1.1./01 

Author: Oddy A. and R. Simmonds 

Report: Azoxystrobin: Rate of Degradation of [14C]-R234886, a Soil Metabolite, in Nine 

Soils under Aerobic Laboratory Conditions at 20°C 

Date: 08.08.2011 

Guideline(s): Yes (OECD 307, OECD Guideline for the testing of chemicals, Aerobic and anaerobic 

transformation in soil) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

Summary 

Study Design: 
The rate of degradation of [14C]-R234886 has been investigated under aerobic conditions at 20ºC in nine 

soils in the dark. The soils were Frensham, a sandy loam (UK, pH 5.0, 3.2% organic matter), Wisborough 

Green, a clay loam (UK, pH 4.8, 4.1% organic matter), Nuptown a sandy clay loam (UK, pH 5.9, 4.3% 

organic matter), Georgia, a loamy sand (USA, pH 6.7, 1.2% organic matter), North Dakota, a sandy loam 

(USA, pH 7.4, 4.8% organic matter), Ohio, a loamy sand (USA, pH 5.3, 2.3% organic matter), 

Gartenacker, a silt loam (Switzerland, pH 7.1, 4.6% organic matter), Vetroz, a loam (Switzerland, pH 7.9, 

4.1% organic matter) and Pappelacker, a sandy loam (Switzerland, pH 7.2, 1.9% organic matter). 

[14C]-R234886 was applied to the soil at a target application rate of 16.7 µg ai/100g, equivalent to a field 

rate of 125 g ai/ha (assuming an incorporation depth of 5 cm and a soil bulk density of 1.5 g/cm3). The 

treated soil samples were incubated at a selected moisture content equivalent to between pF2 and pF2.5 

for up to 120 days. Any volatile radioactivity was continuously flushed from the vessels and collected in 

liquid traps. At intervals of 0, 3, 7, 14, 28, 60 or 62, 91 and 120 days after application duplicate flasks of 

each soil, along with their associated volatile traps, were removed from the incubation system. Each soil 

sample was analysed for extractable applied test item and unextracted residues. A mass balance was 

determined for each sample. 

 

Results 
The overall recoveries of radioactivity in the nine soils were 103.7, 101.4, 99.7, 101.9, 102.5, 101.7, 

100.5, 99.5 and 99.1% for the Frensham, Wisborough Green, Nuptown, Georgia, North Dakota, Ohio, 

Gartenacker, Vetroz and Pappelacker soils, respectively. The level of extractable radioactivity ranged 

from 93.3 to 101.6% AR (mean values) at time zero and decreased with time in all nine soils, with a 

corresponding increase in the levels of carbon dioxide and unextractable radioactivity. By the end of the 

incubation period, at 120 days, the total amount of extractable radioactivity was 70.8% (Frensham), 

52.2% (Wisborough Green), 40.4% (Nuptown), 80.3% (Georgia), 47.7% (North Dakota), 81.0% (Ohio), 

9.5% (Gartenacker), 33.5% (Vetroz) and 23.6% (Pappelacker). The level of carbon dioxide reached a 

maximum value of 50.9% AR by the end of the incubation period in the Gartenacker soil but ranged from 

6.2% to 36.8% in the other eight soils. Unextractable radioactivity reached a maximum value of 40.0% 

AR in the Gartenacker soil but ranged from 11.2 to 34.6% in the other eight soils. [14C]-R234886 quickly 

dissipated in all of the soils declining from 90.7 to 101.1% at time zero to 34.0% (Frensham), 22.7% 
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(Wisborough Green), 16.1% (Nuptown), 39.4% (Georgia), 25.8% (North Dakota), 33.0% (Ohio), 6.1% 

(Gartenacker), 30.6% (Vetroz) and 19.4% (Pappelacker) after 120 days. 

DegT50 and DegT90 values for R234886 were determined using a simple first order (SFO) 

model. The results are shown in the table below: 

 
Soil DegT50 (days) DegT90 (days) Chi2 R2 Prob > t 

Frensham 69.2 229.8 10.2 0.874 8.8e-007 

Wisborough Green 50.5 167.8 14.4 0.842 1.1e-005 

Nuptown 32.5 107.9 15.2 0.883 1.5e-005 

Georgia 100.1 332.6 6.16 0.916 3.1e-008 

North Dakota 63.1 209.5 6.59 0.952 2.8e-009 

Ohio 87.3 290.1 6.18 0.920 2.8e-008 

Gartenacker 24.8 82.5 4.10 0.994 1.3e-012 

Vetroz 67.5 224.4 3.93 0.981 3.7e-012 

Pappelacker 46.8 155.5 1.62 0.997 7.6e-017 

 

 

Conclusions 

R234886, a soil metabolite of Azoxystrobin, degraded in all nine soils studied with DegT50 values of 

between 24.8 and 100.1 days in the soils incubated aerobically at 20ºC, ultimately being mineralised to 

carbon dioxide. 

 

 

KIIIA1 9.1.1/02 Mason (2011)  

Azoxystrobin 

Reference: KIIIA1 9.1.1./02 

Author: Mason D. 

Report: Azoxystrobin: Calculation of Kinetic Endpoints for Soil Metabolite R234886 from 

Laboratory Study Data according to FOCUS Kinetics Guidelines 

Date: 08.08.2011 

Guideline(s): Yes (Guidance Document on Estimating Persistence and Degradation Kinetics from 

Environmental Fate Studies on Pesticides in EU Registration. Final report of the Work 

Group on Degradation Kinetics of FOCUS, EC Document Reference SANCO/10058/ 

2005 version 2) 

Deviations: No 

GLP: No (calculation; authentication statement added) 

Acceptability: Recalculations are acceptable. Indeed fourteen different soils have been investigated 

and recalculated. Two soils investigated by Jones & Robertson (1999) were omitted in 

the summary table. This decision is not acceptable as the soils Frensham and 

Wisborough Green investigated by Oddy & Simmonds (2011) differ e.g. in their pH 

values from the homonymous soils investigated by Jones & Robertson (1999). 

 

Summary 

“The aerobic rate of degradation of R234886, a soil metabolite of azoxystrobin, has been 

investigated in twelve different soils in three laboratory studies. This report presents the 

calculations of DegT50 values following FOCUS Kinetics guidance (2006) for modelling 

endpoints. 
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An assessment of the confidence in the resulting parameters has been made using confidence 

intervals for the α and β parameters of the first order multi compartment (FOMC) model and 

probability values for a t-test of the rate parameters for the single first order (SFO) and double 

first order in parallel (DFOP) models. Where the parameters for a particular model are not 

significantly different from zero at the 95th or 90th significance level, it has been concluded that 

the model may not be appropriate to represent the degradation behaviour of R234886 in that soil. 

Along with a visual assessment, a maximum value of the χ2 error% parameter at 15% has been 

used to determine goodness of fit and where two models are appropriate to fit the data, the choice 

of best fit has been based on the lowest value of this parameter. 

The endpoints reported here may be used in the calculation of predicted environmental 

concentrations.” 
 

Soil Measured DegT50 

(days) 

Normalized a 

DegT50 (days) 

Model b reference 

Hyde Farm 31.8 21.2 SFO 
Warinton, 1996 

18 Acres 23.7 17.8 SFO 
East Anglia 56.5 43.4 SFO Jones and 

Robertson, 1999 

Frensham 110.0 110.0 DFOP 

Oddy and 

Simmonds, 2011 

Wisborough Green 97.6 97.6 DFOP 
Nuptown 94.9 94.9 DFOP 
Georgia 102.0 102.0 SFO 
North Dakota 65.4 65.4 SFO 
Ohio 89.9 89.9 SFO 
Gartenacker 28.4 28.4 FOMC 

Vetroz 69.1 69.1 SFO 
Pappelacker 47.1 47.1 SFO 

a - effective DegT50 at 20 °C and 10 kPa (pF 2) 

b - model providing most appropriate fit 

c - study carried out at 20 °C and 10 kPa (pF 2); no normalisation necessary 

 

KIIIA1 9.3/01 Simmonds (2011)  

Azoxystrobin 

Reference: KIIIA1 9.3/01 

Author: Simmonds R. 

Report: Azoxystrobin – Adsorption and Desorption Properties of 14C-R234886 in Nine Soils, 

report No.: NC/10/055 

Date: 25.08.2011 

Guideline(s): Yes (OECD 106, OECD Guideline for the testing of chemicals, Adsorption – 

Desorption using a batch equilibrium method) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

 

Study Design 
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The adsorption and desorption properties of 14C-R234886 (a metabolite of azoxystrobin) were studied in 

nine soils, namely Frensham (sandy loam), Wisborough Green (clay loam), Nuptown (sandy clay loam), 

Georgia (loamy sand), North Dakota (sandy loam), Ohio (loamy sand), Gartenacker (silt loam), Vetroz 

(loam) and Pappelacker (sandy loam). The chemical was added to soil: aqueous slurries (resulting in final 

nominal compositions of either 2, 4, 10 or 20 g of soil: 20 mL aqueous 0.01M CaCl2) to achieve five 

nominal application rates of 2.0, 1.0, 0.2, 0.1 and 0.02 mg/L. An equilibration time of 48 hours was used 

for the adsorption phase and 4 hours for the desorption phase. 

Recovery of the applied radioactivity was determined for all soils, by radioassay of the adsorption 

supernatants, desorption supernatants and soil extracts with combustion of soil residues. Stability was 

verified by thin layer chromatography (TLC) analyses of selected adsorption and desorption supernatants 

and soil extracts, at the highest test item concentrations for each soil and all concentrations for Georgia 

soil. 

 

Results 
The overall material balance for individual samples in the definitive phase was in the range of 90.3 – 

101.1% for all soils. The average partition coefficients varied between soils, for the adsorption phase Kd 

values ranged from 0.65 L/kg to 8.81 L/kg, with KOC values between 42 and 367 L/kg. For the 

desorption phase the Kd values ranged from 0.86 L/kg to 17.03 L/kg, with KOC values between 53 and 

710 L/kg. The Freundlich coefficients also varied between soils, for the adsorption phase KF values 

ranged from 0.42 L/kg to 2.43 L/kg, with KFOC values between 30 and 182 L/kg. For the desorption 

phases the KF values ranged from 0.48 L/kg to 3.93 L/kg, with KFOC values between 36 and 318 L/kg. 

The range of 1/n values between 0.54 and 0.86 shows that the adsorption of R234886 is highly dependent 

on concentration. The increase in the Kd, KOC, KF and KFOC between the adsorption and desorption 

steps suggested that the adsorption of 14C-R234886 is not fully reversible in these soils.  

A summary of the results obtained is shown below: 

 

Conclusion 
Using the McCall Classification scale to assess a chemical’s potential mobility in soil (based on its 

KFOC), R234886 can be classified as having from “medium” to “very high” potential mobility depending 

on the soil type. 
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Parameter Frensham 

(UK) 

Wisborough 

Green (UK) 

Nuptown 

(UK) 

Georgia (US) North 

Dakota (US) 

Ohio (US) Gartenacker 

(Switzerl.) 

Vetroz 

(Switzerl.) 

Pappelacker 

(Switzerl.) 

Soil texture (USDA) 5.0 4.8 5.9 6.7 7.4 5.3 7.1 7.9 7.2 

pH (0.01 MCaCl2) 

% OC 

1.8 2.4 2.5 0.7 2.8 1.36 2.67 2.38 1.11 

Adsorption 

KF (L/kg) 1.83 2.43 1.53 1.22 1.65 1.52 0.87 0.72 0.42 

KFOC (L/kg) 100 101 62 182 59 112 33 30 37 

1/n 0.639 0.524 0.705 0.832 0.863 0.663 0.820 0.861 0.803 

r2 0.998 0.984 0.999 0.998 0.997 1.000 0.993 0.997 0.997 

Kd (averaged; L/kg) 4.82 8.81 3.11 1.8 2.29 3.58 1.3 1.00 0.65 

KOC 262 367 126 269 83 263 49 42 58 

Desorption 

KF (L/kg) 2.58 3.93 1.88 2.13 1.98 2.99 1.03 0.85 0.48 

KFOC (L/kg) 140 164 76 318 71 220 38 36 43 

1/n 0.677 0.604 0.702 0.851 0.849 0.723 0.825 0.864 0.797 

r2 0.998 0.991 0.999 1.000 0.998 0.999 0.995 0.998 0.998 

Kd (averaged; L/kg) 7.64 17.03 5.02 3.43 3.1 7.96 1.68 1.26 0.86 

KOC 415 710 203 512 112 585 63 53 77 
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Appendix 3 Table of Intended Uses in Germany  

 

PPP (product name/code) A 12910 C 

active substance 1 Cyproconazol 

active substance 2 Azoxystrobin 

Formulation type: SC 

Conc. of as 1:  80  g/L 

Conc. of as 2: 200 g/L 

  

Applicant:  Syngenta 

Zone(s): central/EU 

professional use    

non professional use  

  

Verified by MS: yes  

 

1 2 3 4 5 6 7 8 10 11 12 13 14 

Use-

No. 

 

Member 

state(s) 

 

Crop and/ 

or situation 

 

(crop destination / 

purpose of crop) 

F 

G 

or 

I 

Pests or Group of pests 

controlled 

 
(additionally: 

developmental stages of 

the pest or pest group) 

Application Application rate PHI 

(days) 
Remarks:  

 

e.g. safener/synergist per ha 

 

e.g. recommended or 

mandatory tank mixtures 

Method / 

Kind 
Timing / Growth 

stage of crop & 

season 

Max. number 

(min. interval 

between 

applications) 

a) per use 

b) per crop/ 

season 

kg, L product / 

ha 

a) max. rate per 

appl. 

b) max. total rate 

per crop/season 

g, kg as/ha 

 

a) max. rate 

per appl. 

b) max. total 

rate per 

crop/season 

Water L/ha 

 

min / max 

001 DE wheat 

TRZSS 

F  septoria leaf spot of wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

002 DE wheat 

TRZSS 

F leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  
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003 DE wheat 

TRZSS 

F  brown leaf rust of cereals  

Puccinia recondite 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

004 DE wheat 

TRZSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

005 DE wheat 

TRZSS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

006 DE wheat 

TRZSS 

F tan spot of cereals 

Drechslera tritici-repentis 

PYRNTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

007 DE barley 

HORVX 

F brown rust of barley  

Puccinia hordei 

PUCCHD 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

008 DE barley 

HORVX 

F leaf blotch of cereals  

Rhynchosporium secalis 

spraying BBCH 31 - 59 

from spring at 

beginning of 

a) 2 

b) 2 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

200 - 400 F  
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RHYNSE infestation and/or 

when first 

symptoms become 

visible 

(21 d) b)  

as1: 160g as/ha 

as2: 400g as/ha 

009 DE barley 

HORVX 

F net blotch  

Pyrenophora teres 

PYRNTE 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

010 DE barley 

HORVX 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

011 DE rye 

SECCE 

F leaf blotch of cereals  

Rhynchosporium secalis 

RHYNSE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

012 DE rye 

SECCE 

F brown leaf rust of cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

013 DE rye 

SECCE 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  
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symptoms become 

visible 

014 DE triticale 

TTLSS 

F  septoria leaf spot of wheat 

Septoria nodorum 

LEPTNO 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

015 DE triticale 

TTLSS 

F  leaf spot of wheat  

Septoria tritici 

SEPTTR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

016 DE triticale 

TTLSS 

F brown leaf rust of cereals  

Puccinia recondita 

PUCCRE 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

017 DE triticale 

TTLSS 

F stripe rust of grasses  

Puccinia striiformis 

PUCCST 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

018 DE triticale 

TTLSS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  
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019 DE oats 

AVESS 

F crown rust of oats  

Puccinia coronata 

PUCCCA 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

020 DE oats 

AVESS 

F stripe disease 

Pyrenophora avenae 

PYRNAV 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

021 DE oats 

AVESS 

F powdery mildew 

 Erysiphe graminis 

ERYSGR 

spraying BBCH 31 - 59 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

022 DE sugar beet 

BEAVA 

F leaf spot  

Cercospora beticola 

CERCBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

023 DE sugar beet 

BEAVA 

F powdery mildew  

Erysiphe betae 

ERYSBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

024 DE sugar beet 

BEAVA 

F leaf spot of beet  

Ramularia beticola 

spraying BBCH 39 - 49 

from spring at 

beginning of 

a) 2 

b) 2 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

200 - 400 F  
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RAMUBE infestation and/or 

when first 

symptoms become 

visible 

(21 d) b)  

as1: 160g as/ha 

as2: 400g as/ha 

025 DE sugar beet 

BEAVA 

F rust of beet   

Uromyces betae  

UROMBE 

spraying BBCH 39 - 49 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

026 DE broad bean 

VICFM 

F Anthracnose of bean 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

027 DE broad bean 

VICFM 

F rust of broad bean 

Uromyces viciae-fabae 

UROMVF 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

028 DE broad bean 

VICFM 

F downy mildew of legumes  

Peronospora viciae  

PEROVI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

029 DE broad bean 

VICFM 

F powdery mildew 

 Erysiphe pisi 

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  



Part B – Section 5 

National Addenda – Germany 

A12910C Draft Registration Report 

Central Zone 

zRMS: Germany 

 

Page 42 of 43 

 

 

Applicant Syngenta Agro GmbH Evaluator Germany 
  Date 12.12.2016 

 

symptoms become 

visible 

030 DE broad bean 

VICFM 

F Sclerotinia sclerotorium  

SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

031 DE grey pea  

PIBSA 

F Anthracnose of pea 

Colletotrichum 

lindemuthianum 

COLLLD 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

032 DE grey pea  

PIBSA 

F rust of pea 

Uromyces pisi-sativi  

UROMPS 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

033 DE grey pea  

PIBSA 

F downy mildew of pea 

Peronospora pisi 

PEROVP 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

034 DE grey pea  

PIBSA 

F powdery mildew 

Erysiphe pisi  

ERYSPI 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  
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035 DE grey pea  

PIBSA 

F Sclerotinia sclerotorium 

 SCLESC 

spraying BBCH 51 - 69 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

036 DE oil seed rape 

BRSNN 

F Sclerotinia sclerotorium 

 SCLESC 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

037 DE oil seed rape 

BRSNN 

F black spot of rape 

Alternaria brassicae 

ALTEBA 

spraying BBCH 61 - 81 

from spring at 

beginning of 

infestation and/or 

when first 

symptoms become 

visible 

a) 2 

b) 2 

(21 d) 

a) 1 L/ha 

b) 2 L/ha 

a)  

as1: 80 g as/ha 

as2: 200g as/ha 

b)  

as1: 160g as/ha 

as2: 400g as/ha 

200 - 400 F  

 

Remarks: (1)   Numeration of uses in accordance with the application/as verified by MS 

(2)   Member State(s) or zone for which use is applied for 

(3) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (e.g. fumigation of a structure) 

(4) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(5) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds, developmental stages 

(6) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 

 Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

(7) Growth stage of  treatment(s) (BBCH Monograph, Growth Stages of Plants, 1997, 

Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at time of 

application 

  (8) The maximum number of applications possible under practical conditions of use for each single 

application and per year (permanent crops) or crop (annual crops) must be provided 

 (9)  Min. interval between applications (days) were relevant 

(10) The application rate of the product a) max. rate per appl. and b) max. total rate per crop/season   

        must be given in metric units (e.g. kg or L product / ha) 

(11) The application rate of the active substance a) max. rate per appl. and b) max. total rate per  

        crop/season must be given in metric units (e.g. g or kg /  ha) 

(12) The range (min/max) of water volume under practical conditions of use must be given 

        (L/ha)  

(13) PHI - minimum pre-harvest interval 

(14) Remarks may include: Extent of use/economic importance/restrictions/minor use etc. 
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Sec 6 ECOTOXICOLOGICAL STUDIES (MIIIA 10) 

This document reviews the ecotoxicological studies for the product A12910C containing the active 

substances azoxystrobin and cyproconazole. 

Azoxystrobin is currently approved under Reg. (EC) No 1107/2009 (repealing Directive 91/414/EEC) and 

fulfills the criteria under Annex VI Reg. 2229/2004. Azoxystrobin was approved with Commission 

Implementing Regulation (EU) No 703/2011 of 20 July 2011. 

Cyproconazole is currently approved under Reg. (EC) No 1107/2009 (repealing Directive 91/414/EEC) 

and fulfills the criteria under Annex VI Reg. 2229/2004. Cyproconazole was approved with Commission 

Implementing Regulation (EU) No 540/2011 of 25 May 2011.  

 

A12910C was not the representative formulation considered in the EU review process as part of the 

approval of the active substances azoxystrobin and/or cyproconazole. 

A full risk assessment according Commission Regulation (EU) No 546/2011 is provided. 

Addenda are included containing country specific assessments for some annex points. In those cases this 

document should be read in conjunction with the relevant addenda. 

Where appropriate, this document refers to the conclusions of the EFSA, especially when data on the 

active substance is relied upon in the risk assessment of the formulation. Each section will begin with a 

table providing the EU endpoints used in this evaluation. 

The relevant EFSA conclusion for azoxystrobin is EFSA Journal 2010;8(11):1542 and for cyproconazole 

it is EFSA Journal 2010;8(11):1897. 

Appendix 1 of this document contains the list of references included in this document in support of the 

evaluation. 

Appendix 3 of this document reports the detailed evaluation of studies relied upon.  

 

Information on the detailed composition of A12910C can be found in the confidential dossier of this 

submission (Registration Report - Part C). 
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6.1 Overall Conclusions 

6.1.1 Birds 

The calculated TER values for the acute and long-term risk resulting from an exposure of birds to 

azoxystrobin and cyproconazole (oral exposure) according to the GAP of the formulation A12910C 

achieve the acceptability criteria TER ≥ 10 according to commission implementing regulation (EU) No 

546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for acute effects. Higher tier risk 

assessment was required for small granivorous and insectivorous birds. It was done based on generic and 

EU-agreed data. 

Based on the calculation of the risk arising from the uptake of azoxystrobin and cyproconazole via 

drinking water and secondary poisoning, the calculated TER values for birds exposed to the active 

substances according to the GAP of the formulation A12910C also achieve the acceptability criteria TER 

≥ 5, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific 

principles, point 2.5.2. for long-term effects. 

The results of the assessment indicate an acceptable acute and long-term risk for birds due to the intended 

uses of A12910C according to the label. 

 

6.1.2 Aquatic organisms 

Based on the calculated concentrations of the active substances and their metabolites in surface water 

(PECSW FOCUS Step 1 - 4), the calculated TER values for the acute and long-term risk resulting from an 

exposure of aquatic organisms according to the GAP of the formulation A12910C do not achieve the 

acceptability criteria TER ≥ 100 and TER ≥ 10, according to commission implementing regulation (EU) 

No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2 for all relevant scenarios.  

The results of the assessment indicate a high risk for aquatic organisms due to the intended uses of 

A12910C according to the label. 

Implementation of risk mitigation measures needs to be considered on member state level. 

 

6.1.3 Mammals 

The calculated tier 1 TER values for the acute risk resulting from an exposure of mammals to 

azoxystrobin and cyproconazole (oral exposure and exposure via drinking water and secondary 

poisoning) according to the GAP of the formulation A12910C achieve the acceptability criteria TER ≥ 

10, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C, 2. Specific 

principles, point 2.5.2. for acute effects. 

For the evaluation of the long-term risk higher tier assessment was required. The acceptability criterion 

TER ≥ 5 for long-term risk was not achieved for all intended uses according to GAP. A high risk for 
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small herbivorous mammals was identified in all crops and in some also for large herbivorous mammals. 

Further refinement on member state level might be considered. 

 

Based on the calculation of the risk arising from the uptake of cyproconazole via drinking water and 

secondary poisoning , the calculated TER values for mammals exposed to the active substance according 

to the GAP of the formulation A12910C achieve the acceptability criteria TER ≥ 5, according to 

commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 

2.5.2. for long-term effects. 

6.1.4 Honey-bees 

Due to the results of laboratory tests A12910C is considered to be practically non-toxic to bees. All 

hazard quotients are clearly below the trigger of 50, indicating that the intended use poses a low risk to 

bees in the field. Bee brood testing is not required since the test item is not an IGR.  

It is concluded that A12910C will not adversely affect bees or bee colonies when used as recommended. 

6.1.5 Non-target arthropods 

Based on the calculated rates of A12910C in in- and off-field areas, the calculated HQ and TER values 

describing the risk resulting from an exposure of non-target arthropods to A12910C according to the GAP 

of the formulation A12910C achieve the acceptability criteria HQ ≤ 2 (Tier 1)/ of less than 50% effects at 

calculated drift rates (higher Tier)/ of TER ≥ 10 (Tier 1) , according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The results of the 

assessment indicate an acceptable risk for non-target arthropods due to the intended use of A12910C in 

all intended uses according to the label. No special risk mitigation measures are required. 

6.1.6 Soil organisms 

Based on the predicted concentrations of the formulation A12910C, its active substances and their 

metabolites in soils, the TER values describing the acute and long-term risk for earthworms and other 

non-target soil organisms following exposure to these substances according to the GAP of the formulation 

A12910C achieve the acceptability criteria TER ≥ 10 resp. TER ≥ 5 according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The 

results of the assessment indicate an acceptable risk for soil organisms due to the intended uses of 

A12910C according to the label. 

 

6.1.7 Non-target terrestrial plants 

Based on the predicted drift rates of A12910C in off-field areas, the TER values describing the risk for 

non-target plants following exposure to the formulation according to the GAP achieve the acceptability 

criteria TER ≥ 10 according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 
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2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable risk for non-target 

terrestrial plants due to the intended use of A12910C in all intended uses according to the label.  
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6.2 GAP and overall conclusions 

6.2.1 Table of intended uses 

Table 6.2-1: GAP and overall conclusions 

Crop F/G 

Timing 

(months, 

BBCH) 

Max 

number 

(interval 

in days) 

Application per treatment Overall conclusions 

kg a.s./ha 

 max 

Rate/season 

[kg a.s./ha] 

max 

Birds 
Aquatic 

organisms 
Mammals Bees 1 Non-target 

arthropods 

Soil 

organisms 

Non-target 

plants 

Barley F BBCH 31-59 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Oats F BBCH 31-59 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Oilseed rape 

F 

1) BBCH 61-
70  
2) BBCH 75-
80 

2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

F 
BBCH 60-69 
(applied for 
only in Poland) 

1 
a) 0.2 
b) 0.08 

a) 0.2 
b) 0.08 

       

Rye F BBCH 31-69 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Sugar beet 
(and fodder 
beet in some 
countries) 

F BBCH 39-49 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 
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Crop F/G 

Timing 

(months, 

BBCH) 

Max 

number 

(interval 

in days) 

Application per treatment Overall conclusions 

kg a.s./ha 

 max 

Rate/season 

[kg a.s./ha] 

max 

Birds 
Aquatic 

organisms 
Mammals Bees 1 Non-target 

arthropods 

Soil 

organisms 

Non-target 

plants 

Sunflower 
(only 
relevant for 
MS 
Hungary, 
Romania, 
Slovakia) 

F BBCH 16-55 1 
a) 0.15 
b) 0.06 

a) 0.15 
b) 0.06 

       

Triticale F BBCH 31-69 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Wheat F BBCH 31-69 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Peas F BBCH 51-69 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Beans F BBCH 51-69 2 (21) 
a) 0.2 
b) 0.08 

a) 0.4 
b) 0.16 

       

Maize (only 
relevant for 
MS 
Hungary) 

F BBCH 40-65 1 
a) 0.2 
b) 0.08 

a) 0.2 
b) 0.08 

       

F: Field use; G: Glasshouse use 

Remarks: 

 Safe use identified 

 Further refinement and/or risk mitigation measures are needed  

 No safe use identified and considered possible 



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 11 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

The colours in the Table 6-1 are intended to reflect the outcome of the assessments including the available and valid refinement steps and risk mitigations 

measures. 

 

Explanations: a) Azoxystrobin, b) Cyproconazole, 1) Risk assessment for bees provided by JKI 
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6.2.2 Grouping of intended uses for risk assessment 

The following table lists the grouping of the intended uses in order to perform a risk envelope approach. 

 

Table 6.2-2: Critical use pattern of A12910C 

Group/use 

No. 

Crop/growth 

stage/interception 

Application 

method/drift 

scenario 

Number of 

applications, 

Minimum 

application 

interval, 

application 

time, 

interception  

Application rate, 

cumulative (g 

a.s./ha) 

Soil effective 

application rate 

(g as/ha) 

A/  
00-001 to  
00-021 

“cereals” 
wheat/ BBCH 31-69 
barley/ BBCH 31-59 

rye/ BBCH 31-69 

triticale/ BBCH 31-69  
oats / BBCH 31-59 

Spraying / 82nd 
percentile 

2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

B/ 
00-036 to  
00-037 

oilseed rape / BBCH 
61 - 81 

Spraying / 82nd 
percentile 

2 x, 21 d 
1. 80 % 
2. 80 % 

azoxystrobin: 
2 x 200 = 400  
cyproconazole: 
2 x 80 = 160 

azoxystrobin: 
2 x 40 = 80 
cyproconazole: 
2 x 16 = 32 

C/ 
00-022 to  
00-025 
 

Sugar beet / BBCH 39 
- 49 

Spraying / 82nd 
percentile 

2 x, 21 d 
1. 70 % 
2. 90 % 

azoxystrobin: 
2 x 200 = 400  
cyproconazole: 
2 x 80 = 160 

azoxystrobin: 
60 + 20 = 80 
cyproconazole: 
24 + 8  = 32 

D sunflower / BBCH 16-
55 

Spraying / 90th 
percentile 

1 x, 20 % azoxystrobin: 
150 
cyproconazole: 
60 

azoxystrobin: 120 
cyproconazole: 48 

E/ 
00-026 to  
00-030 
 

Beans / BBCH 51-69 Spraying / 82nd 
percentile 

2 x, 21 d 
1. 70 % 
2. 70 % 

azoxystrobin: 
2 x 200 = 400  
cyproconazole: 
2 x 80 = 160 

azoxystrobin: 
2 x 60 = 120 
cyproconazole: 
2 x 24 = 48 

F/ 
00-031 to  
00-035 

Peas /  
BBCH 51-69 

Spraying / 82nd 
percentile 

2 x, 21 d 
1. 85 % 
2. 85 % 

azoxystrobin: 
2 x 200 = 400  
cyproconazole: 
2 x 80 = 160 

azoxystrobin: 
2 x 30 = 60 
cyproconazole: 
2 x 12 = 24 

G  Maize / BBCH 40-65 Spraying / 90th 
percentile 

1 x, 75 % 
 

azoxystrobin: 200  
cyproconazole: 80 

azoxystrobin: 50 
cyproconazole: 20 

H (only 
relevant for 
MS Poland) 

oilseed rape / BBCH 
60 - 69 

Spraying / 90th 
percentile 

1 x, 80 % azoxystrobin: 200  
cyproconazole: 80  

azoxystrobin: 40 
cyproconazole: 16 
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6.2.3 Compartment-relevant grouping of intended use groups: 

- Terrestrial vertebrates (birds and mammals): all intended uses apart from F and H are considered 

in tier 1 assessment. 

- Aquatic organisms, terrestrial non-target arthropods, terrestrial non-target plants: Group A 

(cereals) covers all intended uses 

- Soil organisms: Group E (beans) covers all intended uses 

6.2.4 Consideration of metabolites 

The occurrence and risk from potentially ecotoxicologically relevant metabolites have been considered in 

the EU review of azoxystrobin and cyproconazole. Further information is provided in Part B, Section 5. 

Metabolites occurring in the environment requiring further assessment (> 10 % of a.s. or > 5 % of a.s. in 2 

sequential measurements or > 5 % of a.s. and maximum of formation not yet reached at the end of the 

study) are summarized in the following tables. 

Table 6.2-3: Metabolites of azoxystrobin potentially relevant for exposure assessment  

Metabolite Structural formula/Molecular 

formula 

Maximum occurrence in 

respective compartment 

Risk assessment required 

and provided 

R234886 

Compound 2 
O

NN

O

OCH
3

CN

O

OH

 

28.8 (soil) Aquatic organisms:  
not relevant 

Terrestrial organisms: 
not relevant 

Groundwater:  
not relevant (Step 2)1) 

R401553 

Compound 28  

SYN501657 O

NN

CN

OH

 

17.0  
(soil photolysis, field 
study) 

Aquatic organisms:  
not relevant 

Terrestrial organisms:  
not relevant 

Groundwater:  
not relevant (Step 2)1) 

R402173 

Compound 30  

SYN501114 
O

NN

O

CN
OH O  

17.0  
(soil photolysis, field 
study) 

Aquatic organisms: not 
relevant 

Terrestrial organisms:  
not relevant 

Groundwater:  
not relevant (Step 2)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of substances 
regulated under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003)  
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Table 6.2-4: Metabolites of cyproconazole potentially relevant for exposure assessment 

Metabolite Structural 

formula/Molecular 

formula 

Maximum occurrence in 

compartments 

Risk assessment required and 

provided 

CGA71019 
(1,2,4-triazole) 

 

                

NH

N

N
 

 
C2H3N3 

Soil: 17.4 % (day 140, 
increasing at the end of 
the study) 

Aquatic organisms: 
Water: not relevant 
Sediment:not relevant 
Terrestrial organisms: not relevant 
 
Groundwater: relevant  
(Step 2/Step 3-4)1) 

CGA142856 
(triazole acetic 
acid = TAA)  

               

N

N

N

OO

 
C4H5N3O2 

Soil: 6.7 % (day 140, 
increasing at the end of 
the study) 
 

Aquatic organisms: 
Water:  not assessed  
Sediment: not assessed  
Terrestrial organisms: not assessed  
Groundwater: not assessed 
(Step 2/Step 3-4)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of substances 
regulated under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003)  

  

6.3 Effects on birds (MIIIA 10.1, KPC 10.1, KPC 10.1.1) 

Avian acute oral and long-term reproduction studies have been carried out with azoxystrobin and 

cyproconazole. Full details of avian toxicity studies are provided in the respective EU DAR. The studies 

with the relevant acute and long-term endpoints were agreed during EU review process and are used for 

the risk assessment. 

Effects on birds of A12910C were not evaluated as part of the EU review of either of the active 

substances. However, the provision of further data on the formulation A12910C is not considered 

essential as the available data are deemed to be sufficient to assess the risk of birds exposed to A12910C. 
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Table 6.3-1: Endpoints used for risk assessment for birds 

Test system Species Results Reference Internal 

code 

Azoxystrobin 

Acute toxicity Colinus virginianus 

(Bobwhite quail) 
LD50 > 2000 mg/kg bw XXX, D.H., 25.11.1992, 

287/921070 
32927 

Reproductive 
toxicity 

Colinus virginianus 

(Bobwhite quail) 
NOEL 117 mg/kg bw/d XXX., 26.09.1997 

123-175 
78411 

Cyproconazole 

Acute toxicity Colinus virginianus 

(Bobwhite quail) 
LD50 = 94 mg/kg bw XXX. 

14.11.1985 
102-119 

38184 

Reproductive 
toxicity 

Colinus virginianus 

(Bobwhite quail) 
NOEL = 2.4 mg/kg 
bw/d 

XXX. 
25.10.2007 
528-238 

73952 

 

6.3.1 Justification for new endpoints 

Not relevant. 

It is noted that the applicant calculated a geometric mean LD50 ≥ 512 mg/kg bw from the endpoints of 

three available acute studies for the active substance cyproconazole. This was done according to EFSA 

GD. However, zRMS will only consider this option in case a refined risk assessment is required. 

 

6.3.1.1 Mixture toxicty 

According to Appendix B to the Guidance Document on the Risk assessment for birds and mammals 

(EFSA, 1438/2009), the basic concept of the risk assessment is that animals are exposed to residues of the 

active substances in the environment. Thus, the assessment of A12910C is not an assessment of the 

formulation toxicity as such, but an assessment of the effects of an exposure to a mixture of active 

substances in the environment, resulting from the use of the formulation. Toxicity studies for birds with 

formulated products are typically not available. For the assessment of acute effects, a surrogate LD50 is 

calculated. Sublethal effects and effects on reproduction are assessed on a case-by-case basis. A model 

often used to estimate the toxicity of mixtures is the assumption of dose/concentration additivity of 

toxicity (Finney approach of concentration additivity of toxicity; Finney 1948 and 1971). 

The following formula is used to derive a surrogate LD50 for the mixture of active substances with known 

toxicity assuming dose additivity: 

( )
( )

( )

1

50

50
..

..
−









= ∑

i i

i

saLC

saX
mixLD  = 1/((0.714/2) + (0.286/0.094)) = 0.294 g 

where: 
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X(a.s. i) = fraction of active substance (i) in the mixture expressed as e.g.:  

 X(azoxystrobin) =  200 g active substance /kg / (200 g azoxystrobin/kg  

  + 80 g cyproconazole/kg) = 0.714 

 X(cyproconazole) =   80 g cyproconazole /kg / (200 g azoxystrobin/kg  

  + 80 g cyproconazole/kg) = 0.286 

LD50(a.s. i)  = acute toxicity value for active substance (i) [g] 

Because of the direct proportionality of the calculated TER to the LD50, it is possible to calculate a 

TER(mix) with the following formula: 

 

 

 

where: 

TER(a.s.i)= calculated TER for the active substance i 

 

The calculated surrogate LD50 for the formulation A12910C was 294 mg/kg bw and is used in the acute 

risk assessment. 

According to EFSA/2009/1438, the calculation of a combined toxicity is not applicable to the risk 

assessment of reproductive effects. Due to differences in evaluated endpoints and the dependency of the 

derived NOEL of the test design, any calculated TERmix value can only be used for illustrating purposes. 

Hence, in the case of an unacceptable TERmix, it has to be discussed if the results of the toxicity studies 

present any evidence for a possible concentration additivity of the effects and risks. 

 

6.3.2 Risk assessment (MIIIA 10.1.1, MIIIA 10.1.2) for spray applications 

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment 

for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438). 

For risk assessment purposes, a risk envelope approach was used. 

In the screening assessment, use group A (“cereals”) covers all intended use groups. 

In the tier 1 assessment specific crops are addressed. Groups A, B, C, D, E and G cover all intended uses 

for tier 1 assessment. 

 

1

)TER(a.s.

1
TER(mix)

−









= ∑

i i
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6.3.2.1 MAF 

Due to the long application interval of 21 days between the first and the second application of the product, 

the applicant has calculated MAFs for this interval according to Appendix H of the EFSA GD. The 

calculation resulted in a MAF90 of 1.1 for acute and a MAFm of 1.2 for long-term risk assessment. 

 

6.3.2.2 Screening assessment 

The results of the acute and reproductive screening risk assessments are summarized in the following 

tables. 

 

Table 6.3-2: Acute screening assessment for birds 

Intended use Indicator 

species 

Endpoint  SV MAF90 DDD TERA 

[g/ha]  [mg/kg bw]     

A12910C (Combined toxicity) 

Group A (2 appl. (21 d), BBCH 30 - 
≥50, 280 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small 
omnivorous 
bird 

LD50 surrogate 
294 mg/kg bw 

158.8 1.1 48.9 6.0 

Azoxystrobin 

Group A (2 appl. (21 d), BBCH 30 - 
≥50, 200 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small 
omnivorous 
bird 

LD50  
>2000 mg/kg bw 

158.8 1.1 34.94 57.2 

Cyproconazole 

Group A (2 appl. (21 d), BBCH 30 - 
≥50, 80 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small 
omnivorous 
bird 

LD50  
94 mg/kg bw 

158.8 1.1 13.97 6.7 

SV: shortcut value; MAF90: multiple application factor (90th percentile); DDD: daily dietary dose; TERA: acute toxicity to 

exposure ratio. TER values shown in bold fall below the relevant trigger. 
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Table 6.3-3: Reproductive screening assessment for birds 

Intended use Indicator 

species 

Endpoint SV MAFm DDD TER 

[g/ha]  [mg/kg bw/d]     

Azoxystrobin 

Group A (2 appl. (21 d), BBCH 30 - 
≥50, 200 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small 
omnivorous 
bird 

NOEL 117 mg/kg 
bw/d 

64.8 1.2 x 
0.53 

8.24 14.2 

Cyproconazole 

Group A (2 appl. (21 d), BBCH 30 - 
≥50, 80 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small 
omnivorous 
bird 

NOEL 2.4 mg/kg 
bw/d 

64.8 1.2 x 
0.53 

3.30 0.73 

TER mix (1/TERAzoxystrobin + 1/TERCyproconazole) -1 0.69 

SV: shortcut value; MAF90: multiple application factor (90th percentile); DDD: daily dietary dose; TER: toxicity to exposure 

ratio. TER values shown in bold fall below the relevant trigger. 

 

Based on the highly conservative presumptions of the screening step, the acute and long-term risk for 

exposure of birds to A12910C and to the individual active substance cyproconazole according to the GAP 

of the formulation A12910C does not achieve the acceptability criteria TER ≥ 10 and TER ≥  5, 

respectively, according to Regulation (EC) 1107/2009, Regulation (EC) 1107/2009, Annex IV, uniform 

principles, point 2.5.2.1 for acute and long-term effects.  

Based on the highly conservative presumptions of the screening step, the acute and long-term risk for 

exposure of birds to azoxystrobin at the submitted GAP of the formulation A12910C achieves the 

acceptability criteria TER ≥ 10 and TER ≥  5, respectively, according to Regulation (EC) 1107/2009, 

Regulation (EC) 1107/2009, Annex IV, uniform principles, point 2.5.2.1 for acute effects.  

The refinement of the acute and long-term risk assessment for exposure of birds to the formulation and 

cyproconazole is necessary.  
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6.3.2.3 Tier 1 risk assessment 

The TER values for acute and reproductive effects for the active substance azoxystrobin are greater than 

the Annex VI trigger of 10, indicating low acute risk from azoxystrobin to birds following application of 

A12910C at the proposed rate.  

A refined risk assessment for acute and reproductive effects is necessary for the formulation, driven by 

the toxicity of the active substance cyproconazole.  

 

a) Acute risk 

 

Table 6.3-4: Acute tier 1 risk assessment for birds for the formulation A12910C (Mixture 

toxicity). 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAF90 DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Group A (cereals BBCH 31 - 69, 2 x 280g a.i. as product/ha) 

BBCH 30 – 39 Small 
omnivorous 
bird, “lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

LD50 surrogate 
294 mg/kg bw 

12 1.1 3.7 79 

BBCH ≥ 40 7.2 2.2 133 

Group B (oilseed rape BBCH 60 - 81, 2 x 280g a.i. as product/ha) 

BBCH 30 – 99 
late (with seeds) 

Small 
insectivorous 
bird 
“dunnock) 

100% soil 
dwelling 
invertebrates 

LD50 surrogate 
294 mg/kg bw 

7.4 1.1 2.3 129 

BBCH ≥ 40 Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

6 1.1 1.8 159 

BBCH 80-99 
late (with seeds) 

Small 
granivorous 
bird", finch" 

Small seeds - 100% 
weed seeds 

24.7 1.1 7.6 39 

Group C (sugar beet / fodder beet BBCH 39 - 49, 2 x 280g a.i. as product/ha) 

BBCH 30 – 49 Small 
granivorous 
bird", finch" 

Small seeds 100% 
weed seeds 

LD50 surrogate 
294 mg/kg bw 

24.7 1.1 7.6 39 

BBCH 20 – 49 Small 
insectivorous 
bird“, wagtail” 

50% ground 
arthropods, 
50% foliar 
arthropods 

25.2 1.1 7.8 38 
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Group D (sunflower BBCH 16 - 55, 1 x 210g a.i. as product/ha) 

BBCH 00 - 19 Small 
insectivorous 
bird“, wagtail” 

50% ground 
arthropods (without 
interception), 
50% foliar 
arthropods 

LD50 surrogate 
294 mg/kg bw 

26.8 1 5.6 52 

Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

24 1 5.0 58 

Group E (pulses BBCH 51 - 69, 2 x 280g a.i. as product/ha) 

BBCH ≥ 20 Small 
insectivorous 
bird, “wagtail” 

50% ground 
arthropods, 
50% foliar 
arthropods 

LD50 surrogate 
294 mg/kg bw 

25.2 1.1 7.8 38 

BBCH ≥ 50 Small 
granivorous 
bird, finch" 

Small seeds - 100% 
weed seeds 

7.4 1.1 2.3 129 

BBCH ≥ 50 Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

7.2 1.1 2.2 133 

Group H (maize BBCH 40 - 65, 1 x 280g a.i. as product/ha) 

BBCH ≥ 40 Medium 
granivorous 
bird", 
gamebird" 

Small seeds - 100% 
weed seeds 

LD50 surrogate 
294 mg/kg bw 

1.6 1 0.45 656 

medium 
herbivorous/ 
granivorous 
bird", pigeon" 

100% leaves 
(ground) 

13.9 1 3.9 76 

Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

6 1 1.7 175 

SV: shortcut value; MAF90: multiple application factor (90th percentile); DDD: daily dietary dose; TER: toxicity to exposure 

ratio. TER values shown in bold fall below the relevant trigger. 

 

 

Table 6.3-5: Acute tier 1 risk assessment for birds for cyproconazole  

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAF90 DDDA TER 

   [mg/kg bw/d]   [mg/kg bw/d]  



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 21 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

Group C (sugar beet / fodder beet BBCH 39 - 49, 2 x 80g a.i. as product/ha) 

BBCH 30 – 49 Small 
granivorous 
bird", finch" 

Small seeds 100% 
weed seeds 

LD50 = 94 mg/kg 
bw 

24.7 1.1 2.2 43 

BBCH 20 – 49 Small 
insectivorous 
bird“, wagtail” 

50% ground 
arthropods, 
50% foliar 
arthropods 

25.2 1.1 2.2 42 

SV: shortcut value; MAF90: multiple application factor (90th percentile); DDD: daily dietary dose; TER: toxicity to exposure 

ratio. TER values shown in bold fall below the relevant trigger. 

 

As it can be seen from the TER values calculated for the product A12910C, in the tier 1 acute risk 

assessment all intended uses are completely covered by use group C (sugar beet).All calculated TER 

values for the product and the active substance cyproconazole pass the relevant trigger of ≥ 10. 

 

b) Reproductive risk 

In order to facilitate the calculation of a reasonable TERmix, for all scenarios also TER values for the 

active substance azoxystrobin are presented. 

 

Table 6.3-6: Acute Reproductive Tier-1 risk assessment for birds, use group A  

(cereals BBCH 31 – 69, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 

1.2 x 

0.53 

DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH 30 – 39 Small 
omnivorous 
bird, “lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 117  5.4 0.636 0.687 170 

BBCH ≥ 40 3.3 0.42 279 

Cyproconazole 2 x 80 g a.i./ha 

BBCH 30 – 39 Small 
omnivorous 
bird, “lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 2.4 5.4 0.636 0.275 8.7 

BBCH ≥ 40 Small 
omnivorous 
bird, “lark”” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 

3.3  0.168 14 
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interception) 

TERmix BBCH 30 – 39 (omnivorous) 8.3 

TERmix BBCH ≥ 40 (omnivorous) 13.3 

 

Table 6.3-7: Reproductive Tier-1 risk assessment for birds, use group B  

(oilseed rape BBCH 61 – 81, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 

1.2 x 0.53 

DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 40 Small 
omnivorous 
bird, “lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 117 2.7 0.636 0.343 340 

BBCH ≥ 40 Medium 
herbivorous/ 
granivorous 
bird "pigeon" 

50 % crop leaves 
50 % weed seeds 

NOEL 117 0.9 0.636 0.114 1022 

Late - late (with 
seeds) (BBCH 
30-99) 

Small 
insectivorous 
bird 
"dunnock" 

100% soil 
dwelling 
invertebrates 

NOEL 117 2.7 0.636 0.343 340 

Late (with seeds) 
(BBCH 80-99) 

Small 
granivorous 
bird "finch" 

100% weed seeds NOEL 117 11.4 0.636 1.45 81 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 40 Small 
omnivorous 
bird, “lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 117 2.7 0.636 0.137 17.5 

BBCH ≥ 40 Medium 
herbivorous/ 
granivorous 
bird "pigeon" 

50 % crop leaves 
50 % weed seeds 

NOEL 2.4 0.9 0.636 0.046 52.4 

Late - late (with 
seeds) (BBCH 
30-99) 

Small 
insectivorous 
bird 
"dunnock" 

100% soil 
dwelling 
invertebrates 

NOEL 2.4 2.7 0.636 0.137 17.5 

Late (with seeds) 
(BBCH 80-99) 

Small 
granivorous 
bird "finch" 

100% weed seeds NOEL 2.4 11.4 0.636 0.58 4.1 

TERmix BBCH ≥ 40 (omnivorous) 16.6 
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TERmix BBCH ≥ 40 (herbivorous/granivorous) 50 

TERmix BBCH 30 – 99 (insectivorous) 16.6 

TERmix BBCH 80 – 99 (granivorous) 3.9 

 

The assessment for group B covers that for group H (oilseed rape BBCH 60 – 69, 1 x 1 L/ha)). 

 

Table 6.3-8: Reproductive Tier-1 risk assessment for birds, use group C  

(sugar beet BBCH 39 – 49, 2 x 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 

1.2 x 0.53 

DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH 30 - 49 Small 
granivorous 
bird "finch 

100% weed seeds NOEL 117 11.4 0.636 1.45 80.7 

BBCH 20 - 49 Small 
insectivorous 
bird "wagtail" 

100% soil 
dwelling 
invertebrates 

NOEL 117 2.8 0.636 0.356 329 

BBCH 20 - 49 Small 
insectivorous 
bird 
"dunnock" 

50% ground 
arthropods 
50% foliar 
arthropods 

NOEL 117 9.7 0.636 1.234 95 

Cyproconazole 2 x 80 g a.i./ha 

BBCH 30 - 49 Small 
granivorous 
bird "finch” 

100% weed seeds NOEL 2.4 11.4 0.636 0.58 4.1 

BBCH 20 - 49 Small 
insectivorous 
bird "wagtail" 

100% soil 
dwelling 
invertebrates 

NOEL 2.4 2.8 0.636 0.142 16.8 

BBCH 20 - 49 Small 
insectivorous 
bird 
"dunnock" 

50% ground 
arthropods 
50% foliar 
arthropods 

NOEL 2.4 9.7 0.636 0.494 4.9 

TERmix BBCH 30 - 49 (granivorous) 3.9 

TERmix BBCH 20 - 49 (insectivorous) 16 

TERmix BBCH 20 - 49 (insectivorous) 4.7 

 

Table 6.3-9: Reproductive Tier-1 risk assessment for birds, use group D  

(sunflower BBCH 16 – 55, 1 x) 

Intended use Generic focal Generic diet Endpoint SV MAFm DDDA TER 
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species composition x twa = 

1.2 x 0.53 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 1 x 150 g a.i./ha 

BBCH 00 - 19 Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 117 10.9 0.53 0.867 135 

BBCH 00 - 19 Small 
insectivorous 
bird "wagtail" 

50% ground 
arthropods 
50% foliar 
arthropods 

NOEL 117 11.3 0.53 0.898 130 

Cyproconazole 1 x 60 g a.i./ha 

BBCH 00 - 19 Small 
omnivorous 
bird“, lark” 

25% crop leaves, 
25% weed seeds, 
50% ground 
arthropods (with 
interception) 

NOEL 2.4 10.9 0.53 0.347 6.9 

BBCH 00 - 19 Small 
insectivorous 
bird "wagtail" 

50% ground 
arthropods 
50% foliar 
arthropods 

NOEL 2.4 11.3 0.53 0.359 6.7 

TERmix BBCH 00 - 19 (omnivorous) 6.5 

TERmix BBCH 00 - 19 (insectivorous) 6.4 

 

 

Table 6.3-10: Reproductive Tier-1 risk assessment for birds, use group E and F  

(beans and peas BBCH 51 – 69, 2 x, 21 d interval – Scenario: pulses) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 

1.2 x 0.53 

DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 50 Small 
granivorous 
bird "finch” 

100% weed seeds NOEL 117 3.4 0.636 0.432 270 

BBCH ≥ 50 Small 
omnivorous 
bird“, lark”" 

25% crop leaves 
25% weed seeds 
50% ground 
arthropods 

NOEL 117 3.3 0.636 0.420 279 

BBCH ≥ 20 Small 
insectivorous 

50% ground 
arthropods, 50% 

NOEL 117 9.7 0.636 1.234 95 
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bird "wagtail foliar arthropods 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 50 Small 
granivorous 
bird "finch” 

100% weed seeds NOEL 2.4 3.4 0.636 0.173 13.9 

BBCH ≥ 50 Small 
omnivorous 
bird“, lark”" 

25% crop leaves 
25% weed seeds 
50% ground 
arthropods 

NOEL 2.4 3.3 0.636 0.168 14.3 

BBCH ≥ 20 Small 
insectivorous 
bird "wagtail 

50% ground 
arthropods, 50% 
foliar arthropods 

NOEL 2.4 9.7 0.636 0.494 4.9 

TERmix BBCH ≥ 50 (granivorous) 13.2 

TERmix BBCH ≥ 50 (omnivorous) 13.6 

TERmix BBCH ≥ 20 (insectivorous) 4.7 

 

Table 6.3-11: Reproductive Tier-1 risk assessment for birds, use group G  

(maize BBCH 40 – 65, 1 x) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 

1.2 x 0.53 

DDDA TER 

mix 

   [mg/kg bw/d]   [mg/kg 

bw/d] 

 

Azoxystrobin 1 x 200 g a.i./ha 

BBCH ≥ 40 Medium 
granivorous 
bird 
"gamebird" 

100% seed NOEL 117 0.8 0.53 0.085 1380 

BBCH ≥ 40 Small 
omnivorous 
bird“, lark”" 

25% crop leaves 
25% weed seeds 
50% ground 
arthropods 

NOEL 117 2.7 0.53 0.286 409 

BBCH ≥ 40  Medium 
herbivorous/ 
granivorous 
bird "pigeon" 

100% leaves NOEL 117 5.7 0.53 0.604 194 

BBCH ≥ 20 Small 
insectivorous 
bird "wagtail 

50% ground 
arthropods, 50% 
foliar arthropods 

NOEL 117 4.8 0.53 0.509 230 

Cyproconazole 1 x 80 g a.i./ha 
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BBCH ≥ 40 Medium 
granivorous 
bird 
"gamebird" 

100% seed NOEL 2.4 0.8 0.53 0.034 71 

BBCH ≥ 40 Small 
omnivorous 
bird“, lark”" 

25% crop leaves 
25% weed seeds 
50% ground 
arthropods 

NOEL 2.4 2.7 0.53 0.114 21 

BBCH ≥ 40  Medium 
herbivorous/ 
granivorous 
bird "pigeon" 

100% leaves NOEL 2.4 5.7 0.53 0.242 10 

BBCH ≥ 20 Small 
insectivorous 
bird "wagtail 

50% ground 
arthropods, 50% 
foliar arthropods 

NOEL 2.4 4.8 0.53 0.204 11.8 

TERmix BBCH ≥ 40 (granivorous) 67 

TERmix BBCH ≥ 40 (omnivorous) 20 

TERmix BBCH ≥ 40 (herbivorous) 9.5 

TERmix BBCH ≥ 20 (insectivorous) 11.2 

 

 

Based on the Tier 1 assessment step, the calculated TER values for the long-term risk resulting from an 

exposure of birds to azoxystrobin and cyproconazole according to the GAP of the formulation A12910C 

do not achieve the acceptability criteria TER ≥ 5 according to commission implementing regulation 

(EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for long-term effects in the 

following scenarios: 

- Oilseed rape, late, small granivorous bird (use group B) 

- Sugar beet, BBCH 30 – 49, small granivorous bird (use group C) 

- Sugar beet, BBCH 20 – 49, small insectivorous bird (use group C) 

- Pulses, BBCH ≥ 20, small insectivorous bird (use group E/F) 

 

The results of the assessment indicate an acceptable risk for birds due to the intended worst case use of 

A12910C in cereals, sunflower, and maize according to the label.  

 

Further refinement is necessary for small granivorous birds in sugar beets and oilseed rape and for small 

insectivorous birds in pulses and sugar beets. 
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6.3.2.4 Higher tier risk assessment for cyproconazole 

Refinement of risk to granivorous birds 

Refinement options proposed by the applicant: 

The applicant proposes to use a deposition factor according to the minimum interception rates of the 

crops. This would be 0.3 in sugar beet (70 % interception at BBCH 39) and 0.2 in oilseed rape (80 % 

interception at BBCH 60) according to FOCUS (2000). 

Those values were compared by zRMS with deposition factors for bird and mammal plant food items 

according to BBCH growth stages (derived from FOCUS, 2001) according to Appendix E, EFSA GD. 

For small granivorous birds ground foraging on weed seeds in sugar beet this proposal is followed: 

 

Table 6.3-12: Reproductive hier tier risk assessment for birds, use group C  

(sugar beet BBCH 39 – 49, 2 x 21 d interval) 

Intended use Generic 

focal species 

Generic diet 

composition 

Endpoint SV MAFm 

x twa = 1.2 

x 0.53 

Deposition 

factor 

DDDA TER  

   [mg/kg 

bw/d] 

   [mg/kg 

bw/d] 

 

Cyproconazole 2 x 80 g a.i./ha 

BBCH 30 - 49 Small 
granivorous 
bird "finch 

100% weed 
seeds 

NOEL 2.4 11.4 0.636 0.3 0.174 13.8 

 

Under consideration of 70 % interception to weed seeds (= deposition factor 0.3) a TER-value of 13.8 is 

achieved and thus an acceptable risk is demonstrated. 

For small granivorous birds foraging in oilseed rape fields, not only weed seeds can be part of the diet, 

but also the oilseed rape seeds themselves. The applicant has not provided information about focal species 

in (late) oilseed rape fields or the diet of relevant granivorous species. In various studies the linnet has 

been shown to use oilseed rape in their nestlings’ diet (up to 66 % volume of 113 nestling gullets1). Thus 

this species can be considered a relevant focal species, and apart from weed seeds also the crop itself has 

to be considered as food source. 

Although the seed hulls of oilseed rape plants are not subject to interception, it can be assumed that the 

residues taken up by the adult birds pecking the seed hulls to reach the seeds are considerably reduced. 

Due to the described uncertainties zRMS presents TER calculations assuming a diet of 34 % weed seeds 

and 66 % oilseed rape seeds which is considered a worst case. For the food category “oilseed rape seeds” 

the RUD for “large seeds (cereals) was chosen (40.2) which most likely overestimates the residues on this 

                                                      
1 Moorcroft et al (1997), in Buxton et al. (2007): Birds and farming: information for risk assessment (“Bird Bible”) 
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food item. A TER range is given calculated for a reduction of the residues on oilseed rape seeds ranging 

from 0 – 50 %. 

Table 6.3-13: Refined assessment of the reproductive risk to small granivorous birds in oilseed 

rape (use group B) 

Supposed 

focal species 

Diet 

composition 

RUD MAF x 

twa 

(moving 

time 

window) 

Deposit

ion 

factor 

DDD 

mg/kg bw 

DDD sum NOEL TER  

Cyproconazole 2 x 80 g a.i./ha 

Linnet 34 % weed 
seeds 

40.2 0.65 0.3 0.07 0.52 – 0.259 2.4 Range 
depending 
on extent of 
residue 
reduction: 
4.6 – 8.1 

 66 % oilseed 
rape seeds 

40.2 0.65 1 – 0.5 0.451 – 
0.225 

2.4 

 

Overall, zRMS considers the risk to seed-eating birds for exposure to A12910C in oilseed rape as 

acceptable. 

 

Refinement of risk to insectivorous birds 

The applicant proposes a refined selection of RUD values:  

- RUDmean = 21 for “foliar arthropods” (50 % of the diet) 

- RUDmean = 7.5 for “ground dwelling arthropods without interception”, applying an interception of 

85 % (pulses BBCH ≥ 20) and 70 % (sugar beets, BBCH 20 – 49). 

 

The following calculation was presented in the applicant’s core assessment: 

 

Refined exposure - long-term risk (TERLT) to insectivorous birds from cyproconazole in pulses 

Crop 

grouping / 

growth 

stage 

Generic 

focal species  
Diet Mean RUDa 

(mg a.s./kg bw/day) 

Deposition 

factorc 

Refined RUD (mg a.s./kg 

bw/day) 

Type % 

Pulses 

BBCH ≥20 

Small 

insectivorous 

bird 

"wagtail”  

Foliar 

arthropods 
50 21.0 - 10.5 

Ground 

arthropods 
50 7.5b 0.15 0.563 

Total 11.1 

a Mean RUD values were taken from EFSA Guidance on Bird and Mammal Risk Assessment, Appendix F, Table 1. 
b Mean RUD value calculated without interception 
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c FOCUS (2000): FOCUS groundwater scenarios in the EU review of active substances. Report of the FOCUS groundwater 

scenarios workgroup, EC Document Reference SANCO/321/2000 rev. 2, 2002 pp; in conjunction with: Generic guidance for 

FOCUS groundwater scenarios, Version 1.1. April 2002 

Refined assessment - long-term risk (TERLT) to insectivorous birds from cyproconazole in pulses 

Crop grouping / 

growth stage 

Generic focal species  Mean RUD 

(mg a.s./kg 

bw/day) 

App. rate 

(kg 

a.s./ha) 

FIR/bw MAF ftwa Refined 

DDD 

(mg a.s/kg 

bw/day) 

TERLT 

Pulses 

BBCH ≥20 

Small insectivorous 

bird "wagtail”  
11.1 0.08 0.79 1.2 0.53 0.445 5.4 

 

When the refined DDD is compared to the NOEL of 2.4 mg a.s./kg bw/d the resulting TERLT is 5.4 for 

small insectivorous birds feeding pulses indicating that cyproconazole poses an acceptable long-term risk 

to insectivorous birds. 

 
Refined exposure - long-term risk (TERLT) to insectivorous birds from cyproconazole in sugar beet 

Crop 

grouping / 

growth stage 

Generic focal 

species  
Diet Mean RUDa 

(mg a.s./kg 

bw/day) 

Deposition 

factor 

Refined RUD (mg a.s./kg 

bw/day) 

Type % 

Sugar beet 

BBCH 20-49 

Small 

insectivorous bird 

"wagtail”  

Ground 

arthropods 
100 7.5 0.3 2.25 

a Mean RUD values were taken from EFSA Guidance on Bird and Mammal Risk Assessment, Appendix F, Table 1. 
b Mean RUD value calculated without interception 

 

 

Refined assessment - long-term risk (TERLT) to insectivorous birds from cyproconazole in sugar 

beet 

Crop grouping / 

growth stage 

Generic focal species  Mean RUD 

(mg a.s./kg 

bw/day) 

App. rate 

(kg 

a.s./ha) 

FIR/bw MAF ftwa Refined 

DDD 

(mg a.s/kg 

bw/day) 

TERLT 

Sugar beet 

BBCH 20-49 

Small insectivorous 

bird "wagtail”  
2.25 0.08 0.79 1.2 0.53 0.0914 27 

 

 

Evaluation by zRMS: 

ZRMS considers the proposed refined risk assessment as acceptable. 

A diet of 50 % ground arthropods and 50 % foliar arthropods is deemed appropriate for the yellow 

wagtail in higher tier assessment even in sugar beet, and the TER trigger of ≥ 5 is clearly met. 

We point out to the fact that in this calculation other refinement options like PT have not been applied yet 

and thus consider the tier 1 TER = 4.9 acceptable. 
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6.3.2.5 Drinking water exposure  

Leaf scenario 

Not relevant. 

 

Puddle scenario 

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water 

uptake by animals (see below), no specific calculations of exposure and TER are necessary when the ratio 

of soil-relevant effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 

50 in the case of less sorptive substances (Koc < 500 L/kg) or 3000 in the case of more sorptive 

substances (Koc ≥ 500 L/kg). 

A comparison of the relevant endpoints with the highest effective application rates as worst case 

assumptions for azoxystrobin and cyproconazole is presented below. 

 

Table 6.3-14: Application rate to endpoint ratios for birds exposed to the active substances of 

A12910C 

Intended use Exposure 

Scenario 

Effective 

application 

rate* 

Koc  LD50/NOEL  Ratio 

Application 

Rate : endpoint 

  [g a.s./ha]* [L/kg] [mg a.s./kg bw]  

Azoxystrobin 

Worst case use group: D 
(sunflower) 
dt50 in soil = 79.3 d 

Acute  200 x 1.83 = 366 423 > 2000 0.18 

Long-term 117 3.13 

Cyproconazole 

Worst case use group: D 
dt50 in soil =128.6 d 

Acute  80 x 1.89 = 151.2 364 94 1.61 

Long-term 2.4 63 

Effective spplication rate as worst case: Full application rate without considering interception, multiplied with MAF based on 

mean dt50 in soil 

 

As the ratio extends the trigger of 50 for the long-term risk posed by the active substance cyproconazole, 

a calculation for the puddle scenario is presented in table 6.2-8 below. 

 

Exposure of birds to the active substance cyproconazole via contaminated drinking water in 

puddles and calculated toxicity exposure ratio 
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For the calculation of the results presented in the table below, the following equations according to EFSA 
GD were applied: 
 
PECpuddle: AReff/10 / 1000 (w + Koc x s) 
 
 Where  AReff = AR x MAFm 
  w = 0.02 (pore water term: volume) 
  s = 0.0015 (soil term: volume, density, organic carbon content) 
 

� PECpuddle  = 0.027 mg/L 
 
Drinking water rate (DWR) for small granivorous birds: 7 mL/d, equivalent to 0.46 L/kg bw/d 
 
Intake of a.s./d via drinking water (PECDW) = 0.027 x 0.46 = 0.012 
 
 
Table 6.3-15: Risk assessment puddle scenario 

Effective 

application rate  

PEC puddle Time 

scale 

DWR PECDW Endpoint 

 

TER 

(cyproconazole) [mg/L]    [mg a.s./kg bw/d]  

151.2 g/ha 0.027 long-
term 

7.04 0.012 2.4 193 

 

6.3.2.6 Effects of secondary poisoning (MIIIA 10.1.9) 

According to EFSA Guidance Document on Risk Assessment for Birds and Mammals (2009), substances 

with a log POW > 3 have potential for bioaccumulation. Azoxystrobin and cyproconazole have log POW 

values of 2.5 and 3.09, respectively. Consequently, azoxystrobin poses an acceptable risk of secondary 

poisoning while further assessment is required for cyproconazole. 

Calculations are presented for use group D (sunflower), worst case regarding soil relevant application 

rate. 

Risk assessment for earthworm-eating birds via secondary poisoning 

Dry soil approach 

 
Table 6.3-16: Assessment of the risk for earthworm eating birds from an exposure to 

cyproconazole through secondary poisoning 

Parameter Cyproconazole comments 

PECsoil (twa = 21 d) [mg/kg soil] 0.081 1 × 80 g/ha, interception 20%, soil layer depth 5 cm, 
DT50 = 141 d, twa interval = 21 d 

Kow 1230 log Pow = 3,09 

Koc 364  
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foc 0.02 Default 

BCFworm 2.143 BDFworm = (PECworm/PECsoil) 
= (0.84 + 0.12 x Kow)/ foc x Koc 

PECworm 0.174 PECworm = PECsoil x BCF 

Daily dietary dose (mg/kg bw/d) 0.182 DDD = PECworm x 1.05 

NOEL (mg/kg bw/d) 2.4  

TERlt 13.4 > 5 

TER values shown in bold fall below the relevant trigger. 

 

Risk assessment for fish-eating birds via secondary poisoning 

 

Table 6.3-17: Assessment of the risk for fish eating birds from an exposure to cyproconazole 

through secondary poisoning for the intended uses of A12910C 

Parameter Cyproconazole comments 

PECsw (twa) [mg/L] 0.001156 Based on drift, 90th percentile, 1 m distance 

BCFfish 34  

PECfish 0.039 PECfish = PECwater x BCFfish 

Daily dietara dose (mg/kg bw/d) 0.006 DDD = PECfish x 0.159 

NOEL (mg/kg bw/d) 2.4  

TERlt 384 > 5, acceptable risk 

TER values shown in bold fall below the relevant trigger. 

 

6.3.3 Biomagnification in terrestrial food chains 

For both azoxystrobin and cyproconazole the results from adsorption, distribution, metabolism and 

excretion (ADME) studies did not indicate a potential for accumulation, as the tissue residues 7 days after 

application were always <1% of applied dose (refer to the respective EFSA Scientific Reports for 

azoxystrobin and cyproconazole).  

Also, fish bioaccumulation studies showed rapid depuration of residues of the parent active substance and 

major metabolites formed (see Annex Point IIIA 10.2.4). 

6.3.4 Risk assessment (MIIIA 10.1.3, MIIIA 10.1.4, MIIIA 10.1.5) for baits, pellets, 

granules, prills or treated seed 

Not relevant. 
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6.3.5 Overall conclusions 

Based on tier 1 assessment, the calculated TER values for the acute and long-term risk resulting from an 

exposure of birds to azoxystrobin and cyproconazole (oral exposure) according to the GAP of the 

formulation A12910C achieve the acceptability criteria TER ≥ 10 according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for acute effects.  

Based on the calculation of the risk arising from the uptake of azoxystrobin and cyproconazole via 

drinking water and secondary poisoning, the calculated TER values for birds exposed to the active 

substances according to the GAP of the formulation A12910C also achieve the acceptability criteria TER 

≥ 5, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific 

principles, point 2.5.2. for long-term effects. 

The results of the assessment indicate an acceptable acute and long-term risk for birds due to the 

intended uses of A12910C according to the label. 

 

6.4 Effects on Terrestrial Vertebrates Other Than Birds (MIIIA 10.3, 

KPC 10.1, KPC 10.1.2) 

Acute oral and long-term reproduction studies with mammals have been carried out with azoxystrobin 

and cyproconazole. Full details of mammalian toxicity studies are provided in the respective EFSA 

conclusion. The studies with the relevant acute and long-term endpoints were agreed during EU review 

process and are used for the risk assessment. 

Effects on terrestrial vertebrates other than birds for A12910C were not evaluated as part of the EU 

review of the active substances. The applicant provided an acute oral toxicity study in rats with A12910C 

in support of the assessment of the risk for terrestrial vertebrates other than birds. The study evaluation is 

provided in Appendix 3. The effect value is considered adequate to assess the acute risk for terrestrial 

vertebrates other than birds following the use of A12910C according to the intended uses. 

 

Table 6.4-1: EU agreed endpoints and new endpoints 

Test system Species Results Reference Internal 

code 

A12910C 

Acute toxicity rat LD50 > 500 mg/kg bw XXX 02.01.2002 
Study No. 20013056 
 

83308 

Azoxystrobin 

Acute toxicity Rat LD50 > 5000 mg/kg bw XXX., 11.12.1991, CTL/P/35551 78448 

Reproductive 
toxicity 

Rat NOEL 32 mg/kg bw/d XXX., 
11.11.1994, 
CTL/P/42131 

78451 
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Cyproconazole 

Acute toxicity Mouse LD50 200 mg/kg bw 4) XXX. 
31.10.1984 
I.6157/84 

76546 

Reproductive 
toxicity 

Rat NOAEL = 1.4 mg 
a.s./kg bw/d4 (males) 
NOAEL = 1.7* mg 
a.s./kg bw/d4 (females) 

XXX 
22.06.1987 
380-R 

76550 

 

6.4.1 Justification for new endpoints 

Not relevant. 

 

6.4.1.1 Mixture toxicity 

 

For general information on the calculation of surrogate LD50 please refer to chapter 6.3.1.1 

An acute oral study on the toxicity of the product A12910C has been submitted. The derived effect value 

can be compared to a calculated LD50mix value: 

LD50mix (calculated) of the formulation: 636 mg/kg bw, 

i.e. in equal range to LD50 (A12910C) > 500 mg/kg bw. 

Thus it is shown that the formulation is not more toxic to the rat than it had to be expected from the 

content of the active ingredients azoxystrobin and cyproconazole. The LD50 > 500 derived from the 

submitted study will be used for risk assessment. 

According to EFSA/2009/1438, the calculation of a combined toxicity is not applicable to the risk 

assessment for reproductive effects. 

 

6.4.2 Risk assessment (MIIIA 10.3.1) for spray applications 

The risk assessment is based on the methods presented in the Guidance Document on Risk Assessment 

for Birds and Mammals on request from EFSA (EFSA Journal 2009; 7(12): 1438). 

For risk assessment purposes, a risk envelope approach was used (see Table 6.2-2). 

 

In the screening assessment, use group A (“cereals”) covers all intended use groups. 

In the tier 1 assessment specific crops are addressed. Groups A, B, C, D, E and G cover all intended uses 

for tier 1 assessment. 
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6.4.2.1 Screening assessment 

The results of the acute and reproductive screening risk assessments are summarized in the following 

tables. 

 

Table 6.4-2: Acute screening assessment for mammals 

Intended use Indicator species Endpoint SV MAF90 DDD TER 

  [mg/kg bw/d]   [mg/kg bw/d]  

A12910C 

Group A, B, C, D, G, H (2 
appl. (21 d), 280 g a.s./ha): 
Bulbs and onion like crops, 
cereals, fruiting vegetables, 
leafy vegetables, legume 
forage, maize, oilseed rape, 
potatoes, pulses, root and 
stem vegetables, 
strawberries, sugar beet, 
and sunflower 

Small omnivorous 
bird 

LD50 > 500 118.4 1.10 36.5 14 

Group E, F  

(2 appl. (21 d), 280 g 
a.s./ha): legume forage 

Small omnivorous 
bird 

LD50 > 500 136.4 1.1 42.0 11.9 

Azoxystrobin 

Group A, B, C, D, G, H (2 
appl. (21 d), 200 g a.s./ha): 
Bulbs and onion like crops, 
cereals, fruiting vegetables, 
leafy vegetables, legume 
forage, maize, oilseed rape, 
potatoes, pulses, root and 
stem vegetables, 
strawberries, sugar beet, 
and sunflower 

Small omnivorous 
bird 

LD50 >5000 118.4 1.10 26.05 192 

Group E, F  

(2 appl. (21 d), 200 g 
a.s./ha): legume forage 

Small omnivorous 
bird 

LD50 > 5000 136.4 1.1 30.0 166.6 

Cyproconazole 
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Group A, B, C, D, G, H (2 
appl. (21 d), 80 g a.s./ha): 
Bulbs and onion like crops, 
cereals, fruiting vegetables, 
leafy vegetables, legume 
forage, maize, oilseed rape, 
potatoes, pulses, root and 
stem vegetables, 
strawberries, sugar beet, 
and sunflower 

Small omnivorous 
bird 

LD50 200 118.4 1.10 10.42 19.2 

Group E, F  

(2 appl. (21 d), 80 g 
a.s./ha): legume forage 

Small omnivorous 
bird 

LD50 200 136.4 1.1 12.0 16.7 

SV: shortcut value; MAF90: multiple application factor (90th percentile); DDD: daily dietary dose; TER: toxicity to exposure 

ratio. TER values shown in bold fall below the relevant trigger. 

 

Based on the highly conservative presumptions of the screening step, the acute risk for exposure of 

mammals to A12910C containing the active ingredients azoxystrobin and cyproconazole according to the 

GAP of the formulation achieves the acceptability criteria TER ≥ 10, according to Regulation 

(EC) 1107/2009, Regulation (EC) 1107/2009, Annex IV, uniform principles, point 2.5.2.1 for acute 

effects. No further acute dietary risk assessment is necessary. 

 

 
Table 6.4-3: Reproductive screening assessment for mammals  

Intended use Indicator species Endpoint SV MAFm DDD TER 

[g/ha]  
[mg/kg bw/d] 

  [mg/kg 

bw/d] 

 

Azoxystrobin 

Group A, B, C, D, G, H (2 appl. (21 
d), 200 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small herbivorous 
mammal 

NOEL  
32 mg/kg bw/d 

48.3 1.2 6.14 5.2 

Group E, F  

(2 appl. (21 d), 200 g a.s./ha): legume 
forage 

Small herbivorous 
mammal 

NOEL  
32 mg/kg bw/d 

72.3 1.2 9.2 3.5 

Cyproconazole 
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Group A, B, C, D, G, H (2 appl. (21 
d), 80 g a.s./ha): 
Bulbs and onion like crops, cereals, 
fruiting vegetables, leafy vegetables, 
legume forage, maize, oilseed rape, 
potatoes, pulses, root and stem 
vegetables, strawberries, sugar beet, 
and sunflower 

Small herbivorous 
mammal 

NOEL  
1.7 mg/kg bw/d 

48.3 1.2 2.46 0.69 

Group E, F  

(2 appl. (21 d), 80 g a.s./ha): legume 
forage 

Small herbivorous 
mammal 

NOEL  
1.7 mg/kg bw/d 

72.3 1.2 3.68 0.46 

SV: shortcut value; MAFm: multiple application factor (mean); DDD: daily dietary dose; TER: toxicity to 

exposure ratio. TER values shown in bold fall below the relevant trigger. 

 

Based on the highly conservative presumptions of the screening step, the long-term risk for exposure of 

mammals to the individual active substance azoxystrobin (use groups E, F) and cyproconazole (all use 

groups) according to the GAP of the formulation A12910C do not achieve the acceptability criteria 

TER ≥  5, according to Regulation (EC) 1107/2009, Regulation (EC) 1107/2009, Annex IV, uniform 

principles, point 2.5.2.1 for long-term effects.  

A tier 1-assessment of the long-term risk assessment for the exposure of mammals is necessary.  

 

6.4.2.2 Tier 1 assessment for the long-term risk 

 

Table 6.4-4: Reproductive Tier-1 risk assessment for mammals, use group A  

(cereals BBCH 31 – 69, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

1.2 x 

0.53 

DDDA 

[mg/kg 

bw/d] 

TER 

mix 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.636 0.242 132 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 21.7 0.636 2.76 12 

BBCH 30 – 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 3.9 0.636 0.496 64.5 

BBCH ≥ 40 Small 25% weeds 32 2.3 0.636 0.293 109 
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omnivorous 
mammal 
"mouse" 

50% weed seeds 
25% ground 
arthropods 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 1.9 0.636 0.097 17.6 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 21.7 0.636 1.104 1.5 

BBCH 30 – 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 3.9 0.636 0.198 8.6 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 2.3 0.636 0.117 14.5 

TERmix BBCH ≥ 20 (insectivorous) 15.5 

TERmix BBCH ≥ 40 (herbivorous) 1.3 

TERmix BBCH 30 – 39 (omnivorous) 7.6 

TERmix BBCH ≥ 40 (omnivorous) 12.8 

 

 

Table 6.4-5: Reproductive Tier-1 risk assessment for mammals, use group B  

(oilseed rape BBCH 61 - 81, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

1.2 x 

0.53 

DDDA 

[mg/kg 

bw/d] 

TER 

mix 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.636 0.242 132 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 18.1 0.636 2.302 13.9 

All season Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 14.3 0.636 1.819 17.6 

BBCH ≥ 40 Small 25% weeds 32 1.9 0.636 0.242 132.4 
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omnivorous 
mammal 
"mouse" 

50% weed seeds 
25% ground 
arthropods 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 1.9 0.636 0.097 17.6 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 18.1 0.636 0.921 1.8 

All season Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 1.7 14.3 0.636 0.728 2.3 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 1.9 0.636 0.097 17.6 

TERmix BBCH ≥ 20 (insectivorous) 15.5 

TERmix BBCH ≥ 40 (small herbivorous) 1.6 

TERmix BBCH All season (large herbivorous) 2.0 

TERmix BBCH ≥ 40 (omnivorous) 15.5 

 

 

Table 6.4-6: Reproductive Tier-1 risk assessment for mammals, use group C  

(sugar beet BBCH 39 - 49, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

1.2 x 

0.53 

DDDA 

[mg/kg 

bw/d] 

TER 

mix 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.636 0.242 132 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 18.1 0.636 2.302 14 

BBCH 10 - 39 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 14.3 0.636 1.819 17.6 

BBCH ≥ 40 Large 100% crop leaves 32 3.6 0.636 0.458 70 
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herbivorous 
mammal 
"lagomorph" 

BBCH 10 - 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 7.8 0.636 0.992 32.3 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 1.9 0.636 0.242 132 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 1.9 0.636 0.097 17.6 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 18.1 0.636 0.921 1.8 

BBCH 10 - 39 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 1.7 14.3 0.636 0.728 2.3 

BBCH ≥ 40 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 1.7 3.6 0.636 0.183 9.3 

BBCH 10 - 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 7.8 0.636 0.397 4.3 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 1.9 0.636 0.097 17.6 

TERmix BBCH ≥ 20 (insectivorous) 15.5 

TERmix BBCH ≥ 40 (small herbivorous) 1.6 

TERmix BBCH 10 – 39 (large herbivorous) 2.0 

TERmix BBCH ≥ 40 (large herbivorous) 8.2 

TERmix BBCH 10 – 39 (omnivorous) 3.8 

TERmix BBCH ≥ 40 (omnivorous) 15.5 
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Table 6.4-7: Reproductive Tier-1 risk assessment for mammals, use group D  

(sunflower BBCH 16 - 55, 1 x) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

1 x 0.53 

DDDA 

[mg/kg 

bw/d] 

TER 

mix 

Azoxystrobin 1 x 150 g a.i./ha 

BBCH 10 - 19 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 4.2 0.53 0.334 95.8 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.53 0.151 211.9 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 18.1 0.53 1.439 22.2 

BBCH 10 - 19 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 14.3 0.53 1.137 28.1 

BBCH 20 – 39 Large 
herbivorous 
mammal 
“lagomorph” 

100% crop leaves 32 7.2 0.53 0.572 55.9 

BBCH ≥ 40 Large 
herbivorous 
mammal 
“lagomorph” 

100% crop leaves 32 3.6 0.53 0.343 93.2 

BBCH 10 - 19 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 7.8 0.53 0.62 51.6 

BBCH 20 - 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 3.9 0.53 0.31 103.2 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 1.9 0.53 0.151 212 

Cyproconazole 1 x 60 g a.i./ha 

BBCH 10 - 19 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 4.2 0.53 0.134 12.7 

BBCH ≥ 20 Small 
insectivorous 

100% ground 
arthropods 

1.7 1.9 0.53 0.060 28.1 
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mammal 
"shrew" 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 18.1 0.53 0.576 3.0 

BBCH 10 - 19 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 1.7 14.3 0.53 0.455 3.7 

BBCH 20 – 39 Large 
herbivorous 
mammal 
“lagomorph” 

100% crop leaves 1.7 7.2 0.53 0.229 7.4 

BBCH ≥ 40 Large 
herbivorous 
mammal 
“lagomorph” 

100% crop leaves 1.7 3.6 0.53 0.137 12.4 

BBCH 10 - 19 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 7.8 0.53 0.248 6.9 

BBCH 20 - 39 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 3.9 0.53 0.124 13.7 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 1.9 0.53 0.06 28.1 

TERmix BBCH 10 - 19 (insectivorous) 11 

TERmix BBCH ≥ 20 (insectivorous) 25 

TERmix BBCH ≥ 40 (small herbivorous) 2.6 

TERmix BBCH 10 – 19 (large herbivorous) 3.2 

TERmix BBCH 20 – 39 (large herbivorous) 6.5 

TERmix BBCH ≥ 40 (large herbivorous) 11 

TERmix BBCH 10 – 19 (omnivorous) 12 

TERmix BBCH 20 – 39 (omnivorous) 25 

TERmix BBCH ≥ 40 (omnivorous) 18.6 

 

 

Table 6.4-8: Reproductive Tier-1 risk assessment for mammals, use group E and F  

(pulses: beans and peas, BBCH 51 - 69, 2 x, 21 d interval) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

DDDA 

[mg/kg 

TER 

mix 
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1.2 x 

0.53 

bw/d] 

Azoxystrobin 2 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.636 0.242 132 

BBCH ≥ 50 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 21.7 0.636 2.76 11.6 

BBCH ≥ 50 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 4.3 0.636 0.547 58.5 

BBCH ≥ 50 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 2.3 0.636 0.293 109.4 

Cyproconazole 2 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.636 0.097 17.6 

BBCH ≥ 50 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 21.7 0.636 1.104 1.5 

BBCH ≥ 50 Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 4.3 0.636 0.219 7.8 

BBCH ≥ 50 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 2.3 0.636 0.114 14.5 

TERmix BBCH ≥ 20 (insectivorous) 15.5 

TERmix BBCH ≥ 50 (small herbivorous) 1.3 

TERmix BBCH ≥ 50 (large herbivorous) 6.8 

TERmix BBCH ≥ 50 (omnivorous) 12.8 

 

 

Table 6.4-9: Reproductive Tier-1 risk assessment for mammals, use group G  

(maize BBCH 40 - 65, 1 x) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

DDDA 

[mg/kg 

TER 

mix 
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1 x 0.53 bw/d] 

Azoxystrobin 1 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.53 0.201 158.9 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 18.1 0.53 1.919 16.7 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 1.9 0.53 0.201 158.9 

Cyproconazole 1 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 1.9 0.53 0.081 21.1 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 18.1 0.53 0.767 2.2 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 1.9 0.53 0.081 21.1 

TERmix BBCH 10 - 19 (insectivorous) 18.6 

TERmix BBCH ≥ 40 (small herbivorous) 1.9 

TERmix BBCH ≥ 40 (omnivorous) 18.6 

 

 

Table 6.4-10: Reproductive Tier-1 risk assessment for mammals, use group H  

(oilseed rape BBCH 60 - 69, 1 x) 

Intended use Generic focal 

species 

Generic diet 

composition 

Endpoint 

[mg/kg bw/d] 

SV MAFm 

x twa =  

1 x 0.53 

DDDA 

[mg/kg 

bw/d] 

TER 

mix 

Azoxystrobin 1 x 200 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

32 1.9 0.53 0.201 158.9 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 32 18.1 0.53 1.919 16.7 



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 45 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

All season Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 32 14.3 0.53 1.516 21.1 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

32 1.9 0.53 0.201 158.9 

Cyproconazole 1 x 80 g a.i./ha 

BBCH ≥ 20 Small 
insectivorous 
mammal 
"shrew" 

100% ground 
arthropods 

1.7 1.9 0.53 0.081 21.1 

BBCH ≥ 40 Small 
herbivorous 
mammal 
"vole" 

100% grass 1.7 18.1 0.53 0.767 2.2 

All season Large 
herbivorous 
mammal 
"lagomorph" 

100% crop leaves 1.7 14.3 0.53 0.606 2.8 

BBCH ≥ 40 Small 
omnivorous 
mammal 
"mouse" 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

1.7 1.9 0.53 0.081 21.1 

TERmix BBCH ≥ 20 (insectivorous) 18.6 

TERmix BBCH ≥ 40 (small herbivorous) 1.9 

TERmix BBCH All season (large herbivorous) 2.5 

TERmix BBCH ≥ 40 (omnivorous) 18.6 

 
 

Based on the Tier 1 assessment step, the calculated TER values for the long-term risk resulting from an 

exposure of mammals to azoxystrobin and cyproconazole according to the GAP of the formulation 

A12910C do not achieve the acceptability criteria TER ≥ 5 according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for long-term effects in 

the following scenarios: 

Use group A (cereals): 

- BBCH ≥ 40, small herbivorous mammal 

Use group B and H (oilseed rape): 

- BBCH ≥ 40, small herbivorous mammal 

- all season, large herbivorous mammal 

Use group C (sugar beet): 

- BBCH ≥ 40, small herbivorous mammal 
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- BBCH 10 – 39, large herbivorous mammal 

- BBCH 10 – 39, small omnivorous mammal 

Use group D (sunflower): 

- BBCH ≥ 40, small herbivorous mammal 

- BBCH 10 – 19, large herbivorous mammal 

Use group E / F (beans and peas): 

- BBCH ≥ 50, small herbivorous mammal 

Use group G (maize): 

- BBCH ≥ 40, small herbivorous mammal 

 

The results of the assessment indicate an unacceptable risk for mainly herbivorous and in one case (sugar 

beets) also omnivorous mammals due to the intended uses of A12910C. It becomes clear that the risk is 

driven by the toxicity of the active substance cyproconazole. 

 

Further refinement is necessary. 

 

 

6.4.2.3 Higher tier risk assessment for cyproconazole (KPC 10.1.2.2) 

In the tier 1 reproductive risk assessment a high risk for herbivorous mammals, primarily the vole in 

BBCH ≥ 40 (all intended uses) was identified. 

A high risk for large herbivorous mammals (the rabbit or brown hare) was also indicated due to the early 

use (BBCH 10 – 19/39) in sugar beet and sunflower and all season in oilseed rape. 

 

The applicant proposed to refine several factors of the equation concerning residues, which were also 

agreed on during the Peer Review of the pesticide risk assessment of the active substance cyproconazole 

(EFSA Journal 2010;8(11):1897): 

- Deposition factor: A deposition factor (0.1 – 0.3 depending on the crop) according to the 

interception at BBCH > 40 (FOCUS, 2000) was included, combined with the mean RUD value 

for grass and cereals (54.2) 

- MAF and ftwa were refined based on a foliar DT50 = 4.65 d for cyproconazole on grass leaves. The 

results are MAF = 1.12 instead of 1.2, and ftwa = 0.42 instead of 0.53. 
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ZRMS recalculated these values according to the formula given in EFSA GD (2009), taking into 

account the long application interval of 21 d which had already led to MAF = 1.1 (acute) and 1.2 

(long-term) in the tier 1 calculations, and derived MAFmean = 1.04 with ftwa = 0.32.  

� MAF x twa = 0.33. 

As these residue and residue dynamics values were determined on poaceae leaves (grass and cereals), 

they can only be applied to these. Thus they are relevant for the focal species vole, but not for the 

rabbit consuming crop leaves or the mouse as omnivorous species. 

The applicant has not provided field monitoring studies to identify relevant focal species in the 

respective crops in all concerned MSs. As a small herbivorous mammal species the common 

vole (Microtus arvalis) is considered an appropriate worst case focal species here. As large 

herbivorous focal species the rabbit (Oryctolagus cuniculus) and as omnivorous the woodmouse 

(Apodemus sylvaticus) were chosen.  

ZRMS has accepted this as there were no species-specific refinements like PD or PT included in 

the calculations. 

However, all concerned MS need to check for their own conditions if the following higher tier 

refinement is suitable for their own specific conditions and if the conclusions concerning the 

acceptability of the risk are transferable. 

 

 

In the following tables TER calculations for the vole and rabbit scenarios are presented including these 

refined parameters. For all uses the applied deposition factors reflect BBCH ≥ 40. 

 

Refined risk assessment for the vole 

 

Table 6.4-11: Refined assessment of the reproductive risk to the common vole (Microtus arvalis) 

exposed to cyproconazole according to EFSA Journal (2009) in the intended uses of 

A12910C 

Use group / 

crop 

 

Application rate 

[g a.i./ha] 

RUD FIR/b

w 

MAF Ftwa Depositi

on factor 

DDD NOAEL TER 

A / Cereals 2 x 80 g/ha 
70 % and 90 % 
interception 

54.2 1.33 1.04 0.32 0.1 – 0.3 
1 

0.553 - 
0.184 

1.7 3.1 -
9.1 

B / oilseed 
rape 

2 x 80 g/ha 
2 x 80 % 
interception 

54.2 1.33 1.04 0.32 0.2 – 
0.25 2 

0.442 – 
0.353 

1.7 3.7 - 

4.8 

C / sugar 
beet 

2 x 80 g/ha 
70 % and 90 % 
interception 

54.2 1.33 1.04 0.32 0.1 – 0.3 
1 

0.553 - 
0.184 

1.7 3.1 -
9.1 

D / 1 x 60 g/ha, 54.2 1.33 1 0.31 0.25 3 0.331 1.7 5.1 
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sunflower 25 % interception 
E / beans 2 x 80 g/ha 

2 x 70 % 
interception 

54.2 1.33 1.04 0.32 0.3 0.553 1.7 3.1 

F / peas 2 x 80 g/ha 
2 x 85 % 
interception 

54.2 1.33 1.04 0.32 0.15 0.277 1.7 6.1 

G / maize 1 x 80 g/ha 
1 x 75 % 
interception 

54.2 1.33 1 0.31 0.25 0.442 1.7 3.8 

H / oilseed 
rape 

1 x 80 g/ha 
1 x 80 % 
interception 

54.2 1.33 1 0.31 0.2 0.353 1.7 4.8 

 
1 actually only 1 application will take place in BBCH > 40. To account for residues of the previous application on the 

undergrowing grass, a TER range considering 2 x 70 – 2 x 90 % interception is given. The true TER will lie in between. 

2 EFSA (2009) lists a deposition factor of 0.25 at BBCH > 40 according to FOCUS (2001). The zRMS fate section stated 80 % 

interception. Thus a TER range is given for 2 x 75 to 2 x 80 %. 

3 Only 1 application is intended. It could take place much earlier than BBCH ≥ 40 when the crop is not yet a relevant habitat for 

voles, but the highest residues will be found directly after the application. EFSA (2009) gives 75 % interception at BBCH ≥ 

40. 

 

On the basis of the presented refinement, zRMS considers the risk to voles from the following uses as 

acceptable: cereals, sugar beet, sunflower, peas, and oilseed rape (single use in use group H) 

 

The risk from use group B (oilseed rape, multiple application), E (Beans) and G (maize) requires further 

refinement or risk management. 

 

Further refinement options proposed by the applicant 

The applicant proposed a differing effect NOAEL of 10.59 mg a.i./kg bw as relevant for risk assessment. 

This value was derived from the same two-generation study as 1.7 mg a.i./kg bw and was discussed in the 

peer review of the active substance cyproconazole, but its use was rejected by the experts (PRAPeR 

Expert Meeting 80, 23-27 August 2010). Thus, zRMS Germany will not follow this approach. The LoEP 

endpoint = 1.7 mg/kg bw/d is relevant. 

 

The applicant furthermore provided an argumentation that vole populations are not at risk due to the use 

of the product A12910C (Murfitt, 20132). The main arguments are: 

                                                      
2 IIIA 10.3.1.3/03 Murfit R. (2013) Azoxystrobin/cyproconazole refined risk assessment for small herbivorous 
mammals. Confidential Syngenta report. (Syngenta File No. A12910C_10751). Please refer to Appendix 3 
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- When local population densities are low, Common voles are prone to spend much less time in 

crop fields, which only serve as transient habitats. When local population densities are high, and 

thus with individuals are indigenous to the fields, predators cannot sufficiently control 

populations in crop fields (so long as low cover is sufficient) due to the population growth 

potential of the species. 

- Secondary populations of the Common vole in-field (as opposed to the primary population in the 

margins) are also of little to no importance for the survival of the local populations, since harvest 

and ploughing will destroy their home range habitat at least once a year. 

- Since this species is so prolific, it can additionally be stated that a slight reduction in the growth 

potential of secondary populations in field crops will usually also be of little to no importance for 

the population of local predator species. 

- In conclusion, it can be inferred that natural factors occurring during the life cycle of the 

Common vole, such as highly variable population dynamics and discerning habitat choice, would 

exert a considerably higher impact on the reproductive success of this species, than would the 

application of A12910C according to the GAP in only temporarily invaded secondary habitats 

like oilseed rape, peas, beans, sunflower and maize fields.  

- Accordingly, any potential impact of cyproconazole upon the reproduction of Common vole 

populations in secondary (crop) habitats would not be expected to have any “long-term 

population impacts” and hence the protection goal of the long-term risk assessment (EFSA Bird 

and Mammal Guidance, 2009) of “..establishing that there will be .. no long-term repercussions 

for abundance and diversity” will be met. 

 

ZRMS recommends that these arguments should be checked one by one by the concerned MSs as their 

validity may vary with the environmental conditions in each country. For example, the availability of the 

mentioned off-field habitats in crop margins are highly dependent on the landscape structure and the 

provision of feed in these margins, as the authors (Briner et al. 2005) state in their publications. It cannot 

be assumed that such valuable off-field habitats are available in all regions. 

 

Refined risk assessment for the rabbit 

For the refined risk assessment regarding the focal species rabbit the following parameters were applied: 

- For some scenarios it can be stated that only 1 application is possible in the critical period, i.e. 

oilseed rape and sugar beet 

- Diet 50 % crop leaves (RUD category “non grass weeds”) and 50 % grass (RUD category grass 

and cereals in combination with recalculated MAF and ftwa considering DT50 = 4.65 d on grass 
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leaves). According to literature3 rabbits prefer a monocotyledonous diet, thus 50 % grasses and 50 

% crop leaves are considered a conservative estimate. 

 

Table 6.4-12: Refined assessment of the reproductive risk to the rabbit (Oryctolagus cuniculus) 

exposed to cyproconazole according to EFSA Journal (2009) in oilseed rape treated 

with A12910C 

Use group / 

crop, 

Application 

rate 

[g a.i./ha] 

Diet RUD FIR/b

w 

MAF Ftwa Depositi

on factor 

DDD NOAEL TER 

B, H / oilseed 
rape 
1 x 80 g/ha 
1 x 80 % 
interception 

50 % grass 
 
50 % crop 
leaves 

54.2 
 
28.7 

0.23 
 
0.23 

1 0.31 
 
0.53 

0.2 
 
- 

0.06 
 
0.273 
Sum 
0.333 

1.7 5.1 

C / sugar beet 
1 x 80 g/ha 
1 x 80 % 
interception 

50 % grass 
 
50 % crop 
leaves 

54.2 
 
28.7 

0.23 
 
0.23 

1 0.31 
 
0.53 

0.1– 
0.251 
- 

0.03 - 
0.075 
0.273 
Sum: 
0.303 - 
0.348 

1.7 4.9 – 

5.6 

D / sunflower 
1 x 60 g/ha, 
early: 25 % 
interception 

50 % grass 
 
50 % crop 
leaves 

54.2 
 
28.7 

0.23 
 
0.23 

1 0.31 
 
0.53 

0.75 00.168 
 
0.205 
Sum: 
0.373 

1.7 4.6 

D / sunflower 
1 x 60 g/ha, 
BBCH ≥ 302: 50 
% interception 

50 % grass 
 
50 % crop 
leaves 

54.2 
 
28.7 

0.23 
 
0.23 

1 0.31 
 
0.53 

0.5 0.112 
 
0.205 
Sum: 
0.317 

1.7 5.4 

1 Acoording to EFSA (2009), Leaves cover 90 % of ground at stage BBCH 39 (App. E, table 1). Thus a rage for interception as 

well as DDD and TER is given assuming interception between 75 and 90 % on grassy weeds in sugar beet fields at BBCH 

39. 

2 Risk is clearly acceptable for uses from BBCH 30 onwards (50 % interception). 

 

On the basis of the presented refinement, zRMS considers the risk to rabbits acceptable in all uses apart 

from early application in sunflower. 

Still critical is the early use in sunflower, because undergrowing grassy weeds are no subject to 

remarkable interception and the crop leaves itself are assumed to be palatable. MSs might consider risk 

mitigation measures like a use restriction to later growth stages (e.g. BBCH ≥ 30). 

Furthermore, options like PT are not exploited in the presented TER calculation. MSs should check 

generic options if feasible. 

                                                      
3 Gurney et al. (2007): Mammals and farming: information for risk assessment (“Mammal Bible”). CSL Project No. 
M37, contract PN0910/PN0919 Milestone report, Central Science Laboratory 
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Refined risk assessment for the mouse 

The relevant scenario is sugar beet BBCH 10 – 39. Only 1 application will take place at earliest at BBCH 

39. According to EFSA (2009) Appendix E, sugar beet leaves cover 90 % of ground at stage BBCH 39, 

while FOCUS (2001) gives an interception value of 75 % at BBCH ≥ 40. However, the TER trigger was 

clearly met applying 75 % interception to the feed items weeds and weed seeds. 

 

Table 6.4-13: Refined risk assessment for mouse (use group C, sugar beet) 

Use group / 

crop 

 

Application rate 

[g a.i./ha] 

RUD FIR/b

w 

MAF Ftwa Depositi

on factor 

DDD NOAEL TER 

C / sugar 
beet 
1 x 80 g/ha 
1 x 75 % 
interception 

25% weeds 
50% weed seeds 
25% ground 
arthropods 

28.7 
40.2 
3.5 

0.07 
0.13 
0.07 

1 0.53 for 
all 
items 

0.1– 
0.251 
for 
weeds 
and weed 
seeds 

0.02 + 
0.057 + 
0.01 
Sum: 
0.087 

1.7 19.6 

 

 

Based on the presumptions of the refined risk assessment, the long-term risk from exposure of mammals 

to A12910C containing the active ingredients azoxystrobin and cyproconazole according to the GAP of 

the formulation achieves the acceptability criterion TER ≥ 5, according to Regulation (EC) 1107/2009, 

Regulation (EC) 1107/2009, Annex IV, uniform principles, point 2.5.2.1 for long-term effects regarding 

the intended uses in cereals, sugar beet and peas (use groups A, B, D), but not in oilseed rape, 

sunflower (early use), beans, and maize (use groups B, D, E and G). 

Member states should evaluate if there are further feasible refinement options valid for their national 

conditions. 

The indicated risk could also be addressed via the national risk management, if respective risk mitigation 

measures are available. 

If none of the discussed options is appropriate in a MS due to its specific conditions, the respective use 

should not be authorized. 

 

 

6.4.2.4 Drinking water exposure  

Due to the characteristics of the exposure scenario in connection with the standard assumptions for water 

uptake by animals (see below), no specific calculations of exposure and TER are necessary when the ratio 

of effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does not exceed 50 in the case 
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of less sorptive substances (Koc < 500 L/kg) or 3000 in the case of more sorptive substances (Koc ≥ 500 

L/kg). 

A comparison of the relevant endpoints with the effective application rates for azoxystrobin and 

cyproconazole is presented below. 

Leaf scenario 

Not relevant. 

Puddle scenario 

 

Table 6.4-14: Application rate to endpoint ratios for mammals exposed to azoxystrobin and 

cyproconazole  

Intended use Exposure 

Scenario 

Soil relevant 

Application Rate 

Koc LD50/NOEL Ratio 

Application Rate : 

endpoint 

  [g a.s./ha]* [L/kg] [mg a.s./kg bw]  

Azoxystrobin 

Worst case 
use group: D 
(sunflower) 
dt50 in soil = 
79.3 d 

Acute  200 x 1.83 = 366 423 5000 0.07 

Long-term 32 11.4 

Cyproconazole 

Worst case 
use group: D 
dt50 in soil 
=128.6 d 

Acute  80 x 1.89 = 151.2 364 200 0.76 

Long-term 1.7 88.9 

* Effective spplication rate as worst case: Full application rate without considering interception, multiplied with MAF based on 

mean dt50 in soil 

 

As the ratio extends the trigger of 50 for the long-term risk posed by the active substance cyproconazole, 

a calculation for the puddle scenario is conducted. 

For the calculation of the results presented in the table below, the following equations according to EFSA 
GD were applied: 
 
PECpuddle: AReff/10 / 1000 (w + Koc x s) 
 
 Where  AReff = AR x MAFm 
  w = 0.02 (pore water term: volume) 
  s = 0.0015 (soil term: volume, density, organic carbon content) 
 

� PECpuddle  = 0.027 mg/L 
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Drinking water rate (DWR) for small granivorous mammals: 5.1 mL/d, equivalent to 0.24 L/kg bw/d 
 
Intake of a.s./d via drinking water (PECDW) = 0.027 x 0.24 = 0.006 
 
 
Table 6.4-15: Exposure of mammals to the active substance cyproconazole via contaminated 

drinking water in puddles and calculated toxicity exposure ratio 

Effective 

application 

rate  

PEC puddle Time 

scale 

DWR PECDW Endpoint 

 

TER 

(cyproconaz

ole) 

[mg/L]    [mg a.s./kg 

bw/d] 

 

151.2 g/ha 0.027 long-
term 

5.1 0.006 1.7 265 

 

6.4.2.5 Effects of secondary poisoning (MIIIA 10.3.2.3) 

Risk assessment for earthworm-eating birds via secondary poisoning 

Dry soil approach 

Table 6.4-16: Assessment of the risk for earthworm eating mammals from an exposure to 

cyproconazole through secondary poisoning for the intended uses of A12910C  

Parameter Cyproconazole comments 

PECsoil (twa = 21 d) [mg/kg soil] 0.081 1 × 80 g/ha, interception 20 %, soil layer depth 5 cm, 
DT50 = 141 d, twa interval = 21 d 

Kow 1230 log Pow = 3,09 

Koc 364  

Foc 0.02 Default 

BCFworm 2.143 BDFworm = (PECworm/PECsoil) 
= (0.84 + 0.12 x Kow)/ foc x Koc 

PECworm 0.08 PECworm = PECsoil x BCF 

Daily dietara dose (mg/kg bw/d) 0.174 DDD = PECworm x 1.05 

NOEL (mg/kg bw/d) 1.7 Multi-generation study rat 

TERlt 7.6 > 5 

TER values shown in bold fall below the relevant trigger. 
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Risk assessment for fish-eating mammals via secondary poisoning 

Table 6.4-17: Assessment of the risk for fish eating mammals from an exposure to cyproconazole 

through secondary poisoning for the intended uses of A12910C 

Parameter Cyproconazole comments 

PECsw (twa = 21 d) [mg/L] 0.001156 Based on drift, 2,38 %, 1 m distance 

BCFfish 34  

PECfish 0.039 PECfish = PECwater x BCFfish 

Daily dietary dose (mg/kg bw/d) 0.006 DDD = PECfish x 0.159 

NOEL (mg/kg bw/d) 1.7 Multi-generation study rat 

TERlt 305 > 5 

TER values shown in bold fall below the relevant trigger. 

 

6.4.3 Biomagnification in terrestrial food chains 

Please refer to 6.3.3. 

 

6.4.4 Risk assessment (MIIIA 10.3.1) for baits, pellets, granules, prills or treated seed 

Not relevant. 

6.4.5 Overall conclusions 

Based on the tier 1 assessment step, the calculated TER values for the acute risk resulting from an 

exposure of mammals to azoxystrobin and cyproconazole (oral exposure and exposure via drinking water 

and secondary poisoning) according to the GAP of the formulation A12910C achieve the acceptability 

criteria TER ≥ 10, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C, 

2. Specific principles, point 2.5.2. for acute effects. 

 

For the evaluation of the long-term risk higher tier assessment was required. The acceptability criterion 

TER ≥ 5 for long-term risk was not achieved for all intended uses according to GAP. A high risk for 

small herbivorous mammals could not be ruled out in the following crops: 

- Oilseed rape (multiple applications, use group B), 

- Beans (use group E), 

- Maize (use group G). 
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Further refinement or risk management on member state level might be considered. If none of the 

discussed options is appropriate in a MS due to its specific conditions, the respective use should not be 

authorized. 

 

Based on the calculation of the risk arising from the uptake of cyproconazole via drinking water and 

secondary poisoning , the calculated TER values for mammals exposed to the active substance according 

to the GAP of the formulation A12910C achieve the acceptability criteria TER ≥ 5, according to 

commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 

2.5.2. for long-term effects. 

 

6.5 Effects on other terrestrial vertebrate wildlife (reptiles and 

amphibians) (KPC 10.1.3) 

Currently not assessed. 

 

6.6 Effects on aquatic organisms (MIIIA 10.2, KPC 10.2, KPC 10.2.1) 

6.6.1 Toxicity 

6.6.1.1 Active substances 

The following EU agreed endpoints for aquatic organisms exposed to the active substances azoxystrobin 

and cyproconazole are reported in the lists of endpoints of the Conclusion on the Peer review of 

Azoxystrobin and Cyproconazole (EFSA Journal 2010; 8(4):1542 / EFSA Journal 2010; 8(11):1897). 

The applicant provides further studies on the toxicity of the formulation A12910C to aquatic organisms. 

Detailed study summaries for the studies performed with the formulated product A12910C as well as the 

Annex II data are presented in Appendix 3. 

 

Table 6.6-1: Endpoint list used for aquatic organisms, a.i. azoxystrobin 

Test item Species Time scale Results Reference Internal 

code 

   [mg a.s./L]   

Azoxystrobin 
 

Oncorhynchus mykiss 96 h, f LC50 = 0.47 m 1 XXX., 25.03.1993, 
BL4583/B 

32911 

Pimephales promelas 33 d, f NOEC = 0.147 

m 1 

XXX. 
01.09.1994 
BL5284/B 

32937 
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Daphnia magna 48 h, s EC50 = 0.23  m 1 Farrelly; E. & Hamer, 
M.J., 01.11.1994, 
RJ1655B 

32963 

Macrocyclops fuscus 48 h, s EC50 = 0.13 
nom 

Farrelly E.; Kearson Jr 
L.; Rapley J.; Hamer 
M. 
04.07.1995 
RJ1793B 

32942 

Mysidopsis bahia 96 h, s 48 h EC50 = 
0.068 nom 1 

 
96 h EC50 = 

0.055 nom 1 

Kent et al. 
20.12.1993 
BL4785/B 

69339 

9 species according to 
list of endpoints, bound 
values excluded 

Various acute 
tests 

median estimate 
of HC5 = 40.8 

Please refer to EFSA 
conclusion 

-/- 

Daphnia magna 21 d, ss  NOEC = 0.044 
m 1 

Rapley et al., 
28.06.1994 
RJ1493B 

32917 

Mysidopsis bahia 28 d, f NOEC = 

0.00954 mm 1 

adult mortality 

Boeri R. L. et al. 
04.12.1997 
1350-ZE 

69203 

Chironomus riparius 28 d, s NOEC = 0.80 1 Gentle et al., 
001.07.1997, 
RJ2293B 

36203 

Selenastrum 

capricornutum 

72 h, s EbC50 = 0.183 m Smyth, D.V., Kent, 
S.J., Craig, N.C.D., 
Sankey, S.A., Grinell, 
A.J. 
16.08.1993 
BL4800/B 

32908 

Navicula pelliculosa 120 h, s 120 h EbC50 = 
0.057 nom 
120 h NOEC = 
0.02 nom 
 
72 h EbC50 = 
0.014 nom 1 

 

72 h ErC50 = 

0.146 nom 

Smyth, D.V., Sankey, 
S.A., Kent, S.J., 
Stanley, R.D. 
30.06.1994 
ICI5504/0965;  
BL5087/B 

78375 

Lemna gibba 14 d, s NOEC = 0.4 
nom 
EbC50 > 6.40 
nom 

ErC50 = 3.20 

nom 1 

Smyth et al., 
30.06.1994, 
BL5000/B 

78379 

R 234886 Oncorhynchus mykiss 96 h, f EC50 > 150 m 1 XXX et al. 
15.12.1993 
BL5010/B 

32922 
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Daphnia magna 48 h, s EC50 > 180 nom Kent, S. et al. 
16.12.1993 
BL5008/B 

32921 

Pseudokirchneriella 

subcapitata 

72 h, s EC50 = 47 m Smyth et al. 
13.12.1993 
BL4989/B 
 

32920 

R 401553 Oncorhynchus mykiss 96 h, s EC50 > 120 nom XXX. 
18.03.2002 
BL7252/B 
 

78395 

Daphnia magna 48 h, s EC50 > 120 nom Weber, K. 
25.07.2011 
S11-01323 

79541 

Selenastrum 

capricornutum 

72 h, s EbC50 > 120 
nom 1 

Bowles et al. 
18.03.2002 
BL7254/B 
 

78378 

R 402173 Oncorhynchus mykiss 96 h, s EC50 = 62.0 
nom 

XXX. 
12.08.2002 
BL7338/B 
 

78397 

Daphnia magna 48 h, s EC50 > 100 nom Weber K. 
08.07.2011 
S11-01324 

79548 

Selenastrum 

capricornutum 

72 h, s EbC50 = 67.0 
nom 
ErC50 = 67.0 
nom 1 

Wallace et al. 
12.08.2002 
BL7340/B 
 

78377 

Higher tier studies (micro- or mesocosm studies) 

Azoxystrobin 
(tested as Amistar 
250) 

Daphnids, Copepods, 
Sphaeridae, Rotifera 

93 d 
test concen-
tration  
0.01 – 1 mg 
as/L 

NOEAEC = 
0.01 mg as/L 
with a safety 
factor of 5    

Cole et al., 
04.10.2000,  
RJ2857B 

43996 

 
s s…static, ss…semi-static, f…flow-through 

nom…nominal, mm…mean measured, m…measured 

1 EU agreed endpoints for azoxystrobin (EFSA Journal 2010; 8(4):1542) 

2 new study submitted by applicant 

 

Relevance of the higher tier data (mesocosm) for the risk assessment 

The effects of azoxystrobin on phytoplankton, zooplankton and macro-invertebrate populations have also 

been evaluated in an outdoor mesocosm study.  The NOAEC from this mesocosm study was considered 
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to be 10 µg a.s./L. The RAC for azoxystrobin was considered to be equivalent to the mesocosm NOAEC 

of 10 µg a.s./L with a safety factor of 3, i.e. 3.3 µg a.s./L. 

The study was evaluated during the Annex I Review and were used to derive a regulatory acceptable 

concentration (RAC) for azoxystrobin. Several approaches were considered in the derivation of a RAC.  

In the list of endpoints for azoxystrobin no uncertainty factor was proposed. ZRMS Germany considered 

a safety factor of 5 because the study shows some uncertainties which are not covered by a factor of 1. As 

first point a several weeks lasting harmful effect could not be excluded at 0.1 mg a.s./L. Another problem 

is the high variability among the replicates which results in an absence of significance for effects 

appearing with 50 %, showing a relatively low statistical power of the study. Additionally it should be 

considered that the study does not allow statements on species level. Thus a safety factor of 1 seems to be 

not adequate and a factor of 5 was used instead. It should be mentioned that very high initial effects were 

measured for daphnids at a single application, thus this mesocosm should be considered only for single 

applications.  

However, the PRAPeR Expert Meeting TC 25 (4 November 2009) decided on a RAC of 3.3 µg/L for 

aquatic invertebrates.  This concentration was not based on one single strand of evidence but it was based 

on all available information i.e. geometric mean, mesocosm study and lower limit HC5. 

The RAC can be used in the risk assessment on member state level if further refinement is required and 

the refinement is assumed appropriate for national conditions. 

 

 

Table 6.6-2: Endpoint list for aquatic organisms, a.i. cyproconazole 

Test item Species Time scale Results Reference Internal 
code 

   [mg a.s./L]   

Cyproconazole 
 

Cyprinus carpio 96 h, s LC50 = 18.9 nom XXX 
29.07.1985 
Project No. 149/85 

25486 

Cyprinodon 

variegatus 

96 h, s LC50 = 21 f XXX., 01.09.1993 
131A-151A 

44746 

Oncorhynchus 

mykiss (Salmo 

gairdneri) 

96 h, s LC50 = 19 m XXX 
29.01.1988 
36546; 182/88 

25490 

Oncorhynchus 

mykiss 

 

21 d, f NOEC = 0.65 mm 
juveniles 

XXX., 17.07.1989 
89/SAS 032/0197 

25491 

Oncorhynchus 

mykiss 

 

89 d (ELS), f LOEC = 0.16 mm 3 XXX., 21.12.1993, 
131A-153 

44740 

ELS 
93 d 
flow-trough 

according to 
LOEP: 
NOEC = 0.305 mg 
a.s./L 3 

XXX 

20.07.2006 
T018649-04-REG 

64691 
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according to zRMS 
re-calculation: 
NOEC = 0.160 mg 
a.s./L (mm) 

Pimephales 

promelas  

21 d,  Short-term 
reproductive assay 
flow through 

NOEC = 2.0 mm EFSA conclusion 
(2010) 

-/- 
 

263 d (FLC), f NOEC = 0.51 mm XXX. 
12.05.2009 
1781.6681 

70802 

357 d (FLC), f NOEC = 0.5  
VTG decrease 
NOEC = 0.125 4 

Egg production 

XXX, T.D., 29.07.2001, 
BL7106/B  

45101 

Daphnia magna 48 h, s EC50 > 22 mm Surprenant, D.C. 
13.11.1986 
BW-86-11-2156 

44744 

48 h, s EC50 = 26 mm Frazier, S., 14.01.1988 
36547 

25484 

Mysidopsis bahia 96 h, f EC50 = 9.6 mm Drottar, K. and Swigert 
J.P. 
01.09.1993 
131A-150 

44788 

Crassostrea 

virginica 

96 h, f EC50 = 2.6 nom Swed, D.W.; Drottar, 
K.R.; Swigert, J.P. 
01.09.1993 
131A-149 

44792 

Daphnia magna 

 

21 d, ss  NOEC = 0.023 

nom  
Bätscher, R. 
23.11.2006 
A99191 

64675 

Chironomus 

riparius 

28 d, s  
 
spiked water 

NOEC = 5.0 mg/l 
nom 
 
(50 mg/kg nom)  

Grade, R. 
07.04.1999 
983753 

41071 

Scenedesmus 

subspicatus 

72 h, s EbC50 (96 h) = 
0.077 mm 
 
EbC50 (72 h) = 
0.099 mm 
 
NOEC (96 h) = 
0.021 mm 

Ellgehausen, H.; 
Wuethrich, V. 
18.11.1986 
075521 

25483 
 

Chlorella vulgaris 72 h, s EbC50 = 0.66 nom 
 
NOEC = 0.392 
nom 

Jenkins, C.A. 
08.11.1993 
93/SASO49/0830 

44793 

Lemna gibba 7 d, ss EC50 = 0.059 nom Everett C.J.,  Wyeth K. 
and Powley W. 
14.02.2007 
T002449-06-REG 

72032 
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CGA71019 = 
1,2,4-triazole 
 
 

Oncorhynchus 

mykiss 

96 h, s LC50 = 498 mm XXX. 
30.08.1983 
821418 

41737 

Oncorhynchus 

mykiss 

28 d, ss NOEC = 3.20 nom 
(juvenile growth) 5 

Dorgerloh, M. and 
Sommer, H. 
14.01.2002 
DOM 21060 

45802 

Daphnia magna 48 h, s EC50 > 100 nom 1 Bell, G. 
29.11.1995 
ENVIR/95/52 

48025 

Selenastrum 

capricornutum 

72 h, s EbC50 = 8.2 mg/L 
(nom) 5  

Bell, G. 
29.11.1995 
AGV 50(b)952196 

74250 

 

CGA142856 = 
triazole acetic 
acid 

Oncorhynchus 

mykiss 

96 h, s LC50 > 100 nom XXX 

14.01.2003 
14361230 

56446 
 

Daphnia magna 48 h, s EC50 > 100 nom Hertl, J. and 
Breitwieser, H. 
14.01.2003 
14362220 

56456 

Scenedesmus 

subspicatus 

72 h, s EbC50 = 12.2 nom 
ErC50 = 135.1 nom 
 
NOEC = 2.1 nom 

Hertl, J., Breitwieser, H. 
20.02.2003 
14363210 

68320 

Higher tier studies (micro- or mesocosm studies)  

-/-  

s s…static, ss…semi-static, f…flow-through 

nom…nominal, mm…mean measured, m…measured 

1 EU agreed endpoints  

2 new study submitted by applicant 

3 The study is considered not valid because no NOEC could be determined for the most sensitive endpoint (growth) – effect 

value was not acceptable for risk assessment 

4 study considered not valid 

5 Agreed endpoint according to EU PRAPeR-Meeting 13 

 

6.6.1.2 Toxicity of the formulation 

 

Table 6.6-3: Toxicity of the formulation A12910C to aquatic organisms 

Test item Species Time scale Results Reference Internal code 

   [mg/L]   

A12910C Oncorhynchus 

mykiss 

96 h, s LC50 = 1.8 nom 
product 

XXX. (2002)  
BL 7274/B 

44758 
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Daphnia magna 48 h, s EC50 = 1.2 
product 

Wallace S.J. (2002)  
BL 7275/B 

44760 

Pseudokirchneriella 

subcapitata 

72 h, s EbC50 = 0.478 
nom product 

Wallace S.J. (2002) 
BL 7276/B 

44766 

Higher tier studies (micro- or mesocosm studies)  

-/-  

 

6.6.2 Justification for new endpoints 

Not relevant. 

 

 

 

 

6.6.2.1 Mixture toxicity 

 

Calculated mixture toxicity 

The default model of Concentration Addition (CA) is applied to calculate the toxicity of the formulated 

product (ECxmix-CA) based on the toxicity of the active substances using the following equation: 

 

1

1

−

=

− 







= ∑

n

i i

i
CAmix

ECx

P
ECx  

where: 

n: number of mixture components 

i: index from 1…n mixture components 

Pi: the ith component as a relative fraction of the mixture composition (note: Σ pi must be 1) 

ECxi: concentration of component i provoking x % effect (pragmatically, NOECi may be inserted, too). 

 

For each endpoint, the calculated toxicity (ECxmix-CA) for the various endpoints is compared to the 

measured toxicity of the formulation (ECxPPP) as Model Deviation Ratio (MDR) as 
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ECx

ECx
MDR

PPP

CAmix −=
 

Concentrations are both based on the sum of active substances. 

The approach of the mixture risk assessment may be simplified if one active substance is driving the 

toxicity of the formulation. Relative Toxic Units (%TUi) as calculated for each active substance as 

 

 

∑
=

=
n

i
i

i

i

TU

TU
TU

1

%  

with TUi being the concentration of substance i in the product divided by its ECx. 

 

 
Table 6.6-4: Mixture toxicity and resulting MDR for aquatic organisms for A12910C 1 

Endpoint ECxi  Concentrati

on (Ci) in 

formulation 

Pi relative 

Toxic Unit 

(%TU) 

ECxmix-CA ECxPPP MDR 

Active 
Substance 

(mg 

a.s./L) 

(g a.s./L)   (mg sum a.s./L) (mg sum 

a.s./L) 

 

Fish, acute toxicity 

Cyproconazole 19 80 0.286 1.0 
0.65 0.46 1.4 

Azoxystrobin 0.47 200 0.714 99.0 

D. magna, acute toxicity 

Cyproconazole 26 80 0.286 0.4 
0.26 0.31 0.84 

Azoxystrobin 0.23 200 0.714 99.6 

Algal growth inhibition 

Cyproconazole 0.099 80 0.286 42.5 
0.15 0.122 1.2 

Azoxystrobin 0.183 200 0.714 57.56 

Aquatic macrophytes, growth inhibition 

Cyproconazole 0.059 80 0.286 95.6 
0.1974 not available - 

Azoxystrobin 3.2 200 0.714 4.4 

 
1) density of formulation: 1.100 g/mL resulting in 0.2545 mg sum a.s./mg product 
 
 

The MDR is between 0.2 and 5 for all available aquatic endpoints of the formulated product A12910C. 

Hence, there is no evidence for synergistic effects of the active substances in the product (Table 7.5-4). 

The risk assessment for aquatic organisms may therefore be based on single substances only. 
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The relative toxic units (%TUi) indicate that one of the two active substances is dominating the toxicity 

towards the separate taxonomic groups, i.e., azoxystrobin dominates the acute toxicity towards fish and  

aquatic invertebrates. Cyproconazole dominates the toxicity towards aquatic macrophytes. For algae no 

clear risk driver could be identified. 

 

6.6.3 Exposure 

A12910C is a fungicidal formulation containing azoxystrobin and cyproconazole as active substances. 

The product is formulated as a suspension concentrate. According to the GAP table of intended uses 

(Appendix 3), the applications are considered to take place in spring/ early summer with a minimum of 21 

days between two applications. 

Aquatic organisms may be exposed to plant protection products as a result of emission from treated fields. 

When A12910C is applied according to good agricultural practice, the active ingredients can reach 

surface waters unintentionally by spraydrift during application, by run-off and drainage. 

The predicted environmental concentrations in surface water (PECSW) have been calculated based on the 

application rates of 200 g azoxystrobin/ha (fish, aquatic invertebrates, algae) and 80 g cyproconazole/ha 

(aquatic macrophytes) corresponding to use group A. For details on the FOCUS modelling, see dRR CA 

Part B, Section 5.6.  

Step 1 and 2 have been omitted for the active substances. The relevant global maximum FOCUS Step 3 

and 4 PECSW-values for risk assessment covering all proposed use patterns are summarized in the 

following tables. 

 

The evaluation of the risk for aquatic and sediment-dwelling organisms was performed in accordance 

with the recommendations of the Guidance Document on Aquatic Ecotoxicology, as provided by the 

Commission Services (SANCO/3268/2001 rev.4 (final), 17 October 2002). 

 

For input parameters for active substance for PECSW/sed calculations please refer to Section 5, 5.6 

 

6.6.3.1 Azoxystrobin 

Global maximum Predicted Environmental Concentration values of azoxystrobin and its metabolites for 

all uses, FOCUS step 3 + 4, as provided by the applicant are given in the following tables. 
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Table 6.6-5: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following applications to winter cereals, FOCUS Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: A  

Crop: winter cereals 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 30 (worst-case in comparison to intended BBCH 31) 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 14 days (worst-case in comparison to intended 21 days) 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW 
[µg/L] 

PECSED 
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

Step 3 

2 x 200  
 

D1 Ditch 3.24 17.1 Drainage 

D1 Stream 2.02 9.97 Drainage 

D2 Ditch 3.21 16.0 Drainage 

D2 Stream 2.01 9.04 Drainage 

D3 Ditch 1.11 0.748 Drift 

D4 Pond 0.667 4.44 Drainage 

D4 Stream 0.948 1.71 Drift 

D5 Pond 0.181 1.82 Drainage 

D5 Stream 1.02 0.471 Drift 

D6 Ditch 1.13 1.17 Drift 

R1 Pond 0.435 2.50 Runoff 

R1 Stream 2.41 2.68 Runoff 

R3 Stream 2.04 0.980 Runoff 

R4 Stream 3.65 3.41 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 

R1 Pond 0.207 - Runoff 

R1 Stream 1.10 - Runoff 

R3 Stream 1.02 - Drift 

R4 Stream 1.67 - Runoff 
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Table 6.6-6: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to sugar beet, FOCUS Step 3 

Plant protection product: A12910C 

Use Group evaluated: C  

Crop: sugar beet 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 39 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW  
[µg/L] 

PECSED  
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

2 x 200  

D3 Ditch 0.912 0.688 Drift 

D4 Pond 0.713 4.83 Drainage 

D4 Stream 1.10 1.78 Drainage 

R1 Pond 0.227 1.54 Runoff 

R1 Stream 1.15 0.396 Runoff 

R3 Stream 2.61 3.28 Runoff 
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Table 6.6-7: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to winter oilseed rape, FOCUS Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: B 

Crop: winter oilseed rape 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 61 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW  
[µg/L] 

PECSED  
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

Step 3 

1 x 200  
 

D2 Ditch 1.52 6.46 Drift 

D2 Stream 1.28 4.48 Drift 

D3 Ditch 1.27 0.803 Drift 

D4 Pond 0.145 1.19 Drainage 

D4 Stream 1.09 0.428 Drift 

D5 Pond 0.096 0.932 Drift 

D5 Stream 1.18 0.377 Drift 

R1 Pond 0.191 1.17 Runoff 

R1 Stream 1.47 1.92 Runoff 

R3 Stream 2.03 0.891 Runoff 

2 x 200  
 

D2 Ditch 2.22 11.9 Drift 

D2 Stream 1.73 7.94 Drift 

D3 Ditch 1.12 1.15 Drift 

D4 Pond 0.423 3.05 Drainage 

D4 Stream 0.948 1.16 Drift 

D5 Pond 0.327 3.07 Drainage 

D5 Stream 1.02 0.622 Drift 

R1 Pond 0.300 1.94 Runoff 

R1 Stream 3.82 2.69 Runoff 
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R3 Stream 2.19 1.22 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 

R1 Pond 0.148 - Runoff 

R1 Stream 1.73 - Runoff 

R3 Stream 1.02 - Drift 

 
 
 
Table 6.6-8: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to sunflowers, FOCUS Step 3 

Plant protection product: A12910C 

Use Group evaluated: D  

Crop: sunflowers 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 16 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 

Application rate: 150 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW  
[µg/L] 

PECSED  
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

1 x 150  

D5 Pond 0.099 1.03 Drainage 

D5 Stream 0.631 0.221 Drift 

R1 Pond 0.219 1.32 Runoff 

R1 Stream 2.02 1.08 Runoff 

R3 Stream 1.34 0.615 Runoff 

R4 Stream 3.09 1.55 Runoff 
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Table 6.6-9: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following application to legumes, FOCUS Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: E, F  

Crop: legumes 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 51 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 2 / 21 days 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW  
[µg/L] 

PECSED  
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

Step 3 

1 x 200  

D3 Ditch 1.05 0.504 Drift 

D4 Pond 0.342 2.44 Drainage 

D4 Stream 0.878 0.903 Drift 

D5 Pond 0.110 1.15 Drainage 

D5 Stream 0.931 0.227 Drift 

D6 Ditch 1.05 0.604 Drift 

R1 Pond 0.095 0.745 Runoff 

R1 Stream 1.51 1.02 Runoff 

R2 Stream 0.973 0.845 Drift 

R3 Stream 1.69 1.03 Runoff 

R4 Stream 2.45 1.18 Runoff 

2 x 200 

D3 Ditch 0.909 0.532 Drift 

D4 Pond 0.772 5.12 Drainage 

D4 Stream 0.938 1.92 Drainage 

D5 Pond 0.244 2.35 Drainage 

D5 Stream 0.817 0.487 Drift 

D6 Ditch 1.13 1.07 Drainage 

R1 Pond 0.190 1.37 Runoff 

R1 Stream 1.63 1.02 Runoff 
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R2 Stream 1.38 2.67 Runoff 

R3 Stream 2.47 1.31 Runoff 

R4 Stream 4.03 2.30 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

2 x 200 

R1 Pond 0.095 - Runoff 

R1 Stream 0.712 - Runoff 

R2 Stream 0.839 - Drift 

R3 Stream 1.13 - Runoff 

R4 Stream 1.83 - Runoff 

 
 
Table 6.6-10: Global maximum Predicted Environmental Concentrations of azoxystrobin 

following single application to maize, FOCUS Step 3 and 4 

Plant protection product: A12910C 

Use Group evaluated: G 

Crop: maize 

Application method (-): foliar spray 

Growth stage at first application (BBCH): 17 

Crop interception: set internally by FOCUS models 

Number of applications/intervall: 1 

Application rate: 200 g ai/ha 

Active Substance: azoxystrobin 

Application rate 
and timing 

[g a.s./ha] 

Scenario 
Water 
body 

PECSW  
[µg/L] 

PECSED  
[µg/kg] 

Main route of entry to 
water body for  
max. PECSW 

Step 3 

1 x 200  

D3 Ditch 1.05 0.506 Drift 

D4 Pond 0.357 2.55 Drainage 

D4 Stream 0.906 0.911 Drift 

D5 Pond 0.146 1.48 Drainage 

D5 Stream 0.903 0.305 Drift 

D6 Ditch 1.04 0.441 Drift 

R1 Pond 0.222 1.27 Runoff 

R1 Stream 2.34 0.955 Runoff 

R2 Stream 0.972 1.06 Drift 
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R3 Stream 3.19 1.21 Runoff 

R4 Stream 4.34 2.13 Runoff 

Step 4: 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

1 x 200   

R1 Pond 0.108 0.641 Runoff 

R1 Stream 1.06 0.408 Runoff 

R2 Stream 0.972 0.318 Drift 

R3 Stream 1.44 0.573 Runoff 

R4 Stream 1.97 0.948 Runoff 

 
 
Table 6.6-11: Summary of overall maximum PECSW and PECSED of R234886, R401553 and 

R402173 following application of azoxystrobin to various crops calculated according 

to FOCUS STEPS 1-2 

Use 

pattern 
Step Region 

R234886 R401553 R402173 

Max. 

PECSW
a 

[µg/L] 

Max. 

PECSED
b 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Cereals 
2 x 200 g 
a.s./ha, 
BBCH 31 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 
Europe 
Mar. May/ 
Jun. Sep 

3.29 6.86 0.168 0.300 0.588 0.957 

South 
Europe 
Mar. May 

6.04 12.7 0.207 0.372 1.11 1.81 

Oilseed 
rape 
2 x 200 g 
a.s./ha, 
BBCH 61 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 
Europe 
Jun. Sep 

1.92 3.92 0.149 0.264 0.325 0.529 

South 
Europe 
Jun. Sep 

2.61 5.39 0.159 0.282 0.456 0.743 

Sugar beet 
2 x 200 g 
a.s./ha, 
BBCH 39 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 
Europe 
Jun. Sep 

2.19 4.51 0.153 0.271 0.378 0.614 

South 
Europe 
Jun. Sep 

3.02 6.27 0.164 0.293 0.535 0.871 

Sunflower 
1 x 150 g 
a.s./ha, 
BBCH 16 

1 - 24.7 13.5 3.66 6.85 6.82 11.1 

2 

North 
Europe 
Mar. May/ 
Jun. Sep 

2.20 4.20 0.102 0.184 0.630 1.03 



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 71 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

Use 

pattern 
Step Region 

R234886 R401553 R402173 

Max. 

PECSW
a 

[µg/L] 

Max. 

PECSED
b 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

Max. 

PECSW 

[µg/L] 

Max. 

PECSED 

[µg/kg] 

South 
Europe 
Mar. May 

4.17 7.99 0.148 0.271 1.23 2.01 

Maize 
1 x 200 g 
a.s./ha, 
BBCH 40 

1 - 33.0 18.0 4.88 9.13 9.10 14.8 

2 

North 
Europe 
Jun. Sep 

2.77 5.29 0.132 0.238 0.789 1.29 

South 
Europe 
Jun. Sep 

4.00 7.65 0.161 0.292 1.17 1.90 

Peas / 
Beans 
2 x 200 g 
BBCH 51 

1 - 36.0 66.0 9.75 18.3 18.2 29.7 

2 

North 
Europe 
Mar. May/ 
Jun. Sep 

2.19 4.51 0.153 0.271 0.378 0.614 

South 
Europe 
Mar. May 

3.84 8.03 0.176 0.314 0.693 1.13 

a alkaline soils 
b acidic soils 
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6.6.4 Toxicity to exposure ratios for aquatic species (MIIIA 10.2.1) 

 

6.6.4.1 Toxicity to exposure ratio for the active substance azoxystrobin and its 

metabolites 

In the following table the TER values for the relevant FOCUS scenarios and for each organism group are 

given. Step 4 PEC-values are listed where provided by the applicant. 

 

FOCUS Step 1 + 2, surface water assessment  

Table 6.6-12: PECsw for azoxystrobin, relevant ecotoxicological endpoints for each organism 

group and resulting TER values 

FOCUS Scenario 

 

 

PECSW 

global 

max  

Fish 

acute 

Fish 

prolonged 

Invertebrates 

acute 

Invertebrat

es 

prolonged 

Algae Sed. 

dweller 

prolonged 

Aquatic 

plants 

        

[µg/L] 470 147 55 9.54 146 800 3200 

Single application (1 x 200 g a.i./ha, worst case maize)  

Step 1  44.5 10.6 3.3 1.2 0.2 3.3 18 72 

Step 2 N.Europe 7.49 63 19.6 7.3 1.3 19.5 107 427 

 S.Europe 10.6 44 13.9 5.2 0.9 13.8 75 302 

Multiple application (2 x 200 g a.i./ha, worst case cereals)  

Step 1  88.9 5.3 1.7 0.6 0.1 1.6 9.0 36.0 

Step 2 N.Europe 9.78 48 15.0 5.6 1.0 14.9 82 327 

 S.Europe 17.3 27 8.5 3.2 0.6 8.4 46 185 

TER trigger 100 10 100 10 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

 

Table 6.6-13: Aquatic organisms: TER values for the use of A12910C in winter cereals, 2 

applications (Use group A) - azoxystrobin 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 
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  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D1/ditch 3.24 145 45 17 2.9 45.1 247 

D1/strea
m 

2.02 233 73 27 4.7 72.3 396 

D2/ditch 3.21 146 46 17 3.0 45.5 249 

D2/strea
m 

2.01 234 73 27 4.7 72.6 398 

D3/ditch 1.11 423 132 50 8.6 131.5 721 

D4/pond 0.667 705 220 82 14.3 218.9 1199 

D4/strea
m 

0.948 496 155 58 10.1 154.0 844 

D5/pond 0.181 2597 812 304 52.7 806.6 4420 

D5/strea
m 

1.02 461 144 54 9.4 143.1 784 

D6/ditch 1.13 416 130 49 8.4 129.2 708 

R1/pond 0.435 1080 338 126 21.9 335.6 1839 

R1/strea
m 

0.241 1950 610 228 39.6 605.8 3320 

R3/strea
m 

2.04 230 72 27 4.7 71.6 392 

R4/strea
m 

3.65 129 40 15 2.6 40.0 219 

Step 4 : 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

R1/pond 0.207 2271 710 266 46.1 705 3865 

R1/strea
m 

1.1 427 134 50 8.7 133 727 

R3/strea
m 

1.02 461 144 54 9.4 143 784 

R4/strea
m 

1.67 281 88 33 5.7 87 479 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

Table 6.6-14: Aquatic organisms: TER values for the use of A12910C in oilseed rape, 2 

applications (Use group B) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. C. riparius 
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pelliculosa 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D2/ditch 2.22 212 66 25 4.3 66 360 

D2/strea
m 

1.73 272 85 32 5.5 84 462 

D3/ditch 1.12 420 131 49 8.5 130 714 

D4/pond 0.423 1111 348 130 22.6 345 1891 

D4/strea
m 

0.948 496 155 58 10.1 154 844 

D5/pond 0.327 1437 450 168 29.2 446 2446 

D5/strea
m 

1.02 461 144 54 9.4 143 784 

R1/pond 0.3 1567 490 183 31.8 487 2667 

R1/strea
m 

3.82 123 38 14 2.5 38 209 

R3/strea
m 

2.19 215 67 25 4.4 67 365 

Step 4 : 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

R1/pond 0.148 3176 993 372 64.5 986 5405 

R1/strea
m 

1.73 272 85 32 5.5 84 462 

R3/strea
m 

1.02 461 144 54 9.4 143 784 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

Table 6.6-15: Aquatic organisms: TER values for the use of A12910C in oilseed rape, 1 application 

(Use group H) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 
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D2/ditch 1.52 309 97 36 6.3 96 526 

D2/strea
m 

1.28 367 115 43 7.5 114 625 

D3/ditch 1.27 370 116 43 7.5 115 630 

D4/pond 0.145 3241 1014 379 65.8 1007 5517 

D4/strea
m 

1.09 431 135 50 8.8 134 734 

D5/pond 0.096 4896 1531 573 99.4 1521 8333 

D5/strea
m 

1.18 398 125 47 8.1 124 678 

R1/pond 0.191 2461 770 288 49.9 764 4188 

R1/strea
m 

1.47 320 100 37 6.5 99 544 

R3/strea
m 

2.03 232 72 27 4.7 72 394 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

 

Table 6.6-16: Aquatic organisms: TER values for the use of A12910C in sugar beet, 2 applications 

(Use group C) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D3/ditch 0.912 515 161 60 10.5 160 877 

D4/pond 0.713 659 206 77 13.4 205 1122 

D4/strea
m 

1.1 427 134 50 8.7 133 727 

R1/pond 0.227 2070 648 242 42.0 643 3524 

R1/strea
m 

1.15 409 128 48 8.3 127 696 

R4/strea
m 

2.61 180 56 21 3.7 56 307 

TER 

criterion 

  100 10 100 10 10 10 
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TER values shown in bold fall below the relevant trigger. 

 

Table 6.6-17: Aquatic organisms: TER values for the use of A12910C in sunflower, 1 application 

(Use group D) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D5/pond 0.099 4747 1485 556 96.4 1475 8081 

D5/strea
m 

0.631 745 233 87 15.1 231 1268 

R1/pond 0.219 2146 671 251 43.6 667 3653 

R1/strea
m 

2.02 233 73 27 4.7 72 396 

R3/strea
m 

1.34 351 110 41 7.1 109 597 

R4/strea
m 

3.09 152 48 18 3.1 47 259 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

 

Table 6.6-18: Aquatic organisms: TER values for the use of A12910C in beans and peas, 2 

applications (Use groups E and F) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D3/ditch 0.909 517 162 61 10.5 161 880 

D4/pond 0.772 609 190 71 12.4 189 1036 
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D4/strea
m 

0.938 501 157 59 10.2 156 853 

D5/pond 0.244 1926 602 225 39.1 598 3279 

D5/strea
m 

0.817 575 180 67 11.7 179 979 

D6/ditch 1.13 416 130 49 8.4 129 708 

R1/pond 0.19 2474 774 289 50.2 768 4211 

R1/strea
m 

1.63 288 90 34 5.9 90 491 

R2 / 
stream 

1.38 341 107 40 6.9 106 580 

R3/strea
m 

2.47 190 60 22 3.9 59 324 

R4/strea
m 

4.03 117 36 14 2.4 36 199 

Step 4 : 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

R1/pond 0.095 4947 1547 579 100.4 1537 8421 

R1/strea
m 

0.712 660 206 77 13.4 205 1124 

R2 / 
stream 

0.839 560 175 66 11.4 174 954 

R3/strea
m 

1.13 416 130 49 8.4 129 708 

R4/strea
m 

1.83 257 80 30 5.2 80 437 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

Table 6.6-19: Aquatic organisms: TER values for the use of A12910C in maize, 1 application (Use 

group G) 

Scenario PECSW 

global max  

Fish 

acute 

Fish 

prolonged 

Invertebrate

s acute 

Invertebrates 

prolonged 

Algae Sed. dweller 

prolonged 

  O. mykiss P. promelas M. bahia M. bahia N. 

pelliculosa 

C. riparius 

 FOCUS  LC50  NOEC EC50 NOEC ErC50 NOEC 

  470 147 55 9.54 146 800 

 [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] [µg/L] 

Step 3 

D3/ditch 1.05 448 140 52 9.1 139 762 

D4/pond 0.357 1317 412 154 26.7 409 2241 
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D4/strea
m 

0.906 519 162 61 10.5 161 883 

D5/pond 0.146 3219 1007 377 65.3 1000 5479 

D5/strea
m 

0.903 520 163 61 10.6 162 886 

D6/ditch 1.04 452 141 53 9.2 140 769 

R1/pond 0.222 2117 662 248 43.0 658 3604 

R1/ 
stream 

2.34 201 63 24 4.1 62 342 

R2/ 
stream 

0.972 484 151 57 9.8 150 823 

R3/strea
m 

3.19 147 46 17 3.0 46 251 

R4/strea
m 

4.34 108 34 13 2.2 34 184 

Step 4 : 60% run-off reduction (equivalent to a 10-12 m vegetated filter strip) 

R1/pond 0.108 4352 1361 509 88.3 1352 7407 

R1/strea
m 

1.06 443 139 52 9.0 138 755 

R2/ 
stream 

0.972 484 151 57 9.8 150 823 

R3/strea
m 

1.44 326 102 38 6.6 101 556 

R4/strea
m 

1.97 239 75 28 4.8 74 406 

TER 

criterion 

  100 10 100 10 10 10 

TER values shown in bold fall below the relevant trigger. 

 

For the active substance azoxystrobin many scenarios fail the required TER trigger even under 

consideration of risk mitigation measures, i.e. 60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip). 

Refined risk assessment for azoxystrobin 

a) Acute effects 

The active substance azoxystrobin is highly toxic for aquatic invertebrate specis. To reduce the 

uncertainty in the assessment, data on 13 species has been generated and a HC5 can be calculated for the 

assessment of the acute risk. This has already been calculated in the EU risk assessment (2010), but some 

changes in how to consider the data have been introduced in the Aquatic GD (2013)4. 

                                                      
4SCIENTIFIC OPINION - Guidance on tiered risk assessment for plant protection products for aquatic organisms in 
edge-of-field surface waters (EFSA Journal 2013;11(7):3290)  



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 79 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

ZRMS Germany has recalculated the HC5 following the advice in the GD. The result deviates slightly 

from that in the EFSA conclusion because the bound values (> 4000) were excluded. 

 

Table 6.6-20: Recalculation of HC5 (n = 9, please refer to EFSA Conclusion (2010), p. 97) 

 

 

 

 

An assessment factor of 6 was chosen because  

- the ratio between the highest and the lowest E/LC50 is < 100 and  

- the lower limit HC5 is lower than 1/3 of the median HC5.  

This results in: RAC = 40.8 /6 = 6.8 µg/L (median estimate of HC5 / AF). 
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b) Chronic effects 

The HC5-RAC does not cover long-term effects on invertebrates. 

In the EFSA Conclusion for the active substance azoxystrobin (EFSA Journal 2010; 8(4):1542) a higher 

tier assessment, considering a RAC of 3.3. µg a.s./L, was included. This RAC presents an overall RAC, 

based on the available higher tier approaches for aquatic invertebrates (acute geometric mean, acute SSD, 

mesocosm). As this endpoint represents already the regulatory acceptable concentration, a TER trigger of 

1 was considered. Within the annotation of confirmatory data for azoxystrobin the EFSA highlighted that 

the overall RAC of 3.3 µg a.s./L is not comprehensible and that requested clarification was not provided 

by the RMS. It is clear that the different lines of evidence were included but not which weight was given 

to the different approaches and which assessment factor was included to address remaining uncertainty.  

Although the zRMS is not convinced of the endpoint presented in the LoEP for azoxystrobin (EFSA 

Journal 2010; 8(4):1542), in accordance with the EU assessment the RAC of 3.3 µg a.s./L was considered 

for the core assessment.  

But it should be pointed out that the higher tier evaluation presented on EU-level was performed based on 

the former aquatic guidance document and is not fully in line with the current guidance. Besides that it 

has to be considered that the mesocosm only accounts for single applications - hence it is questionable if 

an overall RAC, including this mesocosm, is suitable to refine the risk assessment for multiple 

applications.  

It has thus to be decided on member state level if the refinement with the RAC of 3.3 µg a.s./L, as given 

in the LoEP for azoxystrobin (2010) is regarded as acceptable and sufficient only for single or also for 

multiple applications.  

For details on the refinement options accepted and considered by the zRMS on national level please refer 

to the National Addendum of Germany. 

 

All scenarios in which the TER trigger was not met for aquatic invertebrates have been checked for PEC 

values > 3.3 µg/L (relevant RAC according to PRAPeR Expert Meeting TC 25 (4 November 2009)). 

 

 

Table 6.6-21:  Comparison of mamimum PECSW values with RAC 3.3 µg/L , where the TER is below the 

trigger in tier 1 

Use Relevant organism group Scenario, Maximal PECSW 

winter cereals, 2 applications (Use 

group A) 

Aquatic invertebrates Step 3: R4 (stream) 3.65 µg/L 

Step 4: R4 (stream) 1.67 µg/L 

oilseed rape, 2 applications (Use Aquatic invertebrates Step 3: R1 (stream) 3.82 µg/L 
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group B) Step 4: R1 (stream) 1.73 µg/L 

oilseed rape, 1 application (Use 

group H) 

Aquatic invertebrates Step 3: R3 (stream) 2.03 µg/L 

sugar beet, 2 applications (Use 

group C) 

Aquatic invertebrates Step 3: R4 (stream) 2.61 µg/L 

sunflower, 1 application (Use group 

D) 

Aquatic invertebrates Step 3: R4 (stream) 3.09 µg/L 

beans and peas, 2 applications (Use 

groups E and F) 

Aquatic invertebrates Step 3: R4 (stream) 4.03 µg/L 

Step 4: R4 (stream) 1.83 µg/L 

maize, 1 application (Use group G) Aquatic invertebrates Step 3: R4 (stream) 4.34 µg/L 

Step 4: R4 (stream) 1.97 µg/L 

 

Thus, the risk to aquatic organisms, especially invertebrates, is considered acceptable if the respective risk 

mitigation measures are implemented on member state level. 

 

If the proposed refinement cannot be accepted by a MS for national authorization, further consideration 

would be necessary for the following scenarios: 

 

Table 6.6-22: Scenarios not achieving the required TER trigger 

Use group A cereals Step 3: D1 (ditch and pond), D2 (ditch and stream), D3 (ditch), D5 

(stream), R3 (stream), R4 (stream) 

Step 4 (60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip): R1 (stream), R3 (stream), R4 (stream) 

Use group B  oilseed rape D2 (ditch and stream), D3 (ditch), D5 (stream), R3 (stream), R3 

(stream) 

Step 4 (60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip): R1 (stream), R3 (stream) 

Use group C Sugar beet D3 (ditch), D4 (pond), D4 (stream), R1 (stream), R4 (stream) 

Use group D Sunflower D5 (stream), R1 (stream), R3 (stream), R4 (stream) 

Use group E and F Benas and peas D3 (ditch), D4 (pond), D4 (stream), D5 (stream), D6 (ditch), R1 – R4 

(stream) 

Step 4 (60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip): R1 – R4 (stream) 
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Use group G Maize D3 (ditch), D4 (stream), D5 (stream), D6 (ditch), R1 – R4 (stream) 

Step 4 (60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip): R1 – R4 (stream) 
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6.6.4.2 Cyproconazole 

 

The active substance cyproconazole was shown not to be as toxic to aquatic organisms as azoxystrobin, 

neither in acute nor in long-term studies. The organism group “aquatic macrophytes” form an exception. 

The risk posed by cyproconazole is generally covered by risk mitigation measures regarding 

azoxystrobin. In the following table the global maximum predicted environmental concentrations of 

cyproconazole (FOCUS step 3) are compared to the relevant cyproconazole endpoint (D. magna 

prolonged toxicity, NOEC = 23 µg/L). 

 

FOCUS Step 1 + 2, surface water assessment  

Table 6.6-23: PECsw for cyproconazole, relevant ecotoxicological endpoints for each organism 

group and resulting TER values 

FOCUS Scenario 

 

 

PECSW 

global 

max  

Fish 

acute 

Fish 

prolonged 

Invertebr

ates acute 

Invertebrat

es 

prolonged 

Algae Sed. 

dweller 

prolonged 

Aquatic 

plants 

 O. 

mykiss 

P. promelas C. 

virginica 

C. virginica S. 

subspica

tus 

EbC501 

C. riparius  

[µg/L] 19000 510 2600 23 99 5000 59 

Single application (1 x 200 g a.i./ha, worst case maize)  

Step 1  19.6 969.4 26.0 132.7 1.2 5.1 255.1 3.0 

Step 2 N.Europe 3.35 5672 152.2 776.1 6.9 29.6 1493 18 

 S.Europe 4.74 4251 114.1 581.7 5.1 22.1 1119 13 

Multiple application (2 x 200 g a.i./ha, worst case cereals)  

Step 1  39.2 484.7 13.0 66.3 0.6 2.5 127.6 1.5 

Step 2 N.Europe 4.53 4194 112.6 574.0 5.1 21.9 1104 13 

 S.Europe 8.04 2363 63.4 323.4 2.9 12.3 622 7.3 

TER trigger 100 10 100 10 10 10 10 

TER values shown in bold fall below the relevant trigger. 

1 No ErC50 provided. 
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Table 6.6-24: Summary of FOCUS Step 3 overall maximum PECSW values for cyproconazole, 

TER when compared to most sensitive endpoint 

Crop 
(Use patterns) 

Number of 
applications 

PECSW  
[µg a.i./L] 

TER derived with NOEC = 23 µg/L for 
aquatic invertebrates (D. magna), trigger 

value ≥ 10 

Spring cereals 
80 g a.s./ha 

1 1.72 13.4 

2 2.84 8.1 

Winter cereals 
80 g a.s./ha 

1 1.83 12.6 

2 3.78 6.1 

Spring oilseed rape 
80 g a.s./ha 

1 1.24 18.5 

2 2.21 10.4 

Winter oilseed rape 
80 g a.s./ha 

1 1.70 13.5 

2 2.65 8.7 

Sugar beet 
80 g a.s./ha 

1 1.48 15.5 

2 2.17 10.6 

Sunflower 
80 g a.s./ha 

1 2.15 
10.7 

Maize 
80 g a.s./ha 

1 1.54 
14.9 

Field beans 
80 g a.s./ha 

1 2.26 10.2 

2 3.15 7.3 

 

The applicant has not provided FOCUS Step 4 calculations for the active substance cyproconazole. 

However, all required risk mitigation measures are triggered by concentrations and endpoints of the active 

substance azoxystrobin. 
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6.6.4.3 Consideration of Metabolites 

Azoxystrobin forms no major metabolites in surface water. But there are three relevant metabolites 

occurring in soils: R234886 (28.8 %), R401553 and R402173 (both 17 %). Contamination via run-off and 

drainage cannot be excluded. Ecotoxicological studies on fish, invertebrates and algae are available for 

these metabolites.  

The comparison of the studies for the metabolites with the studies for azoxystrobin show a lower toxicity 

of the metabolites compared to the parent. It is predicted that the risk for aquatic organisms exposed to 

azoxystrobin metabolites according to the intended use of A12910C will be low. However, PECSW global 

maximum values were compared to the ecotoxicological endpoints and TER values are shown in the table 

below (6.6-19) 

Cyproconazole forms no major metabolites in surface water and/or sediment, but one soil metabolite: 

CGA71019 (17.4 %). Contamination via run-off and drainage cannot be excluded. Ecotoxicological 

studies on fish, invertebrates and algae are available for the metabolite CGA71019 and show a lower 

toxicity of the metabolite compared to the parent. It is predicted that the risk for aquatic organisms 

exposed to cyproconazole metabolites according to the intended use of A12910C will be low. No 

quantitative risk assessment was performed for this metabolite. 

 

Table 6.6-25: Aquatic organisms: PEC global max. values of metabolites of azoxystrobin, covering 

all intended uses of A12910C, compared to relevant effect values. 

Scenario PECSW global 

max  

Fish acute Invertebrates acute Algae 

  O. mykiss M. bahia N. pelliculosa 

 FOCUS  LC50  EC50 EbC50 

  150000 180000 47000 

 [µg/L] [µg/L] [µg/L] [µg/L] 

R234886 (PEC values for cereals cover all intended uses) 

Step 1 36 4167 5000 1306 

 

 PECSW global 

max  

Fish acute Invertebrates acute Algae 

  O. mykiss M. bahia N. pelliculosa 

  LC50  EC50 EbC50 

  120000 120000 120000 

 [µg/L] [µg/L] [µg/L] [µg/L] 

R401553 (PEC values for cereals cover all intended uses) 

Step 1 9.75 12308 12308 12308 
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Scenario PECSW global 

max  

Fish acute Invertebrates acute Algae 

  O. mykiss M. bahia N. pelliculosa 

 FOCUS  LC50  EC50 EbC50 

  62000 100000 67000 

 [µg/L] [µg/L] [µg/L] [µg/L] 

R402173 (PEC values for maize cover all intended uses) 

Step 1 9.1 6813 10989 7363 

 

 

6.6.5 Overall conclusions 

Based on the calculated concentrations of the active substances and their metabolites in surface water 

(PECSW FOCUS Step 1 - 4), the calculated TER values for the acute and long-term risk resulting from an 

exposure of aquatic organisms according to the GAP of the formulation A12910C achieve the 

acceptability criteria TER ≥ 100 and TER ≥ 10, according to commission implementing regulation (EU) 

No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2 for all relevant scenarios only under 

consideration of risk mitigation measures like 60% run-off reduction (equivalent to a 10-12 m vegetated 

filter strip).  

The results of the assessment indicate a high risk for aquatic organisms due to the intended uses of 

A12910C according to the label. The refined risk assessment for aquatic invertebrates was based on the 

RAC agreed on by the PRAPeR Expert Meeting TC 25 (2009). Member states need to check if the 

refinement is suitable for their national environmental conditions.  

 

6.7 Effects on bees (MIIIA 10.4, KPC 10.3.1) 

Effects on bees for A12910C were not evaluated as part of the EU review of azoxystrobin or 

cyproconazole. Therefore, all relevant data and assessments are provided here and are considered 

adequate.    

Toxicity 

Table 6.7-1 presents the results of laboratory bee toxicity studies with the formulation. Further details 

regarding the tests with the formulation are provided in section 10.4.2. For the sake of completeness the 

table also presents results of laboratory bee toxicity studies with the active substance. Other data 

submitted in support of the evaluation are not considered adequate and are not reported here. 

 

 
Table 6.7-1: Results of laboratory bee toxicity studies 
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Test substance Exposure route LD50 Reference 

A12910C 
oral 48 h > 376.6 µg product/bee  Kling, A. (2002)  

20021222/01-BLEU contact 48 h  > 549.5 µg product/bee  

azoxystrobin 
tech. 

oral 48 h > 25 µg as/bee * EFSA Journal 2010; 
 8(4):1542 contact 48 h > 200 µg as/bee * 

cyproconazole 
tech. 

oral 96 h > 100 µg as/bee * 
EFSA Journal 2010;  

8(11): 1897 contact 96 h > 100 µg as/bee * 

 
* EU agreed endpoint 
 
Exposure 

The recommended use pattern for A12910C includes application in cereals at a maximum application rate 

of up to 1 L product/ha. This maximum single application rate is equivalent to 1100 g product/ha. 

Bees may be exposed to A12910C by direct spraying while bees are foraging on flowers and weeds, 

through contact with fresh or dried residues or by oral uptake of contaminated pollen, nectar and honey 

dew.  

Hazard quotients 

Hazard quotients for oral and contact exposure according to EPPO (2003) Environmental risk assessment 

scheme for plant protection products (Chapter 10: Honeybees (PP 3/10(2)). Bulletin OEPP/EPPO Bulletin 

33: 141-145) were calculated as follows: 

Hazard Quotient = max. application rate [g product/ha] / LD50 [µg product/bee] 

 

 

Table 6.7-2: Hazard quotients for honeybees 

 

Test substance 

Max. single 

application rate 

[g product/ha] 

Exposure 

route 

LD50 

[µg product/bee] 

Hazard 

quotient 

(HQ) 

HQ 

trigger 

A12910C 1100  
oral > 376.6 µg < 2.9 

50 
contact  > 549.5 µg < 2 

 
 

Risk assessment 

Due to the results of laboratory tests A12910C is considered to be practically non-toxic to bees. All 

hazard quotients are clearly below the trigger of 50, indicating that the intended use poses a low risk to 

bees in the field. Bee brood testing is not required since the test item is not an IGR.  
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Overall conclusion 

It is concluded that A12910C will not adversely affect bees or bee colonies when used as recommended. 

Hazard quotients for bees 

Refer to table 6.7-2 

Oral exposure QHO 

Refer to IIIA 10.4.1. 

Contact exposure QHC 

Refer to IIIA 10.4.1. 

 

Acute toxicity of the formulation to bees 

The following bee acute toxicity study performed on A12910C is provided in support of the assessment 

and has not been previously evaluated. Since no major deviations from the guideline were reported which 

could have influenced the results of the study only a brief summary and the endpoints are presented 

below. 

 
 

Report: KIIIA1 10.4.2.1/01 

Kling A, (2002) Azoxystrobin/cyproconazole (ZA5504/SAN619): Acute toxicity of 
a 200/80 g/L SC formulation (A12910C) to the honeybee, Apis mellifera L., in the 
laboratory. GAB Biotechnologie GmbH, Eutinger Niefern-Öschelbronn, Germany, 
Report No. 20021222/01-BLEU 

Document No: Syngenta File No. SAN619/7265 

Guidelines: OECD 213 and 214 

GLP Yes 

 

Materials and Methods 

 

In a test under laboratory conditions A12910C was offered to worker honey bees (Apis mellifera L.) in 

oral and contact route. Treatments with the test substance, the control and the reference item (dimethoate) 

were carried out in five replicates containing 10 bees each.  

 
 
Test species: Worker honey bees Apis mellifera 
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Test substance: A12910C:  azoxystrobin 190 g/L   
     cyproconazole 81 g/L 
 
Control: oral:  50% w/v aqueous sucrose solution  
  contact:  tap water 
 
Toxic standard: Perfekthion /BAS 152 11 I (400 g dimethoate/L) 
  oral: 0.08, 0.10, 0.13, 0.17 µg as/bee 
  contact: 0.11, 0.14, 0.18, 0.23 µg as/bee dissolved in tap water 
 
Doses:  oral (A12910C sucrose solution): 549.5 µg product/bee 
  contact (A12910C dissolved in tap water): 549.5 µg product/bee 
 
Bees per dose: 10 
 
Replicates: 5 
 

 

Oral toxicity study: 

In a limit test, five replicates of 10 bees were fed with a sugar/water solution containing A12910C. The 

tested concentration was 549.5 µg product/bee. An untreated sugar/water solution was used as water 

control. Dimethoate was used as toxic standard. The test was conducted at darkness and a temperature of 

25 - 27°C and humidity between 52% and 70%. Biological observations including mortality and 

behavioural changes were recorded at 4, 24 and 48 hours after dosing. Results are based on nominal 

concentrations of the product per bee. 

 

Contact toxicity study: 

In a limit test, five replicates of 10 bees were exposed to A12910C dissolved in tap water, administered 

topically in a small droplet (2 µl) to the thorax of each bee. The tested concentration was 549.5 µg 

product/bee. A group of bees treated with an equivalent volume of tap water was used as water control. 

Dimethoate solved in tap water was used as toxic standard. The test was conducted at darkness and a 

temperature of 25 - 27°C and humidity between 52% and 70%. Biological observations, including 

mortality and behavioural changes were recorded at 4, 24 and 48 hours after application.  

 

Findings 

Oral toxicity study: 

The actual consumption by bees in the oral toxicity test was very low and the dose consumed equated to 

375.61 µg product /bee (nominally equivalent to 68.35 µg azoxystrobin + 27.34 µg cyproconazole per 

bee). Consumption of this dose led to 30% mortality at 48 hours. No mortality was observed in the 

control group within the 48 hour observation period. 
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All bees fed with the A12910C treated sugar solution showed slow movements from the first assessment 

after 4 hours until the assessment made 24 hours after start of the test. All surviving bees were able to 

recover before test termination.  

 

Contact toxicity study: 

At the contact toxicity dose of 549.5 µg product/bee, no mortality occurred within 48 hours. Mortality in 

the control group reached 8.0% within 48 hours and was therefore within acceptable limits. 

The behaviour of treated bees did not differ from the control at any time during the test.  

The 24-hour oral and contact LD50 for the toxic standard were within the required limits stipulated in 

OECD guidelines 213 and 214. 

 

Conclusions 

The study is considered to be valid because: 

• the mean mortality of the control in the oral and contact toxicity tests was ≤ 10% (0% and 8.0% 

mortality, respectively) 

• the 24h LD50 of the reference item in the oral toxicity test was within the range of 0.10 to 0.35 µg 

as/bee (measured 0.16 µg as/bee) 

• the 24h LD50 of the reference item in the contact toxicity test was within the range of 0.10 to 0.30 

µg as/bee (measured 0.19 µg as/bee) 

The 48 hour oral LD50 for the test material was > 375.61 µg A12910C /bee (the highest dose ingested). 

The 48 hour contact LD50 for the test material is > 549.5 µg A12910C/bee (the highest dose tested). 

 

Oral 

Refer to IIIA 10.4.2. 

Contact 

Refer to IIIA 10.4.2. 

Effects on bees of residues on crops 

Not required. 

Cage tests 

Not required. 

Field tests 

Not required. 

Investigation into special effects 
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Not required. 

Larval toxicity 

Not required since the test item is not an IGR. 

Long residual effects 

Not required. 

Disorienting effects on bees 

Not required. 

Tunnel tests 

Not required. 

 

6.8 Effects on arthropods other than bees (MIIIA 10.5, KPC 10.3.2) 

Effects on arthropods other than bees for A12910C were not evaluated as part of the EU review of 

Azoxystrobin and Cyproconazole. Data on A12910C have been submitted by the applicant and are 

evaluated here. They are considered adequate to assess the risk for non-target arthropods following the 

use of A12910C according to the intended uses. 

 

Table 6.8-1: Toxicity of the product A12910C to non-target arthropods 

Species 

(exposed life stage) 

Test substance, test 

substrate 

Toxicity endpoints Source 

  [mL / ha]  

Laboratory studies 

Typhlodromus pyri 

(protonymphs) 
2D, glass plate, 48 h LR50 =1591 Taruza S. (2002) 

SYN-02-11 

Aphidius rhopalosiphi 

(adults) 
2D, glass plate, 7 d LR50 > 1700 1 Zenz N. (2002) 

SAN 619/7270 (2023631) 

Extended laboratory studies 

Aphidius rhopalosiphi 

(adults) 
3D, barley plants, 7 d LR50 > 1700 McCormac, A. (2006) 

SYN-06-1 

Aged residue studies 

No data available 

Field or semi-field tests 
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No data available 

 

1 The acceptability of the laboratory test with A. rhopalosiphi (Zenz, 2002) was questioned by zRMS, 

because a very high application rate of the toxic reference substance was used (4 g a.i. Dimethoate/ha). 

To confirm the results the applicant submitted an extended laboratory study (McCormac, 2006). The LR50 

from that 3-D study was used for risk assessment. 

6.8.1 Justification for new endpoints 

Not relevant. 

6.8.2 Risk assessment 

The evaluation of the risk for non-target arthropods (NTAs) was performed in accordance with the 

recommendations of the Guidance Document on Terrestrial Ecotoxicology, as provided by the 

Commission Services (SANCO/10329/2002 rev.2 (final), October 17, 2002), and in consideration of the 

recommendations of the guidance document ESCORT 2. 

For risk assessment purposes, a risk envelope approach was used. Hence, intended use group A covers the 

risk for non-target arthropods (see 6.2.2). 

6.8.2.1 In-field risk assessment 

Exposure 

The in-field exposure for non-target arthropods is calculated as a predicted environmental rate (PERin-field) 

according to ESCORT 2 using the following equation: 

Application  rate (g a.s./ha) MAF
in field

PER
−

= ×  

where: 

MAF =  generic multiple application factor used to take into account the potential build-up of 

applied substances between applications. This factor integrates number of applications, 

application interval and degradation kinetics of the active substance  

Default MAF values for given numbers of applications are listed in the Guidance Document. 

 

Table 6.8-2: Predicted field rates (Tier 1) 

Plant protection product A12910C 

Intended use Application rate Number of 

applications/ 

interval: 

MAF PERin-field 
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 [L prod./ha]   [L prod./ha] 

Cereals (Use 

Group A) 

1.0 2 / 21 d 1.7 1.7 

 

 

6.8.2.2 Tier-1 risk assessment for in-field exposure 

Tier 1 risk assessment for in-field exposure 

The risk for non-target arthropods exposed in-field to A12910C was assessed by calculating the hazard 

quotient (HQ = exposure/toxicity) as the ratio of the predicted environmental rate (PER) and the lowest 

lethal rate (LR50) estimated in standard toxicity tests with non-target arthropods according to the formula:  

50LR

 PER field-In
HQ fieldIn =

 

The resulting HQ in-field values for the standard species are presented in the following table.  

 
Table 6.8-3: HQ values for non-target arthropods (Tier-1) for in-field exposure 

Intended use Species L/ER50  Exposure PER HQ 

  [L prod./ha]  [L prod./ha]  

Cereals A. rhopalosiphi LR50 > 1.7 in-field 1.7 1 

T. pyri LR50 = 1.591 in-field 1.7 1.07 

PER: Predicted environmental rate ; HQ: Hazard quotient 

 

6.8.2.3 Higher tier risk assessment for in-field exposure 

Not relevant. 

 

6.8.2.4 Tier-1 risk assessment for off-field exposure 

Exposure of non-target arthropods living in non-target off-field areas to A12910C will mainly be due to 

spray drift from field applications. Off-field predicted environmental rates (PER-values) were calculated 
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from in-field PERs in conjunction with drift values published by the BBA (20005) as shown in the 

following equation: 

)(

100

vdffactorondistributivegetation

percentiledrift
xPERfieldinMaximum

PERfieldOff






−

=−  

where: 

vdf = vegetation distribution factor used in combination with test results derived from 2-dimensional 

exposure set-ups 

To account for interception and dilution by three-dimensional vegetation in off-crop areas, a vegetation 

distribution or dilution factor (vdf, see above) is incorporated into the equation when calculating off-field 

exposure in conjunction with toxicity endpoints derived from two-dimensional studies (e.g. glass plate or 

leaf discs). A dilution factor of 10 is recommended by the Guidance Document. For endpoint resulting 

from 3-dimensional studies, i.e. where spray treatment is applied onto whole plants, the dilution factor is 

not used.  

 

Table 6.8-4 Predicted off-field environmental rates (PER) for A12910C 

Intended use Exposure Single appl. rate MAF Drift 

scenario 

fdrift fveg PERoff-field 

  [L prod./ha]     [L prod./ha] 

Cereals Off-field 1.0 1.7 82nd percentile 

2.38 % 
0.0238 - 

(for 3-D-
tests) 

0.04046 

Cereals Off-field 1.0 1.7 82nd percentile 

2.38 % 
0.0238 10 

(for 2-D-
tests) 

0.004046 

MAF: Multiple application factor; fdrift: Drift factor; fveg: Vegetation distribution factor – applied for 2-D laboratory tests; PER: 

Predicted environmental rates 

 

The laboratory test with A. rhopalosiphi was not fully acceptable, thus a higher tier assessment is 

presented using the endpoint from the extended laboratory test. 

Additionally to the HQ-approach, the assessment of the risk to non-target arthropods due to an exposure 

to A12910C was performed on basis of the calculation of toxicity-exposure ratios (TER values) according 

the following formula:

 

                                                      
5 BBA (Biologische Bundesanstalt für Land- und Forstwirtschaft) (2000): Abdrifteckwerte für Flächen- und Raumkulturen sowie 

für den gewerblichen Gemüse-, Zierpflanzen- und Beerenobstanbau. Bundesanzeiger 100, 26. Mai 2000, Köln, pp. 

9879. 
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)/(

)/(50)(

haproductLPERfieldOff

haproductLREL
TER

−
=  

 

The risk is considered acceptable if the values obtained are TER off-field > 10 when the ecotoxicological 

data resulted from Tier 1 tests on glass plates or TER off-field > 5 when the data were obtained in higher 

tier test (extended lab or field tests). 

The results of the risk assessment are summarized in the following table. 

 

Table 6.8-5 HQ and TER values for non-target arthropods (Tier-1) for off-field exposure 

Intended 

use 

Species L/ER50 Exposure PERoff-field PERoff-field x 

correction factor 

HQ TER 

  [L prod./ha]  [L prod./ha] [[L prod./ha]   

Cereals A. 

rhopalosiphi 

> 1.7  
(glass plate test) 

off-field 0.004046 0.02023 0.012 84 

T. pyri 1.591 
(glass plate test) 

off-field 0.004046 0.02023 0.012 78.6 

PER: Predicted environmental rates ; HQ: Hazard quotient; TER: Toxicity to exposure ratio 

 

6.8.2.5 Higher tier risk assessment for off-field exposure 

According to ESCORT II , lethal and sublethal effects less of than 50 % at the calculated deposition rates 

including the correction factor are considered acceptable. The results of the risk assessment are 

summarized in the following table. 

 

Table 6.8-4: Risk assessment for non-target arthropods (tier 2) for off-field exposure 

Intended use Species ER50 Exposure PERoff-field x 

correction 

factor 

Risk 

acceptable? 

  [mL/ha]  [mL/ha]  

Cereals, 2 x 1 
L/ha, 21 d 
interval 

A. rhopalosiphi > 1700 
(extended lab 
test) 

off-field 0.04046 x 5 = 
0.2023 

Yes 

PER: Predicted environmental rates ; HQ: Hazard quotient; TER: Toxicity to exposure ratio 

 

6.8.2.6 Risk mitigation measures 

No risk mitigation needed.  
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6.8.3 Overall conclusions 

 

Based on the calculated rates of the formulation A12910C in in- and off-field areas, the calculated HQ 

and TER values describing the risk resulting from an exposure of non-target arthropods to A12910C 

according to the GAP of the formulation A12910C achieve the acceptability criteria HQ ≤ 2 (Tier 1) and 

of TER ≥ 10 (Tier 1), according to commission implementing regulation (EU) No 546/2011, Annex, Part 

I C , 2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable risk for non-

target arthropods due to the intended use of A12910C in all intended uses according to the label. No risk 

mitigation measures are required. 

 

6.9 Effects on non-target soil meso- and macrofauna (MIIIA 10.6, 

KPC 10.4, KPC 10.4.1, KPC 10.4.2) 

Effects on earthworms and other soil non-target organisms resulting from an exposure to azoxystrobin 

and cyproconazole were evaluated as part of the EU review of the active substances. New studies to 

evaluate the effects of the formulation A12910C were submitted by the applicant in support of this 

application. All relevant study data for the assessment of the risk to earthworms and other soil non-target 

macro-and mesofauna from the intended uses of A12910C are provided here. New data are listed in 

Appendix 1 and summarized in Appendix 3. 

 
Table 6.9-1: EU agreed endpoints and new endpoints for earthworms and other soil macro- and 

mesofauna 

Species Substance Time scale, 

duration, peat 

content of 

substrate 

Results 

Toxicity [mg/kg soil dry 

weight] 

Reference 

Author 

Date 

Report No. 

ICS-No. 

Acute toxicity 

Eisenia fetida azoxystrobin Acute  
14d 
10 % 

LC50 = 283 (a.i.) 
LC50corr. = 141.5 (a.i.) 1 

Flemming, T.M. 
et al., 
14.10.1993, 
RJ1481B 

32906 

metabolite 
R234886 

Acute  
14d, 
10 % 

LC50 > 1000 1 Friedrich, S., 
23.01.2002, 
2013645 

 

69338 

cyproconazole Acute  
14d, 
10 % 

LC50 = 335 (a.i.) 
LC50corr. = 167.5 mg 1 

Ellgehausen, H., 
18.11.1986 
075532 

25482 

metabolite 
CGA71019 

Acute  
14d 

LC50 > 1000 3 Heimbach, F. 
24.02.1986 

41735 
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(1,2,4-triazole) 10 % HBF/Rg 59 

metabolite 
CGA142856 
(triazole acetic acid) 

Acute, 
14 d 
 

LC50 > 1000 3 Lührs, U., 
25.09.2002 
14364021 

74503 

A12910C Acute  
14d 
10 % 

LC50 = 3595 (prod) 
LC50corr. = 1797.5 (prod.) 
2 

Papaja, 
02.10.2002 
02 10 48 019 

44776 

Chronic toxicity 

Eisenia fetida azoxystrobin Chronic 
56 d, 
10 % 

NOEC = 20 
NOECcorr = 10 1 

Moser, T. & 
Röbke, J., 
25.10.2000, 
F10RR 

47130 

metabolite 
R234886 

Chronic 
56 d, 
5 % 

NOEC = 16 mg/kg 1 Friedrich, S., 
29.10.2010, 
10 10 48 078 S 

75204 

cyproconazole 
(formulation A9898A, Alto 
SL) 

Chronic 
56 d, 
10 % 

NOECcorr. ≥ 0.75 1 
Recalculated NOECcorr. 
= 2.527 (a.i.) 4 

Friedrich, S. 
18.02.2003 
02 10 48 054 

51125 

metabolite 
CGA71019 

Chronic 
56 d, 
10 % 

NOEC = 1.0 3 Moser, T.; 
Scheffczyk, A. 
30.07.2004 
P13RR 

52013 

A12910C Chronic 
56 d 
10 % 

NOEC = 274.8 (prod.) 2 

NOECcorr = 137.4 
Friedrich, S., 
15.10.2002 
 02 10 48 021 S 

44796 

Folsomia 

candida 

azoxystrobin Chronic 
28 d 

NOEC = 50 (a.i.) 
NOECcorr. = 25 (a.i.) 1 

Barth, M., 
05.12.2001,  
01 10 48 049 

48181 

cyproconazole Chronic 
28 d, 
10 % 

NOEC = 55.8 (a.i.) 1, 5 Barth, M. 
04.12.2001 
01 10 48 040 

51226 

metabolite 
CGA71019 

Chronic 
28 d, 
10 % 

NOEC = 1.8 (a.i.) 3 Moser, T. and 
Scheffczyk, A. 
18.06.2002 
P31CR 

48035 

metabolite 
CGA142856 
(triazole acetic acid) 

Chronic 
28 d, 
10 % 

NOEC = 15.6 (a.i.) 3 Klein, S. and 
Rosenkranz, B., 
19.12.2002 
14366016 

56490 

Organic 
matter 
breakdown 
(all 
organisms) 

azoxystrobin 6 months < 10 % effect Kollmann, S., 
05.05.2004, 
1047.124.797 

28732 

cyproconazole 6 months < 10 % effect Meister, A.; 
Klein, S. 
12.06.2002 
10741081 

74330 

Field studies 

No data available 

Litter bag test 
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No data available 

Corrected values derived by dividing the endpoint by a factor of 2 in accordance with the EPPO earthworm scheme 2002 (for 

substances with a log Kow > 2 and 10% peat in the study). 

1 EU agreed endpoints for Epoxiconazole: EFSA Scientific Report 138, 2008 / DAR, Vol. 3, B.9, and for azoxystrobin: EFSA 
Journal 2010; 8(4):1542 

2 new study submitted by the applicant 

3 PRAPeR meeting 13 agreed endpoint 

4 The EU-agreed endpoint (NOEC = 0.75 mg/kg soil d.w.) is based on an even distribution of the test substance in a 5 cm soil 
layer. The endpoint NOEC = 2.527 mg a.i./kg soil d.w. was recalculated based on the actual size of the test vessels (248.88 cm2, 

0.556 kg substrate) and is used here for showing a TER range. 

5 This endpoint (55.8 mg/kg soil dw) was agreed upon during the EU risk assessment without correction due to logPOW, although 
the artificial soil in the test had a peat content of 10 %. 

 

 

6.9.1 Justification for new endpoints 

Not relevant. 

 

6.9.2 Maximum calculated PECSOIL values  

Input parameters for PECsoil calculation and maximum PECsoil values are given in the following tables. 

For details please refer to section 5, 5.5. PECsoil is only calculated for use group D (sunflower), the 

intended use with the highest soil relevant application rate. 

 

Table 6.9-2: Input parameters for active substances for PECsoil calculation 

Active substance DT50 

Azoxystrobin 262 d (SFO, Maximum, field (incorporated) studies) 

Metabolite R234886 
1000 d (LoEP: default slow phase DFOP DT50 of 1000 days for the Frensham 
and Wisborough Green soils), is formed at max. 28.8 % 

Cyproconazole 
1) PECact: 141.3 d (longest un-normalised SFO, field studies) 
2) PECaccu: 4.86 / 796.72 / g = 0.4753(worst case un-normalised DFOP, field) 

Metabolite CGA71019  
(1,2,4-triazole) 

α = 0.4454, β = 2.0966 (un-normalised FOMC, Maximum field studies,  
German location) 

 

Due to the slow degradation of azoxystrobin in soil (DT90 > 365 d, SFO Kinetic, field data) the 

accumulation potential of azoxystrobin needs to be considered. Therefore an accumulated soil 

concentration (PECaccu) used for risk assessment that comprises background concentration in soil 

(PECbkgd) considering a tillage depth of 20 cm (arable crop) and the maximum annual soil concentration 

PECact for a soil depth of 5 cm. 
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Due to the slow degradation of cyproconazole in soil (DT90 > 365 d, Kinetic, field data) the accumulation 

potential of cyproconazole needs to be considered. Therefore an accumulated soil concentration (PECaccu) 

used for risk assessment that comprises background concentration in soil (PECbkgd) considering a tillage 

depth of 20 cm (arable crop) or 5 cm (permanent crops) and the maximum annual soil concentration 

PECact for a soil depth of 5 cm. 

 

Table 6.9-3: Results of PECsoil calculation (soil bulk density 1.5 g/cm-3, soil depth 5 cm) 

plant protection product: A12910C 

use: sunflower 

number of applications / intervall 1 x / - 

application rate: Azoxystrobin: 150 g ai/ha  
Cyproconazole: 60 g ai/ha 
A12910C: 833.25 g/ha 1) 

crop interception: 20 % 

active substance/ 

preparation 

soil relevant 

application rate 

(g/ha) 

PECact 

(mg/kg) 

PECtwa  

21 d 

(mg/kg) 

tillage 

depth  

(cm) 

PECbkgd 

(mg/kg) 

PECaccu =  

PECact +  

PECbkgd 

(mg/kg) 

Azoxystrobin 1 x 120 g ai/ha 0.1600 0.1556 20 0.0246 0.1846 

Met. R234886 1 x 33 g ai/ha* 0.0440 0.0437 20 0.0382 0.0822 

Cyproconazole 1 x 48 g ai/ha 1) 0.0640 
2) 0.0640 

1) 0.0608 
2) 0.0429 

20 1) 0.0032 
2) 0.0216 

1) 0.0672 
2) 0.0856 

Met. CGA71019  
(1,2,4-triazole) 

1 x 2.0 g ai/ha** 0.0027 0.0013 20 0.0001 0.0027 

A12910C 1 x 833.25 g /ha 0.8888 - - - - 

1) A12910C -density = 1.111 g/ml, 0.75 L applied 

*       maximum occurrence: 28.8 %, molecular correction: 0.965 

**     maximum occurrence: 17.4 %, molecular correction: 0.237 

 

6.9.3 Toxicity exposure ratios for earthworms and other soil macro- and 

mesofauna, TERA and TERLT (MIIIA 10.6.1) 

The evaluation of the risk for earthworms and other soil macro-organisms was performed in accordance 

with the recommendations of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the 

Commission Services (SANCO/10329/2002 rev 2 (final), October 17, 2002). 

For risk assessment purposes, a risk envelope approach was used. Hence, intended use group D 

(sunflower) covers the risk for earthworms and other soil macro- and mesofauna. 
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The results of the risk assessment are summarized in the following table. 

ZRMS Germany has not calculated PECsoil-values for the cyproconazole-metabolite CGA142856 (triazole 

acetic acid). Compared to CGA71019 (1,2,4-triazole), its occurrence in soil is expected to be lower, and 

the ecotoxicological endpoints derived from studies with E. fetida and F. candida are similar or even 

higher. 

Table 6.9-4: TER values for earthworms and other soil macro- and mesofauna (Tier-1), 

sunflower, 1 x 0.75 L/ha, 20 % interception 

Species Test item Time scale Endpoint (* 

corrected where 

required) 

Max. PECSOIL TER 

   [mg/kg soil dw] [mg/kg soil dw] Acute: ≥ 10 

Chronic: ≥ 5 

Eisenia fetida Azoxystrobin Acute 
 

141.5 * 0.1846 767 

Metabolite 
R234886 

1000 0.0822 12165 

Cyproconazole 167.5 * 0.0856 1957 

Metabolite 
CGA71019  
(1,2,4-triazole) 

1000 0.0027 370370 

A12910C 1797.5 * 0.8888 2022 

 Azoxystrobin Chronic 10 * 0.1846 54 

 Metabolite 
R234886 

16 0.0822 195 

 Cyproconazole 0.75 * 
2.527 
*(recalculated) 

0.0856 9 

 Metabolite 
CGA71019  
(1,2,4-triazole) 

1.0 0.0027 370 

 A12910C 137.4 * 0.8888 155 

Folsomia 

candida 

Azoxystrobin chronic 25 * 0.1846 135 

Cyproconazole 55.8 0.0856 652 

metabolite 
CGA71019 

1.8 0.0027 667 

TER values shown in bold fall below the relevant trigger. 

6.9.4 Higher tier risk assessment 

Not relevant. 
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6.9.5 Overall conclusions 

Based on the predicted concentrations of the formulation A12910C, its active substances and their 

metabolites in soils, the TER values describing the acute and long-term risk for earthworms and other 

non-target soil organisms following exposure to these substances according to the GAP of the formulation 

A12910C achieve the acceptability criteria TER ≥ 10 resp. TER ≥ 5 according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The 

results of the assessment indicate an acceptable risk for soil organisms due to the intended uses of 

A12910C according to the label. 

 

6.10 Effects on soil microbial activity (MIIIA 10.7, KPC 10.5) 

Effects on soil micro-organisms resulting from an exposure to Azoxystrobin and Cyproconazole were 

evaluated as part of the EU review of the two substances. All relevant study data for the assessment of the 

risk to soil micro-organisms from the intended uses of A12910C are provided here. No new studies were 

submitted with this application. 

 

 

Table 6.10-1: EU agreed endpoints for soil microorganisms 

Substance Test design Concentration providing  

25 % effects  

[mg/kg soil dw] 

Source 

ICS code 

Azoxystrobin N-mineralisation 3.3 
 

Mason et al., 23.09.1994, 
RJ 1654B 
71058 1 C-mineralisation 

R234886 N-mineralisation 
28 d, aerob 

NOEC = 10.0 
 

Lemnitzer, B., 24.04.2002, 
0210351001 
78407 

C-mineralisation 
28 d, aerob 

R401553 N-mineralisation NOEC = 2.643 
 

Schulz, L., 08.01.2008 
07 10 48 046 C/N 
78655 

C-mineralisation 

R402173 N-mineralisation NOEC = 4.131 
 

Schulz, L., 08.01.2008 
07 10 48 045 C/N 
78654 

C-mineralisation 

Cyproconazole N-mineralisation 
7 d, aerob 

NOEC = 2.5 
 

Wisson, M., 16.02.1987 
AGRO DOK CBK 11770/87 
74496 

C-mineralisation 
35 d, aerob 

CGA71019 N-mineralisation 
28 d, aerob 

NOEC = 0.353 Völkel, W., 16.05.2000 
763367 
65556 

C-mineralisation 
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28 d, aerob 

CGA142856 N-mineralisation 
28 d, aerob 

NOEC = 0.08043 
 

Reis, K.H., 01.10.2002 
14365080 
56485 

C-mineralisation 
28 d, aerob 

 

6.10.1 Justification for new endpoints 

Not relevant. 

6.10.2 Risk assessment 

The evaluation of the risk for soil micro-organisms was performed in accordance with the 

recommendations of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the 

Commission Services (SANCO/10329/2002 rev 2 (final), October 17, 2002). 

For maximum calculated PECsoil-values please refer to 6.8.2. 

 

The results of the risk assessment are summarized in the following table. 

 

Table 6.10-2 Risk assessment for effects on soil micro-organisms 

Test substance Test concentration 

(adverse effects < 25%) 

PECSOIL  Margin of safety Risk acceptable 

 [mg /kg] [mg/kg]  [yes/no] 

Azoxystrobin 3.3 0.1846 18 Yes 

Met. R234886 10.0 0.0822 122 Yes 

Cyproconazole 2.5 0.0856 29 Yes 

Met. CGA71019 
(1,2,4-triazole) 

0.353 0.0027 131 yes 

 

6.10.3 Overall conclusions 

Based on the predicted concentrations of the active substances of the formulation A12910C and their 

major metabolites in soils, the risk to soil microbial processes following exposure according to the GAP 

of A12910C is considered to be acceptable according to commission implementing regulation (EU) No 

546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. 
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6.11 Effects on non-target plants (MIIIA 10.8, KPC 10.6) 

6.11.1 Effects on non-target terrestrial plants (MIIIA 10.8.1) 

Effects on non-target plants resulting from an exposure to azoxystrobin and cyproconazole were 

evaluated as part of the EU review of the active substances. With this application a screening study for 

phytotoxic effects caused by the formulation A12910C was submitted. 

 

Table 6.11-1: EU-agreed endpoints and new endpoints for non-target terrestrial plants 

Test species Test 

system 

ER50 emergence ER50 plant 

weight  

ER50 plant 

height  

Reference Internal 

code 

  [g/ha] [g/ha] [g/ha]   

Test substance: A12910C  

Dicotyledonous 
species: Beta vulgaris, 

Cucumis sativus, 

Brassica napus, 

Glycine max 

Vegetative 
vigour and 
Seedling 
emergence 
 

ER50 > 1000 mL 
product / ha 

ER50 > 1000 mL product / 
ha 

Wälder L., 
19.06. 2002, 
SMQ 02001 
SAN 619/7205 

51418 

Monocotyledonous 
species: Avena fatua, 

Allium cepa 

 

6.11.1.1 Justification for new endpoints 

Not relevant. 

6.11.1.2 Risk assessment 

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”, 

(SANCO/10329/2002 rev.2 final, 2002). It is restricted to off-field situations, as non-target plants are 

non-crop plants located outside the treated area. Spray drift from the treated areas may lead to residues of 

a product in off-crop areas. 

For risk assessment purposes, a risk envelope approach was used. Hence, intended use group A (cereals) 

covers the risk for non-target terrestrial plants. 
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Table 6.11-2: Predicted off-field environmental rates (PER) for A12910C 

Intended use Exposure Single appl. rate MAF Drift scenario fdrift PERoff-field 

  [mL/ha]    [mL/ha] 

cereals Off-field 1000 1.7 82nd percentile 1 m: 2.38 % 
5 m: 0.47 % 
10 m: 0.24 % 

1 m: 40.5 
5 m: 8.0 
10 m: 4.1 

MAF: Multiple application factor; fdrift: Drift factor; fveg: Vegetation distribution factor; PER: Predicted environmental rates 

 

The results of the risk assessment are summarized in the following table. 

 

Table 6.11-3: Risk assessment for non-target terrestrial plants exposed to A12910C for the use in 

cereals 

Buffer strip Drift PERoff-field  PERoff-field 

No drift 

reduction 

PERoff-field 

50 % drift 

reduction 

PERoff-field 

75 % drift 

reduction 

PERoff-field 

90 % drift 

reduction 

[m] [%] [mL/ha] [mL/ha] [mL/ha] [mL/ha] [mL/ha] 

1 2.38 40.5 40.5 20.2 10.1 4.0 

5 0.47 8.0 8.0 4.0 2.0 0.8 

10 0.24 4.1 4.1 2.0 1.0 0.4 

TER, relevant toxicity: ER50 > 1000 mL/ha (B. vulgaris) 

1  25 49 99 247 

5 125 250 501 1252 

10 245 490 980 2451 

TER values shown in bold fall below the relevant trigger. 

 

6.11.1.3 Higher tier risk assessment (quantitative risk assessment) 

Not relevant. 

6.11.1.4 Overall conclusions 

Based on the predicted drift rates of A12910C in off-field areas, the TER values describing the risk for 

non-target plants following exposure to the formulation according to the GAP achieve the acceptability 

criteria TER ≥ 10 according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 

2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable risk for non-target 

terrestrial plants due to the intended use of A12910C in all intended uses according to the label.  
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6.11.2 Aquatic plants 

Please refer to 6.6. 

6.12 Effects on other terrestrial organisms (flora and fauna) (KPC 

10.7) 

 

6.13 Monitoring data (KPC 10.8) 

6.14 Available preliminary data (IIIA 10.9) 

6.15 Other/special studies (IIIA 10.10) 
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Appendix 1 List of data submitted in support of the evaluation 

 

Table A 1: List of data submitted in support of the evaluation 

Annex point/ 

reference No 

Author(s) Year Title 

Source (where different from 

company) 

Report-No. 

GLP or GEP status (where 

relevant), 

Published or not 

Syngenta File No 

Authority registration No (ICS 

database) 

Data 

protection 

claimed 

[Y/N] 

Owner Relied on in 

risk 

assessment 

Y/N/add 

KIIIA1 
10.2.2.1 / 01 

XXX 2002 Acute toxicity to rainbow trout 
(Oncorhynchus mykiss) of a 80/200 g 
l-1 SC formulation 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Brixham Environmental Laboratory, 
Brixham, United Kingdom, 
BL7274/B 

GLP, not published 

Syngenta File No SAN619/7182 

Y SYN N 

KIIIA1 
10.2.2.2 / 01 

Wallace S. 
J. 

2002 Acute toxicity to Daphnia magna of a 
80/200 g l-1 SC formulation 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Brixham Environmental Laboratory, 
Brixham, United Kingdom, 
BL7275/B 

GLP, not published 

Syngenta File No SAN619/7181 

Y SYN N 

KIIIA1 
10.2.2.3 / 01 

Wallace S. 
J. 

2002a Toxicity to the green alga 
Selenastrum capricornutum of a 
80/200 g l-1 SC formulation 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Brixham Environmental Laboratory, 
Brixham, United Kingdom, 
BL7276/B 

GLP, not published 

Syngenta File No SAN619/7180 

Y SYN N 

KIIIA1 
10.3.1.3 / 01 

Murfit R. 2013 PS draft A12910C Section 6 
Confidential Report 

Syngenta European Product 
Registration, Basel, Switzerland, 

N SYN* N 
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Not GLP, not published 

Syngenta File No A12910C_10751 

THIS IS CONFIDENTIAL 

INFORMATION 

KIIIA1 
10.3.2.1 / 01 

Sommer E. 2002 ZA 5504 tech. (Azoxystrobin) + SAN 
619 tech. (Cyproconazole) SC 200/80 
(A-12910 C) - Acute oral toxicity in 
the rat 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Syngenta Crop Protection AG, Stein, 
Switzerland, 20013056 

GLP, not published 

Syngenta File No SAN619/7132 

Y SYN Y 

KIIIA1 
10.4.2.1 / 01 

Kling A. 2002 Azoxystrobin/cyproconazole 
(ZA5504/SAN619): Acute toxicity of 
a 200/80 g/L SC formulation 
(A12910C) to the honey bee, Apis 
mellifera L. in the laboratory 

Syngenta Crop Protection AG, Basel, 
Switzerland 

GAB Biotechnologie GmbH, Niefern, 
Germany, 20021222/01-BLEU 

GLP, not published 

Syngenta File No SAN619/7265 

Y SYN Y 

KIIIA1 
10.5.1 / 01 

Zenz N. 2002 Acute laboratory toxicity test (dose 
response study) of 
SAN619/Azoxystrobin SC 280 
(A12910C) to the parasitic wasp 
Aphidius rhopalosiphi 
(Hymenoptera:Aphidiidae) 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Syngenta AG, Basel, Switzerland, 
2023631 

GLP, not published 

Syngenta File No SAN619/7270 

Y SYN Y 

KIIIA1 
10.5.1 / 03 

Mc 
Cormac, 
A. 

2006 SAN619/azoxystrobin 080/200 g L-1 
SC formulation (A12910C): An 
extended laboratory bioassay of the 
effects of fresh residues on the 
parasitic wasp Aphidius rhopalosiphi 
(Hymenoptera, Braconidae) 

Syngenta Agrochemicals, Jealott's 
Hill International Research Center, 
Bracknell, Berkshire 

GLP, not published, 

SYN-06-1 (T006107-06) 

Y SYN No 
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KIIIA1 
10.5.1 / 02 

Taruza S. 2002 SAN619 and azoxystrobin: a rate 
response laboratory test to determine 
the effects of an 80/200 g/L SC 
formulation (A12910C) on the 
predatory mite Typhlodromus pyri 
(Acari, Phytoseiidae) 

Syngenta Crop Protection AG, Basel, 
Switzerland 

Mambo-Tox. Ltd., Southampton, 
United Kingdom, SYN-02-11 

GLP, not published 

Syngenta File No SAN619/7272 

Y SYN Y 

KIIIA1 
10.6.2 / 01 

Papaja S. 2002 Azoxystrobin/cyproconazole 
(ZA5504/SAN619): Acute toxicity of 
a 200/80 g/L SC formulation 
(A12910C) to the earthworm Eisenia 
fetida 

Syngenta Crop Protection AG, Basel, 
Switzerland 

BioChem agrar, Gerichshain, 
Germany, 02 10 48 019 

GLP, not published 

Syngenta File No SAN619/7276 

Y SYN Y 

KIIIA1 
10.6.3 / 01 

Friedrich 
S. 

2002 Azoxystrobin/cyproconazole 
(ZA5504/SAN619): sublethal toxicity 
of a 200/80 g/L SC formulation 
(A12920C) to the Earthworm Eisenia 
fetida 

Syngenta Crop Protection AG, Basel, 
Switzerland 

BioChem agrar, Gerichshain, 
Germany, 02 10 48 021 

GLP, not published 

Syngenta File No SAN619/7271 

Y SYN Y 

KIIIA1 
10.6.3 / 02 

Friedrich 
S. 

2010 R234886 - Sublethal Toxicity to the 
Earthworm Eisenia fetida in Artificial 
Soil with 5 % Peat 

Syngenta - Jealott’s Hill, Bracknell, 
United Kingdom 

BioChem Agrar, Gerichshain, 
Germany, 10 10 48 078 S 

GLP, not published 

Syngenta File No R234886_10001 

Y SYN Y 

KIIIA1 
10.8.1.2 / 01 

Waelder L. 2002 Herbicide profiling test to evaluate 
Phytotoxicity of ASF819/SAN619 
280SC (A12910C) to Terrestrial Non-
Target Higher Plants 

Syngenta Crop Protection AG, Basel, 
Switzerland 

N SYN Y 
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Syngenta Crop Protection AG, Stein, 
Switzerland, 62 

Not GLP, not published 

Syngenta File No SAN619/7205 
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Appendix 2 List of further information / literature used for the evaluation 

Buxton et al. (2007): Birds and farming: information for risk assessment (“Bird Bible”). CSL Project No. 

M37, contract PN0919 Milestone report, Central Science Laboratory 

Gurney et al. (2007): Mammals and farming: information for risk assessment (“Mammal Bible”). CSL 

Project No. M37, contract PN0910/PN0919 Milestone report, Central Science Laboratory 
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Appendix 3 Summaries of new studies submitted in support of this application 

 

IIIA 10.1 Effects on birds 

No data submitted. 

IIIA 10.2 Effects on aquatic organisms 

IIIA 10.2.2 Acute toxicity (aquatic) of the preparation 

IIIA 10.2.2.1 Fish acute toxicity LC50, freshwater, cold-water species 

 

Reference: KIIIA 10.2.2.1/01 

Report XXX.., 2002, 
Acute toxicity to rainbow trout (Oncorhynchus mykiss) of a 80/200 g l-1 SC 
formulation 
BL7274/B, Syngenta File No SAN619/7182 
ICS No. 44758 

Guideline(s): OECD 203 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

 

1. Test substance: A12910C 

 Lot/Batch no.: J6200/52 

 Active ingredient content: Azoxystrobin: 190 g/L (stated by certificate of analysis), 

    Cyproconazole: 81 g/L (stated by certificate of analysis) 

 Control: dechlorinated tap water 

 Toxic reference: none 

 

2. Test organisms - 

 Species: rainbow trout (Oncorhynchus mykiss) 

 Age: juveniles 

 No. of organisms: 7 fish per concentration, no replicates 
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 Feeding: none (during test) 

 

3. Test units and exposure - 

 Type and size: 27.5 L glass aquaria with 15 L test medium 

 Test procedure: static 

 Test duration: 96 hours 

 

4. Test conditions - 

 Test medium: dechlorinated tap water 

 pH value: 7.61 - 7.91 

 Temperature: 15 ± 1 °C 

 Photoperiod: 16 h 

 Dissolved oxygen: ≥ 9.23 – 9.88 mg/L 

 

Study design and method 

 

1. In-life dates (experimental phase): February 04 to 08, 2002 

2. Test design: 

Groups of 10 fish were exposed for 96 hours under static test conditions to nominal test concentrations of: 

• 0.32, 0.56, 1.0, 1.8 and 3.2 mg prod./L 

A control was implemented with dilution water without test substance or other additives. The fish were 

observed for symptoms of intoxication and mortality after approximately 0, 3, 24, 48, 72 and 96 hours. 

Water temperature, pH-values and dissolved oxygen concentrations were measured at the beginning of 

the test and every 24 hours. Analytical verification of the active ingredients was performed at the 

beginning and end of the test.  

 

3. Statistics 

The LC50-value (96 h) was calculated with the method of moving average angle. 

 

Results and discussions 

A. Analytical data 



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 113 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

The measured content of azoxystrobin was between 103 % and 115 % of nominal at test start. The content 

of cyproconazole was not analysed. After 96 h the measured concentration of azoxystrobin in the test 

solutions was between 92 % and 116 % of nominal concentration. Therefore the toxicological endpoints 

were evaluated using nominal concentrations of the test item. 

 

B. Mortality 

In the control and at the test item concentrations up to and including 1.0 mg prod./L no mortality above 

the allowed control mortality was observed. At 1.8 mg prod./L two fish were found dead after 3 h, four 

after 48 h and five fish were found dead after 72 h. At the highest test item concentration of 3.2 mg 

prod./L all fish died within 3 h (see table below). 

 

Table: Cumulative mortality of rainbow trout during the test period 

Nominal concentrations Test duration [h] and cumulative percentage mortality observed 
[mg prod./L 3 24 48 72 96 
control 0 0 0 0 0 
0.32 0 0 0 0 0 
0.56 0 0 0 0 0 
1.0 0 0 0 0 0 
1.8 20 20 40 50 50 
3.2 100 100 100 100 100 

 

C. Other observations 

No sublethal effects were observed in the controls and up to and including 0.56 mg prod./L. At 1.00 mg 

prod./L 1-3 fish showed symptoms of toxicity (sounding) at 48 h observation, but recovered. At 1.8 mg 

prod./L > 3 fish had either died or showed dark discolorations or sounding. At 3.2 mg prod./L, all fish had 

died after 3 h of exposition.  

 

D. Deficiencies 

None: No fish in the control died during the test (required: < 10 %), and the dissolved oxygen 

concentration was above the air saturation value of 60 % throughout the test (i.e. ≥ 90 %). Furthermore, 

the test concentration was verified by analytical measurements to be within 80 - 120 % of nominal. Thus, 

the validity criteria were fulfilled and the test is considered to be valid without restrictions. 

 

Conclusion  

In a 96-hour acute toxicity test, groups of Oncorhynchus mykiss were exposed to A12910C under static 

test conditions. Under the conditions of this study, the LC50 (96 h) was determined to be 1.8 mg prod./L. 
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Comments of zRMS [Commenting box] 

Study comments: 
IIIA 10.2.2.1/01 
 

Test system: Oncorhynchus mykiss, acute toxicity test (static), 96 h 
Test method:  OECD 203 (1992) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test conc.:  0.32, 0.56, 1.0, 1.8 and 3.2 mg prod./L (nominal) 
GLP: Yes 
Validity: Considered valid without restrictions 

Agreed Endpoints: 
IIIA 10.2.2.1/01 

LC50 (96 h)  > 1.8 mg prod./L (nominal) 

 

IIIA 10.2.2.2 Acute toxicity (24 & 48 h) for Daphnia preferably Daphnia magna 

 

Reference: KIIIA 10.2.2.2/01 

Report Wallace, S.J., 2002 
Acute toxicity to Daphnia magna of a 80/200 g l-1 SC formulation 
BL7275/B, Syngenta File No SAN619/7181 
ICS No. 44760 

Guideline(s): OECD 202 

Deviations: Yes (TOC content of dilution water too high) 

GLP: Yes 

Acceptability: No 

 

Materials and methods 

1. Test substance: A12910C 

 Lot/Batch no.: J6200/52 

 Active ingredient content: 

 Azoxystrobin: 190 g/L (stated by certificate of analysis), 

 Cyproconazole: 81 g/L (stated by certificate of analysis) 

 Control: reconstituted water (Elendt’s M 4) 

 Toxic reference: separate test performed with potassium dichromate 

 

2. Test organisms - 

 Species: Daphnia magna Straus 

 Age: < 24 hours old 

 No. of organisms: 20 animals per concentration in 4 groups of 5 
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 Feeding: none (during the study) 

  

3. Test units and exposure - 

 Type and size: 250 mL glass beakers with 100 mL test medium 

 Test procedure: static 

 Test duration: 48 hours 

 

4. Test conditions - 

 pH value: 7.82 – 8.07 

 Temperature: 20 ± 1°C 

 Photoperiod: 16 h  

 Light intensity: not stated  

 Dissolved oxygen: > 9.4 – 8.8 mg/L (100 % = 9.07 mg/L) 

 

Study design and method 

1. In-life dates (experimental phase): February 06 to 08, 2002 

2. Test design: 

Groups of 20 daphnids (divided into 4 groups of 5 animals) were exposed for 48 hours under static 

conditions to test concentrations of: 

• 0.088, 0.19, 0.43, 0.94, 2.1, 4.5 and 10 mg prod./L 

 

A control with test medium without test substance was run concurrently. The dilution water was aerated 

for > 2 hours before use. The invertebrates were observed for immobilisation after 24 and 48 hours of 

exposure. The test temperature, pH-value and dissolved oxygen concentration were measured at test start, 

after 24 h and 48 h. 

Analytical verification of the test item concentration was performed at test start and after 48 h. The 

concentrations were determined by gas chromatography method.  

 

3. Statistics 

The 24 and 48 hour EC50 values, and their 95 % confidence intervals wre calculated using Stephans’s 

method. The NOEC was established based on the highest concentration at which the immobilisation is not 

higher than the allowed control immobilisation. In order to check the validity of the results, the toxicity of 
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the reference item potassium dichromate was tested at 1.0 and 2.0 mg/L with 20 test organisms per test 

concentration. 

 

Results and discussions 

A. Analytical data 

The measured contents of azoxystrobin in the samples were between 94 and 109% of nominal at test start 

and between 81 and 100 % after 48 h. Therefore the toxicological endpoints were evaluated using 

nominal concentrations of the test item. 

B. Immobilisation 

No other symptoms than immobilization were observed. After 24 and 48 hours of exposure no 

immobilisation above the allowed control mortality was observed in the control and up to 0.43 mg 

prod./L. After 48 hours of exposure 30 and 50 % immobilisation were observed at 0.94 and 2.1 mg 

prod./L. At 4.5 and 10 mg prod./L all exposed daphnids were found immobile at the end of the test. 

 

Table: Mean immobilisation (%) of daphnids during the test period 

Nominal concentration 

[mg prod./L] 

Test duration [h] 

24 h 48 h 

Immobilisation [%] 

Control 0 0 

0.088 0 0 

0.19 0 10 

0.43 0 5 

0.94 15 30 

2.1 35 50 

4.5 70 100 

10.0 100 100 

 

The results of the separate study conducted with potassium were not provided in the test report. 

 

C. Deficiencies 

No daphnids in the control group were immobilised after 48 hours of exposure (required < 10 %). The 

dissolved oxygen saturation was > 3 mg/L throughout the test (i.e. > 8 mg/L). Furthermore, the test 
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concentration was verified by analytical measurements to be within 80 - 120 % of nominal. Thus, the 

validity criteria were fulfilled and the test was considered to be valid. 

The dilution water had a TOC content of 12.4 mg/L which is far above < 2 mg/L as recommended in 

OECD 202. The test is accepted, though, as the TOC obviously has not affected the bioavailability of the 

test substance. 

 

Conclusion  

In a 48-hour acute toxicity test, groups of Daphnia magna were exposed to A12910C under static test 

conditions. Under the conditions of this study, the EC50 (48 h) for immobilisation was determined to be 

1.2 mg prod./L. 

 

Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.2.2.2/01 

Test system: Daphnia magna, acute immobilisation test (static), 48 
h 
Test method:  OECD 202 (2004) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test conc.: 0.088, 0.19, 0.43, 0.94, 2.1, 4.5 and 10 mg prod./L 
(nominal) 
GLP: Yes 
Validity: Valid and acceptable. 

Agreed Endpoints: 
IIIA 10.2.2.2/01 

EC50 = 1.2 mg/L 

 

IIIA 10.2.2.3 Effects on algal growth and growth rate 

 

Reference: KIIIA 10.2.2.3/01 

Report Wallace, S. J., 2002, 
Toxicity to the green alga Selenastrum capricornutum of a 80/200 g l-1 SC formulation,  
BL7276/B, Syngenta File No SAN619/7180 
ICS No. 44766 

Guideline(s): OPPTS 850.5400 algal Toxicity, Tiers 1 and 2, Public Draft (similar to OECD 201, 
1984) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

1. Test substance:  A12910C 
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 Lot/Batch no.: J6200/52 

 Active ingredient content: Azoxystrobin: 190 g/L (certificate of analysis), 

    Cyproconazole: 81 g/L (certificate of analysis) 

 Control: culture medium 

 Toxic reference: No 

 

2. Test organisms  

 Species: Pseudokirchneriella subcapitata, Brixham Environmental Laboratory  

   strain no. ATCC 22662 

 Initial cell concentration: 1000 algal cells/mL 

 Replicates: 3 replicates per test concentration, 6 replicates in the control 

 

3. Test units and exposure - 

 Type and size: 250 mL borosilicate glass conical flasks with 100 mL test medium 

 Test procedure: static 

 Test duration: 96 hours 

 Analysis: 1 blank vessel (without algal inoculum) for the culture medium control and  

 each test concentration was incubated concurrently 

 

4. Test conditions - 

 Test medium: according to test guideline  

 pH of control: 7.5 - 9.77 

 Temperature: 21.8 - 23.4 °C 

 Photoperiod: continuous illumination 

 Light intensity: 3890 lux (measured once during the study) 

 

Study design and methods 

1. In-life dates (experimental phase): 04 – 08 February 2002 

2. Test design: 

Three replicates per test concentration, each with initially 5000 algal cells/mL test medium, were exposed 

for 72 hours under static conditions at nominal test concentrations of: 
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 0.13, 0.25, 0.5, 1.0, 2.0, 4.0, 8.0 and 16 mg/L 

A control was implemented with test medium without test substance. Cell density was determined by 

electronic particle counting, using a Coulter counter model ZM, counting at a lower threshold equivalent 

spherical diameter of approximately 2.3 µm. After 24, 48, 72 and 96 hours of exposure, samples were 

removed from each test and blank vessel. The appropriate blank particle count was subtracted from that of 

the test culture to obtain the cell density. The mean value of the cell concentration was plotted versus time 

to produce growth curves for each concentration. The pH-values were measured for all test concentrations 

and the control at test start and test end. Analytical samples were taken from all test item concentrations 

and from the control after 1, 2 and 3 days. The concentrations of azoxystrobin in the test solutions were 

measured at 0 and 96 hours using gas chromatography. 

 

3. Statistics 

The area under the growth curve and the growth rates from 0 to 24 hours, 0 to 48 hours, 0 to 72 hours and 

0 to 96 hours were calculated for each replicate culture, according to the formulas given in the OECD 

Guideline 201 (1984). The results were examined by one-way analysis of variance, and Dunnett’s 

procedure was used to identify significant differences (P = 0.05) from the culture medium control. 

 

Results and discussions 

A. Analytical data 

The measured concentrations of azoxystrobin at the start of the test ranged from 91 to 112 % and after 96 

hours from 77 % (at nominally 2.0 mg/L, all other test concentrations > 80 % recovery rate) to 107 % of 

the nominal values. Since all mean measured concentrations were above 80 % the biological endpoints 

were evaluated using the nominal test item concentration. 

 

B. Growth inhibition 

No statistically significant effects on yield- and growth rate-related inhibition were observed only at a 

nominal test concentration of 0.13 mg prod./L, the lowest concentration tested. Based on the results 

presented below, the 72-hour EbC50 and ErC50 values were calculated to be 0.478 mg prod./L and 3.87 mg 

prod./L, respectively. Mean cell densities and inhibition of yield and growth rate are presented in the table 

below. 

 

Table: Cell densities, yield- and growth rate- related inhibition of Pseudokirchneriella subcapitata after 

72 hours 

Nominal test 
concentration  
[mg prod./L] 

Mean density of algal cells [1000/mL] Biomass 0-72 h Growth rate 0-72 h 
24 h 48 h 72 h 96 h % inhibition % inhibition 

Control 4.55 21.5 103 325 - - 
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0.13 4.17 19.2 98.9 316 6 1 
0.25 3.96 15.1 78.4 260 16 * 6 * 
0.5 3.16 11.6 49.7 187 51 * 16 * 
1.0 2.46 7.82 26.2 84.3 72 * 29 * 
2.0 2.25 6.07 15.9 40.8 82 * 40 * 
4.0 2.2 3.79 8.33 14.0 90 * 54 * 
8.0 2.09 3.11 6.59 9.07 92 * 59 * 
16.0 1.86 2.5 4.1 5.29 95 * 69 * 

* statistically significant inhibitory effects 

 

C. Deficiencies 

None: The cell concentration in the control had increased by a factor of more than 16 within the three 

days of the study (i.e. 103-fold after 72 h). The coefficient of variation of sectional growth rates in control 

cultures did not exceed 35 % (i.e. 4.9 %). The coefficient of variation of average growth between control 

replicates did not exceed 7 % (i.e. 1.3 %). Thus, the validity criteria were fulfilled and the test was 

considered to be valid and acceptable for risk assessment. 

 

Conclusion  

In a 72-hour growth inhibition test, Pseudokirchneriella supcapitata was exposed to A12910C under 

static conditions. Under the conditions of this study, the 72-hour EbC50 was 0.478 mg prod./L and the 72-

hour ErC50 was 3.87 mg prod./L, both values based on nominal test concentrations. 

 

Comments of zRMS  

Study Comments: 
IIIA 10.2.2.3/01 

Test system: Pseudokirchneriella supcapitata, growth inhibition 
(static), 72 h 
Test method:  OPPTS 850/5400 (similar to OECD 201 (1984)) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test conc.: 0.13, 0.25, 0.5, 1.0, 2.0, 4.0, 8.0 and 16.0 mg/L 
(nominal) 
GLP: Yes 
Validity: Considered valid and acceptable for risk assessment. 
 

Agreed Endpoints: 
IIIA 10.2.2.3/01 

EbC50 (72 h)  = 0.478 mg prod./L (nominal) 
ErC50 (72 h)  3.87 mg prod./L (nominal) 

 

IIIA 10.2.2.4 Marine or estuarine organisms acute toxicity LC50/EC50 

No data submitted. 

IIIA 10.2.2.5 Marine sediment invertebrates, acute toxicity LC50/EC50 

No data submitted. 
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IIIA 10.2.3 Microcosm or mesocosm study 

No data submitted. 

IIIA 10.2.4 Residue data in fish (long-term) 

No data submitted. 

IIIA 10.2.5 Chronic fish toxicity data 

No data submitted. 

IIIA 10.2.6 Chronic toxicity to aquatic invertebrates 

No data submitted. 

IIIA 10.2.7 Accumulation in aquatic non-target organisms. 

Analytical data on concentrations in the test media 

No data submitted. 

 

IIIA 10.3.2.1 Acute oral toxicity of the preparation to terrestrial vertebrates other than birds 

 

Reference: KIIIA 10.3.2.1/01 

Report XXX., 2023, 
ZA 5504 tech. (Azoxystrobin) + SAN 619 tech. (Cyproconazole) SC 200/80 (A-
12910 C) - Acute oral toxicity in the rat,  
20013056; Syngenta File No SAN619/7132 
ICS No. 83308 

Guideline(s): OECD 401 (1987), US-EPA OPPTS 870.1100 (1998) 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

Materials and methods 

1. Test substance:  A12910C 

 Lot/Batch no.: J5983/150/1 

 Active ingredient content: Azoxystrobin: 18.1 % (w/w), 

     Cyproconazole: 7.35 % (w/w) 
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2. Test organisms  

 Species and strain: young adult rats, HanBrl:WIST (SPF) 

 Weight and age: 158.1 – 230.8 g, 7 – 11 weeks old 

 Replicates: 5 animals of each sex in each concentration group 

 

3. Test units and exposure - 

 Type and size: Macrolon Type 4 cages with soft wood bedding, food and water ad  

 libitum 

 Acclimatization: at least 5 days before treatment. Humidity 50 % ± 20 %, temperature 22 ± 3 

 °C, light/dark cycle 12/12 hours. 

 Test doses: 500, 2000 and 3000 mg/kg bw. 

 Vehicle: distilled water 

 Treatment: administered orally at a volume of 10 mL/kg bw, by gavage (gastric  

 intubation) 

 Observations: checked and recorded individually at 1, 3, 5 and 7 hours after dosing,  

 then daily for the duration of the observation period (14 days). Mortality checked twice daily, 

 bodyweight measured and recorded immediately before dose administration, and on days 7 

 and 14. 

 

Groups of five male and five female rats each were treated with the test item by oral gavage 

administration at dosages of first 3000, then 500, and then 2000 mg/kg body weight. The test item was 

suspended in the vehicle aqua ad injectionem (sterile water) and administered at a dose volume of 10 

mL/kg. 

Results and discussions 

Table: Acute oral toxicity in rats obtained with MCW 733 EC 

Dose  Sex/no. Number of 

animals 

Number of animals 

suffering from symptoms 

of intoxication 

Number of intercurrent 

deaths 

500 males 5 0 0 

500 females 5 5 0 

2000 males 5 5 0 

2000 females 5 5 5 (all after < 1 h) 
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3000 males 5 5 4 

3000 females 5 5 4 (three of them after < 1 h) 

 

Under the conditions of the present study, a single oral application of the test item A12910C to rats at a 

dose of 500 mg/kg body weight was associated with signs of toxicity in female rats only. No mortalities 

occurred at 500 mg/kg body weight. At 2000 mg/kg body weight, signs of toxicity were recorded in 

males, and 100 % mortality in females. Under the conditions of the present study, after a single oral 

application of the test item A12910C to rats at a dose of 500 mg/kg body weight in females and of 2000 

mg/kg body weight in males the following sublethal signs of toxicity were observed: hunched posture, 

reduced activity, piloerection, slightly abnormal gait. 

Necropsy examinations revealed a reddish small intestine in all females at 2000 mg/kg body weight and 

in three females at 3000 mg/kg body weight, there as well as a spotty thymus in one female. Furthermore 

the following findings in males at 3000 mg/kg body weight: reddish lung (four males), a lung with foamy 

contents (two males), a trachea with foamy contents (three males), or with fluid contents, respectively 

(one male), a nose with bloody efflux (one male). No observable abnormalities at 5000 mg/kg body 

weight. 

Conclusion  

LD50 in male rats: > 2000 mg/ kg bw, but lower than 3000 mg/kg bw 

LD50 in female rats: > 500 mg/ kg bw, but lower than 2000 mg/kg bw 

 

Comments of zRMS  

Study Comments: 
IIIA 10.3.2.1 

Test system: Rattus rattus, acute oral toxicity test 
Test method: OECD 401 (1987) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test conc.: 500, 2000 and 3000 mg  test item/kg body weight 
(nominal) 
GLP: Yes 
Validity: Considered valid 
 
Relevant for risk assessment is LD50 > 500 mg/kg bw due to obvious 
differences of sensitivity of males and females. According to EFSA 
(2009), “females should be tested except where there is evidence that 
males are likely to be more sensitive (OECD, 2001a). […] One sex is 
considered more sensitive if the difference in the LD50 value is >25 %. If 
this is the case then the lower LD50 value should be used for risk 
assessment purposes.” (p.15). In the case of this study, the LD50 is not 
determined exactly but that one for females is about 25 % lower than the 
LD50 for males. 

Agreed Endpoints: 
IIIA 10.3.2.1 

LD50 > 500 mg/kg bw 
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IIIA 10.3.2.2 Acceptance of bait, granules or treated seeds by terrestrial vertebrates (palatability 

test) 

No data submitted. 

IIIA 10.3.3 Supervised cage or field trials or other appropriate studies 

No data submitted. 

IIIA 10.4 Effects on bees 

Please refer to risk assessment provided by JKI. 

IIIA 10.5 Effects on arthropods other than bees 

IIIA 10.5.1 Laboratory tests 

10.5.1/01 Laboratory test with Aphidius rhopalosiphi 

Reference: KIIIA 10.5.1/01 

Report Zenz, N., 2002, 
Acute laboratory toxicity test (dose response study) of SAN619/Azoxystrobin SC 
280 (A12910C) to the parasitic wasp Aphidius rhopalosiphi 
(Hymenoptera:Aphidiidae) 
2023631; Syngenta File No SAN619/7270 
ICS No. 44774 

Guideline(s): IOBC (Mead-Briggs et al., 2000) 

Deviations: Yes (Application rate of toxic reference substance too high) 

GLP: Yes 

Acceptability: No 

 

In a 2-day mortality test, adult parasitic wasps (3 replicates/treatment, 10 female wasps/replicate) were 

exposed to freshly dried residues of A12910C applied on glass plates at rates of 106.25, 212.5, 425, 850 

and 1700 mL prod./ha. A control group exposed to water without test item and a reference item group 

were run concurrently. Survival and behavior of the wasps was monitored, and 15 survivors per treatment 

were transferred after 48 hours to untreated, aphid-infested barley plants to assess their fecundity. 

Under the conditions of this study, the LR50 was determined to be above the highest tested rate of 1700 

mL prod./ha. In addition, no adverse effects on reproductive capacity were observed. 

Materials and methods 

A. Materials 

1. Test substance: A12910C 

 Lot/Batch no.: J6200/52 

 Active ingredient content: Azoxystrobin: 190 g/L (stated), 
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     Cyproconazole: 81 g/L (stated) 

 Control: deionised water 

 Toxic reference: Perfekthion, a.s. content: 400 g a.s. dimethoate/L 

 

2. Test organisms – 

Species: Aphidius rhopalosiphi DeStefani (Hymenoptera: Aphidiiae), reared in the test  

  facility 

  Age: adult (emerged over the 48-hour period prior to test start) 

Host organisms:  Rhopalosiphum padi (Linnaeus), the bird-cherry oat aphid (reared on barley  

 plants in the test facility 

No. of organisms: mortality test: 3 replicates per treatment, 10 wasps per replicate 

   reproduction test: up to 15 replicates per treatment with one wasp each 

Feeding: The wasps were fed from a small piece of cotton soaked in a 1/3 v/v honey:water  

 solution positioned inside the test units. 

 

3. Test units and exposure - 

a) exposure phase: 

 Test substrate: two glass plates (10 cm × 10 cm) fitted to a square frame made from stainless 

 steel casing 

 Test system: standard laboratory test with fresh-residue 

 Test duration: mortality test: 2 d 

b) reproduction phase: 

 approximately 10 potted barley plants (2 – 10 cm tall) enclosed in a clear acrylic cylinder (9 

 cm diameter, 20 cm high). The barley plants were infested with appr. 100 aphids (all instars) 

 of the bird-cherry oat aphid R. padi. 

4. Test conditions: 

 Temperature: 18.5 – 21.8 °C 

 Relative humidity: 74 - 91 % (> 85 % during 2 days for 1 hour each day due to hot and 

 humid weather) 

 Photoperiod: 16 h light/8 h dark 

 Light intensity:  2350 - 2790 lux during exposure phase, 5560 – 13,260 lux during fecundity 

 assessment 
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Study design and method 

1. In-life dates (experimental phase): August 19 to September 02, 2002 

2. Test design: 

The test item was sprayed at application rates of 106.25, 212.5, 425, 850 and 1700 mL prod./ha in 200 L/ha 

of deionised water and Perfekthion was used as reference item at a rate of 10 mL prod./ha in 200 L/ha of 

deionised water 

A control was implemented with deionised water without the test item. 

In the mortality test, the parasitic wasps were exposed to residues freshly dried on glass plates for 48 hours. 

10 female wasps were placed into each of the three test units. The survival of the wasps was assessed at 

approximately 2, 24 and 48 hours. 

The reproduction phase was carried out with wasps from all treatment concentrations. The reference item 

wasps were discarded since none of the wasps survived until the end of the exposure phase. Individual 

female wasps were transferred with an aspirator from the exposure test units to the acrylic cylinder covering 

the potted barley plants infested with aphids. The period of parasitisation lasted 24 hours, after which the 

wasps were removed from the cylinder with an aspirator. The number of aphid mummies per female wasp 

that had developed was recorded 11 days after removal of the wasps from the fecundity test units. 

 

3. Statistics: 

The LR50-value was not calculated as none of the tested test item rates resulted in mortality above 50 %. 

Continuous data (number of mummies) were tested for normality using the Shapiro and Wilks test and for 

homoscedasticity using the Bartlett test. As both assumptions were met, the Dunnett test was used to analyse 

differences between control and treatment effects. The computer programme used to perform the statistical 

analysis was SAS (1996) and the procedure “ECOS 3.0” (Fisch and Strehlau, 1998, Fisch, 1998). 

 

Results and discussions 

A. Mortality 

After 7 days, in the water treated control a mortality of 3.0 % was observed. In the test item treatments 

mortality was between 4.0 % and 12.0 %. This resulted in corrected mortality rates between 1.0 % and 

9.3 % (see Table below). No statistically significant effect on mortality was determined in all test item 

treatment groups (Fisher`s Exact Binomial test). The LR50 for A12910C was determined to be higher than 

1.7 L prod./ha in 200 L water/ha, the highest rate tested. 

Table: Mortality of predatory mites after 7 days 

Test group Mean mortality [%] Corrected mortality [%] 



Part B – Section 6 

Core Assessment 

A12910C Draft Registration Report 

Central Zone 

Page 127 of 150 

 

Applicant: Syngenta Evaluator: zRMS DE 

 January 2018 

 

Control 0 - 

Test item – 106.25 mL/ha 0 0 

Test item – 212.5 mL/ha 0 0 

Test item – 425 mL/ha 3.3 3.3 

Test item – 850 mL/ha 0 0 

Test item – 1700 mL/ha 0 0 

Reference item –10 mL/ha 100* 100 * 

* significantly different compared to the control 

 

B. Reproduction 

The fecundity of the wasps was observed in the control group and in all test item treatment groups. The 

number of parasitized aphids (= number of mummies) was 52.7 per female in the control treatment and 

between 43.7 and 50.5 in the test item treated groups. Thus an effect on reproduction between 4.2 and 

17.3 % could be calculated, when compared to the control. No statistically significant effect on 

reproductive capacity was determined (Dunnett t-test, α = 0.05) in all test item treatment groups (see 

Table below). 

 

Table: Reproduction of Aphidius rhopalosiphi 

Test group Mean number of mummies 

per female (mean ± SD) 

Reduction in fecundity  

[%] 

Control 52.7 ± 11.7 - 

Test item – 106.25 mL/ha 50.5 ± 18.4 4.2 

Test item – 212.5 mL/ha 44.5 ± 14.4 15.6 

Test item – 425 mL/ha 47.5 ± 13.7 10.0 

Test item – 850 mL/ha 43.6 ± 24.1 17.3 

Test item – 1700 mL/ha 43.7 ± 13.7 17.1 

 

C. Deficiencies 

The reference item was applied at a rate of 10 mL prod./ha which corresponds to 4 g a.i./ha. In the IOBC-

Guideline (Mead-Briggs et al., 2000) it is stated that 0.12 g a.i./ha in 200 L water/ha will typically result 

in 75 – 100 % mortality after 24 hours. Thus, the sensitivity of the test animals is not proved here, and the 

submitted test cannot be considered acceptable. 
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Conclusion  

In a 2-day mortality test and in a following 12-day fecundity test, the parasitic wasp Aphidius 

rhopalosiphi was exposed to freshly dried residues of A12910C applied on glass plates. Under the 

conditions of this study, the LR50 was determined to be above the highest tested rate of 1700 mL prod./ha. 

In addition, no adverse effects on reproductive ability above 17 % were observed. 

 

Comments of zRMS  

Study Comments: 
IIIA 10.5.1/01 

Test system: Aphidius rhopalosiphi, standard lab test using glass 
plates 
Test method: Mead-Briggs et al. (2000) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 106.25, 212.5, 425, 850 and 1700 mL prod./ha 
GLP: Yes 
Validity: Valid.  
Acceptability: The acceptability of this test for risk assessment was 
questioned by zRMS due to extremely high application rate of the toxic 
reference item (4 g a.i. Dimethoate/ha). The applicant submitted an 
extended laboratory test with A. rhopalosiphi to show reproducibility of 
the test results.  

Agreed Endpoints: 
IIIA 10.5.1/01 

LR50 > 1.7 L/ha 

 

Extended Laboratory test with Aphidius rhopalosiphi 

Reference: KIIIA 10.5.1/01 

Report Mc Cormac, A.., 2006, 
SAN619/azoxystrobin 080/200 g L-1 SC formulation (A12910C): An extended 
laboratory bioassay of the effects of fresh residues on the parasitic wasp Aphidius 

rhopalosiphi (Hymenoptera, Braconidae). 
T006107-06; SYN-06-1; Syngenta File No SAN619/8216 
ICS No. 65388 

Guideline(s): Mead-Briggs et al., 2000 

Deviations: No 

GLP: Yes 

Acceptability: Yes 

 

In a 2-day mortality test, adult parasitic wasps (6 replicates/treatment, 5 female wasps/replicate) were 

exposed to freshly dried residues of A12910C applied on barley seedlings at rates of 106.25, 212.5, 425, 

850 and 1700 mL prod./ha. A control group exposed to water without test item and a reference item group 

were run concurrently. Survival and behavior of the wasps was monitored, and 15 survivors per treatment 

were transferred after 48 hours to untreated, aphid-infested barley plants to assess their fecundity. 
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Under the conditions of this study, the LR50 was determined to be above the highest tested rate of 1700 

mL prod./ha. In addition, no adverse effects on reproductive capacity were observed. 

Materials and methods 

A. Materials 

1. Test substance: SAN619/azoxystrobin SC (080/200) (formulation code A12910C) 

 Lot/Batch no.: GRA6A161D 

 Active ingredient content: Azoxystrobin: 198 g/L (stated), 

     Cyproconazole: 76.9 g/L (stated) 

 Control: purified water 

 Toxic reference: Perfekthion EC, a.s. content: 400 g a.s. dimethoate/L, applied at a rate of

    7.5 mL product/ha 

 

2. Test organisms – 

Species: Aphidius rhopalosiphi DeStefani (Hymenoptera: Aphidiiae), reared in the test  

  facility 

  Age: adult (emerged over the 48-hour period prior to test start) 

Host organisms:  Rhopalosiphum padi (Linnaeus), the bird-cherry oat aphid (reared on barley  

 plants in the test facility 

No. of organisms: mortality test: 3 replicates per treatment, 10 wasps per replicate 

   reproduction test: up to 15 replicates per treatment with one wasp each 

Feeding: The wasps were fed from a small piece of cotton soaked in a 1/3 v/v honey:water  

 solution positioned inside the test units. 

 

3. Test units and exposure - 

a) exposure phase: 

 Test substrate: Barley (Hordeum vulgare var. Westminster) seedlings. Groups of 10 seedlings 

per replicate pot, with two expanded leaves and cut to be approximately 10 cm tall.  

Test system: standard extended laboratory test with fresh-residue 

 Test duration: mortality test: 2 d 

b) reproduction phase: 
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 approximately 10 potted barley plants (2 – 10 cm tall) enclosed in a clear acrylic cylinder (9 

 cm diameter, 20 cm high). The barley plants were infested with appr. 100 aphids (all instars) 

 of the bird-cherry oat aphid R. padi. 

4. Test conditions: 

 Temperature: 20 – 21. °C 

 Relative humidity: 66 - 75 % (> 85 % during 2 days for 1 hour each day due to hot and 

 humid weather) 

 Photoperiod: 16 h light/8 h dark 

 Light intensity:  550 - 650 lux during exposure phase, 4100 - 7500 lux during fecundity 

 assessment 

 

Study design and method 

1. In-life dates (experimental phase): August 19 to September 02, 2002 

2. Test design: 

The test item was sprayed at application rates of 106.25, 212.5, 425, 850 and 1700 mL prod./ha in 200 L/ha 

of deionised water and Perfekthion was used as reference item at a rate of 10 mL prod./ha in 200 L/ha of 

deionised water 

A control was implemented with deionised water without the test item. 

In the mortality test, the parasitic wasps were exposed to residues freshly dried on glass plates for 48 hours. 

10 female wasps were placed into each of the three test units. The survival of the wasps was assessed at 

approximately 2, 24 and 48 hours. 

The reproduction phase was carried out with wasps from all treatment concentrations. The reference item 

wasps were discarded since none of the wasps survived until the end of the exposure phase. Individual 

female wasps were transferred with an aspirator from the exposure test units to the acrylic cylinder covering 

the potted barley plants infested with aphids. The period of parasitisation lasted 24 hours, after which the 

wasps were removed from the cylinder with an aspirator. The number of aphid mummies per female wasp 

that had developed was recorded 11 days after removal of the wasps from the fecundity test units. 

 

Results and discussions 

A. Mortality 

After 7 days, in the water treated control no mortality was observed. In the test item treatments 

mortality was between 0 % and 10.0 %. No statistically significant effect on mortality was determined in 

all test item treatment groups (Fisher`s Exact Binomial test). The LR50 for A12910C was determined to be 

higher than 1.7 L prod./ha in 200 L water/ha, the highest rate tested. 
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Table: Mortality of predatory mites after 7 days 

Test group Mean mortality [%] Corrected mortality [%] 

Control 0 - 

Test item – 106.25 mL/ha 0 0 

Test item – 212.5 mL/ha 3 3 

Test item – 425 mL/ha 0 0 

Test item – 850 mL/ha 0 0 

Test item – 1700 mL/ha 10 10 

Reference item –7.5 mL/ha 97* 97 * 

* significantly different compared to the control 

 

B. Reproduction 

The fecundity of the wasps was observed in the control group and in the test item treatment groups 425 – 

1700 mL/ha. The number of parasitized aphids (= number of mummies) was 53.4 per female in the 

control treatment and between 37.4 and 47.6 in the test item treated groups. Thus an effect on 

reproduction between 10.8 and 29.9 % could be calculated, when compared to the control. At 1700 mL/ha 

the reproduction was significantly reduced compared to the control (one-way ANOVA, P < 0.01) 

 

Table: Reproduction of Aphidius rhopalosiphi 

Test group Mean number of mummies 

per surviving female  

Effect on reproduction  

[%] 

Control 53.4 - 

Test item – 425 mL/ha 43.9 17.7 

Test item – 850 mL/ha 47.6 10.8 

Test item – 1700 mL/ha 37.4 * 29.9 

 

 

Conclusion  

In a 2-day mortality test and in a following 12-day fecundity test, the parasitic wasp Aphidius 

rhopalosiphi was exposed to freshly dried residues of A12910C applied on barley seedlings. Under the 

conditions of this study, the LR50 was determined to be above the highest tested rate of 1700 mL prod./ha. 

Adverse effects on reproductive ability were observed at 1700 mL/ha (29.9 %). 
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Comments of zRMS  

Study Comments: 
IIIA 10.5.1/01 

Test system: Aphidius rhopalosiphi, extended lab test using barley 
seedlings 
Test method: Mead-Briggs et al. (2000) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 106.25, 212.5, 425, 850 and 1700 mL prod./ha 
GLP: Yes 
Validity: Valid.  
Acceptability: Yes  

Agreed Endpoints: 
IIIA 10.5.1/01 

LR50 > 1.7 L/ha 

 

 

 

10.5.1/02 Laboratory test with Typhlodromus pyri 

Reference: KIIIA 10.5.1/02 

Report Taruza, S., 2002, 
SAN619 and azoxystrobin: a rate response laboratory test to determine the effects 
of an 80/200 g/L SC formulation (A12910C) on the predatory mite Typhlodromus 
pyri (Acari, Phytoseiidae) 
SYN-02-11; Syngenta File No SAN619/7272 
ICS No. 44772 

Guideline(s): Blümel et al. (2000) 

Deviations: Slightly increased temperature during mortality assessment (23 – 28 °C instead of 
23 – 27 °C) 

GLP: Yes 

Acceptability: Yes 

 

In a 7-day mortality test, predatory mites (3 replicates/treatment, 20 mites/replicate) were exposed to freshly 

dried residues of A12910C applied on glass plates at rates of 10, 50, 100, 200 and 2000 mL prod./ha. A 

control group exposed to water without test item and a reference item group were run concurrently. 

Mortality and number of offspring were recorded over the 14 days test period. 

 

Under the conditions of this study, the LR50 was determined to be 1591 mL prod./ha. In addition, no 

adverse effects on reproductive capacity at treatment rates up to 200 mL prod./ha were observed. 

 

Materials and methods 

A. Materials 
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1. Test substance: A12910C 

 Lot/Batch no.: J6200/52 

 Active ingredient content: Azoxystrobin: 190 g/L (measured), 

     Cyproconazole: 81 g/L (measured) 

 Control: water 

 Toxic reference: Perfekthion, a.s. content: 417.5 g a.s./L (dimethoate, applied at a rate 

    of 15 mL prod./200 L water/ha (corresponding to 6 g a.i./ha) 

 

2. Test organisms - 

 Species and source: Typhlodromus pyri (Acari: Phytoseiidae), laboratory-reared, strain 

 originally from P.K. Nützlingszuchten, Welzheim, Germany) 

 Age: protonymphs (< 24 hours) 

 No. of organisms: mortality test: 3 replicates per treatment, 20 mites per replicate 

    reproduction test: surviving mites 

 Feeding: pollen: walnut and apple 1:1 

 

3. Test units and exposure - 

 Test substrate: glass plates (4 cm × 4.4 cm) 

 Test system: standard laboratory test with freshly dried residues 

 Test duration: mortality test: 7 d 

   reproduction test: further 7 d 

 

4. Test conditions - 

 Temperature: 23-28°C  

 Relative humidity: 71 -87 % 

 Photoperiod: 16 h light/8 h dark 

 Light intensity:  270 lux (mortality assessments), 407 lux (reproduction assessments) 

 

Study design and method 

 

1. In-life dates (experimental phase): July 10 to 24, 2002 
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2. Test design: 

The test item was sprayed at application rates of 

• 10, 50, 100, 200 and 2000 mL prod./ha in 200 L/ha of deionised water 

 and BASF Perfekthion was used as reference item at a rate of 15 mL prod./ha in 200 L/ha of 

 deionised water. 

 A control was implemented with deionised water without the test item. 

 

In the mortality test, the predatory mites were exposed to residues freshly dried on glass plates for 7 days. 

20 protonymphs were placed into each of the arenas. The survival of the mites was assessed at day 1 and 

day 7. 

On day 7, the sex ratio was determined. During reproduction phase the number of survived females, laid and 

hatched eggs were recorded at day 7, 9, 13 and 14. Reproduction performance was assessed in the test 

groups where the corrected mortality was ≤ 50 %.  

 

3. Statistics: 

A Probit analysis (Finney, 1952, SPSS, 1999) was performed on the mortality data to derive the LR50. 

From the fecundity data, the mean cumulative number of eggs per female was determined for the period day 

7 -14 according to the formula according to IOBC guideline (Blümel et al., 2000). 

 

Results and discussions 

A. Mortality 

After 7 days, in the water treated control a mortality of 17.0 % was observed. In the test item treatments 

mortality was between 5 % and 63 %. This resulted in corrected mortality rates between 0 % and 55 % 

(see Table below). No statistically significant effect on mortality was determined up to 200 mL prod./ha. 

The LR50 for A12910C was determined to be 1591 mL prod./ha in 200 L water/ha (95 % confidence 

limits = 633 and 6636 mL prod./ha). 

 

Table: Mortality of predatory mites after 7 days 

Test group Mean mortality [%] Corrected mortality [%] 
Control 17 - 
Test item – 10 mL/ha 5 0 
Test item – 50 mL/ha 8 0 
Test item – 100 mL/ha 17 0 
Test item – 200 mL/ha 27 12 
Test item – 2000 mL/ha 63* 55 
Reference item –15 mL/ha 95* 94 
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* significantly different compared to the control 

 

The results of the reference item group indicated that the test system was sensitive to harmful substances 

(corrected mortality: 94 %). 

 

B. Reproduction 

The reproductive capacity of the mites was observed in the control group and in the test item treatment 

groups up to 200 mL/ha. The reproductive rate amounted to 8.4 eggs per female in the control treatment. 

The reproduction rate in the test item treated groups was between 6.1 and 9.6 eggs per female. Thus an 

effect on reproduction between + 14 and - 27 % could be calculated, when compared to the control. No 

statistically significant effect on reproductive capacity was determined (ANOVA, α = 0.05) in the test 

item treatment groups (see Table below). 

 

Table: Reproduction of Typhlodromus pyri 

Test group Mean number of eggs per female Reduction in reproduction  
[%] 

Control 8.4 - 
Test item – 10 mL/ha 8.4 0 
Test item – 50 mL/ha 9.6 + 14 
Test item – 100 mL/ha 8.3 -1 
Test item – 200 mL/ha 6.1 -27 

 

C. Deficiencies 

None: Mortality in the control was 17.0 % (required: ≤ 20 %) and corrected mortality of reference item 

treatment was 95 % (required: 50 - 100 %). Furthermore, mean number of offspring per control female 

was 8.4 (required: ≥ 4). Thus, the validity criteria were fulfilled and the test was considered to be valid 

without restrictions. 

 

Conclusion  

In a 7-day mortality test and in a following 7-day reproduction test, the predatory mite Typhlodromus pyri 

was exposed to fresh residues of A12910C applied on glass plates. Under the conditions of this study, the 

LR50 was determined to be 1591 mL prod./ha. In addition, no adverse effects on reproductive capacity 

were observed. 

 

Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.5.1/01 

Test system: Typhlodromus pyri, standard lab test using glass plates 
Test method: Blümel et al. (2000) 
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Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 10, 50, 100, 200 and 2000 mL prod./ha 
GLP: Yes 
Validity: Considered valid without restrictions 

Agreed Endpoints: 
IIIA 10.5.1/01 

Mortalitycorr: 5 - 63 %  
Sublethal effects: + 14 to - 27 % 
LR50 = 1591 mL prod./ha 

 

IIIA 10.5.1 Effects on sensitive species already tested, using artificial substrate 

No data submitted. 

IIIA 10.5.2 Effects on non-target terrestrial arthropods in extended laboratory tests 

No data submitted. 

IIIA 10.5.3 Effects on non-target terrestrial arthropods in semi-field tests / field tests 

No data submitted. 

IIIA 10.6 Effects on earthworms and other soil macro-organisms 

IIIA 10.6.1 Acute toxicity to earthworms 

 

Reference: KIIIA 10.6.2/01 

Report Papaja, S., 2002 
Azoxystrobin/cyproconazole (ZA5504/SAN619): Acute toxicity of a 200/80 g/L 
SC formulation (A12910C) to the earthworm Eisenia fetida 
02 10 48 019; Syngenta File No SAN619/7276 
ICS No. 44776 

Guideline(s): OECD 207 (1984) 

Deviations: Yes – endpoint corrected by zRMS. 

GLP: Yes 

Acceptability: Yes 

 

1. Test Material A12910C 

SAN619/Azoxystrobin SC (080/200)  (A12910C ) 

Lot/Batch #: J6200/52 

Actual content of active 

ingredients: 

Azoxystrobin: 190 g/L 

Cyproconazole: 81 g/L 
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Description: Cream coloured liquid 

Stability of test compound: yellow liquid 

Analysis date: 24 January 2002 

Density: 1099 kg/m3 

Treatments  

Test concentrations: 393, 2010, 2512, 3140, and 3925  mg A12910C/kg soil d.w. 

Control: Untreated substrate irrigated with deionised water only 

Toxic standard: 2-chloroacetamide (active ingredient) was tested at concentrations of 11, 

14, 18, 24 and 31 mg/kg soil dry weight  

2. Test organisms  

Species: Eisenia fetida (Savigny, 1826) (subspecies Eisenia andrei Bouché, 1927) 

Age and weight range at test 

start: 

Adult worms, approximately 3-4  months old with clitellum. Weight 301 

– 418 mg/worm 

Source: Reared at test facility, original breeding animals from “W. Neudorff 

GmbH KG”, An der Mühle 3, 31860 Emmerthal, Germany)  

  

3. Test design     

Vessels: Glass container with clear glass lid (volume 1L).  

Substrate: Artificial soil comprising 10% sphagnum peat, 20 % kaolinite clay, 69.5 

% industrial quartz sand (> 50% of the particles between 0.05 mm and 0.2 

mm) and 0.5% calcium carbonate.  65.7% maximum water holding 

capacity (WHC) 

Replication: 4 per treatment group 

No. of worms/arena : 10 

Duration of test: 14 days 

Environmental test 

conditions 

 

Temperature: 18– 21 °C 

pH of soil: test start: 6.08 

test end: 6.28 – 6.31 

Water content of soil: test start: 35.02 %  

test end: 34.74– 34.99 %  
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Photoperiod: Continuous light (600 lux) 

 

4. Study Design and Methods 

Experimental dates: 30 May 2002 – 11 July 2002 

Approximately 24 hours before test start, dry artificial soil was pre-moistened by adding deionised water 

to obtain approximately half of the final water content.  The worms were acclimatised in a separate batch 

of the untreated artificial substrate (mixed with horse manure) for one day before test start.  

At test start the artificial soil was mixed with quantities of the test item solution necessary to achieve the 

required test concentrations and final nominal water content of 40-60 % of WHC.  The test vessels were 

filled with 750 g wet weight (600 g dry weight) of soil. The acclimatised test animals were weighed and 

randomly placed onto the test substrate (10 animals per test vessel). For the duration of the test, animals 

were not fed.  

After incubation period of 7 and 14 days assessments for weight, survival, condition and behaviour were 

made. 

The mortality, biomass, and reproduction results were analysed with the software EASY ASSAY 

Multiple Testing computer program (Ratte 1998).  For evaluation of weight decrease, the Dunnett-test 

was used (p≤0.05, two-sided) and mortality data was analysed for significance using Fisher’s Exact 

Binomial Test (with Bonferroni correction) (p≤0.05, two-sided). 

 

5. Results and Discussion 

Mortality and weight changes are summarised in the table below.  

Table: Effect of A12910C on mortality and weight of Eisenia fetida  

Endpoints 
Treatment groups 
(mg A12910C/kg soil dry weight) 
Control 393 2010 2512 3140 3925 

Mean adult mortality at 
14 days (%) 

0 0 0 0 0 82.5* 

Mean % live weight 
change of adults  from 0-
14 days 

2.5 2.5 20.4* 25.4* 27.8* 36.2* 

NOEL  393 mg A12910C/kg soil dry weight 
LOEL 2010 mg A12910C/kg soil dry weight  
LC50 3595 mg A12910C/kg soil dry weight 
*statistically significant (Dunnett-t-test, p ≤ 0.05, one-sided smaller), 
a: based on reproduction  
d.w.: dry weight (of artificial soil), cv %: coefficient of variation 

 

6. Validity criteria  

The validity criteria for the control group were met. 

The adult mortality was ≤ 10 % (0 % after 14 days) 
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7. Conclusions 

In an acute toxicity test in which earthworms (Eisenia fetida) were exposed A12910C, the LC50 for 

mortality was calculated as 3595 mg A12910C/kg soil dry weight and corrected to 1797.5 mg/kg soil due 

to logPOW > 2 of the active ingredients. The NOEC based on live weight change of the worms was 

determined to be 393 mg A12910C/kg soil dry weight, corrected to 196.5 mg/kg. 

 

Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.6.2/01 

Test system: Earthworm acute toxicity test with Eisenia fetida 

Test method: OECD 207 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 393, 2010, 2512, 3140 and 3925 mg prod./kg soil dry 
weight 
GLP: YesS. 
Validity: Considered valid without restrictions 

Agreed Endpoints: 
IIIA 10.5.2/01 

LC50 corr. = 1797.5 mg prod./kg s.d.w. 

 

IIIA 10.6.2 Sublethal effects on earthworms 

 

Reference: KIIIA 10.6.3/01 

Report Friedrich, S., 2002 
Azoxystrobin/cyproconazole (ZA5504/SAN619): sublethal toxicity of a 200/80 g/L 
SC formulation (A12920C) to the Earthworm Eisenia fetida 
02 10 48 021; Syngenta File No SAN619/7271 
ICS No. 44796 

Guideline(s): ISO 11268-2 (1998) 

Deviations: No. 

GLP: Yes 

Acceptability: Yes 

 

In a chronic toxicity test in which earthworms (Eisenia fetida) were exposed to A12910C no mortality 

occurred up to the highest test dose of 1099 mg formulation/ kg dry weight of soil. The earthworm growth 

was not statistically significantly affected at any of the concentrations. Statistically significant effects on 

number of juveniles compared to the control group were recorded at doses of 549.5 and 1099 mg 

A12910C/kg dry weight soil. The NOEC based on reproductive performance of the worms was 

determined to be 274.8 mg A12910C/kg soil dry weight. 

1. Materials 
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Test Material A12910C 

SAN619/Azoxystrobin SC (080/200)  (A12910C ) 

Lot/Batch #: J6200/52 

Actual content of active 

ingredients: 

Azoxystrobin: 190 g/L 

Cyproconazole: 81 g/L 

Description: Cream coloured liquid 

Stability of test compound: yellow liquid 

Analysis date: 24 January 2002 

Density: 1099 kg/m3 

Treatments  

Test concentrations: 68.7, 137.4, 274.8, 549.5, and 1099  mg A12910C/kg soil d.w. 

Control: Untreated substrate irrigated with deionised water only 

Toxic standard: DuPont Benomyl (benomyl 50%) was tested at concentrations of 1.25 kg 

product/kg soil dry weight  

2. Test organisms  

Species: Eisenia fetida (Savigny, 1826) (subspecies Eisenia andrei Bouché, 1927) 

Age and weight range at test 

start: 

Adult worms, approximately 5-6 months old with clitellum. Weight 331 – 

475 mg/worm 

Source: Reared at test facility, original breeding animals from “W. Neudorff 

GmbH KG”, An der Mühle 3, 31860 Emmerthal, Germany)  

Feeding: Air-dried, finely ground horse manure 

 

3. Test design     

Vessels: Plastic vessels (about 18.3 × 13.6 × 6 cm) with lids pervious to air and 

light.  

Substrate: Artificial soil comprising 10% sphagnum peat, 20 % kaolinite clay, 69.5 

% industrial quartz sand (> 50% of the particles between 0.05 mm and 0.2 

mm) and 0.5% calcium carbonate.  60.4% maximum water holding 

capacity (WHC) 

Replication: 4 per treatment group, 8 in control group 

No. of worms/arena : 10 

Duration of test: 8 weeks 
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Environmental test 

conditions 

 

Temperature: 18.0 – 23.0 °C 

pH of soil: test start: 6.00 

test end: 5.65 – 5.87 

Water content of soil: test start: 35.2 % (equivalent to 58.3 % of WHC) 

test end: 34.6 – 35.6 % (equivalent to 57.3 – 58.9 % of WHC) 

Photoperiod: light : dark = 16 h : 8 hr (550 lux) 

 

4. Study Conduction 

Experimental dates: 19 July 2002 – 13 September 2002 

Approximately 24 hours before test start, dry artificial soil was pre-moistened by adding deionised water 

to obtain approximately half of the final water content. The worms were acclimatised in a separate batch 

of the untreated artificial substrate (mixed with horse manure) for one day before test start. 

At test start the artificial soil was mixed with quantities of the test item solution necessary to achieve the 

required test concentrations and final nominal water content of 40-60 % of WHC. The test vessels were 

filled with 750 g wet weight (600 g dry weight) of soil. The acclimatised test animals were weighed and 

randomly placed onto the test substrate (10 animals per test vessel). 

One day after application, 3 g dried and ground horse manure was scattered on the soil surface of each 

test vessel. This was sprinkled with 3 mL deionised water. The feeding interval was weekly during the 

first four weeks of the test. 

After four weeks, the adult worms were removed from the test vessels, and mortality and the body weight 

of the surviving worms were determined. After all of the adult worms had been removed, the soil in each 

vessel was mixed with 3 g horse manure. Four weeks later, the number of surviving juveniles and any 

morphological alterations were recorded. Observations of behavioural and pathological symptoms 

(including the feeding activity) were observed weekly. 

The mortality, biomass, and reproduction results were analysed with the software EASY ASSAY 

Multiple Testing computer program (Ratte 1998). Dunnett-test was used to compare the control with the 

independent test item groups.   

 

5. Results and Discussion 

Mortality and fecundity are summarised in the table below.  

Table 10.6.3-1:  Effect of A12910C on mortality, growth and reproduction of Eisenia fetida  

Endpoints 
Treatment groups 
(mg A12910C/kg soil dry weight) 
Control 68.7 137.4 274.8 549.5 1099 
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Mean adult mortality at 
28 days (%) 

0 0 0 0 0 0 

Mean % biomass change 
of adults  from 0-28 days 

27.9 28.8 33.6 26.2 23.8 17.7 

Mean number of 
juveniles after 8 weeks 

221.0 236.5 172.8 203.0 101.3* 7.0* 

Coefficient of variation 
for reproduction (cv %) 

18.82 4.56 14.20 16.24 8.16 118.38 

NOEC (biomass) >1099 mg A12910C/kg soil dry weight 
NOEC (reproduction) 274.8 mg A12910C/kg soil dry weight  
*statistically significant (Dunnett-t-test, p ≤ 0.05, one-sided smaller), 
a: based on reproduction  
d.w.: dry weight (of artificial soil), cv %: coefficient of variation 

 

6. Validity criteria  

The validity criteria for the control group were met. 

The adult mortality at 4 weeks was ≤ 10 % (0 % after 4 weeks) 

The number of juveniles per replicate was ≥ 30 (167-258) 

The coefficient of variation for reproduction was ≤ 30 % (being 18.82%) 

 

7. Conclusions 

No mortality occurred up to the highest test dose of 1099 mg formulation/ kg dry weight of soil. The 

NOEC based on reproductive performance of the worms was determined to be 274.8 mg A12910C/kg 

soil dry weight. 

 

Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.6.3/01 

Test system: Earthworm sublethal toxicity test with Eisenia fetida 

Test method: ISO 11268-2 (1998) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 68.7, 137.4, 274.8, 549.5, and 1099  mg A12910C/kg 
  soil d.w. 
GLP: Yes 
Validity: Considered valid without restrictions 

Agreed Endpoints: 
IIIA 10.5.2/01 

NOEC = 274.8 mg prod./kg s.d.w. 

 

 

10.6.3 Sublethal toxicity test with Eisenia fetida exposed to metabolite R234886 

Reference: KIIIA 10.6.3/02 

Report Friedrich, S., 2010 
R234886 - Sublethal Toxicity to the Earthworm Eisenia fetida in Artificial Soil 
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with 5 % Peat 
10 10 48 078 S; Syngenta File No R234886_10001 
ICS No. 75204 

Guideline(s): OECD 222 (2004) 

Deviations: No. 

GLP: Yes 

Acceptability: Yes 

 

In a chronic toxicity test in which earthworms (Eisenia fetida) were exposed to R234886 the NOEC based 

on both the biomass and reproductive performance of the worms was determined to be 16 mg 

R234886/kg soil dry weight, the highest concentration tested. 

Since no concentration response was observed, the EC50 could not be calculated, but it can be concluded 

that the EC50 > 16 mg R234886/kg soil dry weight, this being the highest concentration tested. 

 

1. Materials 

Test Material: R234886 (Parent Azoxystrobin) 

Lot/Batch #: ASJ10063-01S 

Purity: 100 % (estimated error: ± 2 %) 

Description: White solid 

Stability of test compound: Stable under standard conditions. 

Reanalysis/Expiry date: 30 September 2012 

Density: Not applicable 

 

2. Treatments  

Test rates: 1, 2, 4, 8, 16 mg R234886/kg soil d.w. 

Control: Untreated substrate irrigated with deionised water only 

Toxic standard: Nutdazim 50 FLOW (carbendazim, SC 500) was tested at concentrations of 5 and 10 mg 

product/kg soil dry weight (BioChem project No.: R 10 10 48 007 S, dated 05 August 2010). 

 

3. Test organisms  

Species: Eisenia fetida (Savigny) 1926 (subspecies Eisenia fetida andrei Bouché) 

Age and weight range at test start: Adult worms, approximately 3 months old with clitellum. 255 – 

458 mg/worm. 
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Source: Reared at test facility, original breeding animals from “W. Neudorff GmbH KG”, An der Mühle 

3, 31860 Emmerthal, Germany  

Feeding: air-dried, finely ground horse manure 

 

4. Test design    

Vessels: Plastic vessels (about 16.5 x 12 x 6 cm) with lids pervious to air and light.  

Substrate: Artificial soil comprising 5% sphagnum peat, 20 % kaolinite clay, 74.7 % industrial 

quartz sand (> 50% of the particles between 0.05 mm and 0.2 mm) and 0.5% calcium carbonate.  750 g 

wet weight soil, corresponding to 600 g dry weight, of artificial soil was added to each test vessel. 

Replication: 4 per treatment group, 8 in control group 

No. of worms/arena : 10 

Duration of test: 8 weeks 

Environmental test conditions  

Temperature: 18.8 – 21.7 °C 

pH of soil: test start: 5.71 – 5.92 

test end: 5.58 – 5.77 

Water content of soil: test start: 24.9 – 25.0 % (equivalent to 57.8 – 58.0 % of WHC) 

test end: 24.8 – 24.9 % (equivalent to 57.5 – 57.8 % of WHC) 

Photoperiod: light : dark = 16 h : 8 hr (740 lx) 

 

5. Study Design and Methods 

Experimental dates: 05 August 2010 to 30 September 2010 

Approximately 24 hours prior to test start, the artificial soil was prepared and deionised water was added 

to the dry components to adjust the water content to approximately 40-60 % of its maximum water 

holding capacity (WHC).  The worms were acclimatised in a separate batch of the untreated artificial 

substrate (mixed with horse manure) for one day before test start.  

The test item was mixed with 10 g (per vessel) of finely ground quartz sand such that the required test 

concentration was achieved once mixed with the artificial soil.  The control substrate contained the 

corresponding amount of quartz sand only.  The test vessels were filled with 750 g wet weight (600 g dry 

weight) of soil.  The acclimatised test animals were weighed and randomly placed onto the test substrate 

(10 animals per test vessel). 
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One day after application, 5 g dried and ground horse manure was scattered on the soil surface of each 

test vessel. This was sprinkled with 5 mL deionised water.  The feeding interval was weekly during the 

first four weeks of the test. 

After four weeks, the adult worms were removed from the test vessels, and mortality and the body weight 

of the surviving worms were determined.  After all of the adult worms had been removed, the soil in each 

vessel was mixed with 5 g horse manure.  Four weeks later, the number of surviving juveniles and any 

morphological alterations were recorded.  Observations of behavioural and pathological symptoms were 

observed weekly. 

The mortality, biomass, and reproduction results were analysed with the software ToxRat Professional 

2.10 (RATTE 2009).  The Dunnett-test was used to compare the control with the independent test item 

groups.  For statistical evaluation of the biomass change, the changed mean fresh weight of surviving 

worms per replicate was used. 

 

6. Results and Discussion 

Mortality and fecundity are summarised in the table below. 

Table: Effect of R234886 on mortality, growth and reproduction of Eisenia fetida  

Endpoints 
Treatment groups 
(mg R234886/kg soil dry weight) 
Control 1 2 4 8 16 

Mean adult mortality at 
28 days (%) 

0 0 0 0 0 0 

Mean % biomass change 
of adults  from 0-28 days 

43.3 38.7 10.9 41.4 38.4 39.8 

Mean number of 
juveniles/replicate after 8 
weeks 

61.6 58.0 62.0 57.0 64.0 57.8 

Coefficient of variation 
for reproduction (cv %) 

22.9 29.6 31.4 44.0 21.2 27.5 

% difference in 
reproduction relative to 
the control* 

- 5.9 -0.6 7.5 -3.9 6.3 

NOEC 
(biomass/reproduction) 

16 mg R234886/kg soil dry weight. 

EC50 > 16 mg R234886/kg soil dry weighta 

No results were statistically significant compared to control (DUNNETT-test, p ≤ 0.05) 

*Negative values indicate an increase relative to the control 

a based on reproduction 

 

7. Validity criteria  

The validity criteria for the control group were met. 

• The adult mortality at 4 weeks was ≤ 10 % (observed: 0 %) 
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• The number of juveniles per replicate was ≥ 30 (observed 46 - 82) 

• The coefficient of variation for reproduction was ≤ 30 % (observed 22.9 %) 

 

8. Conclusions 

In a chronic toxicity test in which earthworms (Eisenia fetida) were exposed to R234886 the NOEC based 

on both the biomass and reproductive performance of the worms was determined to be 16 mg 

R234886/kg soil dry weight, the highest concentration tested.  

Since no concentration response was observed, the EC50 could not be calculated, but it can be concluded 

that the EC50 > 16 mg R234886/kg soil dry weight, this being the highest concentration tested. 

 

Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.6.3/02 

Test system: Earthworm sublethal toxicity test with Eisenia fetida 

Test method: OECD 222 (2004) 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 1, 2, 4, 8, 16 mg R234886/kg soil d.w. 
GLP: Yes 
Validity: Considered valid without restrictions 

Agreed Endpoints: 
IIIA 10.5.2/01 

NOEC = 16 mg R234886 prod./kg s.d.w. 

 

IIIA 10.6.4 Field tests (effects on earthworms) 

No data submitted. 

IIIA 10.6.5 Residue content of earthworms 

No data submitted. 

 

IIIA 10.6.6 Effects of other soil non-target macro-organisms 

No data submitted. 

 

IIIA 10.6.7 Effects on organic matter breakdown 

No data submitted. 

IIIA 10.7 Effects on soil microbial activity 

No data submitted. 
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III 10.8.1 Effects on non-target terrestrial plants 

10.8.1 Screening test (seedling emergence and vegetative vigour) 

Reference: KIIIA 10.8.1.2/01 

Report Wälder, L., 2002 
Herbicide profiling test to evaluate Phytotoxicity of ASF819/SAN619 280SC 
(A12910C) to Terrestrial Non-Target Higher Plants 
Project No. 2023595; Report No. 62; Syngenta File No SAN619/7205 
ICS No. 51418 

Guideline(s): No. Standardised study protocol: “Evaluation of plant protection products to assess 
herbicidal effects on non-target higher plants” based on Syngenta CP herbicide 
profililng test 

Deviations: -/- 

GLP: No. Data were generated in a manner similar to discovery efficacy screens that are 
not performed under GLP. However, standardised study protocols were in place at 
the time the data were collected and the data presented are believed to be 
scientifically valid by the author. 

Acceptability: Yes 

 

Materials and methods 

1. Test substance:  A12910C 

 Lot/Batch no.: J6200/52 

 Active ingredient content: Azoxystrobin: 200 g/L (nominal) 

     Cyproconazole: 80 g/L (nominal) 

 Control: deionised water 

 

2. Test organisms - 

Species:  Onion Allium cepa (Monocotyledoneae: Liliaceae) 

 Wild oat Avena fatua (Monocotyledoneae: Gramineae) 

 Cucumber Cucumis sativus  (Dicotyledoneae: Cucurbitaceae) 

 Soya bean Glycine max  (Dicotyledoneae: Leguminosae) 

 Sugar beet Beta vulgaris  (Dicotyledoneae: Chenopodiaceae) 

 Oilseed rape Brassica napus  (Dicotyledoneae: Brassicaceae) 

 Replicates: One replicate per treatment with three to approximately 20 seeds each  

   depending on the seed size of the test species 

 

3. Test units and exposure - 
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 Test system: Seedling emergence and vegetative vigour in standardized soil under  

   greenhouse conditions. The treatments were applied with a sprayer nozzle.  

 Evaluation time: seedling emergence: 28 days after application 

    Vegetative vigour: 21 days after application 

 Visual phytotoxicity ratings were made at the end of each test period. 

 

4. Test conditions - 

 Temperature:  A minimum temperature of 15 °C during the night and 20 °C during daytime 

 for cool season species (B. napus, B. vulgaris, A. fatua and A. cepa) and 18 °C during night 

 and 25 C during daytime for warm season species (C. sativus and G. max) was maintained 

 throughout the test.  

 Relative humidity: 40 – 60 % 

 Photoperiod: 14 h light / 10 h dark - additional artificial lighting whenever the daylight 

 intensity dropped below 10 000 lux 

 Test vessels:  Non-porous plastic pots (10 cm deep with holes in the bottom) 

 Test soil:  Clay loam from local origin containing 26 % clay, 34 % silt and 40 % sand. 

   The organic matter content was 2.6 %. pH = 7.5 

 

 5. Study design and method 

1.In-life dates (experimental phase): May 05 to June 19, 2002 

The test item was sprayed at application rates of 31.25, 62.5, 125, 500 and 1000 mL prod./ha in 500 L/ha 

of deionised water. 

Six species of higher plant, two monocots (Allium cepa and Avena fatua) and four dicots (Cucumis sativus, 

Glycine max, Beta vulgaris and Brassica napus) were treated with six test concentrations of A12910C). For 

the seedling emergence and growth test, the test seeds were sown directly into the pots at 10 cm depth. 

Immediately after sowing the surface applications were made by spraying onto the soil.  Plants for the 

vegetative growth tests were germinated in seed trays and transplanted shortly after emergence. The growth 

stage at the time of application was 2 – 4 leaves. Visual phytotoxicity ratings were recorded 28 days after 

application for the seedling emergence test and 21 days after application for the vegetative vigour test. 

Evaluation of phytotoxicity was done by visual observations and recording 0% to 100% inhibition of 

emergence or plant injury using a rating scale. 

 

 6. Results and discussions 

The evaluation of effects on seedling emergence and vegetative vigour are given in the tables below: 
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Table 1: Effect of A12910C on seedling emergence 
Test species Application rate (mL A12910C/ha) 

31.25 62.5 125 250 500 1000 

Allium cepa 9 9 9 9 9 9 

Avena fatua 9 9 9 9 9 9 

Cucumis sativus 9 9 9 9 9 9 

Beta vulgaris 9 9 9 9 9 9 

Brassica napus 9 9 9 9 9 9 

Glycine max 9 9 9 9 9 9 

Rating scale from 1 to 9: 1 = no emergence or complete destruction of above ground parts and 9 = no visual damage (normal 
groth).  

 
Table 10.8.1.2-2: Effect of A12910C on vegetative vigour 

Test species Application rate (mL A12910C/ha) 

31.25 62.5 125 250 500 1000 

Brassica napus 9 9 9 9 9 9 

Avena fatua 9 9 9 9 9 7 

Beta vulgaris 8 7 7 7 7 7 

Cucumis sativus 9 9 9 9 9 8 

Glycine max 9 9 9 9 9 8 

Allium cepa 9 9 9 9 9 9 
Rating scale from 1 to 9: 1 = no emergence or complete destruction of above ground parts and 9 = no visual damage (normal 
groth).  

 
Rating:   
Category 
number 

% injury Description of effects 

9 0 Vigorous healthy plants, emergence of normal amount of seeds, 
indistinguishable from control (no control in this study) 

8 12.5 Vigorous, but with slight discoloration, malformation or stunting – 
slightly impaired emergence, growth or development 

7 25 Less vigorous, with obvious discoloration, malformation or stunting – 
impaired growth and development, recovery likely, rate of emergence 
slightly reduced. 

6 37.5 Less vigorous, with more pronounced discoloration, malformation or 
stunting – recovery possible, clear reduction of rate of emergence 

5 50 Poor vigour due to discoloration, malformation or stunting – recovery 
possible, emergence rate only about half of the control. 

 
 

Conclusion  

In the seedling emergence tests, no phytotoxic effects were observed on any of the plant species up to and 

including an application rate of 1000 mL A12910C/ha, the highest rate tested.  

In the vegetative vigour tests, a visual effect rating of 7 on B. vulgaris was observed in the 1000 mL; 500 

mL, 250 mL, 125 mL and 62.5 mL/ha A12910C treatment. On A. fatua a visual effect rating of 7 was 

observed in the 1000 mL 12910C treatment. On C. sativus and G. max a visual effect rate of 8 was 

observed in the 1000 mL/ ha A12910C treatment. On B. napus and A. cepa no effects could be 

determined in any of the treatments. 
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Comments of zRMS [Commenting box] 

Study Comments: 
IIIA 10.5.2/01 

As relevant endpoint ER50 of > 1000 mL/ha was determined. 
Test system: Seedling emergence and vegetative vigour screening 
assessments on 6 plant species 
Test method: standardized Syngenta study protocol 
Test item: A12910C (nominal a.s. content: azoxystrobin 200 g/L 
+ cyproconazole 80 g/L) 
Test rates: 31.25, 62.5, 125, 250, 500 and 1000 mL prod./ha 
GLP: No 
Validity: Considered valid without restrictions 
The effects assessment is based on a rather rough rating scale. No 
control treatment, no replication within the treatment groups. Only 
acceptable for risk assessment as the reported effects are obviously < 50 
%. 

Agreed Endpoints: 
IIIA 10.5.2/01 

ER50 > 1000 mL prod./ha 

 

MIII 10.8.2 Effects on non-target aquatic plants 

No data submitted. 
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Sec 6 ECOTOXICOLOGICAL STUDIES (MIIIA 10) 

 

6.1 Overall Conclusions 

6.1.1 Birds 

The calculated TER values for the acute and long-term risk resulting from an exposure of birds to 

azoxystrobin and cyproconazole (oral exposure) according to the GAP of the formulation A12910C 

achieve the acceptability criteria TER ≥ 10 according to commission implementing regulation (EU) No 

546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for acute effects. Higher tier risk 

assessment was required for small granivorous and insectivorous birds. It was done based on generic and 

EU-agreed data. 

Based on the calculation of the risk arising from the uptake of azoxystrobin and cyproconazole via 

drinking water and secondary poisoning, the calculated TER values for birds exposed to the active 

substances according to the GAP of the formulation A12910C also achieve the acceptability criteria TER 

≥ 5, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific 

principles, point 2.5.2. for long-term effects. 

The results of the assessment indicate an acceptable acute and long-term risk for birds due to the intended 

uses of A12910C according to the label. 

6.1.2 Aquatic organisms 

Based on the calculated concentrations of the active substances and their metabolites in surface water 

(PECSW FOCUS Step 1 - 4), the calculated TER values for the acute and long-term risk resulting from an 

exposure of aquatic organisms according to the GAP of the formulation A12910C do not achieve the 

acceptability criteria TER ≥ 100 and TER ≥ 10, according to commission implementing regulation (EU) 

No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2 for all relevant scenarios.  

The results of the assessment indicate a high risk for aquatic organisms due to the intended uses of 

A12910C according to the label. 

Implementation of risk mitigation measures need to be considered on member state level. 

6.1.3 Mammals 

The calculated tier 1 TER values for the acute risk resulting from an exposure of mammals to 

azoxystrobin and cyproconazole (oral exposure and exposure via drinking water and secondary 

poisoning) according to the GAP of the formulation A12910C achieve the acceptability criteria TER ≥ 

10, according to commission implementing regulation (EU) No 546/2011, Annex, Part I C, 2. Specific 

principles, point 2.5.2. for acute effects. 
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For the evaluation of the long-term risk higher tier assessment was required. The acceptability criterion 

TER ≥ 5 for long-term risk was not achieved for all intended uses according to GAP. A high risk for 

small herbivorous mammals was identified in all crops and in some also for large herbivorous mammals. 

Specific national TER criteria of ≥ 5 / 2 for the focal species vole are met in all intended uses. 

 

Based on the calculation of the risk arising from the uptake of cyproconazole via drinking water and 

secondary poisoning , the calculated TER values for mammals exposed to the active substance according 

to the GAP of the formulation A12910C achieve the acceptability criteria TER ≥ 5, according to 

commission implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 

2.5.2. for long-term effects. 

6.1.4 Honey-bees 

Please refer to the core assessment. 

6.1.5 Non-target arthropods 

Based on the calculated rates of A12910C in in- and off-field areas, the calculated TER values describing 

the risk resulting from an exposure of non-target arthropods to A12910C according to the GAP of the 

formulation achieve the acceptability criteria of TER ≥ 10 / 5, according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The results of the 

assessment indicate an acceptable risk for non-target arthropods due to the intended use of A12910C in 

all intended uses according to the label. 

6.1.6 Soil organisms 

Based on the predicted concentrations of the formulation A12910C, its active substances and their 

metabolites in soils, the TER values describing the acute and long-term risk for earthworms and other 

non-target soil organisms following exposure to these substances according to the GAP of the formulation 

A12910C achieve the acceptability criteria TER ≥ 10 resp. TER ≥ 5 according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. The 

results of the assessment indicate an acceptable risk for soil organisms due to the intended uses of 

A12910C according to the label. 

6.1.7 Non-target terrestrial plants 

Based on the predicted drift rates of A12910C in off-field areas, the TER values describing the risk for 

non-target plants following exposure to the formulation according to the GAP achieve the acceptability 

criteria TER ≥ 10 according to commission implementing regulation (EU) No 546/2011, Annex, Part I C , 

2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable risk for non-target 

terrestrial plants due to the intended use of A12910C in all intended uses according to the label.  
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6.2 GAP and overall conclusions 

6.2.1 Table of intended uses (Germany) 

Table 6.2-1: GAP and overall conclusions 

Intended 

use 
F/G 

Timing 

(months, 

BBCH) 

Max 

number 

(interval 

in days) 

Application per treatment Overall conclusions 

kg a.s./ha 

 max 

Rate/season 

[kg a.s./ha] 

max 

Birds 
Aquatic 

organisms 
Mammals Bees 

Non-target 

arthropods 

Soil 

organisms 

Non-target 

plants 

Group A: 

Wheat, 

Barley, Rye, 

Triticale, 

Oats 

F BBCH 31-59 2 (21) 
a) 0.2 

b) 0.08 

a) 0.4 

b) 0.16 
       

Group B: 

oilseed rape 
F 

1) BBCH 61-70  

2) BBCH 75-80 
2 (21) 

a) 0.2 

b) 0.08 

a) 0.4 

b) 0.16 
       

Group C: 

sugar beet 
F BBCH 39-49 2 (21) 

a) 0.2 

b) 0.08 

a) 0.4 

b) 0.16 
       

Group E: 

Beans 
F BBCH 51-69 2 (21) 

a) 0.2 

b) 0.08 

a) 0.4 

b) 0.16 
       

Group F: 

Peas 
F BBCH 51-69 2 (21) 

a) 0.2 

b) 0.08 

a) 0.4 

b) 0.16 
       

F: Field use; G: Glasshouse use 

Remarks: 

 Safe use identified 

 Further refinement and/or risk mitigation measures are needed  

 No safe use identified and considered possible 
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Explanations: 

The colours in the Table 6-1 are intended to reflect the outcome of the assessments including the available and valid refinement steps and risk mitigations 

measures. 

a) Azoxystrobin 

b) Cyproconazole 
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6.2.2 Grouping of intended uses for risk assessment 

The following table lists the grouping of the intended uses in order to perform a risk envelope approach. 

 

Table 6.2-2: Critical use pattern of A12910C 

Group/use 

No. 

Crop/growth 

stage/interception 

Application 

method/drift 

scenario 

Number of 

applications, 

Minimum 

application 

interval, 

application 

time, 

interception  

Application rate, 

cumulative (g 

a.s./ha) 

Soil effective 

application rate 

(g as/ha) 

A/  

00-001 to  

00-021 

“cereals” 

wheat/ BBCH 31-69 

barley/ BBCH 31-59 

rye/ BBCH 31-69 

triticale/ BBCH 31-69  

oats / BBCH 31-59 

Spraying / 82nd 

percentile 

2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

B/ 

00-036 to  

00-037 

oilseed rape / BBCH 

61 - 81 

Spraying / 82nd 

percentile 

2 x, 21 d 

1. 80 % 

2. 80 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 40 = 80 

cyproconazole: 

2 x 16 = 32 

C/ 

00-022 to  

00-025 

 

Sugar beet / BBCH 39 

- 49 

Spraying / 82nd 

percentile 

2 x, 21 d 

1. 70 % 

2. 90 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

60 + 20 = 80 

cyproconazole: 

24 + 8  = 32 

E/ 

00-026 to  

00-030 

 

Beans / BBCH 51-69 Spraying / 82nd 

percentile 

2 x, 21 d 

1. 70 % 

2. 70 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 60 = 120 

cyproconazole: 

2 x 24 = 48 

F/ 

00-031 to  

00-035 

Peas /  

BBCH 51-69 

Spraying / 82nd 

percentile 

2 x, 21 d 

1. 85 % 

2. 85 % 

azoxystrobin: 

2 x 200 = 400  

cyproconazole: 

2 x 80 = 160 

azoxystrobin: 

2 x 30 = 60 

cyproconazole: 

2 x 12 = 24 

 

The use groups D (sunflower), G (maize) and H (oilseed rape) specified in the core assessment are not 

relevant for Germany. 

6.2.3 Consideration of metabolites 

Please refer to the core assessment. 
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6.3 Effects on birds (MIIIA 10.1, KPC 10.1, KPC 10.1.1) 

Please refer to the core assessment. 

Consequences for authorization: 

None. 

 

 

6.4 Effects on Terrestrial Vertebrates Other Than Birds (MIIIA 10.3, KPC 10.1, 

KPC 10.1.2) 

The risk for mammals posed through the application of the formulation A12910C was driven by the 

exposition to the active substance cyproconazole. 

The acute risk was assessed to be low. 

Further refinement was required for the long-term risk, where the TER-criterion ≥ 5 was not met for the 

scenarios of herbivorous mammals in the majority of the intended uses. 

Please refer to the core assessment up to point 6.4.2.1. 

 

Table 6.4-1: Summary of tier 1 and 2 core assessment, critical uses: 

Use group Scenario  Risk assessment step Calculated TER value 

A (Cereals) BBCH ≥ 40, Small herbivorous mammal 

“vole”, reproductive risk 

Higher tier 3.1 – 9.1 

B (oilseed rape) BBCH ≥ 40, Small herbivorous mammal 

“vole”, reproductive risk 

Higher tier 3.1 – 4.8 

All season, Large herbivorous mammal 

“lagomorph”, reproductive risk for rabbit 

Higher tier 5.1 

C (sugar beet) BBCH ≥ 40, Small herbivorous mammal 

“vole”, reproductive risk 

Higher tier 3.1 – 9.1 

 BBCH ≥ 39, Large herbivorous mammal 

“lagomorph”, reproductive risk for rabbit 

Higher tier 4.9 – 5.6 

E (beans) BBCH ≥ 40, Small herbivorous mammal 

“vole”, reproductive risk 

Higher tier 3.1 

F (peas) BBCH ≥ 40, Small herbivorous mammal 

“vole”, reproductive risk 

Higher tier 6.1 

 

In the table above it is shown that after a refinement of the input parameters in tier 2 risk assessment the 

TER values only fail the trigger of ≥ 5 for the focal species vole, but still achieve to be > 2.  

For German national assessment it is stipulated that in cases where the relevant model species for 

assessment of the risk from the intended uses of a formulation is a mouse or a vole, the TER acceptability 

criterion may be modified. In terms of size and potential exposure, mice and voles already represent the 
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‘worst case’ for agricultural areas in Europes' central zone. Furthermore, the toxicological endpoints and 

effect values for the assessment are determined on phylogenetically closely related species. Hence, a TER 

≥ 5 in the acute exposure scenario and a TER ≥ 2 in the long-term exposure scenario may be accepted as 

sufficient. It should additionally be noted that there are currently no indications for a significant impact of 

pesticides on the population dynamics of mice or voles in the agricultural landscape, which are apparently 

determined by other biological factors (e.g. periodical increases in vole populations creating the necessity 

for control measures). 

Thus the risk is considered acceptable. 

 

Consequences for authorization: 

None. 

 

 

6.5 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians) 

(KPC 10.1.3) 

Please refer to the core assessment. 

 

6.6 Effects on aquatic organisms (MIIIA 10.2, KPC 10.2, KPC 10.2.1) 

For the choices of relevant endpoints, please refer to the core assessment. 

 

6.6.1 Justification for new endpoints 

Not relevant. 

6.6.2 Mixture toxicity 

Please refer to the core assessment. 

6.6.3 Toxicity to exposure ratios for aquatic species (MIIIA 10.2.1) 

The evaluation of the risk for aquatic and sediment-dwelling organisms was performed in accordance 

with the recommendations of the “Guidance Document on Aquatic Ecotoxicology”, as provided by the 

Commission Services (SANCO/3268/2001 rev.4 (final), 17 October 2002). 
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For risk assessment purposes, a risk envelope approach was used. Hence, intended use group A covers the 

risk for aquatic organisms. If risk mitigation measures are required, the are being defined also for the 

other groups. 

6.6.3.1 Exposure 

Aquatic organisms may be exposed to plant protection products as a result of emission from treated fields. 

The studies and data provided permit the performance of a risk assessment relevant to the exposure of 

aquatic organisms to A12910C under practical conditions of use. When A12910C is applied according to 

good agricultural practice, the active ingredients can reach surface waters unintentionally by spray-drift 

during application, by run-off and drainage. 

In addition to the FOCUS based evaluation presented in the core dossier, an aquatic exposure and risk 

assessment is presented based on German evaluation models: EVA 2.1 and DRIFTOX 4.0 for exposure 

via spray-drift and deposition following volatilization and EXPOSIT 3.0.1 for exposure via run-off and 

drainage. 

Azoxystrobin has a vapour pressure of < 10-5 Pa (1.1x 10-10) and is therefore classified as non-volatile. 

Hence, deposition following volatilization has not to be considered. 

Cyproconazole has a vapour pressure of 10-5-10-4 Pa (2.6 x 10-5 Pa) and is therefore classified as semi-

volatile. Hence, deposition following volatilization has to be considered. The input parameters for both 

active substances are given in the following table: 

 

Table 6.6-1: Input parameters for the models EVA 3  

Azoxystrobin 

Vapour pressure [Pa, 20°C] 1.1x 10-10 

Water solubility [mg/L] 6.0 

DissT50 water [d] 14 

 Water/sediment study (SFO) 205 

 Hydrolysis/Photolysis 1000 (default) 

Cyproconazole 

Vapour pressure [Pa, 20°C] 2.6 x 10-5 Pa 

Water solubility [mg/L] 93 mg/L (22 °C; pH 7) 

DissT50 water [d] 149 

 Water/sediment study (SFO)  

 Hydrolysis/Photolysis 1000 (default) 

 

Several ecotoxicological endpoints are available to assess the risk of the active substances and the 

formulation A12910C. The choice of the relevant scenario is based on the ratio of endpoint to the highest 

PEC for each active substance and the formulation, related to the relevant trigger TER value. 
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Table 6.6-2: Decision making of the relevant scenario for risk assessment of aquatic organisms 

based on the lowest ratio of TER to safety factor 

Substance Max. application 

rate 

Drift factor Max. PEC 

(act) 

Endpoint, Species, 

safety factor 

TER TER/SF 

 [g/ha] % [µg/L] [mg/L]   

Azoxystrobin 200 2.38 2.15 0.147 (P. promelas) 

SF = 10 

68.4 6.8 

Azoxystrobin 200 2.38 2.15 0.055 (M. bahia acute) 

SF = 100 

25.6 0.26 

Azoxystrobin 200 2.38 2.15 0.0408 (HC5 for 

vertebrates, acute) 

SF = 6 

18.98 3.16 

Azoxystrobin 200 2.38 2.15 0.00954 (M.bahia 

chronic) 

SF = 10 

4.44 0.44 

Cyproconazole 80 2.38 1.21 0.023 (D. magna) 

SF = 10 

19.01 1.9 

A12910C 1 L/ha* 2.38 9.761 1.1 (D. magna) 

SF = 100 

112.7 1.13 

PEC: predicted environmenral concentration; TER: Toxicity exposure ratio; SF: Safety factor 

* based on formulation density of 1.1 g/mL 1 L = 0.909 kg 

 

Based on the table above, the scenario “aquatic invertebrates, acute” provides ther lowest TER/SF ratio 

based on the acute toxicity of azoxystrobin to M. bahia. However, this scenario can be refined applying a 

HC5 calculation based on data for 9 species in combnation with a SF of 6. This refinement does not cover 

chronic effects on invertebrates. 

The scenario aquatic invertebrates, long-term, then provides the lowest TER/SF ratio based on long-term 

toxicity and thus the relevant endpoint for the risk assessment.  

 

6.6.3.2 TER values for the entry into surface water via spraydrift and deposition 

following volatilization 

 

Table 6.6-3: Risk assessment for A12910C for aquatic organisms for the entry route via 

spraydrift and deposition following volatilization under the implementation of 

different risk mitigation measures 

Compound: Azoxystrobin 

Crop/Application rate: Cereals, 2 x 200 g a.i./ha 

Growth stage and season 31 - 69 

Intended use group: A (cereals) 
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DT50 water (SFO): 14 

PEC-selection: actual 

Drift-Percentile: 82nd percentile for two applications 

Buffer 

zone 

Entry via 

spraydrift  

Entry via 

deposition 

following 

volatilization 

PECsw; conventional and drift reducing technique 

0% conv. 90% red. 75% red. 50% red. 

[m] [%] [µg/L] [%] [µg/L] [µg /L] 

1 2.38 2.148 -/- -/- 2.148 0.215 0,537 1,074 

5 0.47 0.424 -/- -/- 0.424 0.042 0,106 0,212 

10 0.24 0.217 -/- -/- 0.217 0.022 0,054 0,108 

15 0.16 0.144 -/- -/- 0.144 0.014 0,036 0,072 

20 0.12 0.108 -/- -/- 0.108 0.011 0,027 0,054 

Relevant toxicity endpoint: NOEC = 9.54 µg a.i./L (M. bahia.) 

Relevant TER: 10 

Buffer zone [m] TER 

1 4.4 44.4 17.8 8.9 

5 22.5 224.9 90.0 45.0 

10 44.1 440.5 176.2 88.1 

15 66.1 660.8 264.3 132.2 

20 88.1 881.0 352.4 176.2 

Risk mitigation measures NW 605/606 (conv. 5 m, 50 % 5 m, 75 and 90 % * m 

PEC: predicted environmenral concentration; TER: Toxicity exposure ratio. TER values in bold fall below the relevant trigger. 

EC: predicted environmenral concentration; TER: Toxicity exposure ratio. TER values in bold fall below the relevant trigger. 

 

For use groups B, C, and E and F the same application rates are intended, thus all use groups are 

represented by the calculations. 

 

6.6.3.3 TER values for the entry into surface water via run-off and drainage 

The input parameters for azoxystrobin and cyproconazole for exposure modeling with EXPOSIT 3.0.1 are 

given in the following table: 

Table 6.6-4: Input parameters for the model EXPOSIT 3.0.1 

Azoxystrobin 

Kfoc 423 

DT50 soil [d] 262 

Water solubility [mg/L] 6.7 

Mobility class 2 

Elimination rate during bank filtration 75% 

Cyproconazole 

Kfoc 364 

DT50 soil [d] 141 

Water solubility [mg/L] 93 
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Mobility class 2 

Elimination rate during bank filtration 75% 

 

 

Table 6.6-5: Risk assessment azoxystrobin for aquatic organisms for the entry route via run-off 

and drainage under the implementation of different risk mitigation measures 

Compound: Azoxystrobin 

Application rate: 2 x 200 g a.i./ha (all intended uses) 

Intended use Beans (use group E), 70 and 70 % interception (worst case) 

Relevant toxicity endpoint: NOEC (M. bahia) = 9.54 µg a.s./L 

Relevant TER: 10 

Run-off 

Buffer zone PEC (Gesamtaustrag) TER 

[m] [µg/L]  

0 1.02 9.39 

5 0.88 10.84 

10 0.75 12.8 

20 0.52 18.3 

Drainage 

Time of application PEC  TER 

 [µg/L]  

Autumn/winter/early spring 1.11 8.6 

(not relevant – all intended uses are 

planned after March 15th) 

Spring/summer 0.36 26.35 

Risk mitigation measures NW 705 

Intended use Cereals (use group A), 70 and 90 % interception 

Relevant toxicity endpoint: NOEC (M. bahia) = 9.54 µg a.s./L 

Relevant TER: 10 

Run-off 

Buffer zone PEC TER 

[m] [µg/L]  

0 0.67 14.5 

5 0.58 16.5 

10 0.49 19.4 

20 0.34 27.8 

Drainage 
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Time of application PEC  TER 

 [µg/L]  

Autumn/winter/early spring 0.73 13 

Spring/summer 0.24 40 

Risk mitigation measures -/- 

Intended use Oilseed rape (use group B), 80 and 80 % interception 

Relevant toxicity endpoint: NOEC (M. bahia) = 9.54 µg a.s./L 

Relevant TER: 10 

Run-off 

Buffer zone PEC TER 

[m] [µg/L]  

0 0.68 14 

5 0.59 16.3 

10 0.5 19.2 

20 0.35 27 

Drainage 

Time of application PEC  TER 

 [µg/L]  

Autumn/winter/early spring 0.74 13 

Spring/summer 0.24 40 

Risk mitigation measures -/- 

PEC: predicted environmenral concentration; TER: Toxicity exposure ratio. TER values in bold fall below the relevant trigger. 

 

Table 6.6-6: Risk assessment for cyproconazole for aquatic organisms for the entry route via 

run-off and drainage under the implementation of different risk mitigation 

measures 

Compound: Cyproconazole 

Application rate: 2 x 80 g a.i./ha 

Intended use Beans (use group E) 

Relevant toxicity endpoint: NOEC = 23 µg a.s./L (D. magna) 

Relevant TER: 10 

Run-off 

Buffer zone PEC TER 

[m] [µg/L]  

0 0.39 58 

5 0.34 67 
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10 0.29 79 

20 0.2 114 

Drainage 

Time of application PEC  TER 

 [µg/L]  

Autumn/winter/early spring 0.43 53 

Spring/summer 0.14 164 

Risk mitigation measures -/- 

PEC: predicted environmenral concentration; TER: Toxicity exposure ratio. TER values in bold fall below the relevant trigger. 

 

All required risk mitigation measures (buffer stripes) are triggered by the toxicity of the active substance 

azoxystrobin. 

 

6.6.3.4 Consideration of Metabolites 

Please refer to the core assessment. 

 

6.6.4 Overall conclusions 

Based on the calculated concentrations of the active substances azoxystrobin and cyproconazole in 

surface water (DRIFTOX 4.0, EXPOSIT 3.0.1), the calculated TER values for the acute and long-term 

risk resulting from an exposure of aquatic organisms according to the GAP of the formulation A12910C 

achieve the acceptability criteria TER ≥ 100 and TER ≥ 10, according to commission implementing 

regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2. for long-term effects, 

provided that the indicated risk mitigation measures are fulfilled. The results of the assessment indicate an 

acceptable risk for aquatic organisms due to the intended use of A12910C in all intended uses according 

to the label. For some of the intended uses risk mitigation measures are required. 

 

Consequences for authorization: 

For the authorization of the plant protection product A12910C the following labeling and conditions of 

use are mandatory: 

 

Required Labelling 

 

NW 262 Azoxystrobin N. pelliculosa NOEC = 0.02 

Cyproconazole: S. subspicatus NOEC = 0.021 mg/L 

A12910C: P. subcapitata NOEC = 0.13 mg/L 
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NW 264 Azoxystrobin: O. mykiss LC50 = 0.47 mg/L, M. bahia LC50 = 0.044 

mg/L 

Cyproconazole O. mykiss NOEC = 0.65 mg/L 

A12910C: O. mykiss LC50 = 1.8 mg/L, D. magna EC50 = 1.2 mg/L 

 

NW 265 

 

Azoxystrobin: L. gibba NOEC = 0.4 mg/L 

Cyprooconazole: L. gibba NOEC = 0.0125 mg/L 

 

Conditions for use 

A12910C  

 

 

All uses NW 468 

 NW 605/606 (common: 5 m, 50 %: 5 m, 75 %: * m, 90 %: * m) 

 

Use group E NW 705 

  

  

 

 

6.7 Effects on bees (MIIIA 10.4, KPC 10.3.1) 

Please refer to the core assessment. 

 

6.8 Effects on arthropods other than bees (MIIIA 10.5, KPC 10.3.2) 

Please refer to the core assessment. 

Consequences for authorization: 

None. 

 

 

6.9 Effects on non-target soil meso- and macrofauna (MIIIA 10.6, KPC 10.4, 

KPC 10.4.1, KPC 10.4.2) 

For the choices of relevant endpoints, please refer to the core assessment. 

6.9.1 Justification for new endpoints 

Not relevant. 
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6.9.2 Toxicity exposure ratios for earthworms and other soil macro- and 

mesofauna, TERA and TERLT (MIIIA 10.6.1) 

The evaluation of the risk for earthworms and other soil macro-organisms was performed in accordance 

with the recommendations of the “Guidance Document on Terrestrial Ecotoxicology”, as provided by the 

Commission Services (SANCO/10329/2002 rev 2 (final), October 17, 2002). 

For the calculations of predicted environmental concentrations in soils (PEC soil), reference is made to 

the environmental fate section (Part B, Section 5) of this submission. The resulting maximum PECsoil 

values for the formulation, active substances and the major soil degradation products are presented in the 

table below. Calculations considered the maximum application rate of 1 L formulation/ha and a minimum 

of 70 % foliar interception for applications to beans at BBCH growth stage 51, PEC values for the soil 

metabolites were calculated considering the maximum percentage of their formation observed in either 

the aerobic or anaerobic soil degradation studies and correcting for molecular weight.  

For German exposure assessment the applied soil depth is based on experimental data (Fent, Löffler, 

Kubiak: Ermittlung der Eindringtiefe und Konzentrationsverteilung gesprühter Pflanzenschutzmittel-

wirkstoffe in den Boden zur Berechnung des PEC-Boden. Abschlussbericht zum Forschungsvorhaben 

FKZ 360 03 018, UBA, Berlin 1999). Generally for active substances with a Kf,oc < 500 a soil depth of 2.5 

cm is applied whereas for active substances with a Kf,oc > 500 a soil depth of 1 cm is applied. As soil bulk 

density 1.5 g cm-3is assumed. 

 

For risk assessment purposes, a risk envelope approach was used. Hence, intended use group E (beans) 

covers the risk for earthworms and other soil macro- and mesofauna. 
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Table 6.9-1: Results of PECsoil calculation for the intended use in wheat used for German risk 

assessment 

plant protection product: A12910C 

use: Beans 

number of applications/intervall: 2 /21 days 

application rate: Azoxystrobin: 2 x 200 g ai/ha  

Cyproconazole: 2 x 80 g ai/ha 

A12910C: 1.111 g/ha +) 

crop interception: 70 % / 70 % 

active substance/ 

formulation 

soil relevant 

application rate 

(g/ha) 

soil depthact 

(cm) 

PECact 

(mg/kg) 

tillage 

depth (cm) 

PECbkgd 

(mg/kg) 

PECaccu =  

PECact +  

PECbkgd 

(mg/kg) 

Azoxystrobin 2 x 60 g ai/ha 2.5 0.3114 

(day 21) 

20 0.0239 0.3353 

Met. R234886 2 x 16.6 g ai/ha* 2.5 0.0879 

(day 21) 

20 0.0382 0.1261 

Cyproconazole 2 x 24 g ai/ha 2.5 1) 0.1217 

2) 0.0985 

(day 21) 

20 1) 0.0030 

2) 0.0214 

1) 0.1248 

2) 0.1199 

Metabolite 

CGA71019  

(1,2,4-triazole) 

2 x 1.0 g ai/ha** 2.5 0.0036 

(day 21) 

20 <0.0001 0.0036 

A12910C 2 x 333.3 g ai/ha 2.5 1.7776 

(day 0) 

- - - 

+) A12910C -density = 1.111 g/ml, 1L applied 

*       maximum occurrence: 28.8 %, molecular correction: 0.965 

**     maximum occurrence: 17.4 %, molecular correction: 0.237 

 

 

The acute risk for earthworms and other non-target soil macro- and mesofauna resulting from an exposure 

to A12910C and its active substances as well as the major soil degradation products was assessed by 

comparing the maximum PECSOIL with the 14-day LC50 value to generate acute TER values. The TERA 

was calculated as follows: 

 

 

(mg/kg) PEC

(mg/kg) LC
=TER

soil

50

A

 

The chronic risk for earthworms, other non-target soil macro- and mesofauna and organic matter 

breakdown resulting from an exposure to A12910C and its active substances as well as the major soil 

degradation products was assessed by comparing the maximum PECSOIL with the NOEC value to generate 

chronic TER values. The TERLT was calculated as follows: 

 

(mg/kg) PEC

(mg/kg) NOEC
=TER

soil

LT
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The results of the risk assessment are summarized in the following table. 

 

Table 6.9-2: TER values for earthworms and other soil macro- and mesofauna (Tier-1), beans, 2 

x 1 L/ha, 21 d interval 

Species Test item Time scale Endpoint Max. PECSOIL TER 

   [mg/kg soil dw] [mg/kg soil dw]  

Eisenia fetida Azoxystrobin Acute LC50corr. = 141.5 

(a.i.) 

0.3353 422 

Chronic NOECcorr = 10 30 

R234886 Acute LC50 > 1000 0.1261 7930 

Chronic NOEC = 16 mg/kg 127 

Cyproconazole Acute LC50corr. = 167.5 

mg 

0.1248 1342 

Chronic NOECcorr. ≥ 0.75 

Recalculated 

NOECcorr. = 2.527 

(a.i.) 

6 

CGA71019  

(1,2,4-triazole) 

Acute LC50 > 1000 0.0036 277,778 

Chronic NOEC = 1.0 278 

A12910C Acute LC50corr. = 1797.5 

(prod.) 

1.7776 1011 

Chronic NOECcorr = 137.4 77 

Folsomia 

candida 

Azoxystrobin Chronic NOECcorr. = 25 

(a.i.) 1 

0.3353 75 

Cyproconazole Chronic NOEC = 55.8 (a.i.) 1, 

5 

0.1248 447 

CGA71019 Chronic NOEC = 1.8 (a.i.) 0.0036 500 

TER values shown in bold fall below the relevant trigger. 

 

6.9.3 Higher tier risk assessment 

Not relevant. 

 

6.9.4 Overall conclusions 

Based on the predicted concentrations of the active substances and the formulation in soils, the TER 

values describing the acute and longterm risk for earthworms and other non-target soil organisms 

following exposure according to the GAP of the formulation A12910C achieve the acceptability criteria 

TER ≥ 10 resp. TER ≥ 5 according to commission implementing regulation (EU) No 546/2011, Annex, 
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Part I C, 2. Specific principles, point 2.5.2. The results of the assessment indicate an acceptable risk for 

soil organisms due to the intended use of A12910C according to the label. 

Consequences for authorization: 

None. 

 

6.10 Effects on soil microbial activity (MIIIA 10.7, KPC 10.5) 

For the choices of relevant endpoints, please refer to the core assessment. 

Table 6.10-1: EU agreed endpoints and new endpoints for soil microorganisms 

Please refer to the core assessment. 

6.10.1 Justification for new endpoints 

Not relevant. 

 

6.10.2 Risk assessment 

The evaluation of the risk for earthworms was performed in accordance with the recommendations of the 

“Guidance Document on Terrestrial Ecotoxicology”, as provided by the Commission Services 

(SANCO/10329/2002 rev 2 (final), October 17, 2002). 

Please refer to table 6.9-1 for the predicted environmental concentrations in soil (PECSOIL) of 

azoxystrobin, cyproconazole, their metabolites and the formulation A12910C. 

 

Table 6.10-2: Maximum calculated PECSOIL values 

Intended use [g/ha] Azoxystrobin R234886 Cyproconazole CGA71019 

Beans, 2 x, 21 d interval, 

Azoxystrobin: 2 x 200 g ai/ha  

Cyproconazole: 2 x 80 g ai/ha 

A12910C: 1.111 g/ha) 

0.3353 0.1261 0.1248 0.0036 

a Statement regarding the calculation of the PECsoil for the formulation (single/multiple applications, interception) 

 

The results of the risk assessment are summarized in the following table: 
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Table 6.10-3: Risk assessment for effects on soil micro-organisms 

Test substance Test concentration 

(adverse effects < 25%) 

PECSOIL  Margin of safety Risk acceptable 

 [mg /kg] [mg/kg]  [yes/no] 

Azoxystrobin 3.3 0.3353 10 yes 

Met. R234886 10.0 0.1261 79 yes 

Cyproconazole 2.5 0.1248 20 yes 

Met. CGA71019 

(1,2,4-triazole) 

0.353 0.0036 98 yes 

 

6.10.3 Overall conclusions 

Based on the predicted concentrations of the active substances azoxystrobin and cyproconazole and their 

metabolites in soils, the risk to soil microbial processes following their exposure according to the GAP of 

the formulation A12910C is considered to be acceptable/ not acceptable according to commission 

implementing regulation (EU) No 546/2011, Annex, Part I C , 2. Specific principles, point 2.5.2.  

Consequences for authorization: 

None. 

 

6.11 Effects on non-target plants (MIIIA 10.8, KPC 10.6) 

Please refer to the core assessment. 

Consequences for authorization: 

None. 

 

 

6.12 Effects on other terrestrial organisms (flora and fauna) (KPC 10.7) 

Not relevant. 

6.13 Monitoring data (KPC 10.8) 

Not relevant. 
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6.14 Available preliminary data (IIIA 10.9) 

Not relevant. 

6.15 Other/special studies (IIIA 10.10) 

Not relevant. 

6.16 Summary and evaluation of OECD points IIIA 9 and IIIA 10.1 to 10.10, 

together with a detailed and critical assessment of the data (IIIA 10.11) 

Please refer to the core assessment. 
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IIIA1 6 Efficacy Data and Information on the Plant Protection Product 

General information 

For the evaluation of the plant protection product a ‘green box’ approach is used here; this 
means that the assessment and text from the company is left in place and the zonal rapporteur 
member state (zRMS) comments on this below. Efficacy assessment will be in the form of ‘con-
clusion box’ comments. 
 
 
Current document indicates the information related to the efficacy data of the plant protection 
product A12910C which is a suspension concentrate (SC) formulation containing the active 
substances azoxystrobin 200 g/L and cyproconazole 80 g/L. This product is used as foliar spray 
for the control of a broad spectrum of plant diseases on cereals including wheat, barley, rye, 
triticale and oats and on a series of other crops such as sugar and fodder beet, sunflower, peas, 
beans, oilseed rape, other oil seeds and maize.  
DE acts as the zonal rapporteur member state, AT, BE, CZ, HU, IE, LU, NL, PL, RO, SI, SK and 
UK are concerned member states in the Central Zone (table 6-1). 
 
Table 6-1: Zonal rapporteur member states (zRMS) and concerned member states (cMS) for 
central registration zone 

zRMS (Central Zone) Germany DE maritime EPPO zone 

cMS 
 
 

Belgium BE maritime EPPO zone 

Ireland IE maritime EPPO zone 

Luxembourg LU maritime EPPO zone 

The Netherlands NL maritime EPPO zone 

Austria AT maritime EPPO zone 

Poland PL northeast EPPO zone 

Romania RO southeast EPPO zone 

Slovak Republic SK southeast EPPO zone 

Slovenian SI southeast EPPO zone 

Czech Republic CZ maritime EPPO zone 

Hungary HU southeast EPPO zone 

United Kingdom UK maritime EPPO zone 

 

Recent registration situation/history of the PPP 

The applicant declared that A12910C is a systemic fungicide providing a high level of control of 
several diseases of cereals and a series of diseases on other crops. A12910C is a formulated 
mixture of azoxystrobin and cyproconazole, two established fungicidal active substances al-
ready approved for use in cereals and in several other crops in Europe. Azoxystrobin is ap-
proved as solo active substance product with the trade name ORTIVA or AMISTAR, cyprocona-
zole as ALTO. In addition, azoxystrobin and cyproconazole are co-formulated in registered 
products with a series of other active substances such as chlorothalonil (AMISTAR OPTI), dif-
enoconazole (ORTIVA TOP) for azoxystrobin, and propiconazole (MENARA), chlorothalonil 
(BRAVO ELITE), cyprodinil (RADIUS), trifloxystrobin (SPHERE) for cyproconazole.  
 
Following table lists the currently registered uses in the different cMS. In addition to the recom-
mended rate, diseases, number of registration and targets are listed in this table. 
 
Table 6-2: Existing registrations in the EU member states of the Central regulatory zone 

Coun-
try 

Product 
(trade name) 

Formulation-
type 
(Concentration) 

Authoriza-
tion  
No. 

Registered  
rate(s) 

Crop Target 
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Coun-
try 

Product 
(trade name) 

Formulation-
type 
(Concentration) 

Authoriza-
tion  
No. 

Registered  
rate(s) 

Crop Target 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Barley  Puccinia hordei 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Barley  Pyrenophora teres 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Barley  Rhynchosporium secalis 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Rye  Puccinia recondita 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Rye  Rhynchosporium secalis 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Triticale  Puccinia recondita 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Triticale  Puccinia striiformis 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Wheat  Puccinia recondita 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Wheat  Puccinia striiformis 

BE Priori Xtra SC (80+200) 9502P/B 1 l/ha Wheat  Pyrenophora tritici-
repentis  

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Barley  Puccinia hordei 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Barley  Puccinia striiformis 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Barley  Pyrenophora teres 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Barley  Rhynchosporium secalis 

CZ Amistar Xtra SC (80+200) 4626-0 1 l/ha Oilseed rape Sclerotinia sclerotiorum 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 Oilseed rape Alternaria brassicae 

CZ Amistar Xtra SC (80+200) 4626-0 0.75-1 l/ha Wheat  Erysiphe graminis  

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Wheat  Puccinia recondita 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Wheat  Puccinia striiformis 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Wheat  Septoria nodorum 

CZ Amistar Xtra SC (80+200) 4626-0 0.75 l/ha Wheat  Septoria tritici 

DE Priori Xtra SC (80+200) 005481-
00/00-006 

1 l/ha Barley  Puccinia hordei 

DE Priori Xtra SC (80+200) 005481-
00/00-008 

1 l/ha Barley  Pyrenophora teres 

DE Priori Xtra SC (80+200) 005481-
00/00-007 

1 l/ha Barley  Rhynchosporium secalis 

DE Priori Xtra SC (80+200) 005481-
00/00-010 

1 l/ha Rye  Puccinia recondita 

DE Priori Xtra SC (80+200) 005481-
00/00-009 

1 l/ha Rye  Rhynchosporium secalis 

DE Priori Xtra SC (80+200) 005481-
00/00-011 

1 l/ha Triticale  Puccinia recondita 

DE Priori Xtra SC (80+200) 005481-
00/00-003 

1 l/ha Wheat  Puccinia recondita 

DE Priori Xtra SC (80+200) 005481-
00/00-004 

1 l/ha Wheat  Puccinia striiformis 

DE Priori Xtra SC (80+200) 005481-
00/00-001 

1 l/ha Wheat  Septoria tritici 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Barley  Erysiphe graminis 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Barley  Puccinia hordei 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Barley  Fusarium spp. 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Barley  Pyrenophora teres 

HU Amistar Xtra SC (80+200) 46464/2004 0.5-1 l/ha Maize seed 
production 

Setosphaeria turcica 

HU Amistar Xtra SC (80+200) 46464/2004 0.5-1 l/ha Maize seed 
production 

Cochliobolus heter-
ostrophus 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Oilseed rape Sclerotinia sclerotiorum 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Oilseed rape Phoma spp. 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Oilseed rape Alternaria brassicae 

HU Amistar Xtra SC (80+200) 46464/2004 0.6-0.8 l/ha Peas  Uromyces pisi 

HU Amistar Xtra SC (80+200) 46464/2004 0.6-0.8 l/ha Peas  Peronospora viciae sp. 
pisi 

HU Amistar Xtra SC (80+200) 46464/2004 0.6-0.8 l/ha Peas  Erysiphe sp. 

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Alternaria helianthi 

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Botryotinia fuckeliana 

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Diaporthe helianthi 

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Phoma macdonaldi  

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Plasmopara halstedii 

HU Amistar Xtra SC (80+200) 46464/2004 0.8-1 l/ha Sunflower Sclerotinia sclerotiorum 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Erysiphe graminis  

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Puccinia recondita 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Puccinia striiformis 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Septoria nodorum 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Septoria tritici 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Fusarium spp. 

HU Amistar Xtra SC (80+200) 46464/2004 0.75-1 l/ha Wheat  Pyrenophora tritici-
repentis 



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 6 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Coun-
try 

Product 
(trade name) 

Formulation-
type 
(Concentration) 

Authoriza-
tion  
No. 

Registered  
rate(s) 

Crop Target 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Barley  Puccinia hordei 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Barley  Pyrenophora teres 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Barley  Rhynchosporium secalis 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Rye  Puccinia recondita 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Rye  Rhynchosporium secalis 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Triticale  Puccinia recondita 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Wheat  Erysiphe graminis  

NL Priori Xtra SC (80+200) 12762N 1 l/ha Wheat  Puccinia recondita 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Wheat  Puccinia striiformis 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Wheat  Septoria nodorum 

NL Priori Xtra SC (80+200) 12762N 1 l/ha Wheat  Septoria tritici 

PL Amistar Xtra SC (80+200) R - 152/2012  0.8-1.0 l/ha Oilseed rape Sclerotinia sclerotiorum 

PL Amistar Xtra SC (80+200) R - 152/2012  0.8-1.0 l/ha Oilseed rape Alternaria brassicae 

PL Priori Xtra SC (80+200) R - 12/2013  0.8-1.0 l/ha Wheat  Erysiphe graminis  

PL Priori Xtra SC (80+200) R - 12/2013  0.8-1.0 l/ha Wheat  Septoria nodorum 

PL Priori Xtra SC (80+200) R - 12/2013  0.8-1.0 l/ha Wheat  Septoria tritici 

RO Amistar Xtra 280 
SC 
/Priori Xtra(clone) 

SC (80+200) 2283 0.75 l/ha Barley  Erysiphe graminis 

RO Amistar Xtra 280 
SC 
/Priori Xtra(clone) 

SC (80+200) 2283 0.75 l/ha Barley  Pyrenophora teres 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.75 l/ha Barley  Rhynchosporium secalis 

RO /Priori Xtra(clone) SC (80+200) 2283 0.75 l/ha Oilseed rape Sclerotinia sclerotiorum 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.75 l/ha Oilseed rape Alternaria brassicae 

RO /Priori Xtra(clone) SC (80+200) 2283 0.75 l/ha Sunflower Alternaria helianthi 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.75 l/ha Sunflower Diaporthe helianthi 

RO /Priori Xtra(clone) SC (80+200) 2283 0.75 l/ha Sunflower Sclerotinia sclerotiorum 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.5 l/ha Wheat  Erysiphe graminis  

RO /Priori Xtra(clone) SC (80+200) 2283 0.5 l/ha Wheat  Puccinia recondita 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.5 l/ha Wheat  Puccinia striiformis 

RO /Priori Xtra(clone) SC (80+200) 2283 0.5 l/ha Wheat  Septoria nodorum 

RO Amistar Xtra 280 
SC 

SC (80+200) 2283 0.5 l/ha Wheat  Septoria tritici 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75 
l/ha 

Barley  Erysiphe graminis 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75 
l/ha 

Barley  Pyrenophora teres 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Oilseed rape Sclerotinia sclerotiorum 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Sugar beet Erysiphe betae 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Sugar beet Cercospora beticola 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Sunflower Botryotinia fuckeliana 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Sunflower Diaporthe helianthi 

SK Amistar Xtra SC (80+200) 05-02-0692 0.75 l/ha Sunflower Sclerotinia sclerotiorum 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75  
l/ha 

Wheat  Erysiphe graminis  

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75  
l/ha 

Wheat  Puccinia recondita 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75  
l/ha 

Wheat  Puccinia striiformis 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75  
l/ha 

Wheat  Septoria nodorum 

SK Amistar Xtra SC (80+200) 05-02-0692 0.5 - 0.75  
l/ha 

Wheat  Septoria tritici 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Barley  Erysiphe graminis 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Barley  Puccinia hordei 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Barley  Pyrenophora teres 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Barley  Rhynchosporium secalis 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Oat  Erysiphe graminis 

SI Amistar Extra SC (80+200) 327-02- 0.6-0.8 l/ha Oat  Puccinia coronata 
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Coun-
try 

Product 
(trade name) 

Formulation-
type 
(Concentration) 

Authoriza-
tion  
No. 

Registered  
rate(s) 

Crop Target 

164/2004/9 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Rye  Erysiphe graminis 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Rye  Puccinia recondita 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Rye  Rhynchosporium secalis 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Sugar beet Uromyces betae 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Sugar beet Ramularia beticola 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Sugar beet Erysiphe betae 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Sugar beet Cercospora beticola 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Triticale  Puccinia recondita 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Triticale  Septoria nodorum 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-0.8 l/ha Triticale  Septoria sp. 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Wheat  Erysiphe graminis  

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Wheat  Puccinia recondita 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Wheat  Puccinia striiformis 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Wheat  Septoria nodorum 

SI Amistar Extra SC (80+200) 327-02-
164/2004/9 

0.6-1 l/ha Wheat  Septoria tritici 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Erysiphe graminis 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Puccinia hordei 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Pyrenophora teres 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Rhynchosporium secalis 
(moderate control) 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Gaeumannomyces 
graminis var. Tritici (can 
reduce severity) 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Barley  Trapesia spp (useful 
reduction) 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Oat  Erysiphe graminis 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Oat  Puccinia coronata 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Oilseed rape Sclerotinia sclerotiorum 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Oilseed rape Alternaria brassicae 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Rye  Erysiphe graminis 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Rye  Puccinia recondita 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Rye  Rhynchosporium secalis 
(moderate control) 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Sugar beet Uromyces betae 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Sugar beet Ramularia beticola 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Sugar beet Erysiphe betae 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Sugar beet Cercospora beticola 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Erysiphe graminis  

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Puccinia recondita 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Puccinia striiformis 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Septoria nodorum 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Septoria tritici 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Gaeumannomyces 
graminis var. tritici (can 
reduce severity) 

UK Priori Xtra SC (80+200) MAPP 11518 1 l/ha Wheat  Trapesia spp. (useful 
reduction) 
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Information on the active ingredients (Uptake and mode of action) 

A12910C is a 280 g/L suspension concentrate (SC) formulation containing 200 g azoxystrobin 
and 80 g cyproconazole per litre. Table 6-3 summarizes some general information on the two 
active substances. 
 
Table 6-3: Summary of information on the active substances 

Number: A12910C 

Trade name: AMISTAR EXTRA, AMISTAR XTRA, PRIORI EXTRA, PRIORI XTRA 

A.S. content: azoxystrobin (200 g/L) and cyproconazole (80 g/L) 

Formulation type: suspension concentrate (SC) 

First active substance: AZOXYSTROBIN 

Chemical group: Methoxy-acrylates 

Mode of action:  
Inhibits the electron transport between cytochrome b and cytochrome 
c1. 

Plant translocation: 

Systemic and translaminar: Systemic movement following uptake leads 
to an even distribution throughout the leaves. Azoxystrobin moves from 
the site of application acropetally but not basipetally indicating that the 
compound moves in the xylem but not in the phloem tissue. 

Biological action: 
Azoxystrobin inhibits spore germination and development and is there-
fore best applied protective. On some diseases the compound also in-
hibits mycelial growth and sporulation resulting in a curative effect.  

  

Second active sub-
stance: 

CYPROCONAZOLE 

Chemical group: Triazoles 

Mode of action:  
Sterol biosynthesis inhibitor acting on C14 demethylase in sterol biosyn-
thesis. 

Plant translocation: 
Cyproconazole is absorbed rapidly by the plant and is translocated 
acropetally in the plant. 

Biological action: Systemic fungicide with protective, curative, and eradicant action. 

 
 
Mode of action 

Azoxystrobin 

Azoxystrobin is an established strobilurin fungicide with broad spectrum activity when used on 
cereals, bulb onions, asparagus, oilseed rape, peas, beans, carrots, brassicae and many other 
agricultural and horticultural important crops. Azoxystrobin is a Quinone outside inhibitor (QoI) 
fungicide which acts at the Quinone ‘outside’ (Qo) binding site of the cytochrome bc1 complex. 
Strobilurins and related compounds inhibit mitochondrial respiration by binding to the ubiquinol 
oxidation (Qo) site formed by domains of cytochrome b and the iron-sulphur protein within the 
cytochrome bc1 complex. Because ATP production is compromised, energy-demanding stages 
of fungal development, such as spore germination, are particularly affected. 
The Qo inhibitors (QoIs) have become a key component of disease control strategies on cereals 
in NW-Europe due to their persistent broad-spectrum disease control and potential extra yield 
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benefits through increased green canopy duration. The QoI fungicides (FRAC group 11) are 
considered at high risk to fungicide resistance development. 

Cyproconazole 

Cyproconazole (CCZ) is a demethylation inhibitor (DMI) fungicide and is classified in group G1 
of FRAC. The DMIs are a group of fungicides highly active against a broad range of fungi. There 
are a large number of DMI’s commercially available for use in a broad range of crops e.g. 
prothioconazole, epoxiconazole, difenoconazole and tebuconazole. The mode of action is inhibi-
tion of ergosterol biosynthesis, which has been classified as a medium resistance risk. 

Information on crops and pests 

Diseases on cereals 

Rusts on cereals:  
Brown rust (Puccinia recondita = P. dispersa) on wheat, rye and triticale; Leaf rust (P. hordei) in 
barley; Stripe rust (P. striiformis) on wheat and triticale; and Crown rust (P. coronata) on oats 
and barley. 
Cereal rusts are among the most important plant diseases and are caused by different pathogen 
species. Brown rust (Puccinia recondita) is the most prevalent of all the wheat rust diseases, 
occurring in nearly all areas where wheat is grown. Especially moist conditions promote the de-
velopment of this disease. 
Brown rust appears as small circular to oval brown pustules on the upper surface of the leaf. 
These pustules are scattered across the leaves randomly or may group into patches in serious 
cases. Spores develop on the leaves and leaf sheaths; they do not form on the upper stem or 
heads of wheat plants. Under favourable environmental conditions, rust spores germinate and 
penetrate the wheat leaf. After around 10-14 days of infection, the fungi will begin to sporulate 
and the symptoms will become visible on the leaves. P. recondita has an asexual and a sexual 
life cycle. In order to complete its sexual life cycle P. recondita requires a second host 
Thalictrum sp. which it will over-winter on. In places where Thalictrum does not grow the patho-
gen will only undergo its asexual life cycle and will over-winter as mycelium or uredinia. 
Brown rust is most destructive on winter wheat, probably because this allows the pathogen to 
over-winter. Early infections can lead to high yield loss because infected leaves die earlier and 
all the nutrients are directed to the growing fungi. Infection can also cause grain to shrivel. 
Usually onset of the disease is slow but accelerated in temperatures above 15 °C, making it a 
disease of the mature cereal plant in summer, usually too late to cause significant damage in 
temperate areas. However, under favourable conditions the disease can develop quickly and 
losses of between 5 and 20% are normal but may reach up to 60% in severe cases. 
In addition to the Brown rust pathogen, other rust species may occur on cereals. The most 
common species are P. striiformis, P. hordei, P. coronata and P. graminis. Which rust disease is 
most important depends on complex interactions between inoculum sources, varietal resistance 
and climatic conditions. All rust diseases can lead to significant yield loss and often occur in 
complexes with other foliar diseases on wheat and barley. For example, Stripe rust (also called 
Yellow rust) of cereals is caused by the fungus P. striiformis. It causes yellow leaf stripes and 
stunting of plants with yield losses of 40 to 100%. It affects wheat, some barley varieties, tritica-
le, and a number of wild grasses. P. hordei, the causal agent of Barley leaf rust, is the most im-
portant rust disease in barley and can cause severe yield losses. 
 
Tan spot (Pyrenophora tritici-repentis = Drechslera tritici-repentis) on cereals: 
Pyrenophora tritici-repentis is a plant pathogen causing the disease called tan spot that affects 
mainly wheat in its more common varieties. Tan spot produces small tan-brown flecks on lower 
leaves which expand into lens-shaped brown blotches up to 12 mm long. These blotches often 
develop a small, dark-brown centre. Spots have yellow halos on leaves in June and early July. 
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Large spots often coalesce when conditions are favourable for disease development. Heavily 
infected leaves may wither and die. P. tritici-repentis can also infect wheat kernels causing red 
or pink smudge and black point. Severely infected kernels can result in significant down grading 
of seed quality. 
At least 6 hours of wetness are required for infection. Temperatures, ranging between 15-28 °C 
and periods of dew favour infection. Spores produced on diseased leaves tend to spread during 
the growing season under periods of wet weather. 
Severe infection by tan spot in the seedling stage can kill or severely weaken plants. Leaf spot-
ting diseases reduce the photosynthetic area of leaves resulting in reduced grain filling and low-
er yields particularly when the top two leaves (penultimate and flag leaves) are severely infect-
ed. Yield losses caused by tan spot can be as high as 30 to 40%, but generally range from three 
to 15%. 
 
Net blotch (Pyrenophora teres) on barley and Leaf blotch (Pyrenophora avenae = Drechslera 
avenae) on oats: 
Pyrenophora blotches are necrotrophic fungal pathogens of some economically important agri-
cultural crops such as barley and oats. The disease is commonly known as Net blotch (Pyre-
nophora teres) on barley and as Leaf blotch (Pyrenophora avenae = Drechslera avenae) on 
oats. Net blotch is the name given to the disease for the netlike symptoms produced on barley 
leaves. On adult plants, narrow, dark brown, longitudinal and transverse striations appear, form-
ing the characteristic netlike pattern. Severely infected leaves may become completely necrotic 
and dry up. In addition to the leaves, P. teres can also affect kernels, leaf sheaths and stems of 
barley plants. 
The spores of P. teres are usually carried by wind. Sporulation occurs when the relative humidi-
ty is near 100%, at temperatures from 15 to 25 °C, with an optimum at 22 °C. Infection of barley 
leaves is highest when humid conditions persist for 10-30 hours or longer. The next generation 
of conidia is formed after 5-20 days. Conidia are distributed by wind or by rain. Incubation period 
depends on weather conditions and takes from 20 hours to 20 days. Severe infection kills 
leaves prematurely and causes reduced seed weight. It may also reduce the number of ears 
and the number of grains per ear. Populations of pathogen are highly heterogenic on virulence. 
In cereal growing areas with favourable climatic conditions, damage from Pyrenophora can 
have serious economic consequences and reduce yields by up to 50%. 
 
Powdery mildew (Erysiphe graminis = Blumeria graminis) on cereals: 
Erysiphe graminis (= Blumeria graminis) is the causal pathogen for Powdery mildews on cereal 
crops. Powdery mildew is distributed worldwide and is one of the most important leaf diseases 
of cereals. E. graminis is an obligate parasite and can develop only on living, green plant tis-
sues.  
In barley, early infection of the young developing plants can significantly reduce the stand densi-
ty and reduce the number of grain retained in the ear. In wheat, infection of the flag leaf and 
timing of initial infection and the development of the epidemic, yield losses up to 25% can occur. 
Infection of barley in autumn can reduce frost resistance and increase the severity of winter 
damage. 
Most years, wheat becomes infected with Powdery mildew in the fall soon after planting. Au-
tumn infections on newly planted wheat result from spores produced on volunteer wheat plants 
or spores developing within Cleistothecia. The mildew fungus survives over winter as Cleisto-
thecia on wheat straw or as mycelium on infected wheat. Conidia produced on wheat plants are 
wind dispersed. Conidia germinate and infect plants under cool, moist conditions. 
Infection does not require free water on the plant surfaces, but high relative humidity (near 
100%) favours infection. Optimum development of Powdery mildew occurs between 15 and 
22 °C and is retarded above 25 °C. Under optimum conditions, a new crop of conidia is pro-
duced every 7 to 10 days. Mildew is more severe in dense stands of heavily fertilized wheat. 
Plants are most susceptible during periods of rapid growth, especially from stem elongation 
through heading growth stages. 
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Septoria leaf blotch (Septoria tritici) on cereals: 
Septoria leaf blotch, caused by Septoria tritici, is one of the most frequent diseases on wheat. S. 
tritici mainly develops on leaves. S. tritici is particularly prevalent in regions with wet summers 
such as Northern Europe. Initial infection over winter and summer is via wind-dispersed asco-
spores, though rainfall plays a critical role in subsequent development of the disease by facilitat-
ing transmission within the crop as splash-dispersed pycnospores. The disease is characterised 
by a protracted latent period (21-28 days under ideal conditions) where the fungus develops 
unseen in the leaf. Visible symptoms of S. tritici are characterised by pale brown to greenish 
grey oval lesions, which have black pycnidia visible to the naked eye, parallel to the veins of the 
leaves. Damages due to Septoria attacks are often severe and impact both the yield and quality 
of wheat. 
 
Glume blotch (Septoria nodorum = Phaeosphaeria nodorum) on cereals: 
Septoria nodorum infect mainly wheat, but occasionally also barley and rye. S. nodorum can be 
seed-borne and infect seedlings. On mature leaf tissues the first symptoms of infection are 
small necrotic lesions. Later these develop into brown oval lesions surrounded by a chlorotic 
halo. S. nodorum can also infect ears, particularly of wheat, causing glume blotch. Tempera-
tures of 20-27 °C together with 100% relative humidity are optimal for spore production and 
germination and a period of rain is essential for spore dispersal. The disease cycle can be com-
pleted in 10-14 days during such conditions. The produced spores, which develop on flag leaf 
and ear at the end of the season, can initiate infection in early autumn-sown crops and volun-
teers and may also remain dormant for the winter. Glume blotch infection of the ear can lead to 
infection of the seed. 
 
Barley and rye scald (Rhynchosporium secalis) on cereals: 
Rhynchosporium secalis is the causal agent of barley and rye scald. Scald develops on leaves 
as oval to irregular blotches that have a bluish green, water-soaked appearance. As the tissue 
dries, the lesion changes to brown, then to light tan bordered by a brown margin. The lesions 
often have a zonate or "scalded" appearance. Optimum temperatures for sporulation and infec-
tion range from 15 to 20 °C. Hot and dry weather stops the disease but new infections may oc-
cur in the fall. 
The disease is an economically important barley disease in Europe, North America and Austral-
ia. It has been reported from South America, Africa, the Middle East, Japan and Korea. Yield 
losses as high as 35-40% have been reported, however, losses of 1-10% are more common. 
Yield loss is primarily due to reduced kernel weight, but both kernels per head and number of 
heads per plant may also been affected. In the wetter areas of the United Kingdom, scald is the 
most damaging disease of barley, affecting both summer and winter crops. Losses are due to a 
decrease in photosynthetic area on flag and second leaves resulting in reduced seed weight. 
 
Table 6-4: Classification of crop and disease in the zRMS and cMS 

crop / pathogen 
EPPO-
code 

classification of crop classification of disease 

major minor major minor 
1 2 3 4 

Wheat / Septoria 
nodorum 

TRZAW / 
LEPTNO 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Wheat / Septoria 
tritici 

TRZAW / 
SEPTTR 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Wheat / Puccinia 
recondita 

TRZAW / 
PUCCRE 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 
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Wheat / Puccinia 
striiformis 

TRZAW / 
PUCCST 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Wheat / Erysiphe 
graminis 

TRZAW / 
ERYSGR 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Wheat / 
Drechslera tritici-
repentis 

TRZAW / 
PYRNTR 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Barley / Puccinia 
hordei 

HORVX / 
PUCCHD 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Barley / Rhyn-
chosporium secalis 

HORVX / 
RHYNSE 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Barley / Pyrenoph-
ora teres 

HORVX / 
PYRNTE 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Barley / Erysiphe 
graminis 

HORVX / 
ERYSGR 

DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, 
UK 

 
DE, BE, IE, LU, 
NL, AT, PL, RO, 
SK, Sl, CZ, HU, UK 

 

Rye / Rhyn-
chosporium secalis 

SECCE / 
RHYNSE 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Rye / Puccinia 
recondita 

SECCE / 
PUCCRE 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Rye / Erysiphe 
graminis 

SECCE / 
ERYSGR 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Triticale / Septoria 
sp. 

TTLWI / 
LEPTNO 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Triticale / Septoria 
sp. 

TTLWI / 
SEPTSP 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Triticale / Puccinia 
recondita 

TTLWI / 
PUCCRE 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Triticale / Puccinia 
striiformis 

TTLWI / 
PUCCST 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Triticale / Erysiphe 
graminis 

TTLWI / 
ERYSGR 

DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK DE, BE, LU, NL, 
AT, PL, RO, SK, 
Sl, CZ, HU 

IE, UK 

Oat / Puccinia cor-
onata 

AVESS / 
PUCCCA 

DE, BE, LU, NL, 
RO, Sl, CZ, HU 

AT, PL, 
SK, IE, 

BE, LU, NL, RO, 
Sl, CZ, HU 

DE, AT, 
PL, SK, 
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UK IE, UK 

Oat / Pyrenophora 
avenae 

AVESS / 
PYRNAV 

DE, BE, LU, NL, 
RO, Sl, CZ, HU 

AT, PL, 
SK, IE, 
UK 

BE, LU, NL, RO, 
Sl, CZ, HU 

DE, AT, 
PL, SK, 
IE, UK 

Oat / Erysiphe 
graminis 

AVESS / 
ERYSGR 

DE, BE, LU, NL, 
RO, Sl, CZ, HU 

AT, PL, 
SK, IE, 
UK 

BE, LU, NL, RO, 
Sl, CZ, HU 

DE, AT, 
PL, SK, 
IE, UK 

1 common name (see field of use) 
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 

 

Diseases on Sugar beet  

Cercospora leaf spot (Cercospora beticola) on sugar beet 
Cercospora beticola causes leaf spots on sugar beet and fodder beet. Within Europe, Cerco-
spora is one of the most widespread and destructive foliar diseases of sugar beet with severe 
epidemics causing significant reductions in yield. 
C. beticola conidia can persist in infected leaf debris for 1-4 months, but pseudostromata can 
survive for 1-2 years and serve as primary sources of inoculum. Other sources of inoculums 
include infested seeds and weed hosts. 
The spread of infection is encouraged by temperatures above 25 °C together with extended leaf 
wetness. Severe epidemics can be expected when the relative humidity stays above 96% for 
10-12 hours each day for 3-5 days and the temperature remains above 10 °C. Cercospora leaf 
spot is typified by delimited, circular spots, 2-5 mm in diameter that initially develops on older 
leaves. 
The lesions are tan coloured to light brown with dark brown or reddish-purple margins. Elongat-
ed lesions occur on petioles, and lesions may occur on exposed sugar beet crowns. Minute 
black dots are often visible in the centre of mature lesions. Under humid conditions, spots be-
come grey and velvety with conidiophores and conidia. Individual spots coalesce as the disease 
progresses, and large areas or entire leaves become necrotic. Infected leaves eventually col-
lapse and fall to the ground but remain attached 
 
Powdery mildew (Erysiphe betae) on sugar beet 
Powdery mildew is a severe foliar fungal disease threat of sugar beet and fodder beet and can 
reduce yields by up to 20% if no control measures are taken. The leaves of the plant become 
covered with a white powder during the summer. At first they remain green but eventually they 
turn yellow and die prematurely. This white powdery growth comprises mycelium and spores of 
the fungus, the growth of which is favoured by high temperatures (optimum 20 °C) accompanied 
by dew at night. 
Sometimes tiny granulations appear on the infected leaves, which are at first yellow, then turn to 
brown and finally to black. Those granulations are perithecia, resistant spore containing bodies, 
which allow the fungus to survive in unfavourable weather or in periods without beet.  
Infections generally first appear in late July or more frequently early August and initially occur on 
isolated plants. However the disease can quickly spread to a whole field. The presence of the 
fungus on the leaves decreases photosynthesis, speeds senescence and hence reduces yield.  
 
Ramularia leaf spot (Ramularia beticola) on sugar beet 
Ramularia is generally a problem in wet summers when cool humid conditions encourage its 
spread. The fungus survives from year to year on dead leaves in the ground and can also be 
seed borne. The fungus develops at relatively low temperatures (optimum 17 °C) and infection 
only occurs under humid conditions (relative humidity above 95%). Initially, brownish-grey spots 
develop, generally with a dark edge. Small white points then develop within the spots, which are 
the clumps of spore-bearing conidiophores emerging from the leaf through the stomata. Heavy 
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fungal attacks can cause premature death of the leaves, and leaving the crops appearing with-
ered and brown. This premature senescence / death of leaves can lead to losses in yield. 
 
Beet rust (Uromyces betae) on sugar beet 
Beet rust has become a major disease of sugar beet and fodder beet in several European coun-
tries in recent years. The spread of infection is encouraged by warm but damp conditions. Small 
pustules approximately 1 mm in diameter, red-orange to brown in colour, appear on both sides 
of the leaves at the beginning of summer, producing spores as a fine reddish or brown powder. 
Late in the season elliptical shaped spots form on the petioles. Severe attacks causing the 
premature death of leaves can cause yield losses. 
 
 
Sugar beet is a major crop in Germany, Cercospora beticola, Erysiphe betae, Ramularia 
beticola and Uromyces betae are major pathogens (table 6-5).   
 
Table 6-5: Classification of crop and disease in the zRMS and cMS 

crop / pathogen EPPO-code 
classification of crop classification of disease 

major minor major minor 
1 2 3 4 

Sugar beet / Cerco-
spora beticola 

BEAVA / 
CERCBE 

DE, BE, NL, 
PL, SK, SI, 
CZ, HU, UK 

 
DE, BE, NL, PL, 
SK, SI, CZ, HU, 
UK 

 

Sugar beet / Ery-
siphe betae 

BEAVA / ER-
YSBE 

DE, BE, NL, 
PL, SK, SI, 
CZ, HU, UK 

 
DE, BE, NL, PL, 
SK, SI, CZ, HU, 
UK 

 

Sugar beet / Ramu-
laria beticola 

BEAVA / 
RAMUBE 

DE, BE, NL, 
PL, SK, SI, 
CZ, HU, UK 

 
DE, BE, NL, PL, 
SK, SI, CZ, HU, 
UK 

 

Sugar beet / Uromy-
ces betae 

BEAVA / 
UROMBE 

DE, BE, NL, 
PL, SK, SI, 
CZ, HU, UK 

 
DE, BE, NL, PL, 
SK, SI, CZ, HU, 
UK 

 

1 common name (see field of use) 
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 

 

Diseases on peas and beans 

Rust (Uromyces sp.) on peas 
Two species of Uromyces occur on cultivated pea: Uromyces pisi and U. fabae. The earliest 
symptom is the development of aecia in round or elongated clusters in February or even later. 
Pycnia are infrequent or rather inconspicuous. All the spore stages develop on every green part 
of the host, including pods. The uredial pustules develop on both surfaces of the leaves as well 
sorus as the uredia and develop from the same mycelium. Telia are formed on the leaves but 
most commonly on stems and petioles. Their colour is dark brown or almost black. 
Frequent precipitations, plentiful dews, and air temperature of 20-25 °C promote the develop-
ment of the rust. Dry and hot weather restrains the disease development. The harming activity 
of the rust consists in break of physiological and biochemical processes in the plants; photosyn-
thesis is especially reduced. The reduction of pea yield can reach 25-30%. 
 
Sclerotinia sp. on peas and beans 
Sclerotinia sclerotiorum is among the most nonspecific, omnivorous, and successful of plant 
pathogens. Plants susceptible to this pathogen encompass 64 families, 225 genera, and 361 
species. Some hosts are: cabbage, common bean, citrus, celery, coriander, melon, squash, 
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soybean, tomato, lettuce and cucumber. S. sclerotiorum was originally believed to occur only in 
cool, moist areas, but is now known to occur in hot, dry areas as well.  
The life cycle of Sclerotinia sp. occurs mostly in the soil; consequently, most host symptoms 
begin at the soil surface, though the fungus can also be transported by air. While symptoms can 
and do differ among host species, there are a number of similarities. The more common symp-
toms are water-soaked spots on fruits, stems, leaves, or petioles which usually have an irregular 
shape. These spots enlarge and a cottony mycelium covers the affected area. The fungus 
spreads and the plant becomes a soft, slimy, water-soaked mass. The cottony mycelium usually 
produces numerous sclerotia, black seed-like reproductive structures, a reliable diagnostic sign 
of Sclerotinia (these usually do not form until after host death). 
In contrast to the water-soaked symptoms, the host may exhibit "dry" lesions on stalk, stems, or 
branches, with an obvious definition between healthy and diseased tissues. The lesions enlarge 
and girdle the plant part. Distal portions of the plant become yellow, then brown and then die. 
The girdled portion is often the base of the plant which causes the plant to die. Sclerotia form 
within the stem pith cavities, fruit cavities, or between tissues (i.e., bark and xylem). Hosts that 
may be infected include beans, cabbage, carrots, celery, cucumbers, lettuce, onions, peas, 
pumpkins, squash, tomatoes and others. 
 
Powdery mildews (Erysiphe pisi and Sphaerotheca fuliginea) on peas and beans 
Powdery mildew is a common disease on many types of plants and is caused by different path-
ogen species. This disease on peas is caused by Erysiphe pisi, while the same disease on 
beans is caused by Sphaerotheca fuliginea. However, the symptoms are similar for almost all 
Powdery mildew species. This disease first appears as white, powdery spots that may form on 
both surfaces of leaves, on shoots, and sometimes on flowers and fruit. These spots gradually 
spread over a large area of the leaves and stems. Leaves infected with Powdery mildew may 
gradually turn completely yellow, die, and fall off. All Powdery mildew fungi require living plant 
tissue to grow. Powdery mildew fungal growth does not usually grow on vegetable fruits, alt-
hough pea pods may get brownish spots. Like all powdery mildews, E. pisi produces a charac-
teristic whitish, epigenous mycelium over the leaves, stems and fruits which are visible to the 
naked eye even from a distance. Striking symptoms are rare although there may be some dis-
figuration of leaves, stems and fruits. There may also be some necrosis, diminution of growth or 
even premature leaf fall. E. pisi var. pisi occurs in all parts of the world where Fabaceae are 
grown. It causes diminished growth, reduced yield, distorted growth and premature leaf fall. 
Losses are often in the range of 20-30%. Infections can occasionally reach epidemic propor-
tions. 
 
Ascochyta blight (Ascochyta pisi) on peas 
Ascochyta pisi together with Phoma medicaginis var. pinodella and Mycosphaerella pinodes is 
part of a complex of seedborne fungi associated with Ascochyta sp. that infect peas. Ascochyta 
leaf diseases are widespread throughout the world, particularly in temperate regions in North 
America, Europe, Australia and New Zealand. 
A. pisi is transmitted by the infected seeds to the first leaves when they germinate from the soil. 
Effective spread in soil is unlikely since A. pisi has a low saprophobic ability and chlamydo-
spores are rare or absent. Later the fungus only spreads through the pycnidiospores. Infection 
is extended to the whole plant in persistent rainy weather with foci gradually progressing from 
plant to plant by splash (carrier of pycnidiospores). 
Initial symptoms of ascochyta blight appear as small, dark, irregular flecks on leaves and ten-
drils. The lesions expand and increase in numbers. More lesions are found at the bottom of the 
plant, partly because the leaves are closer to the stubble-borne inoculum at the soil surface, 
older leaves are more susceptible, and humidity is higher at the bottom compared to the top of 
the canopy. In the absence of rain, the flecks grow slowly and the leaves stay green for some 
time. 
Under humid conditions however, the lesions enlarge often creating concentric rings of alternat-
ing brown and grey. A severe infection causes desiccation of leaves, which turn dry and brittle, 
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but remain attached to the plant. This gives the field a brownish, straw-loke appearance except 
for the top, green part of the canopy. 
Small, black fruiting bodies (pycnidia) can be found in infected tissues. The sexual fruiting bod-
ies (perithecia) are most common on senescent tissue. Lesions on stems typically start at the 
point of leaf attachment. They are elongate and brownish-purple. Sometimes several lesions 
merge colouring the stem bluish-black. Small lesions on petals may occur, and severe attacks 
cause the flowers to drop off. Infected pods show at first many small, blackish-brown lesions 
that increase in size over time, and give the pod a shrunken look. The fungus can grow through 
the pod wall into the seeds. Infected seeds show varying degree of shrivelling and discoloration, 
others remain symptomless. 
 
 
Peas and beans are minor crops in Germany Uromyces pisi, Sclerotinia sp., Erysiphe sp., As-
cochyta sp. are minor pathogens (table 6-6).  
 
Table 6-6: Classification of crop and disease in the zRMS and cMS 

crop / pathogen EPPO-code 
classification of crop classification of disease 

major minor major minor 

1 2 3 4 

Peas and beans / 
Uromyces pisi 

PIBSA and VICFM /  
UROMPSI and 

UROMVF 

UK, DE HU UK DE, HU 

Peas and beans / 
Sclerotinia sp. 

PIBSA and VICFM /  
SCLESC 

UK, DE HU UK DE, HU 

Peas and beans / 
Erysiphe sp. 

PIBSA and VICFM /  
ERYSPI 

UK, DE HU UK DE, HU 

Peas and beans / 
Ascochyta sp. 

PIBSA and VICFM /  
COLLLD 

UK, DE HU UK DE, HU 

1 common name (see field of use) 
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 

 

Diseases on oilseed rape 

Sclerotinia Stem Rot (Sclerotinia sclerotiorum) on oilseed rape 

Sclerotinia stem rot is an important disease of oilseed rape due to the fact that it is a soil borne 
fungus with a wide host range. Other hosts of the pathogen Sclerotinia sclerotiorum include oth-
er brassica crops, summer beans, peas, potatoes, celery, sugar beet and weeds such as hog-
weed and cow parsley. Due to the increase in the incidence of several of these crops within an 
arable rotation in recent years the incidence of Sclerotinia stem rot is on the increase. It can 
infect crops via soil borne sclerotia or through sclerotia fragments in the seed. The first symp-

toms of S. sclerotiorum appear from May onwards, when bleached to fawn lesions appear on 

stems, leaves and branches. Under wet or humid conditions, white fluffy fungal growth may also 
appear on these lesions. Within the stem cavity of the infected area sclerotia round hard resting 
bodies are formed. These are initially white in colour and later become black. Severe stem le-
sions can lead to girdling of the stems, cause premature ripening and may lead to lodging or 
breaking of the stem at the site of the lesion. This reduces the yield through both the reduced 
weight of seed produced and pod shedding. Yield from infected plants can be reduced by up to 
60%. The sclerotia fall onto the soil at harvest and during subsequent cultivations remaining 
viable for up to eight years. Sclerotia present in the surface layers of the soil germinate from late 
April through to June (soil temperature 6-10 °C) to produce stalked disc-like brown fruiting bod-
ies, called apothecia, which discharge spores into the crop. They infect plants through dead or 
dying tissues, but mainly through fallen petals adhering to leaves and stems. The disease is 
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favoured by showery weather during flowering. Thus the progress of the disease in any one 
season is dependent upon weather conditions suitable for the germination of the sclerotia and 
for infection by spores during petal fall. 
 
Alternaria Leaf and Pod Spot (Alternaria brassicae and A. brassicicola) on oilseed rape 
Alternaria leaf and pod spot caused by the fungus Alternaria brassicae, and to a lesser extent 
by A. brassicicola, is an important disease of the winter oilseed rape crop in Europe. The dis-
ease has built up rapidly with the expansion of the oilseed rape crop and in recent years pod 
infections have become more common. The first symptoms of Alternaria appear as small dark 
brown or black spots, up to 5 mm in diameter on the leaves during the autumn. These leaf spots 
can be found on plants throughout the growing season. Spores produced from leaf spots spread 
throughout the plant canopy, infecting flowering stems, pedicels and pods. This decreases the 
area of green pod tissue available for the production of food materials to fill the developing 
seeds. The spots also weaken the pods, leading to premature ripening and splitting thus reduc-
ing yields. Fungi then grow from the spots through the pod wall and invade the seeds. Infected 
seed may rot in the soil after sowing or lead to seedlings which damp-off soon after emergence. 
The disease is favoured by warm wet weather, particularly during flowering and pod formation 
and is most damaging when it spreads and becomes severe on the pods early in their develop-
ment. These early severe attacks may reduce yields by up to 50%.  
 
Oilseed rape is a major crop in Germany, SCLESC and ALTEBA are major pathogens (table 6-
7).  
Table 6-7: Classification of crop and disease in the zRMS and cMS 

crop / pathogen EPPO-code 
classification of crop classification of disease 

major minor major minor 
1 2 3 4 

Oilseed rape / Scle-
rotinia sclerotiorum  

BRSNN / SCLESC 
DE, IE, PL, 
RO, SK, 
HU, UK 

 DE, IE, PL, 
RO, SK, 
HU, UK 

 

Oilseed rape / Alter-
naria brassicae 

BRSNN / ALTEBA 
DE, IE, PL, 
RO, SK, 
HU, UK 

 DE, PL, 
RO, SK, HU 

IE, UK 

1 common name  
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 

 

Diseases on sunflower 

Leaf Blight (Alternaria helianthi) of sunflower 
Alternaria helianthi, currently also known as Alternariaster helianthi, affect leaves, petals, stems, 
leafstalks and flower heads of sunflower. This disease manifests dark-brown, irregularly shaped 
or circular spots. Stem lesions begin as streaks or black flecks and grow to encompass larger 
areas of stems. These symptoms generally do not appear until after the flowering stage. Leaf 
blight disease initially appears as lesions on stems and leaves. These lesions start out brown in 
colour, with a yellow halo. As the disease progresses, the infected area increases and darkens 
to black. After flowering, the plant's head may also be infected with dark, circular spots on the 
back. Seedling blight is another possibility on seedlings emerging in rainy weather or under 
high-moisture conditions in crop residue infected soil.  
The mycelium rests in the plant debris covering the soil and less frequently on seeds. Its conidia 
are spread by wind and water. Splashing of conidia affects the lower levels of the first leaf. The 
leaf spots resulting from this primary infection will sporulate and produce new conidia which are 
then spread to the whole foliage and will contaminate new plants causing a general epidemic on 
that parcel. 
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Wet and warm weathers favour leaf blight disease infections. Earlier planted fields could be af-
fected by more severe yield losses, especially in regions prone to high humidity and warmer 
temperatures. 
 
Stem canker (Diaporthe helianthi = Phomopsis helianthi) on sunflower 
Diaporthe helianthi (anamorph Phomopsis helianthi) is the most damaging pathogen of sun-
flower in Europe. When meteorological conditions during sunflower growing season are favour-
able for disease development, considerable reductions in seed yield and oil content result. Pri-
mary infection occurs from ascospores that ooze out from perithecia, formed in overwintered 
plant residues. Mature ascospores are already found in mid-April, but their full maturity and dis-
semination occurs at the flowering period of sunflower plants at the end of June and at the be-
ginning of July. First symptoms appear in the form of small necrotic blotches on leaf margins. 
They spread along the lateral veins, reaching the main vein usually after flowering. The symp-
toms first occur on the bottom leaves, moving gradually up to the 11th pair of leaves. The fun-
gus spreads down the petiole to the stem, where the most characteristic and conspicuous 
symptoms occur, starting as a brown spot with a black edge in the leaf axil. The spot gradually 
turns greyish, brownish-grey or greyish-brown, with brownish-black pycnidia forming in the cen-
tre of the spot. Moderately high temperatures (25-27°C), rain, dew, and high humidity increase 
the epidemic spread of the disease. The pathogen softens and destroys the stem tissue, caus-
ing plant drying and lodging. 
 
Black Stem (Phoma macdonaldi = Leptosphaeria lindquistii) on sunflower 
The major causal agent of Phomposis or Black Stem of Sunflower its Phoma macdonaldi 
(= Leptosphaeria lindquistii). Mycelium of the fungus is multicellular, light to dark grey. Alpha-
spores are formed in spherical pycnidia. Perithecia are spherical, slightly extended from above 
and asci are cylindrical, extended. Ascospores are cylindrical, with transverse septae. Pycnidia 
and perithecia are formed mainly on surface tissues of stalks or under their epidermis. The 
pathogen affects all parts of plants, but the disease is most clearly shown on the surface of 
stalks as black oblong or ringed necrosis. Dark necrosis can be seen in a radical part of the 
stalk.  
Disease appears in the growth stage on the surface of 3-4 true leaves as dark-brown lesions 
with yellow border. Later they pass through the leaf petiole to the stem and head, affecting 
seeds as a result. At severe affection of stalks, the pathogen penetrates into their stalk core. In 
this case, maceration of affected tissue occurs. Sources of the infection are the affected resi-
dues and infected seeds. Vectors of the infection are the insects carrying pycno-spores from the 
diseased plants to healthy ones, as well as drops of rain. 
Phoma macdonaldi can grow and develop at temperatures ranging from 5 to 31 °C. Air temper-
ature 20-25 °C and soil humidity about 60% are optimum for mass affection of sunflower by the 
pathogen. The affected plants wilt and dry up. Sunflower quality and yield loss caused by the 
disease may reach 25%. Control measures are crop rotation, use of less susceptible varieties 
and hybrids, and pre-sowing treatment of seeds. 
 
Sclerotinia diseases (Sclerotinia sclerotiorum) on sunflower 
The Sclerotinia diseases are some of the most important diseases of sunflower. Three diseas-
es, Sclerotinia wilt, middle stalk rot and head rot, are recognized in the field. Sclerotinia wilt is 
caused by soil borne fungal bodies called sclerotia, which infect the sunflower roots. Wilt is dis-
tinct from the other two diseases because it begins in the roots. Sclerotinia head rot and middle 
stalk rot are caused by airborne spores. They are above-ground diseases with similar disease 
development. All three diseases are caused by the same pathogen, Sclerotinia sclerotiorum, a 
very destructive fungus which is often called the "white mold" fungus. This is the same fungus 
that causes white mold of soybean, dry bean, canola and other susceptible crops. Sclerotinia 
sclerotiorum causes a progressive soft rot on unlignified tissues of a wide range of hosts. In 
sunflower, first symptoms may already appear on seedlings. Stem infection starts at the soil 
level and plants first exhibit wilting, rapidly followed by total collapse and lodging. Lesions also 
occur on leaves but spread only if conditions are favourable. At the end of summer, the back of 
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heads can first be affected, then infection may spread among seeds. Characteristic features are 
the formation of extensive, soft, usually light-coloured lesions and the growth of a white, fluffy 
carpet of mycelium on the surface of the plant. Sclerotinia sclerotiorum overwinters as sclerotia 
and can survive in the soil for 6-8 years. Plants are infected by mycelium directly developing 
from sclerotia or by ascospores from apothecia developing from sclerotia. On sunflower, about 
42 h of wetness is needed for ascospore infection of the capitulum, and the symptoms appear 
about 5 weeks later. The disease is favoured by temperatures of 15-20 °C. 
 
Rust (Puccinia helianthi) on sunflower 
Sunflower rust, caused by the fungus Puccinia helianthi, can cause significant yield and quality 
losses on susceptible sunflower hybrids under conditions favourable for rust development. The 
first signs of rust usually appear when sunflowers are at or past bloom. Conditions are more 
favourable for infection when sunflower plants have reached maximum size and have formed a 
dense canopy. Cinnamon-brown pustules (uredia) occur first on lower leaves, then on the upper 
leaves, and eventually on the petioles, stems, and back of the flower head. Uredial pustules, 
that are roughly circular, occur on both the upper and lower surface of the leaves. Several pus-
tules may merge into a much larger, irregularly-shaped aggregate pustule. Pustules may or may 
not be surrounded by a chlorotic (yellow) border. Sunflower rust completes its entire life cycle on 
sunflower and can only infect sunflower. Puccinia helianthi overwinters as black telial pustules 
on infected sunflower debris. Early season rust infection (aecia) may occur on wild, volunteer or 
hybrid sunflowers. The aeciospores are then wind-blown to other plants to initiate uredial infec-
tions. Conditions favourable for infection are free water on the leaves, either from rainfall or 
dew, and warm temperatures. A minimum of only two hours of wet leaves is sufficient for rust 
infection; six to eight hours of leaf wetness will produce the maximum amount of infection. De-
pending upon temperature, seven to 14 days elapse after infection until the first uredial pustules 
appear. If weather conditions are favourable, new infections can occur every 10 to 14 days. 
 
 
Table 6-8: Classification of crop and disease in the zRMS and cMS 

crop / pathogen EPPO-code 
classification of crop 

classification of 
disease 

major minor major minor 

1 2 3 4 

Sunflower / Alternaria sp.  HELAN / ALTESP 
RO, SK, HU  RO, SK, 

HU 
 

Sunflower / Sclerotinia 
sclerotiorum 

HELAN / SCLESC 
RO, SK, HU  RO, SK, 

HU 
 

Sunflower / Ascochyta sp. HELAN / ASCOSP 
RO, SK, HU  RO, SK, 

HU 
 

Sunflower / Diaporthe sp. HELAN / DIAPSP 
RO, SK, HU  RO, SK, 

HU 
 

Sunflower / Phoma sp. HELAN / PHOMSP 
RO, SK, HU  RO, SK, 

HU 
 

1 common name  
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 

 

Diseases on maize 

Setosphaeria turcica in maize for seed production  
Setosphaeria turcica (Exserohilum turcicum; formerly known as Helminthosporium turcicum) is 
the causal agent of Northern Leaf Blight in corn. It is a serious fungal disease prevalent in cooler 
climates and tropical highlands wherever corn is grown. It is characterized by large cigar shaped 
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necrotic lesions on the leaves. S. turcica is a hemibiotrophic ascomycete fungus, living on live 
plant tissue before causing necrosis drawing nutrition from dead tissue. The pathogen thrives in 
temperatures ranging between 17-28 °C and moderate to high humidity but can tolerate harsher 
conditions. S. turcica has been recorded in Europe, the Americas, Australia, Asia and Africa; 
however until now S. turcica has not been recorded in Sweden. S. turcica primarily lives on leaf 
material spreading systemically through the plant; however it will survive or over-winter on de-
caying plant material when conditions are favourable. Reproduction is almost entirely asexual 
producing conidia. Turcicum leaf blight is primarily a foliar disease on maize and sorghum, and 
infection begins when an S. turcica spore lands on a susceptible plant leaf. S. turcica colonisa-
tion is dependent on specific climate conditions and usually begins after a dew period when 
moisture levels are high, temperature moderate and light levels are low. 
 
Cochliobolus heterostrophus in maize for seed production  
Cochliobolus heterostrophus is a fungal plant pathogen that can cause Southern Corn Leaf 
Blight in Maize. C. heterostrophus is a necrotrophic fungal pathogen manifested by eye-spot 
lesions on maize leaves. During the initial stages of plant infection fungal conidia germinate on 
the leaf surface and form small appressoria. Penetration into the underlying plant tissue occurs 
at the points of appressorial attachment, or through the stomatal apertures. When the conditions 
are favourable (high humidity), fungal mycelium spreads on the surface and inside the plant 
tissue, growing between mesophyll cells. A day after initial infection, chlorotic patches appear 
on the leaves and after 2 days brownish necrotic regions appear. Under less favourable condi-
tions, the infection is arrested after the appearance of small necrotic lesions at the inoculation 
sites, or scattered over the leaf if inoculated by spraying conidial suspensions. 
 
Following table describes the importance of maize and the target in the different cMS, as de-
manded by EPPO standard PP 1/278 ‘Principles of zonal data production and evaluation’.  
 
Table 6-9: Classification of crop and disease in the zRMS and cMS 

crop / pathogen EPPO-code 
classification of crop 

classification of dis-
ease 

major minor major minor 

1 2 3 4 

Maize/ Setosphaeria turci-
ca  

ZEAMX / SETOTU HU  HU  

Maize/ Cochliobolus      
heterostrophus 

ZEAMX / COCHHE HU  HU  

1 common name  
2 EPPO-Code 
3 classification of crop/situation (major/minor) in zRMS and cMS 
4 classification of pest/disease (major/minor) in zRMS and cMS 
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Information on the intended uses for central zone 

Reg.-No. 008015-00/00  GAP rev.1, date:    2016-06-01 

PPP (product name/code): A12910C Formulation type: SC (a, b) 

Active substance 1: Cyproconazol Conc. of as 1: 80.00 g/L (c) 

Active substance 2: Azoxystrobin Conc. of as 2: 200.00 g/L (c) 

Applicant:  Syngenta Agro GmbH Professional use: Yes 
Zone(s): central (d) Non professional use: No 
Verified by MS: Yes Field of use:  Fungicide 

 
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 

Use-
No. 
(e) 

 

Member 
state(s) 
 

Crop and/ 
or situation 
 
(crop destina-
tion / purpose 
of crop) 

F, 
Fn, 
Fpn 
G, 
Gn, 
Gp
n 
or 
I 

Pests or Group of 
pests controlled 
 
(additionally: develop-
mental stages of the 
pest or pest group) 

 
 

Application Application rate PHI 
(days) 

Remarks:  
 
e.g. g safen-
er/synergist per 
ha  
(f) 

Conclusion 
(efficacy) 

Method / 
Kind 

Timing / 
Growth 
stage of 
crop & 
season 

Max. 
number  
a) per 
use 
b) per 
crop/ 
season 

Min. interval 
between 
applications 
(days) 

kg or L prod-
uct / ha 
a) max. rate 
per appl. 
b) max. total 
rate per 
crop/season 

g or kg as/ha 
 
a) max. rate 
per appl. 
b) max. total 
rate per 
crop/season 

Water 
L/ha 
 
min / max 

 

001 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F septoria leaf spot of 
wheat (LEPTNO) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 

002 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F leaf spot of wheat 
(SEPTTR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
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003 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F brown leaf rust of cere-
als (Puccinia recondita) 
(PUCCRE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

004 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F stripe rust of grasses 
(Puccinia striiformis) 
(PUCCST) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 

005 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F powdery mildew (Ery-
siphe graminis) (ER-
YSGR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

006 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

wheat (TRZSS) 
 

F tan spot of cereals 
(Drechslera tritici-
repentis) (PYRNTR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
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007 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

barley (HORVX) 
 

F brown rust of barley 
(Puccinia hordei) 
(PUCCHD) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 

008 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

barley (HORVX) 
 

F leaf blotch of cereals 
(Rhynchosporium secal-
is) (RHYNSE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

009 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

barley (HORVX) 
 

F net blotch (Pyrenophora 
teres) (PYRNTE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

010 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

barley (HORVX) 
 

F powdery mildew (Ery-
siphe graminis) (ER-
YSGR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 
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011 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

rye (SECCE) 
 

F leaf blotch of cereals 
(Rhynchosporium secal-
is) (RHYNSE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 

012 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

rye (SECCE) 
 

F brown leaf rust of cere-
als (Puccinia recondita) 
(PUCCRE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
C 

013 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

rye (SECCE) 
 

F powdery mildew (Ery-
siphe graminis) (ER-
YSGR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

NA  
/ C 

014 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

triticale (TTLSS) 
 

F septoria leaf spot of 
wheat (LEPTNO) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 
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015 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

triticale (TTLSS) 
 

F leaf spot of wheat 
(SEPTTR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

016 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

triticale (TTLSS) 
 

F brown leaf rust of cere-
als (Puccinia recondita) 
(PUCCRE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

NA /  
C 

017 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

triticale (TTLSS) 
 

F stripe rust of grasses 
(Puccinia striiformis) 
(PUCCST) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

018 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

triticale (TTLSS) 
 

F powdery mildew (Ery-
siphe graminis) (ER-
YSGR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

NA /  
C 
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019 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

oats (AVESS) 
 

F crown rust of oats (Puc-
cinia coronata) 
(PUCCCA) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

020 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

oats (AVESS) 
 

F stripe disease (Pyre-
nophora avenae) 
(PYRNAV) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

021 DE, BE, 
IE, LU, 
NL, AT, 
PL, RO, 
SK, Sl, 
CZ, HU, 
UK 

oats (AVESS) 
 

F powdery mildew (Ery-
siphe graminis) (ER-
YSGR) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
31 to 59 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

022 DE, CZ, 
PL, SK, 
Sl, UK 

sugar beet 
(BEAVA) 
 

F leaf spot (Cercospora 
beticola) (CERCBE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
39 to 49 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A  
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023 DE, CZ, 
PL, SK, 
Sl, UK 

sugar beet 
(BEAVA) 
 

F powdery mildew (Ery-
siphe betae) (ERYSBE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
39 to 49 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

024 DE, CZ, 
PL, SK, 
Sl, UK 

sugar beet 
(BEAVA) 
 

F leaf spot of beet (Ramu-
laria beticola) (RAMU-
BE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
39 to 49 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

025 DE, CZ, 
PL, SK, 
Sl, UK 

sugar beet 
(BEAVA) 
 

F rust of beet (Uromyces 
betae) (UROMBE) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
39 to 49 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

026 DE field bean 
(VICFM) 
 

F Anthracnose of bean, 
pea (Colletotrichum 
lindemuthianum) 
(COLLLD) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 
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027 DE,UK field bean 
(VICFM) 
 

F rust of broad bean 
(UROMVF) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

028 DE field bean 
(VICFM) 
 

F downy mildew of leg-
umes (Peronospora 
viciae) (PEROVI) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

029 DE, UK field bean 
(VICFM) 
 

F powdery mildew (Ery-
siphe pisi) (ERYSPI) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

030 DE, UK field bean 
(VICFM) 
 

F Sclerotinia sclerotiorum 
(SCLESC) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 
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030a UK field bean 
(VICFM) 
 

 Ascochyta sp. spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

031 DE field pea 
(PIBSA) 
 

F Anthracnose of bean, 
pea (Colletotrichum 
lindemuthianum) 
(COLLLD) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

032 DE, UK, 
HU 

field pea 
(PIBSA) 
 

F rust of pea (Uromyces 
pisi-sativi) (UROMPS) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

033 DE field pea 
(PIBSA) 
 

F downy mildew of pea 
(Peronospora pisi) 
(PEROVP) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 
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034 DE, HU field pea 
(PIBSA) 
 

F powdery mildew (Ery-
siphe pisi) (ERYSPI) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

035 DE, UK, 
HU 

field pea 
(PIBSA) 
 

F Sclerotinia sclerotiorum 
(SCLESC) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

N 

035a UK, HU field pea 
(PIBSA) 

F Ascochyta sp. spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
51 to 69 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 35  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

036 DE, CZ, 
IE, HU, 
PL, RO, 
SK, Sl, 
UK 

oilseed rape 
(BRSNN) 
 

F Sclerotinia sclerotiorum 
(SCLESC) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
61 to 81 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 
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037 DE, CZ, 
IE, HU, 
PL, RO, 
SK, Sl, 
UK 

oilseed rape 
(BRSNN) 
 

F black spot of rape (Al-
ternaria brassicae) 
(ALTEBA_1) 

spraying From 
spring at 
beginning 
of infesta-
tion 
and/or 
when first 
symp-
toms 
become 
visible 
61 to 81 

a) 2 
b) 2 

 a) 1 L/ha 
b) 2.00 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.16 kg/ha 
0.40 kg/ha 

200 - 400 -  
Rate App. com-
ment: treatments 
must be at least 
21 days apart 

A 

038 RO, SK, 
HU 

Sunflower 
(HELAN) 

F leaf blight (ALTESP) spraying BBCH 16-
55 

a) 1 
b) 1 

 a) 0.75 L/ha 
b) 0.75 L/ha 

a) a) a.s. 1: 
0.06 kg/ha 
a.s. 2: 0.15 
kg/ha 
b) 0.06 kg/ha 
0.15 kg/ha 

200 - 600 n/a  
 

A 

039 RO, SK, 
HU 

Sunflower 
(HELAN) 

F stem canker (DIAPSP) spraying BBCH 16-
55 

a) 1 
b) 1 

 a) 0.75 L/ha 
b) 0.75 L/ha 

a) a) a.s. 1: 
0.06 kg/ha 
a.s. 2: 0.15 
kg/ha 
b) 0.06 kg/ha 
0.15 kg/ha 

200 - 600 n/a  
 

A 

040 RO, SK, 
HU 

Sunflower 
(HELAN) 

F black stem (PHOMSP) spraying BBCH 16-
55 

a) 1 
b) 1 

 a) 0.75 L/ha 
b) 0.75 L/ha 

a) a) a.s. 1: 
0.06 kg/ha 
a.s. 2: 0.15 
kg/ha 
b) 0.06 kg/ha 
0.15 kg/ha 

200 - 600 n/a  
 

A 

041 RO, SK, 
HU 

Sunflower 
(HELAN) 

F sklerotinia diseases 
(SCLESC) 

spraying BBCH 16-
55 

a) 1 
b) 1 

 a) 0.75 L/ha 
b) 0.75 L/ha 

a) a) a.s. 1: 
0.06 kg/ha 
a.s. 2: 0.15 
kg/ha 
b) 0.06 kg/ha 
0.15 kg/ha 

200 - 600 n/a  
 

A 

042 RO, SK, 
HU 

Sunflower 
(HELAN) 

F Puccinia helianthi spraying BBCH 16-
55 

a) 1 
b) 1 

 a) 0.75 L/ha 
b) 0.75 L/ha 

a) a) a.s. 1: 
0.06 kg/ha 
a.s. 2: 0.15 
kg/ha 
b) 0.06 kg/ha 
0.15 kg/ha 

200 - 600 n/a  
 

A 

043 HU Maize () F Setosphaeria turcica spraying BBCH 40-
65 

a) 1 
b) 1 

 a) 1.0 L/ha 
b) 1.0 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.08 kg/ha 
0.20 kg/ha 

300-500   N 
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044 HU Maize () F Cochliobolus heter-
ostrophus 

spraying BBCH 40-
65 

a) 1 
b) 1 

 a) 1.0 L/ha 
b) 1.0 L/ha 

a) a) a.s. 1: 
0.08 kg/ha 
a.s. 2: 0.20 
kg/ha 
b) 0.08 kg/ha 
0.20 kg/ha 

   N 

 

 
Remarks 
table 
heading: 

(a) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) (d) Select relevant 
(b) Catalogue of pesticide formulation types and international coding system Crop 

Life International Technical Monograph n°2, 6th Edition Revised May 2008 
(e) Use number(s) in accordance with the list of all intended GAPs in Part B, Section 0 should be 

given in column 1 
(c) g/kg or g/l (f) No authorization possible for uses where the line is highlighted in grey, Use should be 

crossed out when the notifier no longer supports this use. 

     
Remarks 
columns: 

1 Numeration necessary to allow references 8 The maximum number of application possible under practical conditions of use must be pro-
vided. 

2 Use official codes/nomenclatures of EU Member States 9 Minimum interval (in days) between applications of the same product 
3 For crops, the EU and Codex classifications (both) should be used; when rele-

vant, the use situation should be described (e.g. fumigation of a structure) 
10 For specific uses other specifications might be possible, e.g.: g/m³ in case of fumigation of 

empty rooms. See also EPPO-Guideline PP 1/239 Dose expression for plant protection prod-
ucts. 

4 F: professional field use, Fn: non-professional field use, Fpn: professional and 
non-professional field use, G: professional greenhouse use, Gn: non-
professional greenhouse use, Gpn: professional and non-professional green-
house use, I: indoor application 

11 The dimension (g, kg) must be clearly specified. (Maximum) dose of a.s. per treatment (usu-
ally g, kg or L product / ha). 

5 Scientific names and EPPO-Codes of target pests/diseases/ weeds or, when 
relevant, the common names of the pest groups (e.g. biting and sucking in-
sects, soil born insects, foliar fungi, weeds) and the developmental stages of 
the pests and pest groups at the moment of application must be named. 

12 
 

13 
14 

If water volume range depends on application equipment (e.g. ULVA or LVA) it should be 
mentioned under “application: method/kind”. 
PHI - minimum pre-harvest interval 
Remarks may include: Extent of use/economic importance/restrictions 

6 Method, e.g. high volume spraying, low volume spraying, spreading, dusting, 
drench 
Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between 
the plants - type of equipment used must be indicated. 

15 A: Acceptable 
R: Acceptable with further restriction 
C: To be confirmed by cMS 
N: Not acceptable / evaluation not possible 
n.r.: Not relevant for section 3 7 Growth stage at first and last treatment (BBCH Monograph, Growth Stages of 

Plants, 1997, Blackwell, ISBN 38263-3152-4), including where relevant, infor-
mation on season at time of application 
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IIIA1 6.1-C Efficacy data on cereals 

The applicant stated that all trials submitted follow the EPPO standards and were carried out by 
officially recognized test units in accordance with the principles of Good Experimental Practice 
(GEP). On the basis of the EPPO standard PP1/241 ‘Guidance on comparable climates’, the 
trials reported in the dossier are grouped and summarized by maritime, northeast and southeast 
EPPO zones. EPPO zones have been defined by taking into account differences between the 
agro-climatic sub-areas of the EPPO region. Trials have been carried out in Belgium, Czech 
Republic, Finland, France, Germany, Hungary, Latvia, Lithuania, Netherlands, Poland, Slovakia, 
Switzerland and United Kingdom between 2002 and 2011. 
 

IIIA1 6.1.1-C Preliminary range-finding tests on cereals 

After the introduction of strobilurins in the market and the subsequent development of resistance 
(e.g. wheat powdery mildew in northern Germany in 1998), several ready- mixtures of strobilurin 
and an active substance with a different mode of action were developed in order to manage 
resistance risks and avoid the need for tank mixing of solo products before application. The ac-
tive substances were co-formulated in the different products in order to provide similar amounts 
of each active substance as for the solo products. A12910C was developed about 15 years ago 
following this principle and was registered in several countries in Europe between 2004 and 
2007. A12910C applied at a rate of 1 L/ha provides 200 g/ha azoxystrobin and 80 g/ha cypro-
conazole which is similar to an application of AMISTAR at 1 L/ha (250 g/ha azoxystrobin) and 
ALTO 240 EC at 0.4 L/ha (96 g/ha cyproconazole) as registered for similar uses in Germany. 
Therefore, no comparison of the efficacy between the solo products and the co-formulation 
A12910C is presented in this dossier. 
 
The combination of the two active substances can be explained also by their different biological 
properties. Cyproconazole is a systemic active substance which acts rapidly against the diseas-
es and possess some curative activity. On the other hand, azoxystrobin possess a wider spec-
trum compared to cyproconazole and confers to A12910C a long lasting activity against the dif-
ferent diseases.  
 
Only few trials were carried out in the past for the establishment of this co-formulation. Five tri-
als on winter wheat comparing the efficacy of two A12910C variants, the solo-products (ALTO 
100 SL and AMISTAR 250 SC) and different tank mixes were carried out in Germany and UK in 
2001. The applicant presented the results in table 6.1.1-C-1. These trials demonstrated the effi-
cacy of A12910C when compared to the solo products for the control of the diseases on wheat 
(Septoria tritici, Pyrenophora tritici-repentis, Puccinia recondita, Cladosporium sp. and Erysiphe 
graminis). Differences between the tank mixes simulating different ratios of the co-formulation 
and A12910C were also noted for some targets. 
 
A total of 16 trials on wheat comparing the efficacy of A12910C with AMISTAR 250 SC are 
summarized in the table 6.1.1-C-2. The applicant observed a clear difference in efficacy means 
between A12910C and AMISTAR 250 SC for Septoria tritici, Erysiphe graminis and Puccinia 
recondita. 
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Table 6.1.1-C-1: Summary of all trials comparing tank mixes and ready mix of cyproconazole and azoxystrobin 

No. Trials 
 
No. Asses 

Untreated A12910 [A] A12910 [B] CYPROCONAZOLE AZOXYSTROBIN AZOXYSTROBIN + CYPROCONAZOLE 

  1 L/ha 1 L/ha 80 200 80 + 32 120 + 48 200 + 80 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Mean SD Min 
Max 

Septoria tritici (pest severity, % area leaf) 

4 
60.3 38.2 

11.6 
86.5 11.1 

73.0 
85.3 12.3 

73.0 
67.3 27.1 

29.0 
76.0 13.6 

64.0 
71.0 15.0 

58.0 
77.3 19.0 

54.0 
86.0 11.3 

74.0 

4 97.2 99.0 99.0 92.0 95.0 90.0 98.0 98.0 

Septoria tritici (pest incidence, % plant) 

1 
36.5 39.2 

8.8 
77.3 2.6 

75.0 
66.8 8.5 

56.0 
58.8 23.3 

30.0 
58.3 8.7 

50.0 
55.8 21.6 

25.0 
70.0 11.2 

55.0 
75.5 3.0 

73.0 

4 94.4 81.0 74.0 81.0 70.0 73.0 82.0 79.0 

Pyrenophora tritici-repentis (pest severity, % area ear) 

1 
9.4 - 

- 
77 - 

- 
75 - 

- 
50 - 

- 
47 - 

- 
46 - 

- 
63 - 

- 
83 - 

- 

1 - - - - - - - - 

Puccinia recondita (pest severity, % area leaf) 

1 
32.7 24.5 

15.4 
97.5 0.7 

97.0 
96.5 2.1 

95.0 
83.0 15.6 

72.0 
95.0 0.0 

95.0 
93.5 3.5 

91.0 
95.5 2.1 

94.0 
96.0 2.8 

94.0 

2 50.0 98.0 98.0 94.0 95.0 96.0 97.0 98.0 

Cladosporium sp. (pest severity, % area ear) 

1 
27.5 - 

- 
73 - 

- 
67 - 

- 
45 - 

- 
67 - 

- 
66 - 

- 
62 - 

- 
70 - 

- 

1 - - - - - - - - 

Erysiphe graminis (pest severity, % area leaf) 

2 
16.9 14.5 

6.6 
89.0 12.7 

80.0 
87.0 14.1 

77.0 
85.0 2.8 

83.0 
41.0 45.3 

9.0 
71.5 13.4 

62.0 
79.5 17.7 

67.0 
89.0 8.5 

83.0 

2 27.1 98.0 97.0 87.0 73.0 81.0 92.0 95.0 
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Table 6.1.1-C-2: Summary of all trials comparing A12910C and AMISTAR 250 SC 
EPPO 
Zone 

 Crop No. 
Trials 

Assessment Untreated A12910 [C] AMISTAR 250 SC AMISTAR 250 SC 

      1 L/ha 0.8 L/ha 1 L/ha 
             200 + 80 200 250 

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Septoria tritici 

MAR 
Winter 
Wheat 

7 Pest severity 
% Leaf 

36.8 27.1 
7 

56.9 19.9 
28 

39.0 11.9 
25 

- - 
- 

 78 83 54 - 

MAR 
Winter 
Wheat 

7 Pest severity 
% Leaf 

19.7 14.0 
7 

84.1 13.0 
59 

- - 
- 

70.1 15.6 
46 

 48 95 - 87 

Erysiphe graminis 

MAR 
Winter 
Wheat 

4 Pest severity 
% Leaf 

29.3 15.2 
9 

84.5 17.4 
67 

- - 
- 

79.0 17.8 
63 

 41 100 - 99 

Puccinia recondita 

MAR 
Winter 
Wheat 

5 Pest severity 
% Leaf 

29.4 22.0 
7 

94.0 11.3 
74 

- - 
- 

92.0 14.3 
67 

 58 100 - 100 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The 
applicant showed in this context a mean increase of efficacy for the control of several diseases 
in wheat using the applied plant protection product instead of the solo active substances or 
AMISTAR 250 SC.  
 
It can be concluded to accept the data provided by the applicant for the preliminary range find-
ing test.  

 

IIIA1 6.1.2-C Minimum effective dose tests on cereals 

Dosage response tests were carried out with A12910C under field conditions against the differ-
ent plant diseases with the objective to confirm the "Minimum effective dose" in accordance with 
EPPO standard PP1/225. Minimum effective dose was tested with rates ranging from 50% to 
100% of the recommended rate. Efficacy is tested under a range of environmental conditions to 
fully challenge the product. Data are presented across Europe from the EPPO zones maritime, 
southeast and northeast to fully reflect the range of climatic and agronomic conditions in Eu-
rope. An overview of the trials presented in this dossier assessing for the minimum effective 
dose of A12910C is provided in the table 6.1.2-C-1 below.  
 
Table 6.1.2-C-1: Overview of the trials assessing for minimum effective dose of A12910C for the 
control of the claimed crop diseases 

Crop Target EPPO-Zone Year 

  MAR NE SE  

Winter 
wheat 

Erysiphe graminis 5   2010 

Puccinia recondita 7   2010 

Septoria tritici 11   2010 

Septoria nodorum 2   2010 

Winter bar-
ley 

Erysiphe graminis 5   2010 

Pyrenophora teres 12   2010 

Rhynchosporium secalis 5   2010 

Winter rye Erysiphe graminis 2   2010 

Puccinia recondita 4   2010 
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Rhynchosporium secalis 1   2010 

Triticale 

Septoria tritici 3   2006 

Septoria sp. 1   2006 

Puccinia recondita 2   2006 

Erysiphe graminis 1   2006 

 
Wheat: 

A dose response was assessed for 50%, 75% and 100% of the full recommended rate of 
A12910C (1.0 L/ha). A summary of the trials presented in the dossier assessing for the mini-
mum effective dose of A12910C is provided in the table 6.1.2-C-2 below.  
 
Table 6.1.2-C-2: Minimum effective dose of A12910C for the control of the claimed fungal path-
ogens on wheat  
EPPO 
Zone 

 Crop No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

     0.5 L/ha  0.75 L/ha  1.0 L/ha  
           100 + 40 150 + 60 200 + 80 

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Erysiphe graminis 

MAR 
Winter 
Wheat 

5 Pest severity 
% Leaf 

18.9 15.4 
7.4 

76.8 15.0 
51.0 

86.0 12.6 
64.0 

90.8 13.4 
67.0 

 40.9 88.0 94.0 99.0 

Puccinia recondita 

MAR 
Winter 
Wheat 

7 Pest severity 
% Leaf 

19.6 22.0 
3.2 

90.9 14.1 
61.0 

93.0 12.4 
66.0 

99.1 1.5 
97.0 

 57.5 100 100 100 

Septoria tritici 

MAR 
Winter 
Wheat 

11 Pest severity 
% Leaf 

17.7 14.1 
3.8 

  
 67.5 24.2 

22.0 
74.1 23.8 

28.0 

 45.4 
 

100 100 

MAR 
Winter 
Wheat 

6 Pest severity 
% Leaf 

14.4 8.1 
3.8 

68.0 32.3 
7.0 

73.8 28.0 
22.0 

79.3 26.6 
28.0 

 26.2 100 100 100 

Septoria nodorum 

MAR 
Winter 
Wheat 

2 Pest severity 
% Ear 

14.1 2.2 
12.5 

90.5 3.5 
88.0 

97.5 2.1 
96.0 

99.0 1.4 
98.0 

 15.6 93.0 99.0 100 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The 
applicant showed a decrease of efficacy in the control of Puccinia recondita, Septoria tritici 
and Septoria nodorum as a result of dose reduction by 50%. The dose reduction from 1.0 L/ha 
to 0.5 L/ha caused in the maritime zone a decrease of disease control by 9-14%. The justifica-
tion of the proposed application rate of 1.0 L/ha will be accepted. 

It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for wheat diseases control.  

 
Barley: 

A dose response was assessed for 50%, 75% and 100% of the full recommended rate of 
A12910C (1.0 L/ha). An overview of the trials presented in the dossier assessing for the mini-
mum effective dose of A12910C is provided in the table 6.1.2-C-3 below. 

 
Table 6.1.2-C-3: Minimum effective dose of A12910C for the control of the claimed fungal path-
ogens on barley  
EPPO 
Zone 

Crop No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

   0.5 L/ha  0.75 L/ha  1.0 L/ha  
       100 + 40 150 + 60 200 + 80 

    Assessment % Efficacy % Efficacy % Efficacy 

    Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 
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EPPO 
Zone 

Crop No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

   0.5 L/ha  0.75 L/ha  1.0 L/ha  
       100 + 40 150 + 60 200 + 80 

    Assessment % Efficacy % Efficacy % Efficacy 

    Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Erysiphe graminis 

MAR 
winter 
barley 

5 Pest severity 
% Leaf 

17.5 12.9 
6.5 

  
 85.6 19.7 

52.0 
86.8 25.7 

41.0 

 39.7 
 

100 100 

MAR 
winter 
barley 

3 Pest severity 
% Leaf 

10.3 3.3 
6.5 

75.0 34.6 
35.0 

94.3 8.1 
85.0 

99.3 0.6 
99.0 

 12.6 95.0 100 100 

Pyrenophora teres 

MAR 
winter 
barley 

12 Pest severity 
% Leaf 

19.7 13.0 
3.2 

  
 79.8 14.7 

53.0 
84.0 12.1 

64.0 

 39.2 
 

100 100 

MAR 
winter 
barley 

6 Pest severity 
% Leaf 

18.7 15.8 
3.2 

78.2 18.6 
46.0 

81.8 16.1 
61.0 

86.0 13.6 
70.0 

 39.2 100 100 100 

Rhynchosporium secalis 

MAR 
winter 
barley 

5 Pest severity 
% Leaf 

20.7 16.7 
5.7 

  
 68.6 29.9 

23.0 
76.0 24.9 

40.0 

 40.3 
 

97.0 100 

MAR 
winter 
barley 

3 Pest severity 
% Leaf 

30.0 15.0 
12.8 

80.7 13.7 
65.0 

85.0 18.2 
64.0 

91.7 12.7 
77.0 

 40.3 90.0 97.0 100 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The 
applicant showed a decrease of efficacy in the control of Erysiphe graminis, Pyrenophora te-
res and Rhynchosporium secalis as a result of dose reduction by 50%. The dose reduction 
from 1.0 L/ha to 0.5 L/ha caused in the maritime zone a decrease of disease control by 8-
14%. The justification of the proposed application rate of 1.0 L/ha will be accepted. 

It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for barley diseases control.  

 
Rye: 

A dose response was assessed for 50%, 75% and 100% of the full recommended rate of 
A12910C (1.0 L/ha). An overview of the trials presented in this dossier assessing for the mini-
mum effective dose of A12910C is provided in the table 6.1.2-C-4 below. 
 
Table 6.1.2-C-4: Minimum effective dose of A12910C for the control of the claimed fungal path-
ogens on rye  
EPPO 
Zone 

Crop  No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

     0.5 L/ha  0.75 L/ha  1.0 L/ha  
           100 + 40 150 + 60 200 + 80 

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Erysiphe graminis 

MAR 
Winter 
rye 

2 Pest severity 
% Leaf 

19.9 3.7 
17.2 

95.0 2.8 
93.0 

99.0 0.0 
99.0 

99.5 0.7 
99.0 

 22.5 97.0 99.0 100 

Puccinia recondita 

MAR 
Winter 
rye 

4 Pest severity 
% Leaf 

23.2 33.0 
3.3 

89.3 13.3 
70.0 

96.0 6.7 
86.0 

100 0.0 
100 

 72.5 100 100 100 

Rhynchosporium secalis 

MAR 
Winter 
rye 

1 Pest severity 
% Leaf 

55.9 - 
- 

83.0 - 
- 

88.0 - 
- 

91.0 - 
- 

 - - - - 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The 
applicant showed a decrease of efficacy in the control of Erysiphe graminis, Puccinia recondi-
ta and Rhynchosporium secalis as a result of dose reduction by 50%. The dose reduction 
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from 1.0 L/ha to 0.5 L/ha caused in the maritime zone a decrease of disease control by 4-
11%. The justification of the proposed application rate of 1.0 L/ha will be accepted. 

It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for rye diseases control.  

 
Triticale: 

A dose response was assessed for 50%, 75% and 100% of the full recommended rate of 
A12910C (1.0 L/ha). An overview of the trials assessing for the minimum effective dose of 
A12910C is provided in the table 6.1.2-C-5 below. 
 
Table 6.1.2-C-5: Minimum effective dose of A12910C for the control of the claimed fungal path-
ogens on triticale  
EPPO 
Zone 

Crop  No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

      0.6 L/ha 0.8 L/ha 1 L/ha 
             120 + 48 160 + 64 200 + 80  

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Septoria tritici 

MAR Triticale 
3 Pest severity 

% Leaf 
20.9 3.3 

17.5 
64.7 15.0 

50.0 
71.7 20.6 

50.0 
65.7 12.3 

52.0 

 24.1 80.0 91.0 76.0 

Septoria sp. 

MAR Triticale 
1 Pest severity 

% Leaf 
21.6 - 

- 
29 - 

- 
36 - 

- 
46 - 

- 

 - - - - 

Erysiphe graminis 

MAR Triticale 
1 Pest severity 

% Leaf 
18.8 - 

- 
9 - 

- 
20 - 

- 
56 - 

- 

 - - - - 

Puccinia recondita 

MAR Triticale 
2 Pest severity 

% Leaf 
56.5 61.5 

13.0 
61.5 51.6 

25.0 
65.0 49.5 

30.0 
75.5 34.6 

51.0 

 100.0 98.0 100.0 100.0 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The 
applicant showed a decrease of efficacy in the control of Septoria tritici and Puccinia recondita 
as a result of dose reduction by 50%. The dose reduction from 1.0 L/ha to 0.5 L/ha caused in 
the maritime zone a decrease of disease control by 1-47%. The justification of the proposed 
application rate of 1.0 L/ha will be accepted. 

It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for triticale diseases control.  

 

IIIA1 6.1.3-C Efficacy tests on cereals 

Trials were conducted according to the general EPPO standards PP1/26, PP1/152, PP1/181 
and PP1/226. Valid assessments were chosen as follow: 

- Pest severity was generally preferred to pest incidence. 
- Percent values were generally preferred to scales. 

The applicant explains, that all assessments showing at least an infected area of 3% on leaves 
or ear in the untreated plots were selected. If exceptions to this rule were done, a short explana-
tion was given in the respective section. Assessments carrying atypical results, showing atypical 
behave of relevant reference products were not taken into consideration. 
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Representative assessments were chosen by the applicant as follow: 

- Preferentially assessments between 14 and 35 days after the first application were 
selected. 

- Evaluations on higher leaf levels (leaf 1 and leaf 2) were preferred to lower ones. 

- When present, a separate mean was calculated for evaluation on ear. 

 
Table 6.1.3-C-1: Location and number of efficacy trials in the EPPO climatic zones 

Crop Pathogen EPPO-Zone Year Country 

n Total no. of tri-
als per disease 
in the central 

zone (all zones) 

Winter 
wheat  

Erysiphe graminis 

maritime 
2010 
2011 

BE(1), CZ(5), 
FR(1), DE(5), 

CH(1) 
13 

18 (23) 
northeast 

2010 
2011 

LV(3), LT(1), 
PL(5) 

9 

southeast 2011 SK 1 

Puccinia recondita 

maritime 
2010 
2011 

BE(1), CZ(10), 
FR(1), DE(9), 
CH(2), UK(2) 

25 

34 (39) 
northeast 

2010 
2011 

LV(2), PL(9) 11 

southeast 
2010 
2011 

HU(2), SK(1) 3 

Puccinia striiformis 
maritime 2011 

FR(3), DE(1), 
UK(1) 

5 
3 (6) 

southeast 2010  SK 1 

Pyrenophora  
tritici-repentis 

maritime 

2002 
2009 
2011 
2012 

CZ(4), FR(2), 
DE(1) 

7 

17 (27) 
northeast 

2009- 
2012 

FI(3), LV(5), 
PL(8) 

16 

southeast 
2010 
2011 

SK(2), HU(2) 4 

Septoria tritici 

maritime 
2010 
2011 

CZ(8), FR(5), 
DE(17), NL (2), 
BE(1), UK(4) 

37 

45 (55) 
northeast 

2010 
2011 

LV(3), LT(2),  
PL(8) 

13 

southeast 
2010 
2011 

HU(3), SK(2) 5 

Septoria nodorum 

maritime 
2010 
2011 

CZ 6 

9 (15) 

northeast 
2010 
2011 

LV(3), LT(3), 
PL(3) 

9 

Barley 

Erysiphe graminis 

maritime 
2010 
2011 

CZ(2), FR(2), 
DE(4), CH(1), 

UK(1) 
10 

14 (19) 

northeast 
2010 
2011 

LV(2), PL(7) 9 

Puccinia hordei 

maritime 
2010 
2011 

CZ(1), FR(2), 
DE(1), UK(1) 

5 

7 (9) 

northeast 
2010 
2011 

PL 4 
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Pyrenophora  
teres 

maritime 
2010 
2011 

BE(1), CZ(7), 
FR(7), DE(11), 
NL(1), CH(2) 

29 

31 (49) 
northeast 

2010 
2011 

FI(1), LV(2), 
LT(1), PL(9) 

13 

southeast 
2010 
2011 

SK 2 

Rhynchosporium  
secalis 

maritime 
2010 
2011 

CZ(7), FR(2), 
DE(1), UK(3) 

13 

21 (24) 
northeast 

2010 
2011 

FI(1), PL(9) 10 

southeast 2011 HU 1 

Rye 

Erysiphe graminis maritime 
2006 
2009 
2010  

CZ(1), DE(3) 4 4 (4) 

Puccinia recondita maritime 
2006-
2010  

CZ(2), DE(20), 
AT(1)  

23 23 (23) 

Rhynchosporium  
secalis 

maritime 
2006-
2010   

DE(13), CZ(1) 14 14 (14) 

Triticale 

Erysiphe graminis maritime 
2004 
2006  

DE(4) 4 4 (4) 

Puccinia recondita maritime 
2006 
2008 

DE(4)  4 4 (4) 

Septoria tritici maritime 
2004 
2006 
2008   

DE(6), FR(2) 8 6 (8) 

Septoria nodorum maritime 2004  DE(1) 1 1 (1) 

Septoria sp. maritime 
2004 
2006 
2008   

DE(3), 3 3 (3) 

* Some trials tested the product efficacy on durum wheat. These trials were merged together with the winter wheat. 

 
 
Table 6.1.3-C-2: Standards and trial design 

GEP Yes 

EPPO standards PP1/26, PP1/135, PP1/152, PP1/181, PP1/226, PP1/241 

Number of replications 4 

Plot design, plot size Randomized block design 

Crop growth stage (BBCH) 
at application time 

33 - 69 for wheat, rye and triticale and 33 – 59 for barley 

 
 
Used reference products: 

The applicant explains that a range of appropriate reference standards was included in the dif-
ferent trials. Generally reference standards were used at the registered application rates. In the 
data tables provided in the dossier the tested product is consistently referred to A12910C, while 
the key chosen reference standards are referred consistently with the trade name. Application 
rates are provided on the formulated product basis. In the table 6.1.3-C-3 below, product trade 
names, product compositions, formulation types and application rates are listed for all reference 
standards included in the efficacy trials summarized in this report. Country where the reference 
standard was used is also indicated. 
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Table 6.1.3-C-3: Reference products used in efficacy trials conducted on cereals 
Product Form. 

 
Type 

Active A.S. Product 
rate 

A.S. rate 
(g a.s./ha) 

Country (where  

Substances Content (L/ha) used as standard) 

Wheat 
     

 

AMISTAR 250 SC SC azoxystrobin 250g a.s./L 1 250 
MAR: CZ, DE 

 

CHAMPION 300 SC SC boscalid 233g a.s./L 1.5 350 

MAR: BE, CZ, FR, DE, 

UK, NE, (CH) 
NE: FI, LV, LT, PL 
SE: HU, SK 

CHEROKKEE 487.5 
SC 

SC 

chlorothalonil 375g a.s./L 

2 

750 

MAR: FR, DE, UK cyproconazole 
propiconazole 

50g a.s./L 100 

62.5g a.s./L 125 

HORIZON 250 EW EW tebuconazole 250g a.s./L 1 250 
MAR: FR 

 

OPERA 183 SE SE 
epoxiconazole 
pyraclostrobin 

50g a.s./L 
133g a.s./L 

1.2 
60 

160 
MAR: FR 

OPUS 125 SC SC epoxiconazole 125g a.s./L 1 125 

MAR: CZ, FR,  

 
NE: LV, LT, PL 
SE: SK 

RIDER 400 EC EC 
fenpropidin 275g a.s./L 

1 
275 

NE: LT, LV 
propiconazole 125g a.s./L 125 

COMET 250 EC + 
VENTURE 300 SC 

EC 
SC 

pyraclostrobin 
boscalid 
epoxiconazole 

250g a.s./L 
233g a.s./L 
67g a.s./L 

0.5 + 
1.5 

125 
350 
100 

MAR: NL 

Barley 
   

   

ALTO ELITE 415 
SC 

SC 
chlorothalonil 
cyproconazole 

40g a.s./L /l 
2 

750 
MAR: DE, FR, UK 

375g a.s./L 80 

CHAMPION 300 SC SC 
boscalid 
epoxiconazole 

233g a.s./L 
67g a.s./L 

1.5 

350 MAR: BE, (CH), CZ, DE, 

FR, UK, NL 
 
NE: FI, LV 

101 

OPUS 125 SC SC epoxiconazole 125g a.s./L l 1 125 
MAR: DE, CZ, FR 
NE: PL 

RIDER 400 EC EC 
fenpropidin 
propiconazole 

275g a.s./L 
1 

275 
NE: LT, LV 

125g a.s./L l 125 

TILT 250 EC EC propiconazole 250g a.s./L 0.5 125 MAR: CZ, DE, FR 

Rye 
   

   

ACANTO DOS 250 
SC 

SC hexaconazole 
picoxystrobin 

125 g a.s./L 
125 g a.s./L 

2 250 
250 

MAR: FR 

ALTO 240 EC EC cyproconazole 240 g a.s./L 0.3 72 MAR: DE 

AMISTAR 250 SC SC azoxystrobin 250 g a.s./L 1 250 MAR: CZ, DE 

ARTEA 330EC EC cyproconazole 
propiconazole 

80 g a.s./L 
250 g a.s./L l 

0.5 
40 

125 

MAR: CZ 

FANDANGO 200 
EC 

EC Fluoxastrobin 
prothioconazole 

100 g a.s./L 
100 g a.s./L 

1.2-1.5 
120-150 
120-150 

MAR: DE 

JUWEL TOP 400 
SE 

SE epoxiconazole 
fenpropimorph 
Kresoxim-
methyl 

125 g a.s./L 
150 g a.s./L 
125 g a.s./L l 

1 
125  
150 
125 

MAR: DE 

INPUT 460 EC EC prothioconazole 
spiroxamine 

160 g a.s./L 
300 g a.s./L l 

1 
160  
300 

MAR: AT, DE 

TILT 250 EC EC propiconazole 250 g a.s./L 0.5 125 MAR: CZ, DE 

Triticale 
   

   

ACANTO DOS 250 
SC 

SC hexaconazole 
picoxystrobin 

125 g a.s./L 
125 g a.s./L 

2 250 
250 

MAR: DE 

FANDANGO 200 
EC 

EC Fluoxastrobin 
prothioconazole 

100 g a.s./L 
100 g a.s./L 

1.5 
150 
150 

MAR: DE 
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Product Form. 
 
Type 

Active A.S. Product 
rate 

A.S. rate 
(g a.s./ha) 

Country (where  

Substances Content (L/ha) used as standard) 

JUWEL TOP 400 
SE 

SE epoxiconazole 
fenpropimorph 
Kresoxim-
methyl 

125 g a.s./L 
150 g a.s./L 
125 g a.s./L 

1 
125  
150 
125 

MAR: DE 

INPUT 460 EC EC prothioconazole 
spiroxamine 

160 g a.s./L 
300 g a.s./L 

1.25 
200 
375 

MAR: DE 

 
 
Wheat: 

The claimed application rate of A12910C was 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cy-

proconazole) with a maximum of two applications in wheat. 

 

Table 6.1.3-C-4: Disease level / Efficacy (%) of A12910C efficacy trials against various diseases 
in wheat 
EPPO 
Zone 

 Crop No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

         1.0 L/ha  

         Azoxystrobin + 
Cyproconazole 

             200 + 80  

        Assessment % Efficacy % Efficacy   

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate  

Septoria nodorum 

MAR 
Winter 
wheat 

4 Pest severity 
% area. Leaf 

20.7 6.3 
13.8 

81.0 15.8 
67.0 

75.8 26.7 
41.0 DIFFERENT 

STANDARDS  27.3 100.0 100.0 

MAR 
Winter 
wheat 

2 Pest severity 
% area. Ear 

15.5 3.0 
12.5 

94.7 7.6 
86.0 

85.7 19.9 
63.0 DIFFERENT 

STANDARDS  18.4 100.0 100.0 

NE 
Winter 
wheat 

5 Pest severity 
% area. Leaf 

7.5 3.8 
3.3 

79.8 4.2 
75.0 

70.8 23.6 
30.0 DIFFERENT 

STANDARDS  12.5 86.0 88.0 

NE 
Winter 
wheat 

4 Pest severity 
% area. Ear 

9.2 7.5 2.2 65.6 8.2 53.0 66.1 17.2 45.0 
DIFFERENT 
STANDARDS 

Septoria tritici 

MAR 
Winter 
wheat 

37 Pest severity 
% area. Leaf 

18.8 17.4 
3.5 

70.6 21.9 
11 

83.1 13.9 
51 DIFFERENT 

STANDARDS  74.4 100 100 

NE 
Winter 
Wheat (1) 

13 Pest severity 
% area. Leaf 

10.6 4.4 
5.1 

84.7 9.7 
70.0 

81.5 20.6 
37.0 DIFFERENT 

STANDARDS  18.8 96.0 100.0 

SE 
Winter 
wheat 

4 Pest severity 
% area. Leaf 

17.4 7.5 
7.0 

88.3 9.5 
77.0 

81.0 15.4 
62.0 DIFFERENT 

STANDARDS  23.8 98.0 94.0 

SE 
Winter 
wheat 

1 Pest severity 
% area. Ear 

10.5 4.3 7.4 99.0 1.4 98.0 98.5 2.1 97.0 
DIFFERENT 
STANDARDS 

Puccinia recondita 

MAR 
Winter 
wheat 

25 Pest severity 
% area. Leaf 

14.7 17.8 
3.1 

99.3 1.2 
97.0 

97.5 4.4 
85.0 DIFFERENT 

STANDARDS  61.2 100.0 100.0 

NE 
Winter 
Wheat (1) 

11 Pest severity 
% area. Leaf 

11.8 12.0 
3.4 

92.8 9.6 
74.0 

81.2 17.8 
61.0 DIFFERENT 

STANDARDS  36.6 100.0 100.0 

SE 
Winter 
wheat 

2 Pest severity 
% area. Leaf 

8.2 8.1 
2.5 

88.5 13.4 
79.0 

87.0 8.5 
81.0 CHAMPION 300 SC 

 13.9 98.0 93.0 1.5 L/ha   

SE 
Winter 
wheat 

1 Pest severity 
% area. Leaf 

35.0 - 
- 

100.0 - 
- 

    
  No valid  

standard  - -   

Puccinia striiformis 

MAR 
Winter 
wheat 

5 Pest severity 
% area. Leaf 

13.1 6.9 
4.1 

87.4 19.4 
53.0 

87.6 20.0 
52.0 CHAMPION 300 SC 

 21.1 100.0 100.0 1.5 L/ha   

SE 
Winter 
wheat 

1 Pest severity 
% area. Leaf 

5.3 - 
- 

100.0 - 
- 

100.0 - 
- OPUS 125 SC 

 - - - 1.0 L/ha  

Erysiphe graminis 

MAR 
Winter 
wheat 

13 Pest severity 
% area. Leaf 

16.3 14.7 
3.8 

88.5 11.2 
65.0 

82.5 15.3 
51.0 DIFFERENT 

STANDARDS 
 

45.6 100.0 100.0 

MAR  Winter 1 Pest severity 41.5 - - 89.0 - - 89.0 - - AMISTAR 250 SC 
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EPPO 
Zone 

 Crop No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

         1.0 L/ha  

         Azoxystrobin + 
Cyproconazole 

             200 + 80  

        Assessment % Efficacy % Efficacy   

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate  

wheat 
 

% area. Ear - - - 1.0 L/ha  

NE 
Winter 
wheat 

8 Pest severity 
% area. Leaf 

13.8 11.5 
2.2 

87.6 10.2 
72.0 

74.3 21.0 
41.0 DIFFERENT 

STANDARDS 
 

32.8 100.0 98.0 

NE 
Winter 
wheat 

1 Pest severity 
% area. Ear 

3.3 - 
- 

96.0 - 
- 

81.0 - 
- DIFFERENT 

STANDARDS 
 

- - - 

SE 
Winter 
wheat 

1 Pest severity 
% area. Leaf 

5.4 - 
- 

99.0 - 
- 

93.0 - 
- CHAMPION 300 SC 

 
- - - 1.5 L/ha   

Pyrenophora tritici-repentis 

MAR 
Winter 
wheat 

7 Pest severity 
% area. Leaf 

28.8 33.1 
6.9 

80.1 12.8 
59.0 

78.3 13.5 
56.0 DIFFERENT 

 
95.2 93.0 92.0 STANDARDS 

SE 
Winter 
Wheat 

4 Pest severity 
% area. Leaf 

9.8 4.8 
5.8 

83.3 11.3 
68.0 

70.3 37.0 
16.0 DIFFERENT 

STANDARDS 
 

16.3 95.0 99.0 

NE 
Winter 
wheat 

16 
Pest severity 
% area. Leaf 

12.8 5.9 

6.0 

71.9 16.9 

37.0 

78.1 14.7 

54.0 DIFFERENT 

 
27.5 99.0 99.0 STANDARDS 

 13.5 100.0 100.0 
 

(1) incl. one trial on summer wheat 

 
Intended use: 001 (Septoria nodorum) 
 
The applicant demonstrated the effectiveness of the fungicide against Septoria nodorum in 
wheat in 15 trials for authorization in the central registration zone (9x in the central zone). The 
average of all trials varied in leaf and ear infestation in the untreated control between 7.5% and 
20.7% between maritime and northeast zone. Due to the application the efficacy in disease re-
duction ranged between 65.6% and 94.7%. In the maritime zone, the effectiveness was 87.5% 
(table 6.1.3-C-4). 
 
Conclusion (TRZSS/LEPTNO): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a satisfactory efficacy of 77.2% (ac-
ceptable achievement) for the control of Septoria nodorum in the maritime and northeast EP-
PO zones. No data were represented for the southeast EPPO zone. 

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Septoria nodorum in wheat.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

 
Intended use: 002 (Septoria tritici) 
 
The effectiveness of the fungicide against Septoria tritici in wheat was demonstrated by the ap-
plicant in 55 trials (45 in the central zone). The average of all trials varied the leaf and ear infes-
tation in the untreated control between 10.5% and 18.8%. Due to the application the efficacy in 
disease reduction ranged between 70.6% and 99%. In the maritime zone, the effectiveness was 
70.6% (table 6.1.3-C-4). 
 
Conclusion (TRZSS/SEPTTR): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
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PP1/214, PP1/223 and PP1/226. The applicant showed a satisfactory efficacy of 75.7% (ac-
ceptable achievement) for the control of Septoria tritici in the central registration zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Septoria tritici in wheat.  

 
 
Intended use: 003 (Puccinia recondita) 
 
The effectiveness of the fungicide against Puccinia recondita in wheat was demonstrated by the 
applicant in 39 trials (34 in the central zone). The average of all trials varied leaf infestation in 
the untreated control between 8.2% and 35%. Through the application the efficacy in disease 
reduction varied between 88.5% and 100%. In the maritime zone, the effectiveness was 99.3% 
(table 6.1.3-C-4). 
 
Conclusion (TRZSS/PUCCRE): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed in 39 trials an excellent efficacy of 
96.9% (exceptional achievement) for the control of Puccinia recondita in the central registra-
tion zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Puccinia recondita in wheat.  

 

 
Intended use: 004 (Puccinia striiformis) 
 
The applicant demonstrated effectiveness of the fungicide against Puccinia striiformis in wheat 
in 6 trials (2 in the central zone). The average of all trials varied leaf infestation in the untreated 
control between 5.3% and 13.1%. Through the application the efficacy in disease reduction var-
ied between 87.4% and 100%. In the maritime zone, the effectiveness was 87.4% (table 6.1.3-
C-4). 
 
Conclusion (TRZSS/PUCCST): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214 and PP1/223. The number of trials (six) carried out in the maritime and southeast 
EPPO zone was understated according to the EPPO standard PP1/226. The applicant 
showed a good efficacy of 89.5% (extensive achievement) for the control of Puccinia striiform-
is in the maritime and southeast EPPO zones.  

No data were represented for the northeast EPPO zone. 

Taking into account the results of the brown rust trials from wheat and based on expert 
knowledge it can be concluded to accept the data provided by the applicant to demonstrate 
the effectiveness against Puccinia striiformis in wheat.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the northeast EPPO zone or not. 

 

 
Intended use: 005 (Erysiphe graminis) 
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The applicant demonstrated effectiveness of the fungicide against Erysiphe graminis in wheat in 
24 trials (18 in the central zone). The average of all trials varied leaf and ear infestation in the 
untreated control between 3.3% and 41.5%. Through the application the efficacy in disease re-
duction varied between 88.5% and 99%. In the maritime zone, the effectiveness was 89% (table 
6.1.3-C-4). 
 
Conclusion (TRZSS/ERYSGR): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a good efficacy of 89% (extensive 
achievement) for the control of Erysiphe graminis in the central registration zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Erysiphe graminis in wheat.  

 

 

Intended use: 006 (Drechslera tritici-repentis)  
 
The effectiveness of the fungicide against Drechslera tritici-repentis in wheat was demonstrated 
by the applicant in 27 trials (17 in the central zone). The average of all trials varied leaf infesta-
tion in the untreated control between 9.8% and 28.8%. Through the application the efficacy in 
disease reduction varied between 71.9% and 83.3%. In the maritime zone, the effectiveness 
was 80.1% (table 6.1.3-C-4). 
 
Conclusion (TRZSS/PYRNTR): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a good satisfactory of 88.6% (ac-
ceptable achievement) for the control of Drechslera tritici-repentis in the central registration 
zone.   

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Drechslera tritici-repentis in wheat.  

 
 
Barley: 

The claimed application rate of A12910C was 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cy-

proconazole) with a maximum of two applications in barley. 

 

 

Table 6.1.3-C-5: Disease level / Efficacy (%) of A12910C efficacy trials against various diseases 
in barley 
EPPO 
Zone 

 Crop No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] (1) PRODUCT STANDARD 

         1.0 L/ha  

         Azoxystrobin + 
Cyproconazole 

             200 + 80  

        Assessment % Efficacy % Efficacy   

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate 

Puccinia hordei 

MAR 
Winter 
barley 

3 Pest severity 
% area. Leaf 

15.0 16.8 
4.8 

95.3 4.0 
91.0 

96.7 4.2 
92.0 CHAMPION 300 SC 

 34.4 99.0 100 1.5 L/ha 

MAR 
Summer 
barley 

2 Pest severity 
% area. Leaf 

11.7 10.9 
4.0 

96.0 5.7 
92.0 

87.5 17.7 
75.0 OPUS 125 SC 

 19.4 100 100 1.0 L/ha  

NE Winter 1 Pest severity 3.8 - - 87.0 - - 52.0 - - OPUS 125 SC 
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EPPO 
Zone 

 Crop No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] (1) PRODUCT STANDARD 

         1.0 L/ha  

         Azoxystrobin + 
Cyproconazole 

             200 + 80  

        Assessment % Efficacy % Efficacy   

        Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate 

barley  % area. Leaf - - - 1.0 L/ha  

NE 
Summer 
barley 

3 Pest severity 
% area. Leaf 

6.8 3.8 
4.5 

97.0 2.6 
95.0 

79.7 9.0 
74.0 OPUS 125 SC 

 11.2 100 90.0 1.0 L/ha  

Rhynchosporium secalis 

MAR 
Winter 
barley 

12 Pest severity 
% area. Leaf 

17.7 13.9 
3.9 

82.2 18.1 
40.0 

80.3 22.4 
23.0 DIFFERENT 

STANDARDS  40.3 100 100 

MAR 
Summer 
barley 

1 Pest severity 
% area. Leaf 

4.3 - 
- 

93.0 - 
- 

83.0 - 
- OPUS 125 SC 

 - - - 1.0 L/ha  

NE 
Winter 
barley 

5 Pest severity 
% area. Leaf 

8.9 5.5 
4.2 

86.2 8.6 
72.0 

70.0 20.2 
42.0 OPUS 125 SC 

 16.2 93.0 97.0 1.0 L/ha  

NE 
Summer 
barley 

5 Pest severity 
% area. Leaf 

14.7 19.0 
3.1 

94.4 11.4 
74.0 

89.6 16.7 
60.0 DIFFERENT 

STANDARDS  47.8 100 100 

SE 
Winter 
barley 

1 Pest severity 
% area. Leaf 

3.7 - 
- 

78.0 - 
- 

47.0 - 
- CHAMPION 300 SC 

 - - - 1.5 L/ha  

Pyrenophora teres 

MAR 
Winter 
barley 

24 Pest severity 
% area. Leaf 

16.4 12.5 
3.2 

80.9 15.1 
49.0 

76.5 18.0 
32.0 DIFFERENT 

STANDARDS  40.6 100 99.0 

MAR 
Summer 
barley 

5 Pest severity 
% area. Leaf 

16.4 10.4 
3.0 

84.2 11.3 
70.0 

86.0 13.0 
70.0 DIFFERENT 

STANDARDS  31.8 98.0 100 

NE 
Winter 
barley 

5 Pest severity 
% area. Leaf 

26.5 20.0 
7.1 

81.6 10.7 
63.0 

54.0 13.7 
36.0 OPUS 125 SC 

 55.0 89.0 70.0 1.0 L/ha  

NE 
Summer 
barley 

8 Pest severity 
% area. Leaf 

17.7 11.4 
6.0 

87.3 5.0 
81.0 

70.8 13.1 
47.0 DIFFERENT 

STANDARDS  41.9 97.0 79.0 

SE 
Summer 
barley 

2 Pest severity 
% area. Leaf 

14.1 7.4 
8.9 

98.0 1.4 
97.0 

89.0 9.9 
82.0 FALCON 460 EC 

 19.3 99.0 96.0 0.6 L/ha 

Erysiphe graminis 

MAR 
Winter 
barley 

10 Pest severity 
% area. Leaf 

13.3 10.6 
4.0 

86.6 26.5 
32.0 

90.2 20.9 
35.0 DIFFERENT 

STANDARDS  39.7 100 100 

NE 
Winter 
barley 

4 Pest severity 
% area. Leaf 

7.7 7.6 
3.2 

87.3 14.1 
68.0 

73.5 9.5 
63.0 OPUS 125 SC 

 19.1 100 83.0 1.0 L/ha  

NE 
Summer 
barley 

5 Pest severity 
% area. Leaf 

7.7 3.9 
4.1 

97.0 2.3 
93.0 

93.6 4.0 
88.0 DIFFERENT 

STANDARDS  14.4 99.0 98.0 

 
 

Intended use: 007 (Puccinia hordei) 
 
The effectiveness of the fungicide against Puccinia hordei in barley was demonstrated by the 
applicant in 9 trials (7 in the central zone). The average of all trials varied leaf infestation in the 
untreated control between 3.8% and 15%. Through the application the efficacy in disease re-
duction varied between 87% and 97%. In the maritime zone, the effectiveness was 95.6% (table 
6.1.3-C-5). 
 
Conclusion (HORVX/PUCCHD): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214 and PP1/223. The number of trials (nine) carried out in the maritime and southeast 
EPPO zones was understated according to the EPPO standard PP1/226. But because the 
applicant showed an excellent efficacy of 95.1% (exceptional achievement) for the control of 
Puccinia hordei and based on expert knowledge it can be accepted for the maritime and 
northeast EPPO zones.  

No data was represented for the southeast EPPO zone. 

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
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ness against Puccinia hordei in barley.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

 
 
Intended use: 008 (Rhynchosporium secalis) 
 
The effectiveness of the fungicide against Rhynchosporium secalis in barley was demonstrated 
by the applicant in 24 trials (21 in the central zone). The average of all trials varied leaf infesta-
tion in the untreated control between 3.7% and 17.7%. Through the application the efficacy in 
disease reduction varied between 78% and 94.4%. In the maritime zone, the effectiveness was 
87.6% (table 6.1.3-C-5). 
 
Conclusion (HORVX/RHYNSE): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a good efficacy of 85.9% (extensive 
achievement) for the control of Rhynchosporium secalis in the central registration zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Rhynchosporium secalis in barley.  

 
 
Intended use: 009 (Pyrenophora teres) 
 
The effectiveness of the fungicide against Pyrenophora teres in barley was demonstrated in 44 
trials (31 in the central zone). The average of all trials varied leaf infestation in the untreated 
control between 14.1% and 26.5%. Through the application the efficacy in disease reduction 
varied between 80.9% and 98%. In the maritime zone, the effectiveness was 82.5% (table 
6.1.3-C-5). 
 
Conclusion (HORVX/PYRNTE): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a satisfactory efficacy of 83.3% (ac-
ceptable achievement) for the control of Pyrenophora teres in the central registration zone.   

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Pyrenophora teres in barley.  

 
 
Intended use: 010 (Erysiphe graminis) 
 
The applicant demonstrated effectiveness of the fungicide against Erysiphe graminis in barley in 
19 trials (14 in the central zone). The average of all trials varied leaf infestation in the untreated 
control between 7.7% and 13.3%. Through the application the efficacy in disease reduction var-
ied between 86.6% and 97%. In the maritime zone, the effectiveness was 86.6% (table 6.1.3-C-
5). 
 
Conclusion (HORVX/ERYSGR): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed a good efficacy of 89.5% (extensive 
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achievement) for the control of Erysiphe graminis for the maritime and northeast EPPO zones. 

No data was represented for the southeast EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Erysiphe graminis in barley.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

 
 
Rye: 

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of two applications in rye. 
 
Table 6.1.3-C-6: Disease level / Efficacy (%) of A12910C efficacy trials against various diseases 
in rye 

EPPO 
 Crop 

No. 
Assessment Untreated A12910 [C] 

PRODUCT STANDARD 

Zone Trials 

    No.   
 

   1 L/ha 

  

  

As-
sessm.     

 

  
Azoxystrobin + 

    Cyproconazole 

        
 

   200 + 80  

        Assessment % Efficacy % Efficacy   

        Mean S. D. 
Min 

Mean S. D. 
Min 

Mean S. D. 
Min Trade name 

Max Max Max Product rate  

Rhynchosporium secalis 

MAR 
Winter 10 Pest severity 

31.7 27.3 
5.2 

75.4 19.9 
39.0 

83.8 15.2 
60.0 DIFFERENT 

rye 
 

% area. Leaf 80.6 100.0 100.0 STANDARDS 

MAR 
Winter 3 Pest severity 

10.7 8.1 
5.0 

57.7 25.8 
28.0 

    
  NO VALID 

rye 
 

% area. Leaf 20.0 75.0   STANDARDS 

MAR 
Winter 
rye 

1 Pest severity 
% area. Leaf 

55.9   91.0   81.0   
TILT 250EC 

       
0.5L/ha 

Puccinia recondita 

MAR 
Winter 16 Pest severity 

20.6 21.2 
3.3 

88.3 18.1 
38.0 

92.0 13.8 
45.0 DIFFERENT 

rye  % area. Leaf 72.5 100.0 100.0 STANDARDS 

MAR 
Winter 7 Pest severity 

13.4 7.3 
6.5 

89.4 9.8 
77.0 

    
  NO VALID 

rye 
 

% area. Leaf 26.2 100.0   STANDARDS 

Erysiphe graminis 

MAR 
Winter 3 Pest severity 

22.0 4.5 
17.2 

88.7 18.8 
67.0 

91.7 11.8 
78.0 NO VALID 

rye 
 

% area. Leaf 26.2 100.0 99.0 STANDARDS 

MAR 
Winter 1 Pest severity 

5.8 - 
- 

100 - 
- 

-  - 
- NO VALID 

rye 
 

% area. Leaf - - - STANDARDS 

 
 
Intended use: 011 (Rhynchosporium secalis) 
 
The applicant demonstrated effectiveness of the fungicide against Rhynchosporium secalis in 
rye in 14 trials. The average of all trials varied leaf infestation in the untreated control between 
10.7% and 31%. Through the application the efficacy in disease reduction varied between 
57.7% and 76.8%. In the maritime zone, the effectiveness was 67.3% (table 6.1.3-C-6). 
 
Conclusion (SECCE/RHYNSE): 

The presented data correspond with the requirements of the EPPO standard PP1/26, PP 
1/214, PP1/223 and PP1/226. The applicant showed a satisfactory efficacy of 73.7% (ac-
ceptable achievement) for the control of Rhynchosporium secalis in rye in the maritime EPPO 
zone.  
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No data was represented for the northeast and southeast EPPO zones. 
 
Taking into account the expert knowledge it can be concluded to accept the data provided by 
the applicant to demonstrate the effectiveness against Rhynchosporium secalis in rye.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the southeast EPPO zone or not.  

 
 
Intended use: 012 (Puccinia recondita) 
 
The effectiveness of the fungicide against Puccinia recondita in rye was demonstrated by the 
applicant in 23 trials. The average of all trials varied leaf infestation in the untreated control be-
tween 13.4% and 20.6%. Through the application the efficacy in disease reduction varied be-
tween 88.3% and 89.4%. In the maritime zone, the effectiveness was 88.9% (table 6.1.3-6). 
 
Conclusion (SECCE/PUCCRE): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226. The applicant showed 23 trials a good efficacy of 88.6% 
(extensive achievement) for the control of Puccinia recondita for the maritime EPPO zone. 

No data were represented for the southeast and northeast EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Puccinia recondita in rye.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for  
themselves whether to accept the lack of data from the southeast EPPO zone or not.  

 
 
Intended use: 013 (Erysiphe graminis) 
 
The effectiveness of the fungicide against Erysiphe graminis in rye was demonstrated by the 
applicant in 4 trials carried out in the maritime EPPO zone. The average leaf infection level in 
the untreated varied between 5.8% and 22%. Through the application the efficacy in disease 
reduction varied between 88.7% and 100% (table 6.1.3-C-6). 
 
Conclusion (SECCE/ERYSGR): 

The presented data don´t correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/226 and PP1/223. Even though the efficacy for the control of Erysiphe graminis 
in rye was excellent (91.5%) based on trials from the maritime EPPO zone. T the number of 
trials (four) was understated according to the EPPO standard PP1/226. In addition, the data of 
the application -005 and 010 were used for the evaluation of efficacy. 
 
No data were represented for the northeast and southeast EPPO zones. 
 
Based on expert knowledge and longtime field experience iIt can be concluded not toto ac-
cept the data provided by the applicant to demonstrate of the effectiveness against Erysiphe 
graminis in rye. The concerned Member States belonging to the maritime, northeast or south-
east EPPO zones have to decide for themselves whether to accept the lack of data or not. 

DE as zRMS does not accept the submitted data.  
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Triticale: 

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of two applications in triticale.  
 
Table 6.1.3-C-7: Disease level / Efficacy (%) of A12910C efficacy trials against various diseases 
in triticale 

EPPO 
Zone 
 

 Crop 
  
  
  
  
  

No. 
Trials 
No. 
As-
sess
m. 
  
  
  
  

Assessment 
  
  
  
  
  

Untreated 
  
  
  
  

A12910 [C] 
1 L/ha 

Azoxystrobin + 
Cyproconazole 

200 + 80  

PRODUCT STANDARD 

Assessment % Efficacy % Efficacy   

Mean S. D. 
Min 
Max 

Mean S. D. 
Min 
Max 

Mean S. D. 
Min 
Max 

Trade name 
Product rate  

Septoria nodorum 

MAR 
Winter 1 Pest severity 

45.1 - 
- 

59.3 - 
- 

63.8 - 
- 

OPUS TOP 
334 SE 

Triticale 
 

% area. Leaf - - - 1.5 L/ha 

Septoria tritici 

MAR 
Winter 8 Pest severity 

21.1 6.4 
10.2 

67.4 14.1 
45.0 

81.0 12.7 
60.0 DIFFERENT 

Triticale 
 

% area. Leaf 31.8 90.0 94.0 STANDARDS 

Puccinia recondita 

MAR 
Winter 4 Pest severity 

41.1 39.9 
13.0 

85.3 23.2 
51.0 

88.8 11.3 
73.0 DIFFERENT 

Triticale 
 

% area. Leaf 100.0 100.0 99.0 STANDARDS 

Erysiphe graminis 

MAR 
Winter 4 Pest severity 

22.6 18.7 
5.8 

67.0 32.9 
26.0 

80.0 22.2 
57.0 DIFFERENT 

Triticale 
 

% area. Leaf 49.4 100.0 100.0 STANDARDS 

 
 
Intended use: 014 (Septoria nodorum) 
 
The applicant demonstrated effectiveness of the fungicide against Septoria nodorum in triticale 
in 1 trial carried out in the maritime EPPO zone. The leaf infection in the untreated was 45.1%. 
Through the application the efficacy in disease reduction was 59.3% in the maritime EPPO zone 
(table 6.1.3-C-7). 
 
Conclusion (TTLSS/LEPTNO): 

The presented data do not correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226 for registration in the central zone. The number of trials (one) 
carried out in the maritime EPPO zone is understated according to the EPPO standard 
PP1/226. Taking into account the EPPO-Standard PP 1/214 the trial with an efficacy of 59.3% 
(inadequate achievement) do not show a sufficient effectiveness. 

No data were represented for the northeast and southeast EPPO zones. 
 
The requirement to demonstrate the effectiveness against Septoria nodorum in triticale was 
not fulfilled by the applicant.  

It can be concluded not to accept the intended use.  

 
 
Intended use: 015 (Septoria tritici) 
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The applicant demonstrated effectiveness of the fungicide against Septoria tritici in triticale in 8 
trials (6 in the central zone) carried out in the maritime EPPO zone. The average leaf infection 
level in the untreated was 21.1%. Through the application the efficacy in disease reduction was 
67.4% (table 6.1.3-C-7). 
 
Conclusion (TTLSS/SEPTTR): 

The presented data do not correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226 for registration in the central zone. The number of trials 
(eight) carried out in the maritime EPPO zone is understated according to the EPPO standard 
PP1/226. Taking into account the EPPO-Standard PP 1/214 the trials with an efficacy of 
67.4% (inadequate achievement) do not show a sufficient effectiveness. 

No data were represented for the northeast and southeast EPPO zones. 
 
The requirement to demonstrate the effectiveness against Septoria tritici in triticale was not 
fulfilled by the applicant.  

It can be concluded not to accept the intended use.  

 
 
Intended use: 016 (Puccinia recondita) 
 
The effectiveness of the fungicide against Puccinia recondita in triticale was demonstrated by 
the applicant in 4 trials carried out in the maritime EPPO zone. The average of all trials varied 
leaf infestation in the untreated control was 41.1%. Through the application the efficacy in dis-
ease reduction was 85.3% in the maritime zone (table 6.1.3-C-7). 
 
Conclusion (TTLSS/PUCCRE): 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/2263. Even though the efficacy for the control of Puccinia recon-
dita in triticale was good (85.3%) based on trials from the maritime EPPO zone the number of 
trials (four) was understated according to the EPPO standard PP1/226. In addition, the data of 
the application -003, -007 and -012 were used for the evaluation of efficacy. 
 
 
No data were represented for the northeast and southeast EPPO zones. 
 
Based on expert knowledge and longtime field experience it can be concluded to accept the 
data provided by the applicant to demonstrate of the effectiveness against It can be concluded 
not to accept the data provided by the applicant to demonstrate the effectiveness against 
Puccinia recondita in triticale.  

DE as zRMS does not accept the submitted data. The concerned Member States belonging to 
the maritime, northeast or southeast EPPO zones have to decide for themselves whether to 
accept the lack of data or not. 

 
 
Intended use: 017 (Puccinia striiformis) 
 
No data available. 
 
Conclusion (TTLSS/PUCCST): 

The requirement to demonstrate the effectiveness against Puccinia striiformis in triticale was 
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not fulfilled by the applicant.  

It can be concluded not to accept the intended use.  

 
 
Intended use: 018 (Erysiphe graminis) 
 
The effectiveness of the fungicide against Erysiphe graminis in triticale was demonstrated by 
the applicant in 4 trials carried out in the maritime EPPO zone. The average of all trials varied 
leaf infestation in the untreated control was 22.6%. Through the application the efficacy in dis-
ease reduction was 67% in the maritime zone (table 6.1.3-C-7). 
 
Conclusion (TTLSS/ERYSGR): 

The presented data don´t correspond with the requirements of the EPPO standards PP1/26, 
PP1/214, PP1/223 and PP1/226 for registration in the central zone. The number of trials (four) 
carried out in the maritime EPPO zone is understated according to the EPPO standard 
PP1/226. Taking into account the EPPO-Standard PP 1/214 the trials with an efficacy of 67% 
(inadequate achievement) do not show a slightly sufficient effectiveness. In addition, the 
data of the application -005, -010 and -013 were used for the evaluation of efficacy. 
 

No data were represented for the northeast and southeast EPPO zones. 
 
The requirement to demonstrate the effectiveness against Erysiphe graminis in triticale was 
not fulfilled by the applicant.  

Based on expert knowledge and longtime field experience it can be concluded to accept the 
data provided by the applicant to demonstrate of the effectiveness against Erysiphe graminis 
in rye.It can be concluded not to accept the intended use. 

DE as zRMS does not accept the submitted data. The concerned Member States belonging to 
the maritime, northeast or southeast EPPO zones have to decide for themselves whether to 
accept the lack of data or not. 

 

Oat: 

The applicant submitted no efficacy data to demonstrate efficacy against Erysiphe graminis, 
Puccinia coronata and Pyrenophora avenae on oats. Considering the good efficacy of the prod-
uct on the other cereals, the low importance of the crop, the applicant believes that registration 
should be accepted also for Puccinia coronata, Pyrenophora avenae and Erysiphe graminis. 
 
 
Intended use: 019 (Puccinia coronata) 
 
No data available. 
 
Conclusion (AVESS/PUCCCA): 

The requirement for minor uses to demonstrate the effectiveness against Puccinia coronata in 
oat was not fulfilled by the applicant.  

It can be concluded not to accept the intended use.  
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Intended use: 020 (Pyrenophora avenae) 
 
No data available. 
 
Conclusion (AVESS/PYRNAV): 

The requirement for minor uses to demonstrate the effectiveness against Pyrenophora 
avenae in oat was not fulfilled by the applicant.  

It can be concluded not to accept the intended use.  

 
 
Intended use: 021 (Erysiphe graminis) 
 
No data available. 
 
Conclusion (AVESS/ERYSGR): 

The requirement for minor uses to demonstrate the effectiveness against Erysiphe graminis in 
oat was not fulfilled by the applicant.  

It can be concluded not to accept the intended use.  

 
 

IIIA1 6.1.4-C Effects on yield and quality on cereals 

IIIA1 6.1.4.1-C Impact on the quality of plants and plant products on cereals 

Wheat: 

For a total of 52 out of 217 efficacy trials, the yield quality parameters on winter wheat were 
evaluated. Thousand grain weight was assessed in 33 trials and protein content in 17 trials. A 
summary of yield quality data is presented in table 6.1.4.1-C-1 below.  
 
Table 6.1.4.1-C-1: Impact on the quality of wheat grain assessed in efficacy trials 
EPPO  Crop No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1.0 L/ha    
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    
Assess Assessment % Untreated Trade name 

Product 
rate 

      

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Active ingredi-
ent(s) 

AI rate 
(g/ha) 

      Max Max Max     

Thousand Grain Weight g   

MAR 
Winter 
Wheat 

21 
41.0 5.3 

30.1 
104.5 4.6 

99.0 
105.0 4.3 

100.0 
BEST STANDARDS 

 49.0 117.0 117.0 

NE 
Win/Sum 
Wheat 

9 
38.1 3.0 

34.6 
107.8 4.8 

102.0 
107.1 4.1 

100 DIFFERENT  
STANDARDS  45.0 117.0 112.0 

SE 
Winter 
Wheat 

2 
29 14.7 

18.6 
125 24 

108 
    

  NO VALID  
STANDARD  39.4 142   

SE 
Winter 
Wheat 

1 
38.3 - 

- 
114 - 

- 
114 - 

- OPUS 125 SC 1.0 L/ha  

 - - - EPOXICONAZOLE 125 

Protein Content %   

MAR Winter 13 12.1 3.0 5.0 117.9 62.4 91.0 114.0 48.6 94.0 DIFFERENT  
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EPPO  Crop No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1.0 L/ha    
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    
Assess Assessment % Untreated Trade name 

Product 
rate 

      

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Active ingredi-
ent(s) 

AI rate 
(g/ha) 

      Max Max Max     

Wheat  17.4 325.0 275.0 STANDARDS 

NE 
Winter 
Wheat 

5 
12.9 1.8 

11.3 
103.2 6.8 

97 
100.3 3.7 

94 DIFFERENT  
STANDARDS  15 114 103 

SE 
Winter 
Wheat 

1 
9.5 - 

- 
104 - 

- 
104 - 

- OPUS 125 SC 1.0 L/ha  

 - - - EPOXICONAZOLE 125 

 
Based on these data, the applicant concluded that two application of A12910C at the recom-
mended rate of 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyproconazole) do not have any 
negative influences on yield quality in wheat.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/26. Addi-
tional a mean thousand grain weight increase and an improvement of the protein content both 
of 7% in wheat were achieved by applying the fungicide.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness in wheat.  

 

Barley: 

For a total of 30 out of 101 efficacy trials, the yield quality parameters on winter (23 trials) or 
summer barley (7 trials) were evaluated. Thousand grain weight was assessed in 30 trials, hec-
tolitre weight in 13 trials and protein content in 11 trials. A summary of these yield quality data is 
presented in table 6.1.4.1-C-2 below.  
 
Table 6.1.4.1-C-2: Impact on the quality of barley grain assessed in efficacy trials 
EPPO  Crop No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1.0 L/ha    
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    Assess Assessment % Untreated Trade name Product rate 

      
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min Active ingredient(s) AI rate (g/ha) 

      Max Max Max     

Thousand Grain Weight g   

MAR 
Winter 
barley 

20 
46.1 8.9 

29.4 
104.1 5.5 

96.0 
101.8 3.7 

92.0 DIFFERENT 
STANDARDS  58.0 122.0 109.0 

MAR 
Summer 
barley 

3 
47.1 5.8 

41.9 
103.7 4.7 

100 
102.7 3.1 

100 OPUS 125 SC 1.0 L/ha  

 53.3 109 106 Epoxiconazole 125 

NE 
Winter 
barley 

3 
40.9 9.7 

29.7 
113.7 15.1 

103 
105.3 4.2 

102 OPUS 125 SC 1.0 L/ha  

 46.5 131 110 Epoxiconazole 125 

NE 
Summer 
barley 

3 
43.7 8.8 

33.5 
101.3 7.2 

93 
99 5.3 

93 DIFFERENT 
STANDARDS  49.3 106 103 

SE 
Summer 
barley 

1 
38.5 - 

- 
106 - 

- 
103 - 

- FALCON 460 EC 0.6 L/ha 

 - - - Spirox. + Tebuc.+Triad. 150+100+25.8  

Hectolitre Weight kg/hl   

MAR 
Winter 
barley 

6 
64.4 4.7 

57.5 
101.7 1.0 

100.0 
101.0 1.4 

99.0 OPUS 125 SC 1.0 L/ha  

 68.8 103.0 103.0 Epoxiconazole 125 

MAR 
Summer 
barley 

2 
64.7 3.1 

62.5 
103 2.8 

101 
103 1.4 

102 OPUS 125 SC 1.0 L/ha  

 66.9 105 104 Epoxiconazole 125 

NE Winter 2 60.5 8.1 54.8 106 8.5 100 102.5 2.1 101 OPUS 125 SC 1.0 L/ha  
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EPPO  Crop No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1.0 L/ha    
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    Assess Assessment % Untreated Trade name Product rate 

      
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min Active ingredient(s) AI rate (g/ha) 

      Max Max Max     

barley  66.2 112 104 Epoxiconazole 125 

NE 
Summer 
barley 

2 
59 3.7 

56.3 
100.5 0.7 

100 
98.5 0.7 

98 DIFFERENT 
STANDARDS  61.6 101 99 

SE 
Summer 
barley 

1 
66.6 - 

- 
100 - 

- 
100 - 

- FALCON 460 EC 
Spirox. + Tebuc.+Triad. 

0.6 L/ha 
150+100+25.8   - - - 

Protein Content %   

MAR 
Winter 
barley 

5 
11.7 1.7 

9.0 
98.2 17.3 

74.0 
96.6 4.5 

89.0 OPUS 125 SC 1.0 L/ha  

 13.1 122.0 100.0 Epoxiconazole 125 

MAR 
Summer 
barley 

3 
11.2 1 

10.4 
100 3.6 

96 
97.7 3.5 

94 OPUS 125 SC 1.0 L/ha  

 12.3 103 101 Epoxiconazole 125 

NE 
Winter 
barley 

2 
12.2 1.3 

11.3 
102 5.7 

98 
104 1.4 

103 OPUS 125 SC 1.0 L/ha  

 13.1 106 105 Epoxiconazole 125 

NE 
Summer 
barley 

1 
12.6 - 

- 
101 - 

- 
103 - 

- OPUS 125 SC 1.0 L/ha  

 - - - Epoxiconazole 125 

 
Based on these data, the applicant concluded that two application of A12910C at the recom-
mended rate of 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyproconazole) do not have any 
negative influences on thousand grain weight, hectolitre weight and protein content in barley.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/26. Addi-
tional a mean thousand grain weight increase of 4.8% and an improvement in hectolitre 
weight of 2.2% in barley were achieved by applying the fungicide.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness in barley.  

 

Rye: 

For a total of 4 out of 41 efficacy trials, the yield quality parameters on rye were evaluated. 
Thousand grain weight was assessed in all 4 trials, hectolitre weight in one trial and protein con-
tent also in one trial. A summary of yield quality data is presented in table 6.1.4.1-C-3 below.  
 
Table 6.1.4.1-C-3: Impact on the quality of rye grain assessed in efficacy trials 
EPPO Crop  No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1.0 L/ha    
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    Assess Assessment % Untreated Trade name Product rate 

      

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Active ingredi-
ent(s) 

AI rate (g/ha) 

      Max Max Max     

Thousand Grain Weight g   

MAR 
Winter 
rye 

4 
34.4 2.6 

30.5 
107.3 12.1 

98.0 
107.0 9.3 

98.0 AMISTAR 250 SC 1.0 L/ha  

 36.2 125.0 120.0 Azoxystrobin 250 

Hectolitre Weight kg/hl   

MAR 
Winter 
rye 

1 
70.8 - 

- 
100 - 

- 
101 - 

- TILT 250EC 0.5 L/ha  

 - - - Propiconazole 62.5 

Protein Content %   

MAR 
Winter 
rye 

1 
10.4 - 

- 
101 - 

- 
101 - 

- TILT 250EC 0.5 L/ha  

 - - - Propiconazole 62.5 
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Based on these data, the applicant concluded that two application of A12910C at the recom-
mended rate of 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyproconazole) do not have any 
negative influences on thousand grain weight, hectolitre weight and protein content in rye.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/26. Addi-
tional a mean thousand grain weight increase of 7.3% in rye were achieved by applying the 
fungicide.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness in rye.  

 
 
Triticale: 
 
For a total of 2 out of 18 efficacy trials, the yield quality parameters on triticale were evaluated. 
Thousand grain weight was assessed in these two trials, A summary of yield quality data is pre-
sented in table 6.1.4.1-C-4 below.  
 
Table 6.1.4.1-C-4: Impact on the quality of triticale grain assessed in efficacy trials 
EPPO Crop  No. UNTREATED A12910 [C] STANDARD 
Zone   Trials   1 L/ha   
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   200 + 80            

    Assess Assessment % Untreated Trade name Product rate 

      

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Active ingredi-
ent(s) 

AI rate (g/ha) 

      Max Max Max     

Thousand Grain Weight g   

MAR Triticale 
2 

54.5 6.6 
49.8 

95.5 13.4 
86.0 

99.5 6.4 
95.0 OPUS 125 SC 1 L/ha 

2 59.1 105.0 104.0 Epoxiconazole 125 

 
Based on these data, the applicant concluded that two application of A12910C at the recom-
mended rate of 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyproconazole) do not have any 
negative influences on thousand grain weight in triticale. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/26. The 
application of the fungicide does not have a ponderable influence to the thousand grain.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness in triticale.  

 

IIIA1 6.1.4.2-C Effects on the processing procedure on cereals 

The applicant stated that A12910C is a formulated mixture of azoxystrobin and cyproconazole, 
two well established fungicide active substances already approved for use in cereals and in 
several other crops in Europe. Since the first registration, no reports on negative effects of 
azoxystrobin and cyproconazole on processing procedures were received by Syngenta.  
In order to confirm the absence of negative effect of A12910C on processing procedures of ce-
reals, two baking tests and eight malting/brewing tests were carried out in 2002 and 2003 with 
seeds sampled in wheat and barley fields treated with A12910C. 
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The applicant claims that tests performed on wheat grains from plots treated with A12910C 
show that their baking quality is not affected by the treatment. The analyses show protein levels 
similar to the control treatments with reference products and to the untreated control.  
Furthermore the applicant claims that in malting studies conducted by the IFBM revealed no 
major differences among untreated control and A12910C treated barley. Therefore, the use of 
A12910C seems not to have unacceptable effects on the industrial processes of malting and 
brewing. 
 

IIIA1 6.1.4.3-C Effects on the yield of treated plants and plant products on cereals 

Wheat: 

Yield from trials in wheat was evaluated in a total of 101 out of 217 efficacy trials. The trials 
were carried out in maritime (40 trials), northeast (54 trials) and southeast (7 trials) EPPO zone. 
A summary of yield data from these trials is presented in table 6.1.4.3-C-1 below.  
 
Table 6.1.4.3-C-1: Impact on the yield (quantity) of wheat grain in trials with disease (yield in 
dt/ha) 
EP-
PO 

Crop No. 
Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 

Zone  1.0 L/ha     
   Azoxystrobin + 

Cyproconazole 
   

  
  
  
  

  200 + 80      

Assessment % Untreated Trade name 
Active ingredient(s) 

Mean 
Min 
Max 

Mean 
Min 
Max 

Mean 
Min 
Max 

MAR 
Winter 40 

66.0 
39.4 
101.7 

115.9 
100.0 
151.0 

113.4 
94.0 
148.0 

DIFFERENT 
STANDARDS wheat  

NE 
Winter 54 

55.6 
32.5 
87.4 

115.6 
99.0 
133.0 

112.6 
100.0 
126.0 

DIFFERENT 
STANDARDS wheat  

SE 
wheat 7 

45.7 
28.2 
93.1 

130.8 
101.0 
173.0 

 124.3 
101.0  
 132.0 

DIFFERENT 
STANDARDS   

 
The applicant stated that in all EPPO zones, A12910C at the proposed dose rate of 1.0 L/ha 
had no negative effects on yield in the presence of disease. Contrarily, in the presence of dis-
ease the application of A12910C resulted in a mean yield increase between 15.6% and 30.8% 
when compared to the untreated control. In addition to the table 6.1.4.3-C-1 following table 
shows yield of the intended uses: 
 
Table 6.1.4.3-C-2: Disease-specific analysis of the yield data of wheat (yield in dt/ha) 
Target No. 

Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 
 1 L/ha    
 Azoxystrobin + 

Cyproconazole 
   

 200 + 80      

Assessment % Untreated Trade name 
Active ingredi-
ent(s) 

Product rate 
AI rate (g/ha)  

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Max Max Max 

Maritime EPPO zone 

SEPTTR 
18 

71.1 15.9 
45.0 

109.4 8.6 
100.0 

107.8 7.9 
94.0 DIFFERENT 

STANDARDS  101.7 136.0 136.0 

LEPTNO 
3 

55.5 20.3 
39.4 

124.3 15.7 
112.0 

119.7 15.9 
110.0 DIFFERENT 

STANDARDS  78.3 142.0 138.0 

PUCCRE 
11 

61.6 15.6 
39.4 

114.2 13.8 
100.0 

110.3 14.1 
94.0 DIFFERENT 

STANDARDS  81.9 142.0 138.0 

ERYSGR 
5 

69.2 17.0 
39.4 

109.4 6.7 
101.0 

106.4 5.7 
97.0 DIFFERENT 

STANDARDS  81.3 119.0 111.0 

PYRNTR 
3 

72.5 13.5 
63.8 

122.0 25.2 
105.0 

122.7 22.0 
108.0 DIFFERENT 

STANDARDS  88.1 151.0 148.0 
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Target No. 
Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 
 1 L/ha    
 Azoxystrobin + 

Cyproconazole 
   

 200 + 80      

Assessment % Untreated Trade name 
Active ingredi-
ent(s) 

Product rate 
AI rate (g/ha)  

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Max Max Max 

Northeast EPPO zone 

SEPTTR 
14 

52.2 15.0 
32.5 

115.9 8.9 
99.0 

113.4 8.2 
100.0 DIFFERENT 

STANDARDS   87.4 133.0 126.0 

ERYSGR 
9 

58.4 13.7 
39.6 

117.4 7.5 
109.0 

112.6 6.2 
104.0 DIFFERENT 

STANDARDS   87.4 133.0 124.0 

LEPTNO 
10 

56.7 14.2 
37.4 

117.9 8.1 
107.0 

114.5 8.4 
104.0 DIFFERENT 

STANDARDS   87.4 133.0 126.0 

PYRNTR 
10 

56.6 14.5 
34.0 

113.1 7.2 
99.0 

111.3 8.1 
100.0 DIFFERENT 

STANDARDS   87.4 123.0 124.0 

PUCCRE 
11 

54.1 16.0 
32.5 

113.9 9.0 
99.0 

111.4 7.4 
100.0 DIFFERENT 

STANDARDS   87.4 133.0 124.0 

Southeast EPPO zone 

PUCCRE 
1 

29.8 - 
- 

173.0 - 
- 

- - 
- 

No valid standard 
 - - - 

PUCCST 
1 

45.8 - 
- 

133.0 - 
- 

132 - 
- OPUS 125 SC 

Epoxiconazole 
1 L/ha 
125  - - - 

PYRNTR 
3 

57.5 32.9 
28.2 

105.0 5.3 
101.0 

109.0 8.5 
101.0 CHAMPION 300 SC 

Boscalid 
1.5 L/ha 
343  93.1 111.0 118.0 

SEPTTR 
1 

45.8 - 
- 

133.0 - 
- 

132 - 
- OPUS 125 SC 

Epoxiconazole 
1 L/ha 
125  - - - 

SEPTTR 1 49.7 - - 110.0 - - - - - No valid standard 

Overall central registration zone for wheat 

LEPTNO 
13 56,1 

 

37.4 121.1 

 

107.0 117.1 

 

104.0 
 

 87.4 142.0 138.0 

SEPTTR 
29 55.9 

 

32.5 110.8 

 

99.0 112.8 

 

94.0 
 

 101.7 136.0 136.0 

PUCCRE 
22 47.6 

 

29.8 134.4 

 

99.0 110.9 

 

94.0 
 

 87.4 173.0 138.0 

PUCCST 
1 45.8 

 

- 133.0 

 

- 132.0 

 

- 
 

 - - - 

ERYSGR 
13 64.9 

 
39.4 
87.4 

112.4 
 

101.0 
133.0 

109.0 
 

97.0 
124.0 

 

PYRNTR 
16 62.2 

 

28.2 113.4 

 

99.0 114.3 

 

100.0 
 

 93.1 151.0 148.0 

 
 

Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/181, PP1/214 and PP1/223. A mean grain yield increase between 13.4% and 33.7% in 
mean of all intended uses for the central EPPO zone could be achieved in wheat by applying 
the fungicide. The yield varied between 109.4% in the maritime EPPO zone and 173% in the 
southeast EPPO zone. 

For LEPTNO 13 yield results were submitted by the applicant in the central EPPO zone. The 
additional yield increased in the average of 21.1% (range: 117.9% in the EPPO northeast 
zone up to 124.3% in the maritime EPPO zone). 

For SEPTTR 29 yield results were submitted by the applicant in the central EPPO zone. The 
additional yield increased in the average of 10.8% (range: 109.4% in the maritime EPPO zone 
up to 121.5% in the southeast EPPO zone). 

For PUCCRE 22 yield results were submitted by the applicant in the central EPPO zone. The 
additional yield increased in the average of 34.4% (range: 113.9% in the northeast EPPO 
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zone up to 173% in the southeast EPPO zone). 

For PUCCST one yield result was submitted by the applicant in the southeast EPPO zone. 
The additional yield increased by 33% . 

For ERYSGR 13 yield results were submitted by the applicant in the central EPPO zone. The 
additional yield increased in the average of 12.4%(range: 109.4% in the maritime EPPO zone 
up to 117.4% in the northeast EPPO zone). 

For PYRNTR 16 yield results were submitted by the applicant in the central EPPO zone. The 
additional yield increased in the average of 13.4% (range: 105% in the southeast EPPO zone 
up to 122% in the maritime EPPO zone). 

Even though the applicant could not present data from all efficacy trials it can be concluded to 
accept the data provided by the applicant to demonstrate the effectiveness in crops. 

 

Barley: 

Yield from trials in summer (13 trials) and winter barley (29 trials) was evaluated in a total of 42 
out of 101 efficacy trials. The trials were carried out in the maritime (30 trials), and northeast (12 
trials) EPPO zone. A summary of yield data from these trials is presented in table 6.1.4.3-C-3 
below.  
 

Table 6.1.4.3-C-3: Impact on the yield (quantity) of barley grain in trials with disease (yield in 
dt/ha) 
EPPO Crop No. 

Trials 

 

 

No. 

Assess  

UNTREATED A12910 [C] STANDARD 

Zone   1.0 L/ha    

    
  

Azoxystrobin + 

Cyproconazole 
  

    

 

  200 + 80           

  Assessment % Untreated 
Trade name 

Active ingredient(s)  

Product rate 

AI rate (g/ha)  
  

Mean 
Min 

Max 
Mean 

Min 

Max 
Mean 

Min 

Max   

MAR 
Winter 26 

60.6 
27.6 

89.3 
121.4 

98.0 

203.0 
118.3 

97.0 

202.0 
DIFFERENT STANDARDS 

  

barley 
 

  

NE 
Winter 3 

50.8 
25.4 

82.1 
158.7 

116.0 

243.0 
119.3 

107.0 

140.0 

OPUS 125 SC 1.0 L/ha  

barley  Epoxiconazole 125 

MAR 
Summer 4 

71.8 
36.0 

82.4 
110.2 

100.0 

128.0 
108.5 

100.0 

127.0 

OPUS 125 SC 1.0 L/ha  

barley 
 

Epoxiconazole 125 

NE 
Summer 9 

35.6 
29.3 

56.2 
134.6 

118.0 

154.0 
131.9 

118.0 

153.0 
DIFFERENT STANDARDS 

  

barley    

 
According to the applicant in nearly all EPPO zones and in both winter and summer barley, 
A12910C at the proposed dose rate of 1.0 L/ha had no negative effects on yield of barley in the 
presence of disease. Contrarily, in the presence of disease the application of A12910C resulted 
in a mean yield increase between 10.2% and 58.7% when compared to the untreated control. In 
addition to the table 6.1.4.3-C-1 following table shows yield of the intended uses: 
 
Target No. 

Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 

 1 L/ha    
 Azoxystrobin + 

Cyproconazole 
   

 200 + 80      

Assessment % Untreated Trade name 
Active ingredient(s) 

Product rate 
AI rate 
(g/ha)  Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

Max Max Max 

Maritime EPPO zone (winter barley) 
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Target No. 
Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 

 1 L/ha    
 Azoxystrobin + 

Cyproconazole 
   

 200 + 80      

Assessment % Untreated Trade name 
Active ingredient(s) 

Product rate 
AI rate 
(g/ha)  Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

Max Max Max 

ERYSGR 
5 

61.7 11.5 
49.0 

118.6 18.0 
104.0 

112.8 16.4 
103.0 DIFFERENT 

STANDARDS  79.0 150.0 142.0 

PYRNTE 
14 

65.1 15.7 
28.0 

117.1 27.5 
101.0 

114.7 27.3 
197.0 DIFFERENT 

STANDARDS  89.0 203.0 202.0 

RHYNSE 
7 

54.8 14.4 
28.0 

128.4 36.9 
98.0 

127.3 36.1 
99.0 DIFFERENT 

STANDARDS  69.0 203.0 202.0 

Maritime EPPO zone (summer barley) 

PYRNTE 
2 

59.2 32.8 
36.0 

119.5 12.0 
111.0 

117.5 13.4 
108.0 OPUS 125 SC  

epoxiconazole 
1 L/ha 
125  82.4 128.0 127.0 

PUCCHD 
1 

82.4 - 
- 

111.0 - 
- 

108.0 - 
- OPUS 125 SC  

epoxiconazole 
1 L/ha 
125  - - - 

RHYNSE 
1 

73.9 - 
- 
- 

100.0 - 
- 
- 

100.0 - - 
OPUS 125 SC  
epoxiconazole 

1 L/ha 
125 

Northeast EPPO zone (winter barley) 

ERYSGR 
3 

50.8 28.8 
25.4 

158.7 73.0 
116.0 

119.3 18.0 
107.0 OPUS 125 SC  

epoxiconazole 
1 L/ha 
125   82.1 243.0 140.0 

PYRNTE 
3 

50.8 28.8 
25.4 

158.7 73.0 
116.0 

119.3 18.0 
107.0 OPUS 125 SC  

epoxiconazole 
1 L/ha 
125   82.1 243.0 140.0 

RHYNSE 
3 

50.8 28.8 
25.4 

158.7 73.0 
116.0 

119.3 18.0 
107.0 OPUS 125 SC  

epoxiconazole 
1 L/ha 
125   82.1 243.0 140.0 

Northeast EPPO zone (summer barley) 

PYRNTE 
4 

39.0 11.9 
29.3 

137.3 14.8 
118.0 

130.8 16.6 
118.0 DIFFERENT 

STANDARDS  56.2 154.0 153.0 

ERYSGR 
2 

31.5 3.1 
29.3 

147.0 9.9 
140.0 

143.5 13.4 
134.0 DIFFERENT 

STANDARDS  33.7 154.0 153.0 

PUCCHD 
1 

29.3 - 
- 

118.0 - 
- 

118.0 - 
- OPUS 125 SC 

epoxiconazole 
1 L/ha 
125  - - - 

RHYNSE 
2 

42.8 19.0 
29.3 

136.0 25.5 
118.0 

135.5 24.7 
118.0 OPUS 125 SC 

epoxiconazole 
1 L/ha 
125  56.2 154.0 153.0 

 
Overall central registration zone for barley 

PUCCHD 2 55.9 
 

29.3 
114.5 

 

111.0 
113.0 

 

108.0 
 

82.4 118.0 118.0 

RHYNSE 13 55.6 
 

25.4 
130.8 

 

98.0 
120.5 

 

99.0 
 

82.1 243.0 202.0 

PYRNTE 22 52.6 
 

25.4 
133.8 

 

101.0 
120.4 

 

97.0 
 

89.3 243.0 202.0 

ERYSGR 10 48.0 
 

25.4 
82.1 

141.4 
 

104.0 
243.0 

125.2 
 

103.0 
153.0 

 

 
 
 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/181, PP1/214 and PP1/223. A mean grain yield increase between 14.5% and 41.4% in 
mean of all intended uses for the central EPPO zone could be achieved by applying the fungi-
cide. The yield varied between 110.2% in the maritime EPPO zone and 139.4% in the north-
east EPPO zone. 

For PUCCHD two yield results were submitted by the applicant in the maritime and northeast  
EPPO zones. The additional yield increased in the average of 14.5% (range: 111% in the mar-
itime EPPO zone up to 118% in the northeast EPPO zone). 

For RHYNSE 13 yield results were submitted by the applicant in the maritime and northeast  
EPPO zones. The additional yield increased in the average of 30.8% (range: 98% in the mari-
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time EPPO zone up to 243% in the northeast EPPO zone). 

For ERYSGR 10 yield results were submitted by the applicant in the maritime and northeast 
EPPO zones. The additional yield increased in the average of 41.4% (range: 104% in the mar-
itime EPPO zone up to 243% in the northeast EPPO zone). 

For PYRNTE 22 yield results were submitted by the applicant in the maritime and northeast 
EPPO zones. The additional yield increased in the average of 33.8% (range: 101% in the mar-
itime EPPO zone up to 243% in the northeast EPPO zone). 

Even though the applicant could not present data from all efficacy trials it can be concluded to 
accept the data provided by the applicant to demonstrate the effectiveness in crops. 

 

Rye: 

According to the applicant yield from trials in winter rye were evaluated in a total of 39 out of 41 
efficacy trials, all carried out in the maritime EPPO zone. A summary of yield data from these 
trials is presented in table 6.1.4.3-C-5 below.  
 
Table 6.1.4.3-C-5: Impact on the yield (quantity) of rye grain in trials with disease (yield in dt/ha) 
EPPO Crop No. 

Trials 
 
No. 
Assess  

UNTREATED A12910 [C] STANDARD 

Zone   1 L/ha   

  
  

Azoxystrobin + 
Cyproconazole 

  

  

 

  200 + 80           

  Assessment % Untreated Trade name 
Active ingredi-
ent(s) 

Product rate 
AI rate 
(g/ha)  

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 

MAR 
Winter 28 

72.9  
54.8 

113.9  
99.0 

113.1  
97.0 DIFFERENT 

STANDARDS Rye  106.1 128.0 134.0 

MAR 
Winter 11 

85.5  
68.4 

109.0  
101.0 

  
 

No valid standard 
 

Rye  109.0 120.0   

 
 
The applicant stated that A12910C at the proposed dose rate of 1.0 L/ha had no negative ef-
fects on yield of winter rye in the presence of disease. Contrarily, in the disease free conditions 
the application of A12910C resulted in a mean yield increase of approximately 10% when com-
pared to the untreated control. In addition to the table 6.1.4.3-C-6 the applicant has created fol-
lowing table by request: 
 
Table 6.1.4.3-C-6: Application-specific analysis of the yield data of rye (yield in dt/ha) 
Target No. 

Trials 
  
No. 
Assess 

UNTREATED A12910 [C] STANDARD 
 1 L/ha    
 Azoxystrobin + 

Cyproconazole 
   

 200 + 80      

Assessment % Untreated Trade name 
Active ingredient(s) 

Product rate 
AI rate (g/ha)  

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

Max Max Max 

Maritime EPPO zone 

RHYNSE 
13 

78.6 17.9 
55.1 

110.2 7.1 
99.0 

112.2 8.4 
97.0 DIFFERENT 

STANDARDS 106.1 121.0 134.0 

PUCCRE 
12 

81.2 17.9 
54.8 

110.5 8.6 
99.0 

110.0 8.3 
97.0 DIFFERENT 

STANDARDS 106.1 128.0 128.0 

ERYSGR 
3 

58.8 6.6 
54.8 

121.0 6.2 
116.0 

117.0 10.1 
108.0 DIFFERENT 

STANDARDS 66.4 128.0 128.0 

RHYNSE 
3 

89.5 19.2 
70.6 

103.3 2.1 
101.0 

- - 
- No valid standard 

109.0 105.0 - 

PUCCRE 7 80.3 14.0 68.4 111.6 5.6 104.0 - - - No valid standard 
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109.0 120.0 - 

ERYSGR 
1 

86.6 - 
- 

112 - 
- 

- - 
- No valid standard 

- - - 

 

Overall central registration zone for rye 

RHYNSE 16 84.1 
 

55.1 
106.8 

 

99.0 
112.2 

 

97.0 
 

109.0 121.0 134.0 

PUCCRE 19 80.8 
 

54.8 
111.1 

 

99.0 
110.0 

 

97.0 
 

109.0 128.0 128.0 

ERYSGR 4 72.7 
 

54.8 
66.4 

116.5 
 

116.0 
128.0 

117.0 
 

108.0 
128.0 

 

 
 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/26, 
PP1/181, PP1/214 and PP1/223. A mean grain yield increase between 6.8% and 16.5% in 
mean of all intended uses for the maritime EPPO zone could be achieved by applying the fun-
gicide. The yield varied between 106.8% and 116.5% in the maritime zone. 

For RHYNSE 16 yield results were submitted by the applicant in the maritime EPPO zone. 
The additional yield increased in the average of 6.8% (range: 99% up to 121%). 

For PUCCRE 19 yield results were submitted by the applicant in the maritime EPPO zone. 
The additional yield increased in the average of 11.1% (range: 99% zone up to128%). 

For ERYSGR 4 yield results were submitted by the applicant in the maritime EPPO zone. The 
additional yield increased in the average of 16.5% (range: 116% up to 128%). 

Even though the applicant could not present data from all efficacy trials it can be concluded to 
accept the data provided by the applicant to demonstrate the effectiveness in crops. 

 

Triticale: 

No data available. 

Conclusion: 

No yield data were presented by the applicant for triticale. This does not correspond with the 
requirements of the EPPO standards PP1/26, PP1/181, PP1/214 and PP1/223.  

It can be concluded not to accept the intended uses in triticale. 

 

IIIA1 6.1-B Efficacy data on sugar beet 

The applicant supposed that all trials submitted follow the EPPO standards and was carried out 
by officially recognized test units in accordance with the principles of Good Experimental Prac-
tice (GEP). On the basis of the EPPO standard PP1/241 ‘Guidance on comparable climates’, 
the trials reported in the dossier are grouped and summarized by EPPO zones. EPPO zones 
have been defined by taking into account differences between the agro-climatic sub-areas of the 
EPPO regions. Trials have been carried out in France, Germany, Poland and United Kingdom 
between 2002 and 2014 (table 6.1-B-1). 
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Table 6.1-B-1: Spatial distribution of trials submitted to support the efficacy section in the central 
zone 

Pathogen Crop EPPO Country Number 

No. 
trials 
per 
disease 

Year 

Cercospo-
ra beticola  

sugar beet  
maritime 

DE(8), 
FR(17), UK(2) 

2721 
36 

2002-2006, 
2008, 2011, 
2012, 2014 

northeast PL 98 2009-2010, 2014 

Erysiphe 
betae 

sugar beet  maritime DE(2), FR(15) 17 17 
2002-2007, 
2009-2011, 
2013, 2014 

Ramularia 
beticola  

sugar beet  maritime 
DE(1), FR(5), 
UK(2) 

8 8 
2004, 2005, 
2008, 2011, 
2012 

Uromyces 
betae 

sugar beet maritime 
DE(2), FR(5), 
UK(2) 

7 7 
2002, 2008, 
2011, 2012, 
2014 

 

IIIA1 6.1.1-B Preliminary range-finding tests on sugar beet 

The applicant submitted no data for this annex point. He claims that preliminary range-finding 
studies are not required under the re-registration context of the dossier. The range of A12910C 
dosages have been already established in the past and the suitable product rate for an optimal 
efficacy for the claimed uses is known.  

IIIA1 6.1.2-B Minimum effective dose tests on sugar beet 

The study of minimum dose response was based on trials were more than one dose of tested 
product was used. Dosage response tests were carried out with A12910C under field condi-
tions. Minimum effective dose was tested with rates ranging from 50% to 100% of the recom-
mended rate at different EPPO zones (table 6.1.2-B-1). 
 
Table 6.1.2-B-1: Location and number of minimum effective dose trials in the EPPO climatic 
zones 

Crop Target EPPO-Zone Year 

  MAR NE  

Sugar 
beet 

Cercospora beticola 12 8 2002, 2010 

Erysiphe betae 7  2004, 2006, 2010 

Ramularia beticola 2  2004, 2005 

Uromyces betae 6  2004, 2005, 2011 

 
 
Intended use: 022 
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Minimum effective dose of A12910C for the control of Cercospora beticola on sugar beet was 
assessed in the maritime (12 trials) and the northeast (8 trials) EPPO zones in several seasons 
between 2002 and 2010. In 15 trials out of 17, 50%, 75% and 100% of the recommended dose 
rate were assessed. The two remaining trials assessed one reduced dose rate of 75%. 
Maritime EPPO zone: halving the dose rate resulted in an average efficacy loss of 12%, where-
as the reduction to 75% of the recommended dose rate caused an efficacy loss up to 4.6%. 
Northeast EPPO zone: Halving the dose rate resulted in an average efficacy loss of 6.7%, 
whereas the reduction to 75% of the recommended dose rate caused an efficacy loss of 2.3%.  
 
Intended use: 023 
Minimum effective dose of A12910C for the control of Erysiphe betae on sugar beet was as-
sessed in the maritime (7 trials) EPPO zone during the seasons 2004-2006 and 2010. In four 
trials out of seven 50%, 75% and 100% of the recommended dose rate were assessed. The 
three remaining trials assessed one reduced dose rate of 75%. A clear dose response could be 
observed after application of the different dose rates. Halving the dose rate resulted in an aver-
age efficacy loss of 13.5%, whereas the reduction to 75% of the recommended dose rate 
caused an efficacy loss up to 9%. 
 
Intended use: 024 
Minimum effective dose of A12910C for the control of Powdery mildew on sugar beet was as-
sessed in the maritime (2 trials) EPPO zone during the seasons 2004 and 2005. In one trial 
50%, 75% and 100% and in the other just 75% of the recommended dose rate were assessed. 
A dose response could be observed after application of the different dose rates. Halving the 
dose rate resulted in an efficacy loss of 3%, whereas the reduction to 75% of the recommended 
dose rate caused an efficacy loss up to 2%.  
 
Intended use: 025 
Minimum effective dose of A12910C for the control of Uromyces betae on sugar beet was as-
sessed in the maritime (6 trials) EPPO zone in the seasons 2004, 2005 and 2011. In two trials 
out of seven 50%, 75% and 100% of the recommended dose rate were assessed. No clear 
dose response can be observed between the 75% and 100% application rate. A clear dose re-
sponse can be observed between the halved rate and the other two rates. 
 
 
Table 6.1.2-B-2: Disease level/efficacy in minimum effective dose trials in sugar beet in the cen-
tral regulatory zone 
EPPO 
Zone 

 Crop No. 
Tri-
als 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

      0.5 L/ha  0.75 L/ha  1.0 L/ha  

             100 + 40  150 + 60  200 + 80  

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

Cercospora beticola 

MAR 
Sugar 
beet  

7 Pest severity 
% Plant 

59.8 33.2 
26.4 

    
  

77.3 9.4 
65.0 

81.9 8.8 
71.0 

 100.0   88.0 90.0 

MAR 
Sugar 
beet  

5 Pest severity 
% Plant 

46.7 30.1 
26.4 

70.6 16.5 
42.0 

79.0 9.8 
65.0 

82.6 8.5 
71.0 

 100.0 84.0 88.0 90.0 

NE 
Sugar 
beet  

8 Pest severity 
% Plant 

32.3 16.6 
7.9 

88.1 8.4 
74.0 

92.5 5.6 
84.0 

94.8 3.5 
89.0 

 55.0 97.0 99.0 99.0 

Powdery mildew (Erysiphe graminis, E. betae and Oidium sp.) 

MAR 
Sugar 
beet  

7 Pest severity 
% Plant 

45.1 17.8 
19.0 

    
  

76.6 24.3 
40.0 

85.6 16.5 
53.0 

 72.0   100.0 100.0 

MAR 
Sugar 
beet  

4 Pest severity 
% Plant 

45.1 24.6 
19.0 

79.5 15.7 
64.0 

87.3 10.5 
75.0 

93.0 4.8 
90.0 

 72.0 99.0 100.0 100.0 

Ramularia beticola 
MAR Sugar 2 Pest severity 29.5 9.1 23.1       93.5 3.5 91.0 95.5 2.1 94.0 
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EPPO 
Zone 

 Crop No. 
Tri-
als 

Assessment Untreated A12910 [C] A12910 [C] A12910 [C] 

      0.5 L/ha  0.75 L/ha  1.0 L/ha  

             100 + 40  150 + 60  200 + 80  

        Assessment % Efficacy % Efficacy % Efficacy 

        Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

Mean S. 
D. 

Min 
Max 

beet   % Plant 35.9   96.0 97.0 

MAR 
Sugar 
beet  

1 Pest severity 
% Plant 

35.9 - 
- 

94.0 - 
- 

96.0 - 
- 

97.0 - 
- 

 - - - - 

Uromyces betae 

MAR 
Sugar 
beet  

6 Pest incidence 
% Plant 

95.0 6.9 
82.5 

    
  

74.2 26.4 
37.0 

72.7 25.3 
42.0 

 100   100 97.0 

MAR 
Sugar 
beet  

2 Pest incidence 
% Plant 

100 0.0 
100 

86.0 15.6 
75.0 

96.0 5.7 
92.0 

93.5 2.1 
92.0 

 100 97.0 100 95.0 

* Trials carried out in the mediterranean EPPO zone tested 50%, 80% and 100% of the recommended rate. 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The ap-
plicant showed a decrease of efficacy as a result of dose reduction by 50%. The justification of 
the proposed application rate of 1.0 L/ha will be accepted. 

It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for sugar beet diseases control. 

 

 IIIA1 6.1.3-B  Efficacy tests on sugar beet 

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of two applications. The efficacy of A12910C against Cercospora 
beticola, Powdery mildew, Ramularia beticola and Uromyces betae on sugar beet was conduct-
ed in 5256 trials in 2004-2011 in different EPPO zones. 
Trials were conducted according to the general EPPO standards PP1/1, PP1/77 and PP1/226. 

 
Valid assessments were chosen as follow:  

-   Pest severity was generally preferred to pest incidence. 
-   Per cent values were generally preferred to scales. 
 

All assessments showing at least an infected area of 3% in the untreated plots were selected. If 
exceptions to this rule were done a short explanation is given in the respective section.  
Assessments carrying very atypical results, showing atypical behave of relevant reference 
products were not taken into consideration. 
 
Representative assessments were chosen as follow: 

- Preferentially assessments between 14 and 35 days after the first application were 
selected. 

- Evaluations on higher leaf levels were preferred to lower ones due to maximum in-
fection in the untreated control. 

Table 6.1.3-B-1: Location and number of efficacy trials in the EPPO climatic zones 

Crop Target EPPO-Zone Year 

  MAR NE  

Sugar beet  Cercospora beticola 2521 98 2002, 2010 
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 Erysiphe betae 1714  2004-2006, 2010 

 Ramularia beticola 86  2004, 2005 

 Uromyces betae 107  2004, 2005, 2011 

 
Table 6.1.3-B-2: Standards and trial design 

GEP Yes 

EPPO standards PP1/1, PP1/135, PP1/152, PP1/181, PP1/226, PP1/241 

Number of replications 4 

Plot design, plot size Randomized block design 

Crop growth stage (BBCH) 
at application time 

33 - 69 for sugar beet 

 
Experimental details – reference standards and test product used:  
A range of appropriate reference standards was included in the different trials. Generally refer-
ence standards were used at the registered application rates. In the data tables provided in the 
dossier the tested product is consistently referred to A12910C, while the key chosen reference 
standards are referred consistently with the trade name. Application rates are provided on the 
formulated product basis. In the table 6.1.3-B-3 below, product trade names, product composi-
tions, formulation types and application rates are listed for all reference standards included in 
the efficacy trials summarized in this report. Country where the reference standard was used is 
also indicated. 
 
Table 6.1.3-B-3: Treatments used in efficacy trials conducted on sugar beet 
Product Formulation 

Type 
Active Sub-
stances 

A.S. 
Content 

Product 
rate 

(L/ha) 

A.S. rate (g 
a.s./ha) 

Country (where used as 
standard) 

ARMURE 330 E SC difenoconazole 
propiconazole 

150 g a.s./L 
150 g a.s./L  

0.6 
90 
90 

MAR: FR 

OPERA 183 SE SE epoxiconazole 
pyraclostrobin 

50 g a.s./L 
133 g a.s./L 

1 
50 
133 

MAR: FR 

ORTIVA TOP 325 
SC 

SC azoxystrobin 
difenoconazole 

200 g a.s./L 
125 g a.s./L 

1 
200 
125 

MAR: FR 

SPYRALE EC difenoconazole 
fenpropidin 

100 g a.s./L 
375 g a.s./L 

1 
100 
375 

MAR: FR, DE, UK,NE: PL 

 
 
Product efficacy of A12910C for the control of the principal fungal diseases on sugar beet was 
summarized from a total of 5256 trials with valid assessments (table 6.1.3-B-4). 
 

Table 6.1.3-B-4: Disease level/efficacy (%) of A12910C against various diseases in sugar beet 
EPPO 
Zone 

No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

       0.8-1.0 L/ha 

       Azoxystrobin + 
Cyproconazole 

           160-200 + 64-80 

      Assessment % Efficacy % Efficacy   

      Mean S. 
D. 

Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate 

Cercospora beticola 

MAR(1) (2) 
25 Pest severity, 

% area 
42.0 26.1 

5.5 
77.3 19.8 

23 
80,6 19,2 

28 DIFFERENT 
STANDARDS  100 100 100 

NE 

9 Pest severity, 
% area 36.4 16.6 

7.9 
93.7 4.7 

85 
88.3 2.7 

35 
SPYRALE 475 
EC 

 68.8 99 98 1 L/ha 

Powdery mildew (Erysiphe graminis, E. betae and Oidium sp.) 
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EPPO 
Zone 

No. 
Trials 
No. 
Assessm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

       0.8-1.0 L/ha 

       Azoxystrobin + 
Cyproconazole 

           160-200 + 64-80 

      Assessment % Efficacy % Efficacy   

      Mean S. 
D. 

Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate 

MAR 
17 Pest severity, 

% area 
35.2 22.6 

7.4 
92.2 11.2 

56.0 
92.2 11.0 

67.0 BEST 
STANDARDS 72.0 100.0 100.0 

Ramularia beticola 

MAR (2) 
8 Pest severity, 

% area 
15.7 11.3 

4.3 
89.3 11.2 

71.0 
90.6 5.7 

82.0 DIFFERENT 
STANDARDS 35.9 100 100 

Uromyces betae 

MAR 
10 Pest incidence, 

%  
86.8 12.5 

62.5 
77.1 21.6 

42.0 
55.7 29.4 

13.0 DIFFERENT 
STANDARDS 100.0 97.0 100.0 

MAR (2) 

6 
Pest severity, 
% area 

19.3 9.0 
9.0 

96.5 4.7 
89.0 

91.0 12.7 
74.0 

SPYRALE 475 
EC 

30.0 100.0 100.0 1 L/ha 
(1) A12910C applied at a rate of 0.8 or 1.0 L/ha  
(2) A12910C applied at a rate of 0.9 or 1.0 L/ha  
 

EPPO 

Zone 

No. 

Trials 

No. 

Assessm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

       1.0 LPR/HA 

       Azoxystrobin + 

Cyproconazole 

           200 + 80 

      Assessment % Efficacy % Efficacy   

      Mean S. 

D. 

Min 

Max 

Mean S. D. Min 

Max 

Mean S. D. Min 

Max 

Trade name 

Product rate 

Cercospora beticola 

MAR 
21 Pest severity, 

% area 
32.7 25.7 

2.9 
88.4 12.2 

23 
90.6 9.2 

68.0 BEST 

STANDARDS 21 100 100 100 

NE 
8 Pest severity, 

% area 
26.1 18.6 

3.6 
92.1 4.9 

86.0 
93.3 3.7 

89.0 SPYRALE 475 EC 

8 50.1 98.0 98.0 1 LPR/HA 

Powdery mildew (ErysypheErysiphe garminisgraminis, E. betae and Oidium sp.) 

MAR 
14 Pest severity, 

% area 
36.3 21.3 

10.3 
91.6 12.1 

56.0 
92.0 10.7 

67.0 BEST 

STANDARDS 14 72.0 100.0 100.0 

Ramularia beticola 

MAR 
6 Pest severity, 

% area 
15.7 12.4 

4.3 
89.3 10.4 

71.0 
92.0 5.4 

85.0 DIFFERENT 

STANDARDS 6 35.9 100 100 

Uromyces betae 

MAR 
7 Pest incidence, 

%  
90.4 13.8 

62.5 
75.7 26.2 

42.0 
61.6 30.7 

13.0 DIFFERENT 

STANDARDS 7 100 97.0 100 

 
 
Intended use: 022 
Product efficacy of A12910C for the control of Cercospora beticola on sugar beet was tested in 
34 trials carried out in maritime (2521 trial) and northeast (98 trials) EPPO zones in 2002 to 
2014. In all trials, efficacy was assessed 15 to 55 days after the first or second application.  
The average of all trials varied the leaf infestationpest severity in the untreated control between 
5.52.9% and 100%. Due to the application the efficacy in disease reduction ranged between 
77.323% and 93.7100%. In the maritime zone, the effectiveness was 77.388.4% (table 6.1.3-B-
4). 
 
 
Conclusion:  
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The presented data correspond with the requirements of the EPPO standards PP1/1, PP 1/214, 
PP1/223, PP1/226. The applicant showed an efficacy of 87% for the control of Cercospora 
beticola. 

It can be concluded to accept the data provided by the applicant to demonstrate of the effec-
tiveness against Cercospora beticola in sugar beet. 

 
DE as zRMS accepts the submitted data. The concerned Member States have to decide them-
selves whether to accept the lack of data from the southeast EPPO zone or not. 

 
 
Intended use: 023 
Erysiphe betae, Erysiphe graminis or Oidium sp. were indicated as disease name. In this sec-
tion, all these indications were merged under powdery mildew. Product efficacy of A12910C for 
the control of Powdery mildew on sugar beet was tested in 1714 trials carried out in maritime 
EPPO zone  in 2002-2014. In all valid trials, efficacy was assessed 14 to 62 days after the first 
or second application.  
In a total of 1714 trials, the average infestation level (percent area infested) in the representative 
assessments for the untreated plots was 35.236.3% ranging between 7.410.3% and 72%, while 
the average efficacy of A12910C was 92.291.6% ranging between 56% and 100%. In all valid 
assessments, A12910C reduced the infection of Powdery mildew significant when compared to 
the untreated. No appreciable differences in performance could be observed between test prod-
uct and reference standards included. 
 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP 1/214, 
PP1/223, PP1/226. The applicant showed an efficacy of 92% for the control of Erysiphe betae in 
the maritime EPPO zone. No data were represented for the northeast EPPO zone. 
 
It can be concluded to accept the data provided by the applicant to demonstrate of the effec-
tiveness against Erysiphe betae in sugar beet. 
 
DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the northeast EPPO zone or not. 

 
 
 
Intended use: 024 
Product efficacy of A12910C for the control of Ramularia beticola on sugar beet was tested in 
86 trials carried out in the maritime EPPO zone during the season between 2004 and 2012. 
Efficacy was assessed 14 to 54 days after the first or second application. In a total of 86 trials, 
the average infestation level (percent area infested) in the representative assessments for the 
untreated plots was 15.7% ranging between 4.3% and 35.9%, while the average efficacy of 
A12910C was 89.3% ranging between 71% and 100%. In all valid assessments, A12910C re-
duced the infection of R. beticola significant when compared to the untreated. No appreciable 
differences in performance could be observed between test product and reference standards.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP 1/214, 
PP1/223, PP1/226. The applicant showed an efficacy of 89% for the control of Ramularia 
beticola in the maritime EPPO zone. No data were represented for the northeast EPPO zone. 
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It can be concluded to accept the data provided by the applicant to demonstrate of the effec-
tiveness against Ramularia beticola in sugar beet. 
 
DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the northeast EPPO zone or not. 

 
 
Intended use: 025 
Product efficacy of A12910C for the control of Uromyces betae on sugar beet was tested in 167 
trials carried out in maritime EPPO zone during the season between 2002 and 2014. Efficacy 
was assessed 14 to 62 days after the first or second application as pest incidence on leaf or 
plant or as a pest severity on plant or plot. In a total of 167 trials, the average infestation level 
(percent area infested) in the representative assessments for the untreated plots was 
61.590.4% ranging between 4.362.5% and 35.9100%, while the average efficacy of A12910C 
was 89.375.7% ranging between 7142% and 10097%.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP 1/214, 
PP1/223, PP1/226. The applicant showed an efficacy of 89% for the control of Uromyces betae 
in the maritime EPPO zone. No data were represented for the northeast EPPO zone. 
 
It can be concluded to accept the data provided by the applicant to demonstrate of the effec-
tiveness against Uromyces betae in sugar beet. 
 
DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the northeast EPPO zone or not. 

 

IIIA1 6.1.4-B Effects on yield and quality on sugar beet 

IIIA1 6.1.4.1-B Impact on the quality of plants and plant products on sugar 
beet 

Quality parameters (sugar content, Na-content, K-content and NH4NO3-content) were also 
evaluated by the applicant in a total of 28 out of 52 efficacy trials representing EPPO zones 
maritime and northeast (table 6.1.4.1-B-1). 
 
Table 6.1.4.1-B-1: Impact on the quality of sugar beet (fodder beet) assessed in efficacy trials 
EPPO No. UNTREATED A12910 [C] STANDARD 
Zone Trials 

 
1.0 L/ha  

 
  

 
Azoxystrobin + 
Cyproconazole  

 No. 
 

200 + 80  
     

 
Assess Assessment % Untreated Trade name 

Product 
rate 

  

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min Active ingredient(s) 

AI rate 
(g/ha) 

  Max Max Max   

Sugar Content 

MAR  
22 

17.0 2.0 
12.4 

104.0 5.0 
93.0 

103.6 4.5 
97.0 DIFFERENT 

STANDARDS 
 

20.2 119.0 119.0  

NE 
4 

17.8 1.4 
16.6 

103 0.8 
102 

101.3 2.1 
99 SPYRALE 475 EC 1.0 L/ha  

19.8 104 104 Difenoconazole + Fenpropidin 100 + 375  

Content Potassium  
 

MAR 3 (1) 
  

100.3 3.1 97.0 100.0 4.4 97.0 SPYRALE 475 EC 1.0 L/ha  
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3 
 

103.0 105.0 Difenoconazole + Fenpropidin 100 + 375  

NE 
6 (1) 

 
 93.7 8.8 

82 
94.2 8.1 

85 SPYRALE 475 EC 1.0 L/ha  

6 
 

106 106 Difenoconazole + Fenpropidin 100 + 375  

Content Amino Nitrogen  
 

MAR 
7 

7.9 5.1 
0.8 

94.6 16.2 
68.0 

95.3 20.6 
69.0 SPYRALE 475 EC 

Difenoconazole + Fenpropidin 
1.0 L/ha  
100 + 375  7 14.4 115.0 122.0 

NE 
6 (1) 

 
 91.5 19.1 

71 
88.3 17.7 

70 SPYRALE 475 EC 1.0 L/ha  

6 
 

112 111 Difenoconazole + Fenpropidin 100 + 375  

Nitrogen Content 
 

MAR  
6 

1.2 0.9 
0.5 

81.3 10.9 
68.0 

86.0 9.6 
70.0 DIFFERENT 

STANDARDS 6 2.8 98.0 94.0 

Content Sodium  
 

MAR  
3 (1) 

 
 82.3 9.0 

72.0 
78.3 13.1 

68.0 DIFFERENT 
STANDARDS 3 

 
88.0 93.0 

NE 
6 (1) 

 
 95.7 14.9 

76 
99.2 12.7 

88 SPYRALE 475 EC 1.0 L/ha  

6 
 

117 117 Difenoconazole + Fenpropidin 100 + 375  
(1) Untreated measured in different units.  

 
Sugar content (%) was evaluated in a total of 26 trials carried out in maritime (22 trials) and 
northeast (4 trials) EPPO zone. The mean sugar content after one to three treatments with 
A12910C was increased between 3% and 4% compared to the untreated control. No apprecia-
ble differences could be evidenced between the test product and the reference standards. 
Three important impurities (amino nitrogen, sodium and potassium content) were evaluated in a 
total of 18 trials in maritime (12 trials) and northeast (6 trials) EPPO zone. No appreciable differ-
ences could be observed between A12910C treated plots, untreated control and reference 
standards. 
 
Conclusion: 

Data demonstrated that A12910C at the proposed rate of 1.0 L/ha had no negative effects on 
any yield quality parameters of sugar beets in the presence of disease. 

It can be concluded to accept the data provided by the applicant. 

 

IIIA1 6.1.4.2-B Effects on the processing procedure on sugar beet 

Processing trials were not carried out. Negative effects of cyproconazole and azoxystrobin on 
the processing procedure of sugar beets are not been reported, neither from practical use nor 
from trial experience. 

IIIA1 6.1.4.3-B Effects on the yield of treated plants and plant products on 
sugar beet 

Yield from efficacy trials in sugar beet was evaluated in a total of 27 efficacy trials. Trials were 
carried out in maritime (21 trials) and in northeast (6 trials) EPPO zone.  
 
Table 6.1.4.3-B-1: Impact on yield (quantity) of sugar beet (fodder beet) in trials with disease 
EPPO No. 

Trials  
UNTREATED A12910 [C] STANDARD 

Zone   1.0 L/ha    
  

  
Azoxystrobin + 
Cyproconazole 

  

  No. 
Assess 

  200 + 80           

  Assessment % Untreated 
Trade name 
Active ingredient(s)  

Product rate 
AI rate 
(g/ha)  

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 

SUGAR YIELD, T/ha 

MAR* 
18 

13.3 3.4 
7.4 

114.8 12.6 
95.0 

113.2 13.0 
94.0 

BEST STANDARDS 
18 19.3 149.0 149.0 

CONTENT . SUGAR PURIFIED, T/ha 
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NE 
6 

10.4 1.9 
7.8 

107.7 4.0 
103.0 

105.7 3.9 
99.0 SPYRALE 475 EC 1.0 L/ha  

6 13.1 114.0 109.0 Difenoconazole + Fenpropidin 100 + 375  

ROOT YIELD, T/ha 

MAR* 
21 

79.0 16.4 
46.4 

113.8 10.5 
95.0 

112.9 10.7 
94.0 

BEST STANDARDS 
21 104.5 139.0 133.0 

NE 
6 

74.9 12.4 
55.3 

107.0 7.9 
99.0 

106.8 7.7 
100.0 SPYRALE 475 EC 

Difenoconazole + Fenpropidin 
1.0 L/ha  
100 + 375  6 87.3 121.0 120.0 

* One trial applied A12910C at a rate of 0.9 L/ha 

 
 
Yield in sugar beet was assessed as sugar yield (T/ha), purified sugar yield (T/ha) and root yield 
(T/ha). In both EPPO zones, A12910C at the proposed dose rate of 1.0 L/ha had no negative 
effects on yield of sugar beet in presence of disease. Contrarily, in disease free conditions, the 
application of A12910C resulted in a mean yield (root) increase between 7% and 13.8% when 
compared to the untreated control. In 13 out of 27 trials, the higher yield was confirmed by SNK 
test. Similarly, the application of A12910C resulted in a mean yield (sugar) increase between 
7.7% and 14.8% when compared to the untreated control. In seven out of 24 trials, the higher 
yield was confirmed by SNK test. No appreciable differences could be detected between 
A12910C and the reference standards tested (ORTIVA TOP 325 SC SPYRALE 475 EC and 
OPUS 12.5 EC).  
 
It is to note that several trials were carried out under conditions of mixed infections (different 
targets were observed in the trial). In addition, yield was not evaluated in all efficacy trials. 
Therefore, the number of trials indicated in the following table(table. 6.1.4.3-B-2) does not nec-
essarily correspond to the number of efficacy trials presented in Point IIIA 6.1.3-B. 
 
Table 6.1.4.3-B-2: Application-specific analysis of the yield data of sugar beet 
Target No. 

Trials  
UNTREATED A12910 [C] STANDARD 

 
  1 LPR/HA   

  
  

Azoxystrobin + 
Cyproconazole 

  

  No. 
Assess 

  200 + 80           

  Assessment % Untreated 
Trade name 
Active ingredient(s)  

Product 
rate 
AI rate 
(gai/ha)  

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 

SUGAR YIELD, T/ha (maritime EPPO zone) 

CERCBE 
12 

12.4 3.7 
7.4 

114.8 14.9 
95.0 

113.3 15.6 
94.0 

BEST STANDARDS 
12 19.3 149.0 149.0 

UROMBE 
3 

14.6 1.4 
13.4 

117.3 9.0 
107.0 

115.7 6.5 
109.0 

BEST STANDARDS 
3 16.2 123.0 122.0 

ERYSSP 
9 

15.0 2.5 
12.3 

114.2 8.9 
95.0 

112.1 7.9 
96.0 

BEST STANDARDS 
9 19.3 125.0 124.0 

RAMUBE 
5 

14.1 3.6 
9.0 

110.2 12.0 
96.0 

107.4 12.2 
94.0 

BEST STANDARDS 
5 18.5 123.0 122.0 

ROOT YIELD, T/ha (maritime EPPO zone) 

CERCBE 
15 

76.0 18.2 
46.4 

113.8 11.3 
95.0 

112.3 11.0 
94.0 

BEST STANDARDS 
15 104.5 139.0 125.0 

UROMBE 
5 

89.2 11.6 
76.3 

116.9 11.1 
104.5 

115.3 9.6 
106.2 

BEST STANDARDS 
5 104.3 127.0 126.0 

ERYSSP 
10 

86.3 11.3 
70.3 

113.2 7.1 
104.0 

112.0 7.1 
102.0 

BEST STANDARDS 
10 104.5 127.0 126.0 

RAMUBE 
5 

82.4 22.3 
47.5 

110.4 13.0 
95.0 

109.6 11.6 
95.0 

BEST STANDARDS 
5 104.3 125.0 125.0 

CONTENT . SUGAR PURIFIED, T/ha (north-east EPPO zone) 

CERCBE 
6 

10.4 1.9 
7.8 

107.7 4.0 
103.0 

105.7 3.9 
99.0 SPYRALE 475 EC 1 LPR/HA 

6 13.1 114.0 109.0 Difenoconazole + Fenpropidin 100 + 375  

ROOT YIELD, T/ha (north-east EPPO zone) 

CERCBE 
6 

74.9 12.4 
55.3 

107.0 7.9 
99.0 

106.8 7.7 
100.0 SPYRALE 475 EC 

Difenoconazole + Fenpropidin 
1 LPR/HA 
100 + 375  6 87.3 121.0 120.0 

* One trial applied A12910C at a rate of 0.9 LPR/HA 
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Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP1/181, 
PP1/214 and PP1/223. A mean sugar yield as well as root yield increase between 10 - 17% in 
mean of all intended uses for the maritime EPPO zone could be achieved in sugar beet by ap-
plying the fungicide. The mean root yield and sugar yield increase between 7% in mean of all 
intended uses for the northeast EPPO zone.  
 
Even though the applicant could not present data from all efficacy trials it can be concluded to 
accept the data provided by the applicant to demonstrate the effectiveness in crops.  

 

IIIA1 6.1-B Efficacy data on beans 

Intended use: 026 - 030 
Conclusion: 

No data were submitted to support for individual intended uses in beans, no proposal for ap-
proval can be recommended by the zRMS.  

It can be concluded not to accept the intended uses. 

 

IIIA1 6.1-P Efficacy data on peas  

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of two applications. The efficacy of A12910C against Sclerotinia sp., 
Powdery mildew, Uromyces pisi and Ascochyta sp. on peas was conducted in 13 trials in 2002-
2011 in different EPPO zones. Trials were conducted according to the general EPPO standards 
PP1/1, PP1/77 and PP1/226. 
 
Valid assessments were chosen as follow: 

- Pest severity was generally preferred to pest incidence. 

- Per cent values were generally preferred to scales. 

All assessments showing at least an infected area of 3% in the untreated plots were selected. If 
exceptions to this rule were done a short explanation is given in the respective section. As-
sessments carrying very atypical results, showing atypical behave of relevant reference prod-
ucts were not taken into consideration. 
Representative assessments were chosen as follow: 
 

- Preferentially assessments between 14 and 35 days after the first application were 
selected. 

- Evaluations on higher leaf levels were preferred to lower ones due to maximum in-
fection in the untreated. 

Experimental details – reference standards and test product used: 
A range of appropriate reference standards was included in the different trials. Generally refer-
ence standards were used at the registered application rates. In the data tables provided in the 
dossier the tested product is consistently referred to A12910C, while the key chosen reference 
standards are referred consistently with the trade name. Application rates are provided on the 
formulated product basis. In table 6.1.3-P-1 below, product trade names, product compositions, 
formulation types and application rates are listed for all reference standards included in the effi-
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cacy trials summarized in this report. Country where the reference standard was used is also 
indicated. 
 
Table 6.1.3-P-1: Treatments used in efficacy trials conducted on peas 
Product (EPPO zone) Formulation 

Type 
Active 
Substances 

A.I. 
Content 

Product 
rate 

A.I. rate Country (where  

(L/ha) (g as/ha) 
used as stand-
ard) 

ACANTO 250 SC SC picoxystrobin 250 1 250 MAR: FR 

HORIZON 250 EC EW tebuconazole 250 0.8 200 MAR: FR 

BRAVO 500 SC chlorothalonil 500 2-3 1000-1500 MAR: FR 

WALABI 525 SC SC 
chlorothalonil 
pyrimethanil 

375 
150 

2 
700 
300 

MAR: FR 

ORTIVA TOP 325 SC SC 
azoxystrobin 
difenoconazole 

200 
1 

200 
125 

SE: HU 
125 

AMISTAR OPTI 480 SC SC 
azoxystrobin 
chlorothalonil 

80 
2.5 

200 
1000 

MAR: FR 
 400 

 
Product efficacy of A12910C for the control of the principal fungal diseases on peas was sum-
marized from a total of 15 trials with valid assessments (table 6.1.3-P-2). 
 
Table 6.1.3-P-2: Disease level/efficacy (%) of A12910C against various diseases in peas 
EPPO 
Zone 
  

No. 
Trials 
No. 
Assessm. 
 

Assessment 
 

Untreated 
  

A12910 [C] 
1 LPR/HA 

Azoxystrobin + 
Cyproconazole 

200 + 80  

PRODUCT STANDARD 

Assessment % Efficacy % Efficacy   

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate  

Erysiphe sp. (E. polygoni and E. pisi) 

MAR 
1 Pest severity 

% Plant 
30.8 - 

- 
91.0 - 

- 
89.0 - 

- ACANTO 250 SC  

1 - - - 1 L/ha 

Sclerotinia sp. 

MAR 
1 Pest incidence 

IS 0-5 
3.5 - 

- 
100 - 

- 
100 - 

- AMISTAR OPTI 660 SC  

1 - - - 2.5 L/ha  

Uromyces pisi 

MAR 
2 Pest severity 

% Plant 
41.4 7.8 

35.8 
92.0 1.4 

91.0 
90.0 1.4 

89.0 HORIZON 250 EW 

2 46.9 93.0 91.0 0.8 L/ha 

Ascochyta sp. 

MAR 
8 Pest severity 

% Leaf/pod 
24.0 20.0 

10.1 
64.1 14.3 

45.0 
47.3 22.3 

11.0 BRAVO 500 

8 68.4 87.0 82.0 2-3 L/ha 

SE 
1 Pest severity 

% leaf 
5.8 - 

- 
86 - 

- 
88 - 

- ORTIVA TOP 325 SC 

1 - - - 1 L/ha 

 
 
Intended use: 031 (Colletotrichum lindemuthianum) 
 
Conclusion: 

No data were submitted to support for Colletotrichum lindemuthianum in peas, no proposal for 
approval can be recommended by the zRMS.  

It can be concluded not to accept the intended use. 

 
 
Intended use: 032 (Uromyces pisi) 
Product efficacy of A12910C for the control of Uromyces pisi on peas was tested in two trials 
carried out in Maritime EPPO zone during the season 2006. Efficacy was assessed 25 to 35 
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days after the first application. The infestation (percent area infested) for the untreated plot was 
41.4% ranging between 35.8% and 46.9%, while the average efficacy of A12910C was 92% 
ranging between 91% and 93%. In all valid assessments, A12910C reduced the infection of 
Uromyces pisi significant when compared to the untreated. No appreciable differences in per-
formance could be observed between test product and reference standard included (HORIZON 
250 EW). 
 
Conclusion: 

The applicant did not submit the necessary number of 3 fully supportive trials per pathogen in 
more than one year as recommended in EPPO standard PP1/226. 
 
It can be concluded not to accept the data provided by the applicant to demonstrate the ef-
fectiveness against Uromyces pisi in peas.  

 
 
Intended use: 033 (Perenospora pisi) 
 
Conclusion: 

No data were submitted to support for Perenospora pisi in peas, no proposal for approval can 
be recommended by the zRMS.  

It can be concluded not to accept the intended use. 

 
Intended use: 034 (Erysiphe sp.) 
Product efficacy of A12910C for the control of Erysiphe sp. (E. polygoni and E. pisi) on peas 
was tested in 1 trial carried out in the maritime EPPO zone during the season of 2002. Efficacy 
was assessed 17 to 27 days after the first or second application. The results arranged by EPPO 
zone are summarized in table 6.1.3-P-2. 
The infestation (percent area infested) in the untreated plot was 30.8% with an efficacy of 91% 
for A12910C. A12910C reduced the infection of Erysiphe sp. significant compared to the un-
treated. No appreciable differences in performance could be observed between test product and 
reference standard included (ACANTO 250 SC). 
 
Conclusion: 

Even though the efficacy of these one trial is excellent (91%) the necessary number of 3 fully 
supportive trials per pathogen as recommended in EPPO standard PP1/226 is not fulfilled.  
 
It can be concluded not to accept the data provided by the applicant to demonstrate the ef-
fectiveness against Erysiphe sp. in peas.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

 
 
Intended use: 035 (Sclerotinia sp.) 
Product efficacy of A12910C for the control of Sclerotinia sp. on peas was tested in one trial 
carried out in Maritime EPPO zone during the season 2005. Efficacy was assessed 14 days 
after the second application. The infestation (area infested, IS 0-5) for the untreated plot was 
3.5% with an efficacy of A12910C of 100%. A12910C reduced the infection of Sclerotinia sp. 
significant when compared to the untreated. No appreciable differences in performance could 
be observed between test product and reference standard included (AMISTAR OPTI 480 SC).  
 



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 75 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Conclusion: 

The very restricted number of trials (one trial) does not fulfil the necessary number of 3 fully 
supportive trials per pathogen as recommended in EPPO standard PP1/226.  
Furthermore in this trial the disease incidence or severity is very low with fewer than 5%. This 
trial cannot be included in the assessment. Such trials will not provide any meaningful as-
sessment of product effectiveness.  

It can be concluded not to accept the data provided by the applicant to demonstrate the ef-
fectiveness against Sclerotinia sp. in peas.  

 
 
Intended use: 35a (Ascochyta sp.) 
Product efficacy of A12910C for the control of Ascochyta sp. on peas was tested in 9 trials car-
ried out in maritime (8 trials) and southeast (1 trial) EPPO zones during the seasons from 2002 
to 2006 and from 2010 to 2011. Efficacy was assessed 15 to 39 days after the first or second 
application. The results arranged by EPPO zone are summarized in table 6.1.3-P-2. It is to note 
that two trials carried out in the maritime EPPO zone assessing for Mycosphaerella pinodes 
were included in these evaluations. Mycosphaerella pinodes together with Phoma medicaginis 
var. pinodella and Ascochyta pisi is part of a complex of seedborne fungi associated with Asco-
chyta spp. that infect peas.  
Maritime EPPO zone: In a total of 8 trials, the average infestation level (percent area infested) 
in the representative assessments for the untreated plots was 24% ranging between 11.3% and 
17.2%, while the average efficacy of A12910C was 81.5% ranging between 10.1% and 68.4%. 
In the majority of the assessments, A12910C reduced the infection of Ascochyta sp. significant 
when compared to the untreated. The assessment showing no significance was characterized 
by a relatively variable infestation level between the replicates. A12910C was slightly higher in 
performance than the product standard included (BRAVO 500). 
Southeast EPPO zone: The infestation (percent area infested) in the untreated plot was 5.8% 
with an efficacy of A12910C of 86%. A12910C reduced the infection of Ascochyta sp. significant 
when compared to the untreated. No appreciable differences in performance could be observed 
between test product and reference standard included (ORTIVA TOP 325 SC). 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP1/77, 
PP1/223 and PP1/226. The applicant showed a satisfactory efficacy of 82% for the control of 
Ascochyta sp. in the maritime and 86% in the south east EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Ascochyta sp. in peas.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

 
 

IIIA 6.1.4-P Effects on yield and quality on peas  

IIIA 6.1.4.1-P Impact on the quality of plants and plant products on peas and beans 
One efficacy trial carried out in South-East EPPO zone evaluated Thousand Grain Weight on 
peas. A summary of this yield quality data is presented in table 6.1.4.1-P-1 below.  
 
Table 6.1.4.1-P-1: Impact on the quality of peas assessed in efficacy trials 
EPPO  Crop No. UNTREATED A12910 [C] STANDARD 
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Zone   Trials   0.8 LPR/HA   
      

  
Azoxystrobin + 
Cyproconazole 

  

    No.   160 + 64           

    Assess Assessment % untreated Trade name Product rate 

      

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min Active ingredient(s) 

AI rate 
(gai/ha) 

      Max Max Max     

Thousand Grain Weight. g   

SE Peas 
1 

166 - 
- 

102 - 
- 

99 - 
- ORTIVA TOP 325 SC  

Azoxyst. + Difenoc. 
1 L/ha  
200 + 125 1 - - - 

 
Thousand Grain Weight assessed in the trial carried out in the southeast EPPO zone demon-
strated that A12910C at 0.8 L/ha has no negative effects on peas. 
 

IIIA 6.1.4.2-P Effects on the processing procedure on peas and beans 
No data have been submitted to support this annex point. A12910C is a formulated mixture of 
azoxystrobin and cyproconazole, two well established fungicides active substances already ap-
proved for use in several other crops in Europe. Since the first registration, no reports on nega-
tive effects of azoxystrobin and cyproconazole on processing procedures were received by the 
applicant. 
 

IIIA 6.1.4.3-P Effects on the yield of treated plants and plant products on peas and beans 
Yield from efficacy trials in peas was evaluated in a total of 12 efficacy trials. All trials were car-
ried out in the maritime EPPO zone. 
 
Table 6.1.4.3-P-1: Impact on yield (quantity) of peas in trials with disease 
EPPO No. 

Trials  
UNTREATED A12910 [C] STANDARD 

Zone   1 L/ha   
  

  
Azoxystrobin + 
Cyproconazole 

  

  No. 
Assess 

  200 + 80            

  Assessment % Untreated 
Trade name 
Active ingredient(s) 

Product 
rate 
AI rate 
(gai/ha) 

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 

MAR 
12 

48.3 20.4 
23.7 

116.2 17.2 
93.0 

116.1 15.5 
88.0 DIFFERENT 

STANDARDS 12 99.9 151.0 137.0 

 
In the maritime EPPO zone, A12910C at the proposed dose rate of 1 L/ha had no negative ef-
fects on yield of peas in presence of disease. Contrarily, in diseased conditions the application 
of A12910C resulted in a mean yield increase of 16.2% when compared to the untreated con-
trol. No appreciable differences could be detected between A12910C and the reference stand-
ards tested (AMISTAR OPTI 480 SC and ACANTO 250 SC).  
On request of the zRMS, a target-specific analysis over all yield data has been provided during 
stop the clock. It is to note that several trials were carried out under conditions of mixed infec-
tions (different targets were observed in the trial). In addition, yield was not evaluated in all effi-
cacy trials. Therefore, the number of trials indicated in the following table does not necessarily 
correspond to the number of efficacy trials. 
 
Table 6.1.4.3-P-2: Application-specific analysis of peas in trials with disease 
Target No. 

Trials  
UNTREATED A12910 [C] STANDARD 

 
  1 LPR/HA   

  
  

Azoxystrobin + 
Cyproconazole 

  

  No. 
Assess 

  200 + 80            

  Assessment % Untreated 
Trade name 
Active ingredient(s) 

Product 
rate 
AI rate 
(gai/ha) 

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 
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Target No. 
Trials  

UNTREATED A12910 [C] STANDARD 

 
  1 LPR/HA   

  
  

Azoxystrobin + 
Cyproconazole 

  

  No. 
Assess 

  200 + 80            

  Assessment % Untreated 
Trade name 
Active ingredient(s) 

Product 
rate 
AI rate 
(gai/ha) 

  
Mean SD 

Min 
Mean SD 

Min 
Mean SD 

Min 

  Max Max Max 

Maritime EPPO zone 

COLLLD 
8 

45.4 14.2 
23.7 

111.0 12.4 
93.0 

111.5 13.4 
88.0 DIFFERENT 

STANDARDS 8 61.6 130.0 129.0 

UROMPS 
2 

33.7 3.4 
31.3 

143.0 11.3 
135.0 

134.5 3.5 
132.0 

AMISTAR OPTI 480 SC 
Azoxystrobin + Chlorothalonil 

2.5 L/ha 
200 + 
1000 

2 
36.1 151.0 137.0 

ERYSPI 
1 

48.7 - 
- 

123 - 
- 

132 - 
- ACANTO 250 SC 

Picoxystrobin 
1 L/ha 
250 1 - - - 

SCLESP 
1 

99.9 - 
- 

97 - 
- 

100 - 
- 

AMISTAR OPTI 480 SC 
Azoxystrobin + Chlorothalonil 

2.5 L/ha 
200 + 
1000 

1 
- - - 

 
In general, an application-specific analysis of the yield data demonstrates an increase in the 
yield in plots treated with A12910C for all targets claimed. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/1, PP1/77, 
PP1/214 and PP1/223. A mean grain yield increase of 16% in mean of all intended uses for 
the central EPPO zone could be achieved in peas by applying the fungicide. 

Even though the applicant could not present data from all efficacy trials it can be concluded to 
accept the data provided by the applicant to demonstrate the effectiveness in crops. 

IIIA1 6.1-O Efficacy data on oilseed rape 

The applicant supposed that all trials submitted follow the EPPO standards and was carried out 
by officially recognized test units in accordance with the principles of Good Experimental Prac-
tice (GEP). On the basis of the EPPO standard PP1/241 ‘Guidance on comparable climates’, 
the trials reported in the dossier are grouped and summarized by EPPO zones. EPPO zones 
have been defined by taking into account differences between the agro-climatic sub-areas of the 
EPPO regions. Trials have been carried out in Belgium, Czech Republic, Finland, France, Ger-
many, Hungary, Latvia, Lithuania, Netherlands, Poland, Slovakia, Switzerland and the United 
Kingdom between 2002 and 2014 (table 6.1-O-1). 
 
Table 6.1-O-1: Spatial distribution of trials submitted to support the efficacy section in the central 
zone 

Pathogen Crop EPPO Country Number 

No. 
trials 
per 

disease 

Year 

Alternaria brassicae oilseed rape 

maritime 
FR(1), 
CZ(2) 

3 

6 

2010, 2013 

northeast PL 2 2009, 2010 

southeast HU 1 2007 
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Sclerotinia sclerotiorum oilseed rape 

maritime 

CZ(6) 
DE(28) 
FR(3) 
UK(1) 
AT(1) 

39 

49 

2010,  
2012-2014 

northeast PL 6 2009, 2010 

southeast HU 2 2010 

 
 

IIIA1 6.1.1-O Preliminary range-finding tests on oilseed rape 

The applicant submitted no data for this annex point. He claims that preliminary range-finding 
studies are not required under the re-registration context of the dossier. The range of A12910C 
dosages have been already established in the past and the suitable product rate for an optimal 
efficacy for the claimed uses is known.  

IIIA1 6.1.2-O Minimum effective dose tests on oilseed rape 

The study of minimum dose response was based on trials were more than one dose of tested 
product was used. The applicant claims that dosage response tests were carried out with 
A12910C under field conditions. Minimum effective dose was tested with rates ranging from 
50% to 100% of the recommended rate (table 6.1.2-O-1). 
 
Table 6.1.2-O-1: Location and number of minimum effective dose trials in the EPPO climatic 
zones 

EPPO Zone Year/Country of application No. of minimum effective dose 
tests 

maritime 2010 1 

  
The applicant submitted just one study of minimum dose response to support the minimum ef-
fective dose where one reduced dose of the product was used. The trial was conducted in mus-
tard which belongs to the same family (Brassicaceae) as oilseed rape. The applicant assumes 
that therefore it can be used as representative result for the efficacy of A12910C against Alter-
naria brassicae. 
Dosage response test was carried out with A12910C under field conditions against Alternaria 
brassicae with the objective to confirm the ‘Minimum effective dose’ in accordance with EPPO 
standard PP1/225. Minimum effective dose was tested with 75% and 100% of the recommend-
ed rate in the maritime EPPO zone. 
 
Table 6.1.2-O-2: Disease level/efficacy in minimum effective dose trials in the central zone 

Crop Pathogen 
EPPO 
Zone 

n 

Disease 
level in 
UTC 
(%) 

Control (%) of test product 

1 N 0.75 N 0.5 N 

mean mean min max mean min max mean min max 

1 2 3 4 5 

Mustard ALTEBA maritime 1 7.4 84.0   83.0      
1 common names 
2 EPPO-Zone 
3 number of results (test/reference product) 
4 disease level untreated control (UTC) [%] 
5 application rate test product (target dose rate (N), reduced dose rates (range of 0,8 N to 0,5 N)) 
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Conclusion: 

The registered result from the company is not acceptable. The applicant just submitted 1 trial 
result of minimum effective dose in mustard against S. sclerotiorum. The number of minimum 
effective dose trials should be ranged between 3 to 5 trials for each intended use separately. 
The applicant claims that the relatively low infestation level of A. brassicae does not allow a 
proper evaluation of the required minimum effective dose required for an optimal control of this 
disease on oilseed rape.   

IIIA1 6.1.3-O Efficacy tests on oilseed rape 

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of two applications. The efficacy of A12910C against S. sclerotiorum and 
A. brassicae on oilseed rape was conducted in 48 trials in 2010 in different EPPO zones. 
 
The applicant claims, that in general trials were conducted to GEP and followed the appropriate 
EPPO standards by officially recognized testing organizations. An overview of the trial design is 
given in the following table. 
 
Table 6.1.3-O-1: Standards and trial design 

GEP 49 GEP 
12 non GEP 

EPPO standards PP 1/152, PP 1/135, PP 1/78, PP 1/181, CEB220 

Number of replications 4 

Plot design, plot size 16.5-39 m2 

Trials per intended use Alternaria brassicae (6) 
Sclerotinia sclerotiorum (49) 

Number of varieties Adriana(3), Alegria, Allessio, Allister, Arsenal, Avatar(4), Az147, 
Betty, Cabernet(2), Californium(2), Caussade Csz0562, Ekstorm, 
Goya, Kador(2), Ladoga, Linus(4), Maplus, Mendel(2), Mendel-
son, Mercure, Minotaurus(2), Navajo, Nemax, Ontario(4), Osprey, 
Petrol, Remy, Rohan, Satori, Sherlock, Sherpa(2), Tenno, Vectra, 
Visby(4), Vision(3) 

Crop growth stage 
(BBCH) at application 

Application at flowering: BBCH 61-65 (72 trials), BBCH 65-69 (12 
trials). Different application timing were adopted in the trials 

 

 
Product efficacy of A12910C for the control of the principal fungal diseases on oilseed rape was 
summarized from a total of 53 trials with valid assessments: one trial was carried out on mus-
tard and 18 on oilseed rape.  
 
Table 6.1.3-O-2: Disease level/efficacy (%) of A12910C against various diseases in oilseed 
rape (BRSNN) 

 Applica-
tion tim-

ing 
n 

Assessment disease 
level 

(UTC) 
[%] 

test product mean of all ref. product 

EPPO Zone mean min max mean min max 

1 2 3 4 5 6 7 
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 Applica-
tion tim-

ing 
n 

Assessment disease 
level 

(UTC) 
[%] 

test product mean of all ref. product 

EPPO Zone mean min max mean min max 

Alternaria brassicae 

maritime* BBCH 65 1 
Pest severity 
% silique 7.4 84.0   76.0   

maritime BBCH 61 1 
Pest incidence 
% stem 65.0 94.0   95.0   

maritime  BBCH 65 2 
Pest incidence 
% stem or leaf 63.0 97.5 95.0 100.0 99.0 98.0 100.0 

northeast BBCH 65 1 
Pest severity 
% Leaf 3.1 68.0   73.0   

northeast BBCH 65 1 
Pest incidence 
% pod 7.0 71.0   68.0   

southeast BBCH 65 1 
Pest incidence 
% stem 

8.2 88.0   70.0   

Sclerotinia sclerotiorum 

maritime BBCH 61 17 
Pest incidence 
% stem 

32.9 73.8 45.0 100.0 73.8 42.0 100.0 

maritime BBCH 65 38 
Pest incidence 
% stem 

27.7 74.6 32.0 100.0 78.7 44.0 100.0 

maritime BBCH 69 2 
Pest incidence 
% stem 

57.5 53.5 47.0 60.0 67.0 52.0 82.0 

mediterrane-
an  

BBCH 65 2 
Pest incidence 
% stem 

26.5 60.5 48.0 73.0 72.0 61.0 83.0 

northeast  BBCH 65 6 
Pest incidence 

% stem 
27.8 77.7 48.0 93.0 79.7 50.0 100.0 

southeast BBCH 69 2 
Pest incidence 

% stem 
36.1 42.5 14.0 71.0 64.5 51.0 78.0 

1 EPPO-Zone  
2 application timing 
3 number of results (test/reference product) 
4 assessment 
5 disease level untreated control (UTC) [%] 
6 mean (median), minimum, maximum test product 
7 mean (median), minimum, maximum reference product 
* Mustard 

 
 
Conclusion: 

BRSNW/ALTEBA: The present data corresponded with the requirements of the EPPO stand-
ards PP 1/78, PP 1/214 and PP 1/223. The applicant showed a good efficacy more than 80% in 
total for the control of Alternaria brassicae. 
It can be concluded that the submitted efficacy data for the discussed intended use is evaluated 
positively.  
 
BRSNW/SCLSC: The present data corresponded with the requirements of the EPPO standards 
PP 1/78, PP 1/214 and PP 1/223. The applicant showed a good efficacy more than 70% in total 
for the control of Sclerotinia sclerotiorum. 
It can be concluded that the submitted efficacy data for the discussed intended use is evaluated 
positively.  
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IIIA1 6.1.4-O Effects on yield and quality on oilseed rape 

IIIA1 6.1.4.1-O Impact on the quality of plants and plant products 

A total of 16 out of 19 efficacy trials evaluated yield quality parameters on oilseed rape. Thou-
sand grain weight (TGW) was assessed in all 16 trials. A summary of yield quality data from 
these 16 oilseed rape trials is presented in table 6.1.4.1.4-O-1 below. 
 
Table 6.1.4.1.4-O-1: Quality parameters estimated in the efficacy trials (thousand grain weight 
[g]) 
EPPO 
Zone 

 
 
 
 
 

No. 
tri-
als 

 
 
 

Untreated 

(TGW [g]) 

A12910C (1.0 L/ha ) 
(% relative to un-

treated) 

STANDARD 
(% relative to untreated) 

 

Mea
n 

SD 
Min 
Max 

Mean SD 
Min 
Max 

Mea
n 

SD 
Min 
Max 

Active substance 
rate 

(as/ha) 

maritime 
8 
 

4.9 0.8 
3.9 

101.0 3.6 
97.0 104.

4 
5.6 

93.0 
Different Standards 

6.2 106.0 112.0 

mediter-
ranean 

2 
 

5.4 0.2 
5.3 

105.5 2.1 
104.0 100.

5 
0.7 

100.0 FILAN 50 WDG 
boscalid 

0.5kg/ha 

5.5 107.0 101.0 250 

north-
east 

4 4.3 1.1 

2.8 

105.3 4.1 

100 
102.

5 
4.8 

96 PICTOR 400 SC 0.5 L/ha 

5.5 110 107 
boscalid + 

dimoxystrobin 
100+100 

south-
east 

2 5.9 0 

5.9 

102.5 3.5 

100 
104.

5 
0.7 

104 PICTOR 400 SC 0.4 L/ha 

5.9 105 105 
boscalid + 

dimoxystrobin 
80 + 80 

 
The applicant claims that based on these data, it can be concluded that one or two application 
of A12910C at the recommended rate of 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocon-
azole) do not have any negative influences on yield quality in oilseed rape. Evaluations of thou-
sand grain weight did not evidence any negative impact on grain of oilseed rape.  

IIIA1 6.1.4.2-O Effects on the processing procedure on oilseed rape 

The applicant submitted no data and no concrete information to support this annex point. He 
just claims that A12910C is a formulated mixture of azoxystrobin and cyproconazole, two well 
established fungicides active substances already approved for use in oilseed rape and in sever-
al other crops in Europe. Since the first registration, no reports on negative effects of 
azoxystrobin and cyproconazole on processing procedures were received by the applicant.  

IIIA1 6.1.4.3-O Effects on the yield of treated plants and plant products on 
oilseed rape 

Yield from trials in oilseed rape and mustard was evaluated in a total of 19 efficacy trials. Trials 
were carried out in maritime (10 trials), mediterranean (2 trials), northeast (5 trials) and south-
east (2 trials) EPPO zones. A summary of yield data from these trials is presented in table 
6.1.4.3.4-O-1 below.  
 
Table 6.1.4.3.4-O-1: Impact on the yield (quantity) of oilseed rape and other oilseed rapes in 
trials with disease (yield in dt/ha) 
EPPO Crop No. 

Trials 
 
 

No. 

UNTREATED A12910C STANDARD 

Zone 
 

1.0 L/ha  
 

  
 

Azoxystrobin + 
Cyproconazole  

   
 

200 + 80 
   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 82 of 340 

 

Julius Kühn-Institut 
2017-05-23 

  As-
sess 

Assessment % Untreated 

  Mea
n 

SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

  Max Max Max 

maritime mustard 
1 

12.6 - 
- 

144 - 
- 

137 - 
- 

1 - - - 

maritime 
oilseed 
rape 

9 
34.7 8.3 

22.3 
110.3 12.3 

88.0 
113.1 16.7 

86.0 

9 44.1 128.0 137.0 

mediterranean 
oilseed 
rape 

2 
47.6 0.6 

47.2 
101.5 3.5 

99.0 
100.0 0.0 

100.0 

2 48.0 104.0 100.0 

northeast 
oilseed 
rape 

5 
37.7 

10.
8 

25.9 
110.8 9.3 

101 
111.2 10.8 

100 

5 49.9 121 124 

southeast oilseed 
rape 

2 
28.6 2.1 

27.1 
118 0 

118 
114 0 

114 

2 30.1 118 114 

 
The applicant claims that in all EPPO zones, A12910C at the proposed dose rate of 1.0 L/ha 
had no negative effects on yield of oilseed rape in the presence of disease. Contrarily, in dis-
ease free conditions the application of A12910C resulted in a mean yield increase in oilseed 
rape between 1.5% and 18% when compared to the untreated control. In seven trials, the higher 
yield was confirmed by SNK test indicating that disease pressure can lead to a significant yield 
reduction if not controlled. No appreciable differences could be detected between A12910C and 
the reference standards tested (CARAMBA 60 SL, FILAN 50 WDG and PICTOR 400 SC). 
 
Conclusion: 

The present data corresponded with the requirements of the EPPO standards PP 1/78,  
PP 1/214 and PP 1/223. Good effect on yield was recorded when A12910C was applied at tar-
get dosage. It can be concluded that submitted data by the applicant are accepted. 

 

IIIA1 6.1-S Efficacy data on sunflower 

The applicant supposed that all trials submitted follow the EPPO standards and were carried out 
by officially recognized test units in accordance with the principles of Good Experimental Prac-
tice (GEP). The trials were conducted in Hungary and Slovakia of the southeast EPPO zone 
between 2005 and 2011 (Table 6.1-S-1). 
 
Table 6.1-S-1: Spatial distribution of trials submitted to support the efficacy section in the south-
east EPPO zone 
Plant disease Crop EPPO Country Number Seasons 

zone trials 

Alternaria helianthi sunflower SE HU 3 2005-2006 

Diaporthe helianthi = Phomopsis helianthi sunflower SE HU 5 2005-2006 

Phoma macdonaldi = Leptosphaeria lind-
quistii sunflower SE HU 1 

2005 

Sclerotinia sclerotiorum sunflower SE 
HU(6), 
SK(7) 13 

2005-2006, 2010-
2011 

Puccinia helianthi sunflower SE HU 1 2005 

Ascochyta sp.  sunflower SE HU 2 2005, 2006 

 
 
Additional 6 trials were carried out recently in Romania, Hungary and Slovakia and have been 
provided to the zRMS during ‘stop the clock’ period. These data are not included in the BAD 
provided to the cMS. Single trial reports are available upon request. 
 
Table 6.1-S-2: Spatial distribution of trials submitted to support the efficacy section in the south-
east EPPO zone 
Plant disease Crop EPPO Country Number Seasons 
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zone trials 

Alternaria helianthi sunflower SE HU 1 2014 

Botrytis cinerea sunflower SE SK 1 2014 

Phoma macdonaldi = Leptosphaeria lind-
quistii sunflower SE 

HU(1), SK(2), 
RO(1) 4 

2014 

Sclerotinia sclerotiorum sunflower SE 
HU(2), SK(1), RO 
(2) 5 

2014 

 
In general, trials were trials were conducted according to the general EPPO standards. An over-
view of the trial design is given in the following table. 
 
Table 6.1-S-3: Trial design 

GEP 12 GEP 
9 non GEP 

EPPO standards PP 1/152, PP 1/135, PP 1/181 

Number of replica-
tions 

4 (18 trials) 
2 (3 trials) 

Plot design, plot 
size 

20-30 m2 

Trials per intended 
use 

Alternaria helianthi (4) 
Diaporthe helianthi = Phomopsis helianthi (5) 
Phoma macdonaldi = Leptosphaeria lindquistii (5) 
Plasmopara halstedii (0) 
Sclerotinia sclerotiorum (18) 

Number of varieties  Alexandra, Barolo, Brio (3), Delfi, Diabolo, Ferti, Jazzy, Lg 56.58 Cl, Lg5663cl, 
Picasol, Pr 63 A82 (2), Pr63 A90, Rosa (2) 

Crop growth stage 
(BBCH) at applica-
tion 

Different application timing were adopted in the trials 
*at leaf development; BBCH 16-19 (14 trials) 
*at stem elongation; BBCH 30-39 (6 trials) 
*at emergence of inflorescence; BBCH 50-59 (8 trials) 
*at flowering; BBCH 61-69 (10 trials) 
*at ripening; BBCH 81-87 (3 trials) 

 

IIIA1 6.1.1-S Preliminary range-finding tests on sunflower 

The applicant submitted no data for this annex point. He claims that preliminary range-finding 
studies are not required under the re-registration context of the dossier. The range of A12910C 
dosages have been already established in the past and the suitable product rate for an optimal 
efficacy for the claimed uses is known.  

IIIA1 6.1.2-S Minimum effective dose tests on sunflower 

The study of minimum dose response was based on trials were more than one dose of tested 
product was used. The applicant claims that dosage response tests were carried out with 
A12910C under field conditions against the different plant diseases with the objective to confirm 
the "Minimum effective dose" in accordance with EPPO standard PP1/225. The recommended 
application rate on sunflower is 0.75 L/ha. In the submitted data a minimum effective dose from 
0.8 L/ha and 1.0 L/ha were tested. These dose rates do not correspond to the minimum effec-
tive dose in accordance with EPPO standard PP1/225 (table 6.1.2-S-1). 
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Table 6.1.2-S-1: Location and number of minimum effective dose trials in the southeast EPPO 
zone 
Crop Target EPPO Zone Year 

MAR MED NE SE 

sunflower Alternaria helianthi 
 

  2 2005  

Sclerotinia sclerotiorum    2 2005  

Ascochyta sp.    1 2005  

Diaporthe helianthi = Phomopsis helianthi    3 2005  

Phoma macdonaldi = Leptosphaeria lindquis-
tii 

   1 
2005  

 
The applicant established field trials in order to determine the minimum effective dose on sun-
flower for the control of the targets claimed in the biological dossier. As demonstrated in the 
table 6.1.2-S-2, the applicant concluded that the application rate of 1.0 L/ha provided in general 
the highest control of the four sunflower diseases, when compared to the reduced rate (0.8 
L/ha). Also the efficacy at 1.0 L/ha is most consistent. The rate of 0.8 L/ha was also effective 
against the four diseases. However, the efficacy of this rate was slightly inferior on average to 
the efficacy of 1.0 L/ha. This difference in efficacy is more evident in the trials with high disease 
pressure and in some cases is significant.  
 
Table 6.1.2-S-2: Disease level/efficacy in minimum effective dose trials in the southeast zone 
EPPO 
Zone 

No. 
Trials 

Assessment Untreated A12910 [C] A12910 [C] 

      0.8 LPR/HA 1 LPR/HA 

          160 + 64 200 + 80  

      Assessment % Efficacy % Efficacy 

      Mean S. D. Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Alternaria helianthi         

SE 2 
Pest incidence 
General mean 

31.8 34.2 72.5 20.1 
54.0 

87.0 9.1 
77.0 

100.0 97.0 

Sclerotinia sclerotiorum         

SE 2 
Pest incidence 
% dis. Stem 

11.8 1.1 68.5 0.7 
68.0 

71.5 7.8 
66.0 

69.0 77.0 

SE 2 
Pest incidence 
% dis. Flower 

23.0 19.4 31.5 13.4 
22.0 

45.5 30.4 
24.0 

41.0 67.0 

Ascochyta sp.         

SE 1 
Pest incidence 
% dis. Stem 

16.9 - 83.0 - 
- 

88.0 - 
- 

- - 

Diaporthe helianthi = Phomopsis helianthi 

SE 3 
Pest incidence 
% dis. Stem 

39.9 32.0 76.7 14.5 
60.0 

86.0 11.8 
73.0 

86.0 96.0 

SE 1 
Pest incidence 
% dis. Flower 

4.5 - 86.0 - 
- 

89.0 - 
- 

- - 

SE 1 
Pest incidence 
% dis. Leaf 

19.9 - 95.0 - 
- 

100 - 
- 

- - 

Phoma macdonaldi = Leptosphaeria lindquistii 

SE 1 
Pest incidence 
% dis. Plant 

8.0 - 81.0 - 
- 

91.0 - 
- 

- - 

 
 
Rates included in the minimum effective dose trials were established by the applicant per anal-
ogy with the rates registered on the other crops. As demonstrated with the data, 1.0 L/ha pro-
vided in general the highest control of four sunflower diseases (Alternaria helianthi, Sclerotinia 
sclerotiorum, Ascochyta sp., Diaporthe helianthi and Phoma macdonaldi). The rate of 0.8 L/ha 
was also effective against the four diseases. The applicant stated that the efficacy of this rate 
was slightly inferior on average to the efficacy of 1.0 L/ha. The currently registered application 
rate of 0.75 L/ha was then established at country level.  
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Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/225. The ap-
plicant showed a decrease of efficacy as a result of dose reduction by 80%. The justification of 
the proposed application rate of 1.0 L/ha will be accepted.  
  
It can be concluded to accept the data provided by the applicant to demonstrate the minimum 
effective dose for barleysunflower disease control. 

 
 

IIIA1 6.1.3-S Efficacy tests on sunflower 

Claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha cyprocona-
zole) with a maximum of one application. The efficacy of A12910C against S. sclerotiorum and 
Alternaria helianthi, Diaporthe helianthi, Phoma macdonaldi, Puccinia helianthi and Ascochyta 
sp. on sunflower was conducted in 15 trials from 2005-2011 in the southeast EPPO zones. All 
trials were conducted to GEP and followed the appropriate EPPO standards by officially recog-
nized testing organizations.  
A range of appropriate reference standards was included in the different trials. Generally refer-
ence standards were used at the registered application rates. In the data tables provided in the 
dossier the tested product is consistently referred to A12910C, while the key chosen reference 
standards are referred consistently with the trade name. Application rates are provided on the 
formulated product basis. In the Table 6.1.3-S-1 below, product trade names, product composi-
tions, formulation types and application rates are listed for all reference standards included in 
the efficacy trials summarized in this report. Country where the reference standard was used is 
also indicated. 
 
Table 6.1.3-S-1: Treatments used in efficacy trials conducted on sunflower 
Product Formulation 

Type 
Active 
Substances 

A. I. 
Content 

Product 
rate 

A.I. rate Country (where  

(L/ha) (g as/ha) used as stand-
ard) 

SFERA 267.5 EC EC 
Cyproconazole 
trifloxystrobin 

80 
1 

80 
188 

HU 
188 

FILAN  400 SC SC 
Boscalid 

dimoxystrobin 
200 
200 

0.4 
80 
80 

HU, SK, RO 

ALTO COMBI 420 SC SC 
Carbendazin 

Cyproconazole 
300 
120 

0.75 
225 
90 

HU 

SCORE 250 EC EC difenoconazole 250 0.5 125 HU, SK 

 
 
 
Table 6.1.3-S-2: Disease level/efficacy (%) of A12910C against various diseases in sunflower – 
trials in the BAD 
EP-
PO 
Zone 

No. 
Trials 
No. 
Assesm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

      0.75-0.8 LPR/HA 

      Azoxystrobin + 
Cyproconazole 

          150-160 + 60-64  

      Assessment % Efficacy % Efficacy   

      Mean Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate  

Alternaria helianthi 

SE 
1 Pest severity 

% Area. Plant 
60.5 

- 
- 

86 - 
- 

83 - 
- SFERA 267.5 EC 

1 - - 0.6 LPR/HA   

SE 
2 Pest incidence 

General mean 
52.4 

19.2 
81.4 

58.0 5.7 
54.0 

72.5 2.1 
71.0 SFERA 267.5 EC 

2 62.0 74.0 1 LPR/HA  

SE 
1 Pest severity 

%INDSC 
60.5 

- 
- 

67.0 - 
- 

58.0 - 
- FILAN  400 SC 

1 - - 0.4 LPR/HA 
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EP-
PO 
Zone 

No. 
Trials 
No. 
Assesm. 

Assessment Untreated A12910 [C] PRODUCT STANDARD 

      0.75-0.8 LPR/HA 

      Azoxystrobin + 
Cyproconazole 

          150-160 + 60-64  

      Assessment % Efficacy % Efficacy   

      Mean Min 
Max 

Mean S. D. Min 
Max 

Mean S. D. Min 
Max 

Trade name 
Product rate  

Diaporthe helianthi = Phomopsis helianthi 

SE 
3 Pest incidence 

% dis. Stem 
29.3 

3.7 
64.2 

80.3 18.2 
60.0 

87.3 17.8 
67.0 SFERA 267.5 EC 

3 95.0 100.0 1 LPR/HA  

SE 
2 Pest incidence 

No dis. Stem 
40.3 

39.5 
41.0 

84.5 0.7 
84 

87.0 18.4 
74 SFERA 267.5 EC 

2 85 100 0.6 LPR/HA  

Phoma macdonaldi = Leptosphaeria lindquistii 

SE 
4 Pest severity 

%INDSC 
27.9 

14.8 
53.2 

81.0 14.3 
63.0 

79.3 12.2 
66.0 FILAN 400 SC 

4 93.0 90.0 0.4-0.5 LPR/HA 

SE 
1 Pest incidence 

% dis. Plant 
4 

- 
- 

97 - 
- 

100 - 
- SFERA 267.5 EC 

1 - - 1 LPR/HA  

Sclerotinia sclerotiorum 

SE 
5 Pest severity 

%INDSC 
11.5 

2.5 
23.2 

78.8 21.6 
51.0 

65.2 30.8 
20.0 FILAN 400 SC 

0.4-0.5 LPR/HA 5 97.0 97.0 

SE 
1 Pest severity 

% Area. Plant 
15.5 - 55 - 

- 
84 - 

- SFERA 267.5 EC 

1 - - 0.6 LPR/HA  

SE 
9 Pest incidence 

No dis. Stem 
47.7 17.6 81.0 11.6 

56.0 
64.3 16.0 

49.0 DIFFERENT 
STANDARDS 9 94.5 100.0 

SE 
3 Pest incidence 

% dis. Stem 
9.3 4.3 73.3 8.4 

68.0 
67.0 7.0 

59.0 DIFFERENT 
STANDARDS 3 83.0 72.0 

SE 
2 Pest incidence 

% dis. Flower 
23 19.4 40.0 29.7 

19.0 
50 21.2 

35 SFERA 267.5 EC 

2 61.0 65 0.6 LPR/HA 

Alternaria helianthi 

SE 
1 Pest severity 

%INDSC 
60.5 

- 
- 

67.0 - 
- 

58.0 - 
- FILAN 400 SC 

1 - - 0.4 LPR/HA 

Alternaria helianthi 

SE 
1 Pest severity 

%INDSC 
65.7 

- 
- 

35.0 - 
- 

47.0 - 
- FILAN 400 SC 

1 - - 0.4 LPR/HA 

Puccinia helianthi 

SE 
1 Pest severity 

% Area. Plant 
15.2 13.5 95.0 5.0 

90.0 
50.5 16.7 

33.3 SFERA 267.5 EC 

3(1) 100.0 66.7 0.8 LPR/HA  

Ascochyta sp. 

SE 
1 Pest severity 

% Area. Plant 
11.5 - 100 - 

- 
87 - 

- SFERA 267.5 EC 

1 - - 0.6 LPR/HA  

SE 
1 Pest incidence 

% dis. Stem 
16.9 - 83 - 

- 
61 - 

- SFERA 267.5 EC 

1 - - 1 LPR/HA  

 (1) The trial tested the efficacy on three different varieties 

 
 
 

Intended use: 038 (Alternaria helianthi)  
The applicant stated that product efficacy of A12910C for the control of Alternaria helianthi on 
sunflower was tested in 3 trials carried out in the southeast EPPO zone during the seasons 
2005 and 2006. Efficacy was assessed 7 to 78 days after the first to third application. In 2 trials 
the efficacy was assessed as incidence. In these trials the average infestation level in the repre-
sentative assessments for the untreated plots was 52.4% ranging between 23.5% and 81.4%. 
After two to three applications of A12910C at the dose rate of 0.8 LPR/HA, the average efficacy 
of A12910C was 58% ranging between 54% and 62%. The trials assessing the efficacy as pest 
severity confirm these data. In all valid assessments, A12910C reduced the infection of Alter-
naria helianthi significant when compared to the untreated. No appreciable differences in per-
formance could be observed between test product and reference standard included (SFERA 
267.5 EC). One additional trial was provided to the zRMS during ‘stop the clock’ period. This 
trial further confirms the good efficacy of the product against Alternaria helianthi. 
 
Conclusion:  
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The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 70% for the control of 
Alternaria helianthi in the southeast EPPO zone.  
It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Alternaria helianthi on sunflower. 

 
 
Intended use: 039 (Diaporthe helianthi (=Phomopsis helianthi)) 
The applicant stated that product efficacy of A12910C for the control of Diaporthe helianthi on 
sunflower was tested in 5 trials carried out in southeast EPPO zone during the seasons 2005 
and 2006. Efficacy was assessed 7 to 78 days after the first to third application. In three trials, 
pest incidence was assessed as percent infected leaf or stem. The average infestation level in 
the representative assessments for the untreated plots was 29.3% ranging between 3.7% and 
64.2%. The average efficacy of A12910C was 80.3 % ranging between 60% and 95%. In two 
trials, pest incidence was assessed as number of infected stem. The average infestation level in 
the representative assessments for the untreated plots was 40.3% ranging between 39.5% and 
41%. The average efficacy of A12910C was 84.5% ranging between 84% and 85%. In 11 out of 
12 valid assessments, the infestation with Diaporthe helianthi was significantly reduced when 
compared to the untreated control. No appreciable differences in performance could be ob-
served between test product and reference standard included (SFERA 267.5 EC). 
 
Conclusion:  

The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 82.4% for the control of 
Diaporthe helianthi in the southeast EPPO zone.  
It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Diaporthe helianthi on sunflower. 

 
Intended use: 040 (Phoma macdonaldi = Leptosphaeria lindquistii)  
The applicant stated that product efficacy of A12910C for the control of Phoma macdonaldi on 
sunflower was tested in one trial carried out in the southeast EPPO zone during the season 
2005. In this trial, percent incidence on plant was assessed. The performance of A12910C was 
slightly inferior when compared to the reference standard included (SFERA 267.5 EC). Howev-
er, all assessments showed a significant reduction in infected plant in the plots treated with 
A12910C. Four additional trials were provided to the zRMS during ‘stop the clock’ period. These 
trials further confirm the good efficacy of the product against Phoma macdonaldi. 
 
Conclusion:  

The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 89% for the control of 
Phoma macdonaldi in the southeast EPPO zone.  

DE as zRMS accepts the submitted data. The concerned Member States have to decide for 
themselves whether to accept the lack of data from the southeast EPPO zone or not. 

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Phoma macdonaldi on sunflower. 

 
Intended use: 041 (Sclerotinia sp.)  
The applicant stated that product efficacy of A12910C for the control of Sclerotinia sclerotiorum 
on sunflower was tested in 13 trials carried out in southeast EPPO zone during the seasons 
between 2005 and 2010. Efficacy was assessed 7 to 92 days after the first to third application. 
In nine trials, pest incidence was assessed as number of infected flower or stem. The average 
infestation level in the representative assessments for the untreated plots was 47.7% ranging 
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between 4.5% and 68.2%. The average efficacy of A12910C was 81% ranging between 56% 
and 94.5%. The trial assessing pest severity and the three trials assessing pest incidence (in 
percent) confirmed these data. In the majority of the valid assessments, a significant reduction 
in infection was obtained after treatment with A12910C at a rate of 0.75 to 0.8 LPR/HA. Com-
pared to the reference standards, the test product performed slightly better than SCORE 250EC 
and was similar in performance as SFERA 267.5 EC. Five additional trials were provided to the 
zRMS during ‘stop the clock’ period. These trials further confirm the good efficacy of the product 
against Sclerotinia sclerotiorum. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 65.6% for the control of 
Sclerotinia sclerotiorum in the southeast EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Sclerotinia sclerotiorum on sunflower. 

 
Intended use: 042 (Puccinia helianthi)  
Product efficacy of A12910C for the control of Puccinia helianthi on sunflower was tested in one 
trial carried out in southeast EPPO zone during the season 2005. In this trial, pest severity on 
plant was assessed on three different varieties. In all valid assessments, a significant reduction 
in infection was obtained after treatment with A12910C at a rate of 0.8 LPR/HA. The perfor-
mance of A12910C was superior when compared to the reference standards included (SFERA 
267.5 EC and ALTO COMBI 420 SC). However, these differences could be generated from the 
variable infestation level observed in the different plots. 
 
Conclusion:  

The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 95% for the control of 
Puccinia helianthi in the southeast EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Puccinia helianthi on sunflower. 

 
Intended use: 043 (Ascochyta sp.) 
Product efficacy of A12910C for the control of Ascochyta sp. on sunflower was tested in one 
trial carried out in southeast EPPO zone during the season 2006. In this trial, pest severity on 
plant was assessed. In the valid assessment, a significant reduction in infection was obtained 
after treatment with A12910C at a rate of 0.8 LPR/HA. The performance of A12910C was slight-
ly better when compared to the reference standard included (SFERA 267.5 EC). However, no 
significant difference between test product and reference standard was confirmed by SNK test. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standards PP1/152, 
PP1/135 and PP1/181. The applicant showed a satisfactory efficacy of 91.5% for the control of 
Ascochyta sp. in the southeast EPPO zone.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness against Ascochyta sp. on sunflower. 
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IIA1 6.1.4-S Effects on yield and quality on sunflower 

IIIA1 6.1.4.1-S Impact on the quality of plants and plant products on sunflow-
er 

The applicant submitted no data and no concrete information to support this annex point. 

IIIA1 6.1.4.2-S Effects on the processing procedure on sunflower 

The applicant submitted no data and no concrete information to support this annex point. He 
just claims that A12910C is a formulated mixture of azoxystrobin and cyproconazole, two well 
established fungicides active substances already approved for use in oilseed rape and in sever-
al other crops in Europe. Since the first registration, no reports on negative effects of 
azoxystrobin and cyproconazole on processing procedures were received by the applicant.  

IIIA1 6.1.4.3-S Effects on the yield of treated plants and plant products on 
sunflower 

The applicant excluded six trials carried out on sunflower from the efficacy evaluation of the 
product because no disease development was observed during the trial. These trials allow the 
evaluation of possible negative effect on yield quantity after application of A12910C. Trials were 
carried out in south-east EPPO zone.  
 
Table 6.1.4.3-S-1: Impact on yield of sunflower in trials excluded from efficacy evaluation due to 
absence of disease development (yield in dt/ha)  
EPPO 

No. 

Trials  

UNTREATED A12910 [C] STANDARD 

Zone 
 

0.75-0.8 L/ha 
   

  

 

Azoxystrobin + 

Cyproconazole    

  

No. 

Assess 

 
150-160 + 60-64 

     
  Assessment % Untreated 

Trade name 

Active ingredient(s) 

Product rate 

AI rate (g/ha)  
  

Mean SD 
Min 

Mean SD 
Min 

Mean SD 
Min 

  Max Max Max 

SE 
2 

3.6 0.5 
3.2 

105.0 1.4 
104.0 

101.0 2.8 
99.0 PICTOR 400 SC 0.3-0.5 L/ha  

2 3.9 106.0 103.0 boscalid + dimoxystrobin 60-100 + 60-100 

 
Table 6.1.4.3-S-2: Impact on yield of sunflower in trials with disease (yield in dt/ha) 

EPPO 

Zone 

No. 

Trials 

No. 

Assessm. 

 

Assessment 

Untreated 

A12910 [C] 

1 L/ha 

Azoxystrobin + 

Cyproconazole 

200 + 80  

PRODUCT STANDARD 

Assessment % Efficacy % Efficacy   

Mean S. D. 
Min 

Mean S. D. 
Min 

Mean S. D. 
Min Trade name 

Max Max Max Product rate  

SE 
6 

YIELD, DT/H  28.5 4.6 
22.9 

117.5 9.4 
103.0 

119.3 7.7 
107.0 FILAN 400 SC 

6 34.4 128.0 128.0 0.4-0.5 LPR/HA 

 
 
Several trials were carried out under conditions of mixed infections (different targets were ob-
served in the trial). In addition, yield was not evaluated in all efficacy trials. Therefore, the num-
ber of trials indicated in the following table does not necessarily correspond to the number of 
efficacy trials presented in Point IIIA 6.1.3-S. 
 
Table 6.1.4.3-S-3: Application-specific analysis of sunflower in trials with disease 

Target 

No. 

Trials 

No. 

Assessm. 

Assessment Untreated 

A12910 [C] 

PRODUCT STANDARD 
1 LPR/HA 

Azoxystrobin + 

Cyproconazole 
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200 + 80  

Assessment % Efficacy % Efficacy   

Mean S. D. 
Min 

Mean S. D. 
Min 

Mean S. D. 
Min Trade name 

Max Max Max Product rate  

SCLESC 
5 

YIELD, DT/H  28.5 4.6 
22.9 

117.5 9.4 
103.0 

119.3 7.7 
107.0 FILAN 400 SC 

5 34.4 128.0 128.0 0.4-0.5 LPR/HA 

PHOMSP 
4 

YIELD, DT/H  29.3 4.8 
22.9 

118.8 9.8 
103.0 

119.0 8.5 
107.0 FILAN 400 SC 

4 34.4 128.0 128.0 0.4-0.5 LPR/HA 

ALTEBA 
1 

YIELD, DT/H  30.9 - 
- 

103 - 
- 

107 - 
- FILAN 400 SC 

1 - - - 0.4-0.5 LPR/HA 

 
 
For the applicant these results demonstrate the absence of negative impact on yield quality after 
one to two applications of A12910C at a rate ranging from 0.75 to 0.8 L/ha. None of the trials 
showed a decrease in yield in the plots treated with A12910C. Similar results were obtained with 
the reference standards tested. 
 
 
Conclusion: 

The presented data show a yield increase of 3-19% over all intended uses in sunflower were 
achieved by applying the fungicide.  

It can be concluded to accept the data provided by the applicant to demonstrate the effective-
ness in sunflower.  

IIIA1 6.1-M Efficacy data on maize 

In total 6 trials were submitted for efficacy evaluation of the product in maize used for seed pro-
duction. From those trials 3 were performed in 2009 (n=2 against Setosphaeria turcica from 
France and Hungary; n=1 against Cochliobolus heterostrophus from France). Another 3 trials 
were performed in 2012 in Hungary (n= 3 coinfected with Setosphaeria turcica and Puccinia 
sorghi). 
The very restricted number of trials does not fulfil the necessary number of 10 fully supportive 
trials per pathogen as recommended in EPPO standard PP1/226 for major crops and major 
pests. 
Furthermore, trial conditions were frequently not in accordance with the intended application 
timing/growth stage of crop and season, max. number of application and application rate de-
fined in GAP.  
In conclusion, efficacy evaluation of the product in maize for seed production is not possible.  
 

IIIA1 6.2 Adverse effects 

IIIA1 6.2.1-C Phytotoxicity to host crop cereals 

 
Wheat: 
Phytotoxicity was evaluated in 98 trials in wheat. These trials were conducted across four EPPO 
zones: in maritime (60 trials), mediterranean (11 trials), northeast (18 trials) and southeast (9 
trials) EPPO zones. In 94 out of 98 trials, no phytotoxicity on wheat after applications of 
A12910C at the recommended rate of 1 L/ha was recorded.  
Table 6.2.1-C-1 lists the trials and varieties where the absence of phytotoxicity was recorded 
either as a data set containing zeros or within the comments section.  
 
Table 6.2.1-C-1: Varieties where no adverse effects were observed 
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Crop Trials 

type 

EPPO 

zone 

Tot. no. 

trials 

No. trials where 

phytotox 

observed 

Varieties tested (No. trials) 

Winter 

wheat 

efficacy 

trials 

MAR 51 2 Achille 

Adelaide (2) 

Akteur (3)* 

Alacris 

Alcazar 

Alchemy 

Altigo 

Anapo 

Anthus 

Apache (3) 

Arina (2) 

Astardo 

Aubusson (3) 

Bitop 

Bogatka 

Bohemia 

Boomer 

Bussard (2) 

Chevrolet 

Claire 

Consort (2) 

Contur (2)* 

Cordiale (2) 

Cubus (2) 

Dinosor 

Drifter (2) 

Ebi (3) 

Etela 

Galibier 

Hattrick 

Hysun (2) 

Ingenio 

Iridium 

Kosutka 

Kovas (3)* 

Legenda 

Ludwig 

Manager 

Marshall 

Matador 

Mercato 

Muszelka 

Ozon 

Palotás (2) 

Panonia 

Quebon 

Ritmo (5) 

Robigus 

Royssac 

Samanta 

San Carlo 

Skater 

Solstice (2) 

Sukces 

Sulamit (2) 

Svitava 

Timber 

Toisondor 

Tommi 

Trapez 

Tremie 

Tuareg (2) 

Urho 

Xi19 

Zentos (3) 

Zyta (2) 

MED 6 0 

NE 16 2 

SE 7 0 

no valid 

efficacy 

MAR 9 0 

MED 5 0 

SE 2 0 

Summer 

wheat 

efficacy 

trials 

NE 2 0 Picolo Vinjett   

*some trials observed some transient and negligible phytotoxic symptoms 

 
 

Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 98 wheat trials. A negative impact on the plant compatibility, even for dif-
ferent cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on the submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 
 
Barley: 
Phytotoxicity was evaluated in 77 trials: 56 winter barley trials and 21 summer barley trials. 
These trials were conducted across four EPPO zones: maritime (50 trials), mediterranean (10 
trials), northeast (14 trials) and southeast (3 trials) EPPO zones. 
In 76 trials out of 77, no phytotoxicity on barley after applications of A12910C at the recom-
mended rate of 1.0 L/ha was recorded. Table 6.2.1-C-2 lists the trials and varieties where the 
absence of phytotoxicity was recorded either as a data set containing zeros or within the com-
ments section.  
 
Table 6.2.1-C-2: Varieties where no adverse effects were observed 
Crop Trials 

type 

EPPO 

zone 

Tot. no. 

trials 

No. trials where 

phytotox 

observed 

Varieties tested (No. trials) 

Winter 

barley 

efficacy 

trials 

MAR 34 1 Abondance 

Atomo 

Balloon 

Baraka 

Bartosz 

Bazant 

Bursztyn 

Carat 

Cassata 

Cervoise (3) 

Cometa (apsov) 

Esterel (7)* 

Fridericus 

Horus 

Ketos (2) 

Landi 

Lomerit (5) 

Luran 

Malwinta (3) 

Maris Otter 

Merlot (4) 

Meseta 

Naomi 

Nelly 

Orelie 

Pearl 

Plaisant 

Retriever 

Saffron (3) 

Shangrila 

Vanessa (3) 

Wendy 

Wintmalt 

MED 4 0 

NE 5 0 

no valid 

efficacy 

MAR 8 0 

MED 4 0 

SE 1 0 

Summer 

Barley 

efficacy 

trials 

MAR 7 0 Advent 

Antek 

Bojos 

Class 

Pasadena (2) 

Prestige 

Tocada 

Voitto MED 2 0 
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Crop Trials 

type 

EPPO 

zone 

Tot. no. 

trials 

No. trials where 

phytotox 

observed 

Varieties tested (No. trials) 

NE 9 0 Baraka 

Bellini 

Blask (2) 

Ebson (2) 

Edvin 

Henley 

Quench 

Scarlett 

Sebastian 
SE 2 0 

no valid 

efficacy 

MAR 1 0 

*one trial observed some transient and negligible phytotoxic symptoms 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 77 barley trials. A negative impact on the plant compatibility, even for dif-
ferent cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 
 
Rye: 
Crop phytotoxicity assessments on rye were undertaken in 6 trials. All trials were conducted in 
maritime EPPO zone. No phytotoxicity on rye was recorded in any of these trials. Table 6.2.1-C-
3 gives the number of trials and varieties where the absence of phytotoxicity was recorded ei-
ther as a data set containing zeros or within the comments section.  
 
Table 6.2.1-3: Varieties where no adverse effects were observed 
Crop Trials type EPPO 

zone 

Tot. no. 

trials 

No. trials where 

phytotox 

observed 

Varieties tested (No. trials) 

Winter rye efficacy trials MAR 4 0 Askari 

Conduct 

Dankowske Nove 

Matador 

Palazzo 

Rasant no valid effi-

cacy 

MAR 2 0 

 

efficacy trials MAR 4 0 Askari (5) 

Avanti 

Beskyd 

Canovus 

(2) 

Evolo 

Fernando (2) 

Matador (2) 

Picasso (6) 

Rasant (2) 

Visello (2) 

 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 6 rye trials. A negative impact on the plant compatibility, even for different 
cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 
 
Triticale: 
Crop phytotoxicity assessments on triticale were undertaken by the applicant in 17 trials. All 
trials were conducted in the maritime EPPO zone. No phytotoxicity on triticale was recorded in 
any of these trials. Table 6.2.1-C-4 gives the number of trials and varieties where the absence 
of phytotoxicity was recorded either as a data set containing zeros or within the comments sec-
tion. 
 
Table 6.2.1-C-4: Varieties where no adverse effects were observed 
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Crop Trials type EPPO 
zone 

Tot. no. 
trials 

No. trials where 
phytotox 
observed 

Varieties tested (No. trials) 

Triticale efficacy 
trials 

MAR 17 0 Bellac 
Benetto 
Cando 
Carnac 

Inpetto 
Kitaro (2) 
Magnat 
Modus 

Talentro (7) 
Trimaran 

no valid 
efficacy 

MAR 0 0 

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 17 triticale trials. A negative impact on the plant compatibility, even for 
different cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 

IIIA1 6.2.1-B Phytotoxicity to host crop sugar beet 

Phytotoxicity was evaluated in 57 trials. These trials were conducted across three EPPO zones: 
maritime (37 trials), mediterranean (12 trials) and northeast (8 trials) EPPO zones. In 56 trials 
out of 57, no phytotoxicity on sugar beet after two to four applications of A12910C at the rec-
ommended rate of 1.0 L/ha was recorded. In one trial some negligible phytotoxicity symptoms 
were observed on the variety Alezan. 
 
Table 6.2.1-B-1: Crop varieties included in trials assessed for phytotoxicity 
Crop Trials 

type 
EPPO 
zone 

Tot. no. 
trials 

No. trials 
where 

phytotox 
observed 

Varieties tested (No. trials) 

Sugar 
beet 

efficacy 
trials 

MAR 33 1 
Alezan* 
Anaconda 
Ardan 
Bianca (2) 
Bruno 
Canyon (2) 
Cetus (3) 
Contrast 
Crocodile (2) 

Dorotea 
Gea (5) 
Geneal (2) 
Glenda 
Gola 
Jagoda 
Jamon 
Jetta 
Kontrast (2) 

Laurentina 
Orvanta 
Ourasi 
Python (5) 
Ricarda 
Rizor (2) 
Rolax 
Schubert 
Scout 

Sirta 
Soplica 
Spaniel 
Splendor 
Sporta (2) 
Studio 
Victoire (3) 
Zosia 

MED 11 0 

NE 8 0 

no valid 
efficacy 

MAR 4 0 

MED 1 0 

 
efficacy 

trials 
MAR 9 0 

Baobab (2) 
Barents 

Capella 
Cetus 

Marianne 
Pasteur 

Ylva  Kws 

* Variety that showed some selectivity to A12910C  

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 66 sugar beet trials. A negative impact on the plant compatibility, even for 
different cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 

IIIA1 6.2.1-O Phytotoxicity to host crop oilseed rape 

The applicant mentions that phytotoxicity was evaluated in 60 trials. These trials were conduct-
ed across four EPPO zones: maritime (48 trials), mediterranean (4 trials), northeast (6 trials) 
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and southeast (3 trials) EPPO zones. No phytotoxicity on oilseed rape and other oil seeds was 
recorded in any of these trials. Table 6.2.1-O-1 gives the number of trials and varieties where 
the absence of phytotoxicity was recorded either as a data set containing zeros or within the 
comments section.  
 
Table 6.2.1-O-1: Varieties where no adverse effects were observed 

Crop Trials type 
EPPO 
zone 

Tot. 
no. 
trials 

No. trials where 
phytotox 
observed 

Varieties tested (No. trials) 

Oilseed 
rape 

Efficacy 
trials 

maritime 39 0 Adrianna 
(3) Alegria 
Allessio 
Allister 
Arsenal 
Avatar (4) 
Betty 
Cabernet 
Californi-
um (2) 

Dk Cabernet 
Caussade 
Csz0562 
Ekstorm 
Ladoga 
Goya 
Kador (2) 
Mendel (2) 
Mercure 

Maplus 
Mendelson 
Minotaurus 
(2) 
Remy  
Rohan 
Navajo 
Nemax 
Ontario (4) 
Osprey 
 

Petrol 
Satori 
Sherlock 
Sherpa (2) 
Tenno 
Vectra 
Visby (4) 
Vision (3) 

mediter-
ranean 

2 0 

northeast 6 0 

southeast 3 0 

No valid 
efficacy 

maritime 8 0 

mediter-
ranean 

2 0 

Mus-
tard 

Efficacy 
trials 

maritime 
1 0 

Az147    

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 60 oilseed rape trials. A negative impact on the plant compatibility, even 
for different cultivars, was not given by the fungicide applied in the requested dose rate. 

Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

 

IIIA1 6.2.1-S Phytotoxicity to host crop sunflower 

Phytotoxicity was evaluated in 24 trials. These trials were conducted across four EPPO zones: 
mediterranean (1 trial), and southeast (17 trials) EPPO zones. No phytotoxicity on sunflower 
was recorded in any of these trials.  
Table 6.2.1-S-1 gives the number of trials and varieties where the absence of phytotoxicity was 
recorded either as a data set containing zeros or within the comments section.  
 
Table 6.2.1-S-1: Varieties where no adverse effects were observed 

Crop Trials type 
EPPO 
zone 

Tot. 
no. 
trials 

No. trials 
where 
phytotox 
observed 

Varieties tested (No. trials) 

Sun-
flower 

Efficacy 
trials 

SE 15 0 
Alexandra 
Barolo 
Brio (3) 
Delfi 

Diabolo 
Es Rosa (2) 
Ferti 
Jazzy 

Lg 56.58 Cl 
Lg5663cl 
Picasol 
Pr63A82 (2) 

Pr63 
A90 

No valid  
efficacy 

MAR 1 0 

SE 2 0 

Efficacy 
trials 

SE 6 0 
Alego 

Favorit 

Lg 5633 

Neoma (2) 

Pr64h42  

 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/135. The 
applicant submitted 24 sunflower trials. A negative impact on the plant compatibility, even for 
different cultivars, was not given by the fungicide applied in the requested dose rate. 
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Based on this submitted data and on the expert knowledge about azoxystrobin and cyprocon-
azole it can be concluded to accept the data provided by the applicant.  

IIIA1 6.2.2 Adverse effects on health of host animals  

This is not an EC data requirement. 

IIIA1 6.2.3 Adverse effects on site of application 

This is not an EC data requirement. 

IIIA1 6.2.4 Adverse effects on beneficial organisms (other than bees) 

The toxicity of A12910C on beneficial organisms has been investigated by carrying out tests 
under laboratory conditions Typhlodromus pyri and under extended laboratory conditions on 
Aphidius rhopalosiphi . The results are shown in table 6.2.4-1 and table 6.2.4-2.  
 
Table 6.2.4-1: Effects of A12910C on Aphidius rhopalosiphi (exposed stage: female) in an ex-
tended laboratory test (substrate: barley seedlings) 

Application rate 

[L/ha] 

Corrected mortality 

[%] 

Effect on parasitisation rate 

[%] 

Reference 

0.106 0 n.d. McCormac, A., 2006 

0.213 3.0 n.d.  Report No. SYN-06-
1 

0.425 0 17.7  

0.850 0 10.8  

1.700 10.0 29.9  

 
 
Table 6.2.4-2: Effects of A12910C on Typhlodromus pyri (exposed stage: protonymph) in a la-
boratory test (substrate: glass) 

Application rate 

[L/ha] 

Corrected mortality 

[%] 

Effect on reproduction 

[%] 

Reference 

0.010 0 0 Taruza, S., 2002 

0.050 0 -14.0 Report No. SYN-02-11 

0.100 0 1.0  

0.200 12.0 27.0  

2.000 55.0 -  

LR50:   1.591  L/ha (95% Confidence limits: 0.633 L/ha – 6.636 L/ha) 

 
 
On the basis of these results effects of 25 – 50% are expected for populations of Aphidius 
rhopalosiphi, when A12910C is applied according to the recommended use pattern, i.e. maximal 
two applications of maximal 1.0 L/ha to proposed crops.  
The indicator test species Typhlodromus pyri is not a relevant antagonist for the proposed 
crops. However, the results for Typhlodromus pyri indicate that populations of relevant predato-
ry mites and spiders in the proposed crops would suffer losses from 2 applications of A12910. 
 
Conclusions 
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A12910C is classified as slightly harmful for populations of Aphidius rhopalosiphi. 
A12910C is classified as harmful for populations of relevant predatory mites and spiders. 
 
Adverse effects on soil quality indicators (e. g. microorganisms, earthworms) are considered in 
Section 6 Ecotoxicological Studies in the Registration Report. 

IIIA1 6.2.5 Adverse effects on parts of plant used for propagating purposes 

Cereals: 

The applicant stated that A12910C is already well known and used on market since a long time. 
In all these years, no reports for A12910C or the single active substances on negative effects on 
propagating material were received by Syngenta.  
 
The applicant reported that germination tests in climatic chamber established in France by 
SOLEVI and Syngenta were made in 2002 from samples taken from 3 trials in wheat and 2 trials 
in barley. Germination rate of seeds sampled in A12910C treated plots of wheat and barley 
were compared to the germination rate of seeds sampled in untreated plots and in plots treated 
with a reference standard. For each trial, germination was tested on 200 seeds (4 replicates of 
50) for each plant protection product tested. Germination tests were carried out in the following 
Autumn after harvest. Assessments were focused on several criteria: waste rate, number of 
non-germinated plants, number of germinated plants having a physiological abnormality, num-
ber of germinated plants (coleoptile smaller than 2 cm, coleoptile higher than 2 cm, coleoptile 
higher than 5 cm).  
 
None of the germination studies could give evidence to a negative effect of A12910C on seeds 
of wheat and barley sampled in plots treated with A12910C at the recommended rate. Grain 
quality of wheat and barley obtained was similar to that derived from reference products. 
 

Sugar beet: 

The applicant states that neither from the agricultural use of azoxystrobin or cyproconazole nei-
ther during the past years, nor from field trials there is any information that the applications of 
products containing these active substances have any influence on the propagation behaviour 
of sugar beet. 

Oilseed rape: 

The applicant submitted no data to support this annex point. He just explained that A12910C is 
already well known and used on market since a long time. In all these years, no reports for 
A12910C or the single active substances on negative effects on propagating material were re-
ceived by the applicant.  
 
Conclusion: 

The presented data correspond with the requirements of the EPPO standard PP1/243. 
Through the application of the fungicide with the active substances Azoxystrobin and Cypro-
conazol no negative effects on the process and on treated plants or plant products used for 
propagation were detected. 
 
Based on this submitted data and on the expert knowledge about Azoxystrobin and Cyprocon-
azol it can be concluded to accept the data provided by the applicant.  
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IIIA1 6.2.6 Impact on succeeding crops 

The applicant stated that A12910C is already well known and used on market since a long time. 
In all these years, no reports for A12910C or the single active substances on negative effects on 
succeeding crops were received by Syngenta. Therefore, no specific trials on succeeding crops 
are presented in this section, especially in this re-registration context.  
 
The applicant claims that due to the good selectivity of A12910C in all tested crops and the wide 
registration of azoxystrobin and cyproconazole on different crops, no negative impacts on suc-
ceeding crops can be expected if the product is applied according to good agricultural practice 
(GAP). Therefore, no specific trials on succeeding crops are presented in the BAD/dRR, espe-
cially in this re-registration context. Special studies are reported and evaluated as follows: 
 
PECS-Values 
The PEC of A12910C, azoxystrobin and cyproconazole in soil (PECS) has been assessed with 
the FOCUS groundwater crop interception values, where appropriate, and the worst case DT50 
value proposed in the EFSA conclusion on azoxystrobin (EFSA Journal 2010, 8 (4): 1542) and 
cyproconazole (EFSA Journal 2010, 8 (11): 1897).   
 
Table 6.2.6-1: Agreed EU endpoints relevant to the Predicted Environmental Concentration 
(PEC) in soil of azoxystrobin used in the evaluation (Azoxystrobin, EFSA Journal 2010; 8 (4): 
1542)   

Parameter Azoxystrobin 

DT50 soil (field) [d] 262  

 
 
Table 6.2.6-2: Agreed EU endpoints relevant to the Predicted Environmental Concentration 
(PEC) in soil of cyproconazole used in the evaluation (Cyproconazole, EFSA Journal 2010; 
8(11): 1897) 

Parameter Cyproconazole 

DT50 soil (field) [d] 141.3a 

DT50 soil (field) for accumulation [d] 796.72b 
a longest un-normalised SFO DT50 
b worst-case DFOP slow phase (g = 0.4753) 

 
The maximum initial predicted environmental concentrations in soil (PECS) were calculated 
based on the recommended use rate of A12910C. As a conservative approach it was assumed 
that applications occur at the earliest possible growth stage. Additionally, calculations of the 
potential accumulation of azoxystrobin and cyproconazole in soil (PECS, peak accum) were required 
due to DT90f > 365 days. Results are summarised in the tables below.  
 
Table 6.2.6-3: Summary of application patterns used for PECS calculations of A12910C, azoy-
strobin and cyproconazole  

Formulation / 
Compound 

Crop Maximum 
use rate 

[g/ha] 

No.  
of 

appl.  
[-] 

Interval  
[days] 

Earliest 
growth 
stage  

[BBCH] 

Crop inter-
ception 

[%] 

PECS, 

initial 
[mg/kg] 

PECS,  

peak accum 
[mg/kg] 

A12910Ca  1100 1 n/a 16 20 1.17 - 

Azoxystrobin 

Cereals 200 2 21 31 70 / 90 0.102 0.119 

Oilseed 
rape 

200 2 21 61 80 0.104 0.121 

Sugar beet 200 2 21 39 70 0.156 0.181 

Sunflower 150 1 n/a 16 20 0.160 0.185 

Maize 200 1 n/a 40 75 0.067 0.077 
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Formulation / 
Compound 

Crop Maximum 
use rate 

[g/ha] 

No.  
of 

appl.  
[-] 

Interval  
[days] 

Earliest 
growth 
stage  

[BBCH] 

Crop inter-
ception 

[%] 

PECS, 

initial 
[mg/kg] 

PECS,  

peak accum 
[mg/kg] 

A12910Ca  1100 1 n/a 16 20 1.17 - 

Peas 200 2 21 51 85 0.078 0.090 

Beans 200 2 21 51 70 0.156 0.181 

Cyproconazole 

Cereals 80 2 21 31 70 / 90 0.040 0.068 

Oilseed 
rape 

80 2 21 61 80 0.041 
0.070 

Sugar beet 80 2 21 39 70 0.061 0.104 

Sunflower 60 1 n/a 16 20 0.064 0.107 

Maize 80 1 n/a 40 75 0.027 0.045 

Peas 80 2 21 51 85 0.030 0.052 

Beans 80 2 21 51 70 0.061 0.104 
a Formulation components other than the active substances are assumed to dissipate rapidly in the environment, therefore only one 
application is considered.  The rate of formulation was based on a specific density of 1.1 g/mL with a maximum application of 1 L/ha.  

 
Table 6.2.6-4: Overview of environmental fate parameters of azoxystrobin and cyproconazole 
for PECS calculations 

Parameter Azoxystrobin Cyproconazole 

Molecular weight [g/mol] 403.4 291.8 

DT50 in soil [d] 262 141.3 

DT50 soil (field) for accumulation [d] 262 796.72a 
a worst-case DFOP slow phase  (g = 0.4753) 

 
TER-Values 
 
Tests on other non-target species are not required. Effects on non-target terrestrial plants for 
A12910C have not been evaluated as part of an EU review. Data on A12910C are evaluated 
here, and risk assessments for A12910C with the proposed use pattern are provided here and 
are considered adequate. 
The risk of A12910C to non-target plants was assessed from a toxicity exposure ratio (TER) 
between the minimum ER50 values from glasshouse tests with A12910C, with the maximum off-
field PER. A12910C does not pose an unacceptable risk to non-target plants. 
 
Table 6.2.6-5: EU Conclusions - Toxicity to non-target terrestrial plants from azoxystrobin and 
cyproconazole 

Most sensitive 
test species 

Test substance 

EU agreed endpoints  
(Azoxystrobin; EFSA Journal 2010;8(4):1542) 

(Cyproconazole; EFSA Journal 2010; 8(11): 1897) 

Vegetative vigour Emergence 

Triticum aes-
tivum 
Lactuca sativa 
Raphanus 
sativus 

Azoxystrobin n.a. 
ER50 >20 mg a.s./kg dw soil 

Beta vulgaris 
Zea mays 

Cyproconazole 
(formulation A-
9898A) 

<25% effect at 400 mL/ha <37.5% effect at 400 mL/ha 

 
Toxicity 
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The effects of A12910C on seedling emergence and vegetative vigour in 6 plant species were 
evaluated in a glasshouse study (Wälder 2002; SMQ 02001). In this study, direct over-spray 
with A12910C at rates up to and including 1000 mL formulation/ha did not cause any adverse 
effects on seedling emergence in Beta vulgaris, Allium cepa, Brassica napus, Avena fatua, Gly-
cine max, and Cucumis sativus. In the vegetative vigour assessments, minor effects were ap-
parent in B. vulgaris, A. fatua and C. sativus. However, effects did not exceed 25% and the ER50 
was considered to be >1000 mL/ha for all species.  
 
Table 6.2.6-6: Effect of A12910C on seedling emergence and vegetative vigour 

Test sub-
stance 

Test species 
ER50 seedling emer-

gence  
ER50 vegetative vigour 

Reference 
(report number) 

A12910C  

Allium cepa 

Avena fatua 
Glycine max 
Beta vulgaris 

Brassica napus 
Cucumis sativus 

>1000 mL product/ha >1000 mL product/ha 
Wälder 2002; 
SAN619/7205 

 
Exposure  
Effects on non-target plants are of concern in the off-crop environment, where they may be ex-
posed to spray drift. The amount of spray drift reaching off-crop habitats is calculated using the 
90th percentile estimates derived by the BBA (2000)1 from the spray-drift predictions of Gan-
zelmeier & Rautmann (2000)2. Only a single application is considered as factors such as plant 
growth will reduce residues per unit area between multiple applications. For a single application 
of A12910C, 2.77% of the in-field application rate is assumed to reach areas at a minimum dis-
tance of 1 m from the edge of the crop for sunflowers, maize, cereals, oilseed rape and sugar 
beet. For pulses, 8.02% of the in-field application at a minimum distance of 3 m will reach off-
crop areas. The highest single application rate of A12910C is 1000 mL product/ha, giving a 
maximum off-crop predicted environmental rate (PERoff-crop) of 80.2 mL A12910C/ha for puls-
es. 
 
Table 6.2.6-7: Off-crop PER values for application of A12910C 

Crop Drift dataset Application rate 

(mL product/ha) 

Distance 
(m) 

Drift factor 

(% drift/100) 

Off-field PER (mL 
product/ha) 

Sunflower 

Field crops 

750 1 0.0277 20.8 

Maize 

Cereals 
 Oilseed rape 

Pulses 
Sugar beet 

1000 1 0.0277 27.7 

Risk Assessment 

The risk of A12910C to non-target plants was assessed from a toxicity exposure ratio (TER) 
between the minimum ER50 values from glasshouse tests, with the maximum off-field PER re-
sulting from application to pulses. The following equation is used to calculate the TER: 

( )
( )ha/mLPERcropOff

ha/mLER
TER 50

off-field
−

=

 

                                                
1 BBA (2000) Bundesanzeiger Jg. 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Be-

kanntmachung über die Abtrifteckwerte, die bei der Prüfung und Zulassung von Pflanzen-
schutzmitteln herangezogen werden. Public domain. 

2 Ganzelmeier H., Rautmann D. (2000) Drift, drift-reducing sprayers and sprayer testing.  As-
pects of Applied Biology 57, 2000, Pesticide Application. Public domain. 
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The assessment is presented below. The off-field area is assumed to be highly vegetated and 
thus no spray drift is expected to reach the soil. However, in line with the conservative nature of 
this assessment, for the calculation of a TER for seedling emergence, a conservative intercep-
tion from surrounding vegetation of 50% is assumed. 
 
Table 6.2.6-8: Off-field risk assessment for non-target terrestrial plants 

Test sub-
stance 

Test species ER50 (mL/ha) 
Vegetative 

interception 
Off crop 

PER 
(mL/ha) 

TER 

A12910C 

Allium cepa 

Avena fatua 
Glycine max 
Beta vulgaris 

Brassica napus 
Cucumis sativus 

Seedling emer-
gence >1000 

50% 13.9 >72 

Vegetative vigour 
>1000 

100% 27.7 >36 

 
The TER values for worst-case application scenario in pulses are above the TER trigger of 5, 
indicating acceptable risk to non-target terrestrial plants following application of A12910C ac-
cording to the proposed use pattern. 
 
 
Conclusion: 

The presented data do not correspond with the requirements of the EPPO standard PP1/207. 
The trials carried out are only in conformity with the established experimental design of the 
EPPO standard PP1/207. The applicant submitted data from PECS and TER methods to sup-
port this annex point. Based on the long experience with active substances Azoxystrobin and 
Cyproconazol no negative effects of the product were observed in all trials. 

 

Based on expert knowledge and long-time field experiences it can be concluded to accept the 
information about azoxystrobin and cyproconazole provided by the applicant. 

 

IIIA1 6.2.7 Impact on other plants including adjacent crops 

The applicant stated that in none of the trials summarized in this dossier, no side effect was 
observed on impact on other plants including adjacent crops. 
Due to the good selectivity of A12910C in all tested crops and the wide registration of 
azoxystrobin and cyproconazole on different crops, the applicant expected no negative impacts 
on adjacent crops if the product is applied according to good agricultural practice (GAP).  
 
Conclusion: 

The presented data do not correspond with the requirements of the EPPO standard PP1/256. 
The applicant stated that no negative effects of the product on adjacent crops were observed 
in all trials. 

It can be concluded to accept the information about azoxystrobin and cyproconazole provided 
by the applicant. 

 

IIIA1 6.2.8 Possible development of resistance or cross-resistance 

Cyproconazole 
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Resistance is known in various fungal species. Several resistance mechanisms are known in-
cluding a number of target site mutations on the cyp 51 gene (cytochrome p450) and effects on 
ABC transporters. In recent years several point mutations in the cyp51 gene have been identi-
fied to influence the sensitivity towards DMI fungicides in Septoria tritici. Interestingly, differ-
ences in sensitivity patterns towards particular DMI’s are observed. Wild type isolates (group I) 
are highly sensitive to all azoles. Isolates of group II (Y137F) have a slightly reduced sensitivity 
and isolates of group III (heterogeneous genotype) are clearly reduced in their sensitivity to all 
DMIs. Isolates of group IV (V136A) have a reduced sensitivity to all DMIs except tebuconazole 
(TBZ) and difenoconazole (DFZ), to which they are particularly sensitive. Isolates of group V 
(I381V) and group VI (A379G and I381V) are less sensitive to all DMIs except prochloraz (PLZ), 
which is particularly active against these two genotypes.  
The resistance factors implied by these mutations are relatively small, the variation of sensitivity 
within each genotype is rather big and all DMI’s underwent a similar shift. This indicates that 
also other mechanisms are present in S. tritici. 
 
These resistance mechanisms have been associated with a fitness penalty in organisms like 
Rhynchosporium secalis and this is believed to be the case in other organisms. As a result, 
sensitivity levels have been seen to move over a period of time and then to stabilize. Unlike 
classic point mutations and the large changes in sensitivity observed in some groups of chemis-
try e.g. resistance to QoI’s in S. tritici, resistance to DMI’s has been shown to be in the form of 
small shifts occurring over a long period of time. 
 
Azoxystrobin 
Resistant isolates to QoI fungicides have been detected in a range of countries and in several 
pathogens including Erysiphe graminis fsp. tritici, Septoria tritici, Sphaerotheca fuliginea, Plas-
mopara viticola, Pseudoperonospora cubensis, Mycosphaerella fijiensis, Venturia inaequalis 
and to a lesser degree also in Erysiphe graminis fsp. hordei, Mycovellosiella nattrassii, 
Corynespora cassiicola, Pyricularia grisea, Didymella bryoniae, Colletotrichum graminicola, 
Colletotrichum gloeosporioides, Mycosphaerella graminicola, Alternaria arborescens, A. tenuis-
sima and A. alternata. 
 
All of the resistance pathogens bear a single site mutation at position 143 in the cyt b gene at 
the G143A site. In many cases, the presence of the mutated allele was associated with a de-
crease in / loss of disease control. Increasing the dose of a QoI compound is therefore not ex-
pected to effective in controlling QoI resistant strains.  
 
In addition, a second mutation, F129L, has been detected in Pythium aphanidermatum, Pyricu-
laria grisea, Alternaria solani, Plasmopara viticola, Pyrenophora teres and Pyrenophora tritici-
repentis. The F129L resistance factors are significantly lower in comparison with the G143A 
mutation and field performance of Qol containing mixtures remains good. In the latter two path-
ogens additionally also the G137R mutation has been found, however, at very low frequency 
and with small resistance factors. 
 
However, rust pathogens (Puccinia spp, Phakopsora, Hemilea) have not developed resistance 
to QoI fungicides up to date. Recently, it has been shown that the G143A amino acid substitu-
tion most likely does not occur, when there is an intron after the nucleotide triplet coding for the 
glycine (G) at position 143. The self-splicing process requires a specific and conserved recogni-
tion sequence 4 to 6 bases upstream the splicing site and therefore a mutation in the triplet cod-
ing for G143 resulting in cytochrome b deficiency, what is lethal. This gene structure is present 
in all rust species studied so far as well as in Alternaria solani and Pyrenophora teres, not hav-
ing developed G143A.  
 
As described by FRAC and others, there are some pathogens in which resistance to the QoI 
fungicides has so far not been reported. There could be several reasons for this including effec-
tive anti-resistance strategies, lack of exposure of the pathogen to QoI fungicides or strong fit-
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ness penalties of mutant strains to survive or be competitive. However in the case of the rusts, 
belonging to the Basidiomycetes, treatment frequency with QoIs has been at least that experi-
enced by the cereal powdery mildews where resistance rapidly arose. The strobilurin-producing 
Basidiomycetes Strobilurus tenacellus and Mycena galopoda exhibit ‘natural resistance’ to QoIs 
and the molecular mechanisms of this ‘natural resistance’ are known to be point mutations in 
the cyt b gene.  
 
In different Puccinia species, the presence of an intron has been observed directly after the tri-
plet GGT that encodes for glycine at position 143. In all rust species included in this study, as 
well as in Alternaria solani and Pyrenophora teres, the codon GGT at position 143 is located 
exactly at the exon/intron boundary and is likely part of the signal sequences essential for the 
recognition of the intronic RNA to be excised. It was predicted that a nucleotide substitution in 
codon 143 (GGT → GCT), which is two nucleotides upstream from the exon/intron junction, will 
strongly affect the splicing process, leading to a deficient cytochrome b. The substitution of gua-
nine to cytosine obviously does not allow a proper pairing of the exonic nucleotides with the 
intronic IGS sequence in the pre-mRNA molecule. Therefore, this substitution will be lethal, and 
individuals carrying this mutation will not survive. As a consequence, it is concluded that re-
sistance to QoI fungicides based on the G143A mutation is not likely to evolve in species such 
as rusts (Puccinia spp, U. appendiculatus, P. pachyrhizi, H. vastatrix), P. teres and A. solani. In 
the fungal species investigated so far, the presence of an intron was conserved over all investi-
gated isolates within a species, even after many years of high selection pressure by QoIs. How-
ever, it cannot be excluded that mutations other than G143A conferring resistance may arise in 
upcoming populations selected by the use of QoI fungicides. For A. solani and P. teres the mu-
tations F129L and/or G137R have been reported as a mechanism for QoI tolerance. Both muta-
tions are of minor importance, however, because they generally lead to lower resistance factors 
than the G143A mutation and it has been found that these two mutations have no, or only lim-
ited impact on the field efficacy of QoIs.  
 
Information concerning the presence of strains with reduced sensitivity to QoI or DMI fungicides 
in field populations in Europe is summarized in table 6.2.8.1-1 shown below. The estimated 
overall resistant risk based on the combined fungicide/pathogen/management risks is also indi-
cated. Assessments in bold are based on extensive sensitivity monitoring. The remaining as-
sessments are based on data from limited monitoring or on extrapolations from information from 
related crop/pathogen situations.  
 

Table 6.2.8-1: Presence of strains with reduced sensitivity in oilseed rape field populations and 
overall resistance risk to QoI and DMI fungicides for target pathogens for the combination prod-
uct A12910C 
Crop / pathogen Presence of strains with reduced sensi-

tivity in field populations 
Overall resistance risk 

 QoI DMI QoI DMI 

Cereals     

Puccinia sp. no no Low Low 

Erysiphe graminis yes yes High High 

Septoria tritici yes yes Medium - High Medium 

Septoria nodorum yes no Medium Low 

Pyrenophora tritici repentis yes no Medium Medium 

Pyrenophora teres yes yes Medium Medium 

Rhynchosporium secalis yes yes Low - Medium Medium 

Oilseed rape     

Sclerotinia sp. no no Medium Low 

Alternaria sp. ? no Medium - High Low 

Sugarbeet     

Cercospora beticola yes yes Medium Medium 

Erysiphe betae ? no High Medium 

Ramularia beticola ? no Medium - High Medium 
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Crop / pathogen Presence of strains with reduced sensi-
tivity in field populations 

Overall resistance risk 

 QoI DMI QoI DMI 

Uromyces betae ? no Low Low 

Sunflower, peas, beans, corn     

Alternaria helianthi ? ? Medium - High Medium 

Phomopsis helianthi ? ? No info No info 

Phoma sp. no no Low - Medium Low 

Plasmopara halstedii ? - Medium - High - 

Puccinia sp. ? ? Low Medium 

Ascochyta sp. ? ? Medium - High Medium 

Sclerotinia sp. no no Medium Low 

Colletotrichum sp. ? - Medium - 

Uromyces pisi ? ? Low Low 

Erysiphe sp. ? ? High Medium 

Peronospora viciae ? - High - 

Setosphaeria turcica ? ? No info Medium 

Cochliobolus heterostrophus ? ? Medium - High Medium 

 
Assessments in bold are based on extensive sensitivity monitoring, all other assessments are 
based on limited monitoring data or extrapolations from information from related crop/pathogen 
situations.  
 
 
Sensitivity monitoring and summary of QoI-resistance in cereals 
Resistance risk depends on the pathogen. A list of the pathogen cited in this dossier and the 
corresponding resistance risk is given in the table 6.2.8-1 shown above. FRAC committee pub-
lished in 2012 a list of plant pathogenic organisms which developed field resistance towards QoI 
fungicides. In order to implement managing strategies and prevent development and spread of 
resistant plant pathogens, members of FRAC have monitored the sensitivity changes towards 
QoI fungicides for different diseases across Europe and give guidelines for the use of QoI. The 
most recent general guidelines on use of QoI and specific guidelines for the use of QoI-
fungicides in different crops are available under http://www.frac.info/. The principal findings for 
each disease cited in this document - on which monitoring studies were carried out - and the 
most recent detailed monitoring results with azoxystrobin are reported below. 
 
Puccinia recondita, Puccinia hordei on cereals 

Table 6.2.8-2: Overview of rust isolates tested for QoI resistance with a discriminatory dose at 3 
mg/L azoxystrobin from 2001 to 2007 in different countries in Europe 

 IRL UK FR BE DK DE IT SP PL CZ AT HU 

2001   84          

2002  118 499 64  1165  7  4 21 24 

2003 2 106 201 51 70 830 118      

2004 5 32  11 14 217 2   14 14 30 

2005 6 195 352 36 10  32  181 10 93 60 

2006  150 256 33 13 477 124 5 155 39 52 33 

2007   30   280       
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Figure 6.2.8-1: Dose response curve of Puccinia recondita towards azoxystrobin. Arrows indi-
cate EC50 value of baseline, or the discriminatory doses used in in-vivo sensitivity tests. 
 
 
All the 6102 isolates tested for sensitivity to QoI fungicides collected in 13 different countries in 
Europe between 2001 and 2007 were sensitive. In 2007 a special test was performed with lower 
discriminatory doses in order to elucidate the possibility of resistance developments with lower 
resistance factors. Doses of 0.16 and 0.32 mg/l azoxystrobin were used (figure 6.2.8-1). No 
deviation from sensitive baseline dose response was detected in 280 isolates tested from 
France in 2007. It seems that beneath G143A, other resistance mechanisms do not have devel-
oped in Puccinia recondita.  
 
Information available from FRAC supports this by stating “no resistant isolates were detected in 
widespread monitoring studies in Europe in 2011, confirming the fully sensitive picture”. There is 
no detectable resistance present in rust fungi on cereals.  
Most recently a deviation from the “normal” range seems to have occurred in P. hordei. Howev-
er, the resistance factor is most probably too small to have any impacts on field performance 
and it is also not clear if these “less sensitive” isolates have developed recently or have been 
presented since a long time in population. 
Based on these results from intensive monitoring it can be concluded that the probability of re-
sistance development to QoIs in rust fungi is low because they seem not to be able to acquire 
G143A mutation.  
 
Septoria tritici (Mycosphaerella graminicola) on cereals 

Based on sensitivity monitoring of Septoria tritici (Mycosphaerella graminicola) it must be con-
cluded that resistant strains to QoI fungicides are wide-spread in cereals in Europe (figure 6.2.8-
2). 
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Figure 6.2.8-2: Frequency of QoI resistance in Mycosphaerella graminicola in 2011 in Europe, 
measured as frequency of G143A mutation. Frequency classes are indicated in the graph. Each 
sample consists of two times 40 lesions. 
 
Pyrenophora tritici-repentis on cereals 

In Pyrenophora tritici-repentis (PTR) F129L, G137R and G143A mutations are found (table 
6.2.8.2-2). G137R mutation is very rare and confers only a weak resistance factor. Therefore, it 
plays no role for the control by QoIs. The mutation F129L was initially more frequent especially 
in Northern Europe, however - as G137R - it conferred a relatively weak resistance factor, which 
led to only partial loss of efficacy. G143A mutation seems to gain in importance. It confers a 
significant resistance factor that might impact the performance of QoIs.  
 
Table 6.2.8-3: Frequency of F129L and G143A mutation in Pyrenophora tritici-repentis in 2008 
collect from different locations 

Sample ID % Mut Allele 129 % Mut Allele 143 

08DTRFrance001 30.694 0.439 

08DTRGermany001 0.375 0.637 

08DTRGermany002 0.871 12.747 

08DTRGermany003 56.632 3.166 

08DTRGermany004 1.630 0.026 

08DTRGermany005 1.067 92.622 

08DTRGermany006 2.306 85.799 

08DTRSweden001 75.000 99.101 

 
 
Blumeria graminis tritici (Erysiphe graminis) on cereals 

Resistance in Blumeria graminis tritici (Erysiphe graminis) to QoI-fungicides was first detected in 
1999. The peak of resistance development - as measured by the frequency of G134A mutation - 
was reached between 2002 and 2004. Thereafter frequency of resistant strains has stabilized at 
a slightly lower level (figure 6.2.8-3). 
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 Figure 6.2.8-3: Frequency of G143A-Mutation in Blumeria graminis tritici (Erysiphe graminis) 
(Bgt) in Germany between 1999 and 2007 
 
 
Pyrenophora teres on cereals 

In Pyrenophora teres only F129L mutation has been reported so far. It is assumed that this is a 
consequence of the presence of the intron after G143 position as in rust fungi (see above). QoI 
fungicides maintain still some activity against F129L mutants. Moreover, the frequency of re-
sistance seems now to be stable at an elevated level, but the majority of samples contain less 
than 30% of F129L mutation (figure 6.2.8-4). 

 
Figure 6.2.8-4: Frequency of F129L mutation in Pyrenophora teres isolates collected from 2005 
to 2011 in Europe.  
 
 
Rhynchosporium secalis on cereals 

In 2008 a single case of QoI resistance in Rhynchosporium secalis based on G143A mutation 
was found in France. However, no further case or finding was since reported. Monitoring in 
2011 indicated that populations did not possess G143A mutation and also sensitivity was high. 
All isolates tested were sensitive (table 6.2.8-4). 
 
 
Table 6.2.8-4: Frequency of the G143A mutation in Rhynchosporium secalis in 2011 
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CZ 2 0.00 

DE 10 0.00 

FR 3 0.00 

IRL 13 0.00 

PL 2 0.00 

 
Stem Rot (Sclerotinia sclerotiorum) on oilseed rape 

Monitoring studies from 2009 and 2010 conducted in Germany, UK, France, Czech Republic, 
Denmark, Poland, Sweden and Slovakia show a fully sensitive situation. Also monitoring results 
from UK, Germany, France and Poland in 2011 show a fully sensitive situation. 
All isolates of Sclerotinia sclerotiorum tested so far were sensitive to QoIs. Sensitivity range is 
continuous and median sensitivity is below 1 mg/L. Based on these results it can be concluded 
that currently there is no resistance in S. sclerotiorum to QoI-fungicides (figure 6.2.8-5). 

 

 
Figure 6.2.8-5: Sensitivity distribution of Sclerotinia sclerotiorum towards azoxystrobin in 2011. 
 
 
 
Northern Leaf Blight (Setosphaeria turcica) on corn 

Monitoring results from Germany and Belgium in 2010 show a fully sensitive situation. No 
G143A or F129L mutations were found. No monitoring was carried out in 2011. Cytochrome b 
gene analysis showed the presence of an intron directly after 143codon in this species making 
G143A mutation lethal and therefore unlikely to occur. 
 
Leaf spot (Cercospora beticola) on sugar beet 

The first resistance of Cercospora beticola to azoxystrobin bearing the G143A mutation have 
been reported in Italy in 2011. Since then a substantial monitoring program has been started by 
Syngenta. The samples were analysed for Cercospora beticola sensitivity to azoxystrobin (Az) 
cyproconazole (CCZ) and difenoconazole (DFZ).  
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Figure 6.2.8-6: C. beticola sensitivity distribution AZ, CCZ and DFZ in 2013 
 

 
Figure 6.2.8-7: C. beticola sensitivity distribution AZ, CCZ and DFZ in 2009-2013 
 
 
Since the first Az resistant isolate of C. beticola in 2011, the situation in 2012 and 2013 re-
mained stable. Highest level of resistance was in Italy for both 2012 and 2013. The resistance 
level remained stable in France between 2012 and 2013 and generally low. In Austria there was 
a shift toward reduced sensitivity between 2012 and 2013. All other countries display a sensitive 
population with some outliers.  
 

 
Figure 6.2.8-8: C. beticola AZ sensitivity geographical distribution 2013 
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Isolates resistant to AZ (EC50 >100 mg/L a.i.) were found in several European countries at low 
frequency with the exception of Italy where the frequency is high. No resistance was reported in 
Poland, Russia and Czech Republic. Two isolates from Sweden were R, but because of the 
limited sampling size is difficult to infer conclusion about the frequency of R samples in this 
country. 
The overall resistance landscape of CCZ and DFZ seems to remain stable since 2010. CCZ 
outliers (EC50 > 20 mg/L a.i.) slightly increased from 2012 to 2013. Solo application of DMIs 
might increase selection toward decreased sensitivity. 
 
Leaf spot (Ramularia beticola) on sugar beet 

No monitoring data are available on Ramularia beticola. From our knowledge, no resistance to 
QoI or DMI fungicides have been reported until now. 
 
 
 

Resistance management strategy for QoI fungicides 

Strategies for the management of QoI fungicide resistance in all crops are based on the state-
ments listed below. These statements serve as a fundamental guide for the development of 
local resistance management programs. Resistance management strategies have been further 
enhanced in order to be proactive and to prevent the occurrence of resistance to QoI fungicides 
developing in other areas and pathogens. A fundamental principle that must be adhered to 
when applying resistance management strategies for QoI fungicides is that: The QoI fungicides 
(azoxystrobin, coumoxystrobin, dimoxystrobin, enoxastrobin, famoxadone, fenamidone, 
fenaminostrobin, fluoxastrobin, flufenoxystrobin, kresoxim-methyl, metominostrobin, orysastro-
bin, pyraoxystrobin picoxystrobin, pyraclostrobin, pyrametastrobin, pyribencarb, triclopyricarb 
trifloxystrobin) are in the same cross-resistance group. 
Fungicide programmes must deliver effective disease management. Apply QoI fungicide based 
products at effective rates and intervals according to manufacturers’ recommendations. Effec-
tive disease management is a critical component to delay the build-up of resistant pathogen 
populations. 
The number of applications of QoI fungicide based products within a total disease management 
program must be limited whether applied solo or in mixtures with other fungicides. This limitation 
is inclusive to all QoI fungicides. Limitation of QoI fungicides within a spray programme provides 
time and space when the pathogen population is not influenced by QoI fungicide selection pres-
sure. 
 

• A consequence of limitation of QoI fungicide based products is the need to alternate 
them with effective fungicides from different cross-resistance groups. 

• QoI fungicides, containing only the solo product, should be used in single or block appli-
cations in alternation with fungicides from a different cross-resistance group. Specific 
recommendation on size of blocks is given for specific crops. 

• QoI fungicides, applied as tank mix or as a co-formulated mixture with an effective mix-
ture partner, should be used in single or block applications in alternation with fungicides 
from a different cross-resistance group. Specific recommendations on size of blocks are 
given for specific crops. 

• Mixture partners for QoI fungicides should be chosen carefully to contribute to effective 
control of targeted pathogen(s). Mixture partner must have a different mode of action, 
and in addition it may increase spectrum of activity or provide needed curative activity. 
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• Use of mixtures containing only QoI fungicides must not be considered as an antire-
sistance measure. Where local regulations do not allow mixtures, then strict alternations 
with non-cross resistant fungicides (no block applications) are necessary. 

• An effective partner for a QoI fungicide is one that provides satisfactory disease control 
when used alone on target disease. 

• QoI fungicides are very effective at preventing spore germination and should therefore 
be used at the early stages of disease development (preventive treatment). 

 
 

Resistance management strategy for DMI fungicides 

FRAC Guidelines for using DMI fungicides on cereal crops: 
 

• Repeated application of SBI fungicides alone should not be used on the same crop in 
one season against a high-risk pathogen in areas of high disease pressure for that par-
ticular pathogen. 

• For crop/pathogen situations where repeated spray applications (e.g. orchard 
crops/Powdery mildew) are made during the season, alternation (block sprays or in se-
quence) or mixtures with an effective non cross-resistant fungicide are recommended 
(see FRAC fungicide group list on the FRAC website). 

• Where alternation or the use of mixtures is not feasible because of lack of effective or 
compatible non cross-resistant partner fungicides, then input of SBI's should be reserved 
for critical parts of the season or crop growth stage. 

• If DMI or amine fungicides performance should decline and sensitivity testing has con-
firmed the presence of less sensitive forms, SBI's should only be used in mixture or al-
ternation with effective non cross-resistant partner fungicides. 

• The introduction of new classes of chemistry offers opportunities for more effective re-
sistance management. The use of different modes of action should be maximised for the 
most effective resistance management strategies. 

• Users must adhere to the manufacturers' recommendations. In many cases, reports of 
“resistance” have, on investigation, been attributed to cutting recommended rates of use, 
or to poor or miss-timed application. 

• Fungicide input is only one aspect of crop management. Fungicide use does not replace 
the need for resistant crop varieties, good agronomic practice, plant hygiene/sanitation, 
etc. 

 
 

The product A12910C contains the active substances azoxystrobin at 200 g/L and cyprocona-
zole at 80 g/L. Used at the maximum recommended application rate of one litre product per ha, 
the two active substances are applied at 80% of the recommended application rates as when 
applied as single active substance products. The two active substances belong to different 
modes of action groups: azoxystrobin is a QoI fungicide, while cyproconazole is a DMI fungi-
cide. Therefore, there is no cross-resistance between these different modes of action groups. 
Product is recommended for 1-2 treatments per crop season. 
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Based on the different modes of action of its components the product is conforming to the re-
quirements of resistance management. The two active substances complement each other also 
in their spectrum and type of activity: the QoI fungicide azoxystrobin provides primarily long last-
ing preventive disease control, while the DMI fungicide cyproconazole also provides curative 
and eradicative activity.  
 
Both active substances have been used for many years as products based on single active 
substances or in combination products. Sensitivity to both modes of action groups is monitored 
routinely since many years for the most important target pathogens. Monitoring programs and 
recommendations for resistance management are coordinated by QoI and SBI (DMI) working 
groups of FRAC. 
 
Information concerning the presence of strains with reduced sensitivity to QoI or DMI fungicides 
in field populations in Europe is summarized in table 6.2.8.1. The estimated overall resistant risk 
based on the combined fungicide/pathogen/management risks is also indicated.  
 
There is a qualitative difference between resistance to QoIs and DMIs: the presence of high 
proportions of resistant strains to QoIs in field populations can lead to significant losses of dis-
ease control even when products are used at their full recommended application rates. This has 
been observed in Septoria tritici and Erysiphe graminis. The presence of less sensitive strains to 
DMIs is generally not linked to reduced field efficacy when products are used at the full recom-
mended application rates. 
 
Risk of reduced field performance for the combination product A12910C is highest when used 
against Erysiphe graminis in cereals. Under conditions of high disease pressure and especially 
in varieties that are sensitive to this disease, it is advisable to include a product with another 
mode of action into the spray program. In areas where QoI’s and DMI fungicides have been 
used intensively against Septoria tritici for many years it is also advisable to include a product 
with a different mode of action in the spray program to assure optimal disease control. Against 
all other diseases in cereals or in the other target crops for A12910C the risk of reduced field 
performance of the product based on resistance can be considered as low. However, it is an 
important part of any effective resistance management strategy to include different products 
with different modes of action in spray programs, whenever feasible.   
 
 

Anti resistance strategy for A12910C  

Anti-resistance strategies are based on previous experiences with resistance development to 
other site specifics in target populations, on the cross-resistance relationships that exist be-
tween new and existing active substances and on the genetic mechanisms that are likely to con-
trol resistance expression in the pathogen. The value of anti-resistance management strategies 
is supported by practical and experimental application of such strategies with other site-specific 
fungicides. 
 
Strategies seek to reduce selection pressure by using A12910C as part of a spray programme 
with fungicides from different cross-resistance groups. Eradicant use of fungicides is believed to 
be deleterious in resistance management. In many cases mixture partners to site specific fungi-
cides have no eradicant activity thus invalidating the two-way action of the mixture unless ap-
plied prophylactically. Selective responses may be greater given a larger population size from 
which to generate these responses. 
 
The use of modifiers is essential in order to manage a resistance strategy. The modifiers em-
ployed include the use of a formulated mixture of azoxystrobin and cyproconazole; the limitation 
of exposure of the pathogen to the chemicals by restricting the number of applications in the 
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programme to maximum two and encouraging use of a range of different chemicals with diverse 
modes of action within a disease programme. 
 
The use of disease resistant crop varieties and appropriate agronomic and hygienic practises, 
such as crop rotation and removal of diseased parts of perennial crop plants, are also valuable 
anti-resistance measures. They help both to reduce disease incidence and to decrease selec-
tion of fungicide resistant forms. 
 
The mixture of the triazole cyproconazole with the strobilurin azoxystrobin, with different modes 
of action, effectively acts as a resistance strategy. Cyproconazole is a systemic fungicide with 
eradicant activity whilst azoxystrobin is essentially protectant with contact and systemic activity.  
There is no cross resistance between the two fungicide types. 
 
 

Strategy for A12910C used on cereals 

In order to minimise the risk of resistance development in cereal pathogens to A12910C field 
use advice will follow FRAG guidelines.  

• The proposed label recommendation for A12910C is a maximum of two applications. 

• Under FRAG guidelines A12910C should be used in programmes and/or mixtures with 
products, which have different modes of action on the pathogen.  

• A12910C should be used at the full recommended rate specified on the label 

• A12910C should be used at the earliest stage of disease development or as a preventa-
tive treatment following a disease risk assessment or the use of an appropriate decision 
support systems. 

Conclusion: 

The presented data correspond with the requirements of the EPPO Standard PP1/213. The 
applicant addresses all points of the EPPO Standard to evaluate the possible actual re-
sistance risk of azoxystrobin and cyproconazole. Based on FRAC assessment the applicant 
stated the risk of resistance due to the mode of action: 

For DMI fungicides (SBI-class I; Triazole) it will be assessed as low to medium depends 
on the pathogen (combined resistance risk = 2-4)  

and for QoI fungicides it will be assessed medium to high depends on the pathogen 
(combined resistance risk = 4-6). 

Based on this submitted data, further information in BAD and expert knowledge about 
azoxystrobin and cyproconazole it can be concluded to accept the data provided by the appli-
cant.  

 
 

Anti resistance strategy for A12910C used on sugar beets 

 
Cercospora beticola  
1. Apply QoI fungicides according to manufacturer’s recommendations for the target disease (or 
complex) at the specific crop growth stages indicated. Effective disease management is a criti-
cal parameter in delaying the build-up of resistant pathogen populations.  
2. QoI fungicides must be applied only in mixture with partners from a different cross-
resistance group, contributing to the effective control of the target pathogens.  
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3. Apply QoI fungicides preventatively. Under high disease pressure the spray interval should 
not be extended.  
4. Do not exceed 50% of the total number of sprays with QoI containing products. In low dis-
ease pressure situations where only 1 fungicide application is required for disease control then 
a QoI – containing mixture (as defined above) may be used.  
Where QoI fungicides are used targeting other sugar beet diseases (e.g. rust, powdery mildew, 
Rhizoctonia, Ramularia, Stemphylium) then the potential impact of applications on the re-
sistance management of Cercospora beticola should be considered. Where Cercospora beticola 
is not a disease of importance (e.g. in a certain geography) then the general guidelines for QoI 
fungicides apply. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO Standard PP1/213. The 
applicant addresses all points of the EPPO Standard to evaluate the possible actual re-
sistance risk of azoxystrobin and cyproconazole.  

Based on this submitted data, further information in BAD and expert knowledge about 
azoxystrobin and cyproconazole it can be concluded to accept the data provided by the appli-
cant. 

 
 
 
Anti resistance strategy for A12910C used on oil seed rape 
 
In order to minimise the risk of resistance development to A12910C field use advice will follow 
FRAG guidelines.  

• The proposed label recommendation for A12910C is a maximum of two applications on 
the same crop in one season. 

• A12910C should be used at the full recommended rate specified on the label 

• A12910C should be used as a preventative treatment following a disease risk assess-
ment or the use of an appropriate decision support systems. 

• Alternation of A12910C application with other products containing active substances with 
different mode of action is recommended. 

•  
The use of strobilurins throughout crop rotation has no impact on the resistance risk of Sclero-
tinia on e.g. oilseed rape. This is because if Sclerotinia sp. cannot complete its lifecycle in all of 
the crops in the rotation, there is no increase in resistance risk over that from using the fungicide 
in a single crop type in the rotation. For example for Sclerotinia an oilseed rape crop or any al-
ternate host for Sclerotinia would typically be followed within a rotation by a cereal crop. Sclero-
tia from the previous crop would overwinter within the soil and germinate within the following 
cereal crop, but as cereals are not host plants for Sclerotinia, disease development is not possi-
ble and hence there is no selection pressure. 
 
Conclusion: 

The presented data correspond with the requirements of the EPPO Standard PP1/213. The 
applicant addresses all points of the EPPO Standard to evaluate the possible actual re-
sistance risk of azoxystrobin and cyproconazole.  

Based on this submitted data, further information in BAD and expert knowledge about 
azoxystrobin and cyproconazole it can be concluded to accept the data provided by the appli-
cant. 
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IIA1 6.3 Economics 

This is not an EC data requirement. 

IIIA1 6.4 Benefits 

IIIA1 6.4.1 Survey of alternative pest control measures 

This is not an EC data requirement. 

IIIA1 6.4.2 Compatibility with current management practices including IPM 

This is not an EC data requirement. 

IIIA1 6.4.3 Contribution to risk reduction  

This is not an EC data requirement. 

IIIA1 6.5 Other/special studies 

No special studies are required. 

IIIA1 6.6 Summary and assessment of data according to points 6.1 to 6.5 

 
Background information on A12910C 
 
For the applicant A12910C is a suspension concentrate (SC) formulation containing 200 g 
azoxystrobin and 80 g cyproconazole per litre product. This product is used as foliar spray for 
the control of a broad spectrum of crop diseases on cereals including wheat, barley and rye and 
on a series of other crops such as oilseed rape, sunflower, peas and beans. A12910C is cur-
rently used in all climatic EPPO zones and is commercialized in Europe under the trade names 
AMISTAR EXTRA, AMISTAR XTRA, PRIORI EXTRA or PRIORI XTRA.  
Azoxystrobin and cyproconazole are two well established fungicide active substances already 
approved for use in cereals and in several other crops. The active substance Azoxystrobin in-
hibits spore germination, mycelial growth and sporulation. It has preventative, translaminar and 
systemic properties. The mode of action of azoxystrobin is to bind to the bc1 segment of the 
electron transport chain causing interference with the electron flow at the cytochrome bc1 com-
plex. Cyproconazole is a systemic fungicide with protective, curative and eradicant action and 
has activity against a range of fungal pathogens from a number of taxonomic groups. Cypro-
conazole belongs to the chemical group of triazoles. The biochemical mode of action of cypro-
conazole is by interference with fungal ergosterol biosynthesis. Interference with sterol biosyn-
thesis leads to disruption of membrane function, leakage of cytoplasmic contents and hyphal 
death. Triazole fungicides act by inhibiting the activity of C14 demethylase and are described as 
sterol demethylation inhibitors (DMI).  
 
Minimum effective dose of A12910C 
 
Minimum effective dose for the claimed uses of A12910C on cereals was tested in 37 trials in 
maritime (36 trials) and mediterranean (1 trial) EPPO zones in 2010 season. Minimum effective 
dose for the claimed uses of A12910C on the other crops was tested in several trials in maritime 
(20 trials), mediterranean (5 trials), southeast (1 trial) and northeast (8 trials) EPPO zones be-
tween 2002 and 2011. A dose response is shown for 50%, 75% and 100% of the recommended 
rate of A12910C. In summary, the reduction of the recommended application rate showed gen-
erally a decrease in efficacy against the different plant diseases on cereals and on the other 
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crops in all EPPO zones. This decrease in efficacy is confirmed by SNK test in several trials 
when the efficacy of the 50% and 75% rates are compared to the recommended rate. There-
fore, based on dose response trials carried out it can be confirmed that: 
 

• The full recommended label rate of A12910C provides the best and most consistent con-
trol of all plant diseases claimed in the label.   

• Reduced dosage rates by 20-30% may provide sufficient disease control under condi-
tions of low disease pressure or when product is applied at short spray intervals i.e. long 
lasting disease control is not required. 

• The efficacy of A12910C applied at 50% of the full recommended label rate is clearly re-
duced and in many situations not sufficient.  

• In general, with increasing rate the values for standard deviation (SD) are decreasing, 
indicating a more reliable performance of the highest rate. 

 
Efficacy of A12910C 
 
Cereals:  
Product efficacy of A12910C for the control of the principal fungal diseases on cereals was test-
ed in a total of 156 trials carried out in maritime (96 trials), mediterranean (18 trials), northeast 
(32 trials) and southeast (10 trials) EPPO zones. Trials were carried out on winter wheat (80 
trials), summer wheat (2 trials), durum wheat (6 trials), summer barley (20 trials), winter barley 
(44 trials) and rye (4 trials). Claimed application rate of A12910C is 1.0 L/ha (200 g/ha 
azoxystrobin and 80 g/ha cyproconazole) with a maximum of two applications. Overall and 
throughout the four EPPO zones, the applicant claims it can be concluded from these results 
that A12910C at the recommended application rate provides good to excellent control on cere-
als of nearly all plant diseases claimed in the label and its efficacy is at least equivalent to the 
reference standards tested. Due to the re-registration nature of this dossier, the affirmed experi-
ence with A12910C in agricultural practice and the data presented in this section, the applicant 
wishes to re-register A12910C also for the control of Erysiphe graminis, Puccinia coronata and 
Pyrenophora avenae on oats and against Erysiphe graminis, Puccinia recondita, Puccinia strii-
formis, Septoria nodorum and Septoria tritici on triticale. Additional trials have been provided to 
the zRMS during ‘stop the clock’ period to further support the uses on wheat (15 trials), rye (25 
trials) and triticale (17 trials). These trials confirmed the efficacy of the product against the dif-
ferent diseases on cereals.  
 
Other crops:  
Product efficacy of A12910C for the control of the principal fungal diseases on other crops than 
cereals was tested in several trials carried out in the four EPPO zones. Trials were carried out 
on mustard (1 trial), oilseed rape (19 trials), sugar beet (52 trials), sunflower (15 trials), peas (15 
trials) and corn (3 trials). In general, the claimed application rate of A12910C is 1.0 L/ha 
(200 g/ha azoxystrobin and 80 g/ha cyproconazole) with a maximum of two applications. On 
corn, the claimed application rate of A12910C is 1.0 L/ha (200 g/ha azoxystrobin and 80 g/ha 
cyproconazole) with a maximum of one application. On sunflower, the claimed application rate 
of A12910C is 0.75 L/ha (150 g/ha azoxystrobin and 60 g/ha cyproconazole) with a maximum of 
one application. Overall and throughout the four EPPO zones, it can be concluded from these 
results that A12910C at the recommended application rate provides good to excellent control of 
all plant diseases claimed in the label and its efficacy is at least equivalent to the reference 
standards tested. Additional trials have been provided to the zRMS during ‘stop the clock’ period 
to further support the uses on sugar beet (9 trials), oilseed rape (34 trials) sunflower (6 trials) 
and corn (3 trials). These trials confirmed the efficacy of the product against the different dis-
eases on cited crops. 
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Effects on yield and quality 
 
Cereals:  
A12910C at the proposed rate of 1.0 L/ha had no negative impact on thousand Grain Weight 
(TGW), Hectolitre Weight (HLW), Protein Content and Yield Quantity (dt/ha) in wheat, barley 
and rye. Contrarily, in presence of diseases, the application of A12910C at 1.0 L/ha resulted in 
significant yield increases in quantity and quality compared to untreated controls, indicating that 
fungicides are essential to maintain crop yield under high disease pressure. No appreciable 
differences in yield could be observed between test product and reference standards tested. 
Two baking tests and eight malting/brewing tests carried out with seeds sampled in wheat and 
barley fields treated with A12910C are summarized in this dossier. No appreciable negative 
effects on processing procedures in any of the tests were evidenced.  
 
Other crops:  
A12910C at the proposed rate of 0.75-1.0 L/ha had no negative impact on quality parameters 
such as thousand Grain Weight of oilseed rape and peas and sugar content or impurities con-
tent of sugar beet. Yield quantity parameters confirmed the same findings. Contrarily, in pres-
ence of diseases, the application of A12910C at recommended rate resulted in significant yield 
increases in quantity compared to untreated controls, indicating that fungicides are essential to 
maintain crop yield under high disease pressure. No appreciable differences in yield could be 
observed between test product and reference standards included. 
In none of the trials analysing the content in Sodium, Potassium and Nitrogen of sugar beet 
roots was remarked a problem in sugar refining procedures. On the contrary the higher ratio 
between assimilated sugar and impurities achieved through the reduction of disease infections 
with applications of A9100D leads to a higher quality of the final product. 
 
Adverse Effects  
Phytotoxicity was evaluated in 113 trials in wheat, 6 in durum wheat, 56 trials in winter barley, 
21 trials in summer barley, 31 trials in rye, 17 trials on triticale, 62 trials in oilseed rape, 1 trial in 
mustard, 66 trials in sugar beet, 24 trials in sunflower, 20 trials in peas and 16 trials in corn. No 
phytotoxic symptoms on treated host crop were observed in the majority of the trials. Some phy-
totoxicity symptoms were observed in wheat (4 trials), barley (1 trial) and sugar beet (1 trial). 
However, these symptoms were transient and negligible and did not affect the yield. Therefore, 
it can be concluded that application of A12910C at the maximum recommended dose rate and 
with a maximum of two applications is safe to host crops. However, in case of especially sensi-
tive or new varieties, it is recommended to carry out a small crop tolerance test before the prod-
uct is used on a large scale.  
No adverse effects to beneficial arthropods and non-target organisms were noted when visual 
observations were made within field trials.  
During many years of commercial use A12910C showed excellent safety to a wide range of 
cereals and other crops. In addition, azoxystrobin and cyproconazole, as solo product or co-
formulated with other active substances, are currently registered on a wide range of crops. No 
negative effects on propagation material or on most adjacent crops have been observed. How-
ever, azoxystrobin can be highly damaging to some apple varieties (Macintosh and Macintosh-
derived varieties). Spray drift from applications of A12910C to orchards of pome fruit must be 
avoided.  
 
Resistance risk 
The product A12910C contains the active substances azoxystrobin at 200 g/L and cyprocona-
zole at 80 g/L. The two active substances belong to different mode of action groups: 
azoxystrobin is a QoI fungicide, while cyproconazole is a DMI fungicide. There is no cross-
resistance between these different modes of action groups. The product is recommended for 1-
2 treatments per crop season. Based on the different modes of action of its components the 
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product is conforming to the requirements of resistance management. The two active substanc-
es complement each other also in their spectrum and type of activity: the QoI fungicide 
azoxystrobin provides primarily long lasting preventive disease control, while the DMI fungicide 
cyproconazole also provides curative and eradicative activity. Sensitivity to both modes of action 
groups is monitored routinely since many years for the most important target pathogens. Moni-
toring programs and recommendations for resistance management are coordinated by the QoI 
and SBI (DMI) working groups of FRAC. 
The risk of reduced field performance for the combination product A12910C is highest, when 
used against Erysiphe graminis in cereals. Under conditions of high disease pressure and es-
pecially in sensitive varieties to this disease, it is advisable to include a product with another 
mode of action into the spray program. In areas where QoI’s and DMI fungicides have been 
used intensively against Septoria tritici for many years it is also advisable to include a product 
with a different mode of action in the spray program to assure optimal disease control. Against 
all other diseases in cereals or in the other target crops for A12910C the risk of reduced field 
performance of the product based on resistance can be considered as low. However, it is an 
important part of any effective resistance management strategy to include different products 
with different modes of action in spray programs, whenever feasible.   
 
A12910C is classified as slightly harmful for populations of Aphidius rhopalosiphi. 
A12910C is classified as harmful for populations of relevant predatory mites and spiders. 
 

IIIA1 6.7 List of test facilities including the corresponding certificates 

The following table 6.7-1 gives information about testing facilities where GEP trials mentioned in 
this document were done. All facilities are certified and trials were done according to GEP. Cor-
responding certificates confirming that all mentioned test facilities have been officially recog-
nized as organisations for efficacy testing of plant protection products according to the Directive 
93/71/EC are included as separate documents. 

Table 6.7-1: List of testing facilities 
Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

001 GEP controlling 2007 GEP certificate of Redebel s.a., Belgium 2007-2012 no Redebel s.a. No 

  authority in   Redebel s.a. 

  Belgium   - 

      N/A, published 

      Syngenta file No. NA_12541 

002 GEP controlling 2006 GEP certificate of Agricultural Research Institute 

Kromeritz Czech Republic 2006-2011 

no Agricultural Research Insti-

tute Kromeritz 

No 

  authority in   Agricultural Research Institute Kromeritz 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12405 

003 GEP controlling 2009 GEP certificate of Agritec Re-

search,Breeding&Services Czech Republic 2009-

2014 

no Agritec Re-

search,Breeding&Services 

No 

  authority in   Agritec Research,Breeding&Services 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12444 

004 GEP controlling 2006 GEP certificate of Experimental station Kluky Czech 

Republic 2006-2011 

no Experimental station Kluky No 

  authority in   Experimental station Kluky 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12402 
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Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

005 GEP controlling 2009 GEP certificate of INF, v.o.s. ZS Uherske Hradiste 

Czech Republic 2009  

no INF, v.o.s. ZS Uherske 

Hradiste 

No 

  authority in   INF, v.o.s. ZS Uherske Hradiste 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12499 

006 GEP controlling 2009 GEP certificate of OSEVA Research Institute Czech 

Republic 2009 

no OSEVA Research Institute No 

  authority in   OSEVA Research Institute 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12679 

007 GEP controlling 2009 GEP certificate of Vyzkumny ustav picninarsky, 

Troubsko Czech Republic 2009-2013 

no Vyzkumny ustav picni-

narsky, Troubsko 

No 

  authority in   Vyzkumny ustav picninarsky, Troubsko 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12679 

008 GEP controlling 2009 GEP certificate of Zemedelska skusebni stanice 

Kujavy, s.r. Czech Republic 2009-2014 

no Zemedelska skusebni stan-

ice Kujavy, s.r. 

No 

  authority in   Zemedelska skusebni stanice Kujavy, s.r. 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12407 

009 GEP controlling 2009 GEP certificate of Zemservis zkusebni stanice 

Domaninek Czech Republic 2009 

no Zemservis zkusebni stanice 

Domaninek 

No 

  authority in   Zemservis zkusebni stanice Domaninek 

  Czech Republic   - 

      N/A, published 

      Syngenta file No.  NA_12391 

010 GEP controlling 2009 GEP certificate of Zkusební stanice Rýmarov, s.r.o. 

Czech Republic 2009 

no Zkusební stanice Rýmarov, 

s.r.o. 

No 

  authority in   Zkusební stanice Rýmarov, s.r.o. 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12433 

011 GEP controlling 2009 GEP certificate of Zkusebni Stanice Trutnov s.r.o. 

Czech Republic 2009-2014 

no Zkusebni Stanice Trutnov 

s.r.o. 

No 

  authority in   Zkusebni Stanice Trutnov s.r.o. 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12498 

012 GEP controlling 2009 GEP certificate of Zkusebni stanice Václav 

Mareček, Krasne Udoli Czech Republic 2009-2011 

no Zkusebni stanice Václav 

Mareček, Krasne Udoli 

No 

  authority in   Zkusebni stanice Václav Mareček, Krasne Udoli 

  Czech Republic   - 

      N/A, published 

      Syngenta file No. NA_12495 

013 GEP controlling 2002 GEP certificate of ANADIAG SAS France 2002-2011 no ANADIAG SAS No 

  authority in   ANADIAG SAS 

   France   - 

      N/A, published 

      Syngenta file No. NA_12601 

014 GEP controlling 2009 GEP certificate of BIOTEK Agriculture France 2009-

2014 

no BIOTEK Agriculture No 

  authority in   BIOTEK Agriculture 

   France   - 

      N/A, published 

      Syngenta file No. NA_12318 

015 GEP controlling 2009 GEP certificate of ESSAIS PLUS France 2009-2014 no ESSAIS PLUS No 

  authority in   ESSAIS PLUS 

   France   - 
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Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

      N/A, published 

      Syngenta file No. NA_12347 

016 GEP controlling 2008 GEP certificate of Eurofins Agroscience Services 

France 2008-2013 

no Eurofins Agroscience Ser-

vices 

No 

  authority in   Eurofins Agroscience Services 

   France   - 

      N/A, published 

      Syngenta file No. NA_12865 

017 GEP controlling 2006 GEP certificate of PRESTAGRO France 2006-2011 no PRESTAGRO No 

  authority in   PRESTAGRO 

   France   - 

      N/A, published 

      Syngenta file No. NA_12904 

018 GEP controlling 2006 GEP certificate of PROMO VERT France 2006-2011 no PROMO VERT No 

  authority in   PROMO VERT 

   France   - 

      N/A, published 

      Syngenta file No. NA_12536 

019 GEP controlling 2008 GEP certificate of SGS Agri Min France 2008-2013 no SGS Agri Min No 

  authority in   SGS Agri Min 

   France   - 

      N/A, published 

      Syngenta file No. NA_12563 

020 GEP controlling 2008 GEP certificate of STAPHYT France 2008-2010 no STAPHYT No 

  authority in   STAPHYT 

   France   - 

      N/A, published 

      Syngenta file No. NA_12568 

021 GEP controlling 2003 GEP certificate of Syngenta CP France 2003-2008 no Syngenta CP France No 

  authority in   Syngenta CP France 

   France   - 

      N/A, published 

      Syngenta file No. NA_12695 

022 GEP controlling 2008 GEP certificate of Syngenta CP France 2008-2013 no Syngenta CP France No 

  authority in   Syngenta CP France 

   France   - 

      N/A, published 

      Syngenta file No. NA_12573 

023 GEP controlling 2009 GEP certificate of SYNTECH RESEARCH France 

2009-2014 

no SYNTECH RESEARCH No 

  authority in   SYNTECH RESEARCH 

   France   - 

      N/A, published 

      Syngenta file No. NA_12458 

024 GEP controlling 2009 GEP certificate of Bio Chem Agrar GmbH Germany 

2009-2014 

no Bio Chem Agrar GmbH No 

  authority in   Bio Chem Agrar GmbH 

  Germany   - 

      N/A, published 

      Syngenta file No. NA_12312 

025 GEP controlling 2009 GEP certificate of Field Research Support Germany  

2009-2014 

no Field Research Support No 

  authority in   Field Research Support 

  Germany   - 

      N/A, published 

      Syngenta file No. NA_12350 

026 GEP controlling 2009 GEP certificate of Ingenieurbüro A. Hetterich 

Germany  2009-2014 

no Ingenieurbüro A. Hetterich No 

  authority in   Ingenieurbüro A. Hetterich 

  Germany   - 

      N/A, published 

      Syngenta file No. NA_12398 
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Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

027 GEP controlling 2001 GEP certificate of Syngenta CP Germany 2001-

2006 

no Syngenta CP Germany No 

  authority in   Syngenta CP Germany 

  Germany   - 

      N/A, published 

      Syngenta file No. NA_12571 

028 GEP controlling 2006 GEP certificate of Syngenta CP Germany 2006-

2011 

no Syngenta CP Germany No 

  authority in   Syngenta CP Germany 

  Germany   - 

      N/A, published 

      Syngenta file No.  NA_12572 

029 GEP controlling 2009 GEP certificate of Baranya county Governmental 

Office, Plant Protection and Soil Conservation 

Directorate Hungary 2009-2011 

no Baranya county Govern-

mental Office, Plant Protec-

tion and Soil Conservation 

Directorate 

No 

  authority in   Baranya county Governmental Office, Plant Pro-

tection and Soil Conservation Directorate 

  Hungary   - 

      N/A, published 

      Syngenta file No. NA_12415 

030 GEP controlling 2009 GEP certificate of Somogy county Governmental 

Office, Plant Protection and Soil Conservation 

Directorate  Hungary 2009-2011 

no Somogy county Govern-

mental Office, Plant Protec-

tion and Soil Conservation 

Directorate 

No 

  authority in   Somogy county Governmental Office, Plant Protec-

tion and Soil Conservation Directorate 

  Hungary   - 

      N/A, published 

      Syngenta file No. NA_12518 

031 GEP controlling 2009 GEP certificate of Syngenta Kft, Gödöllő Test 

Facility Hungary  2009-2011 

no Syngenta Kft, Gödöllő Test 

Facility 

No 

  authority in   Syngenta Kft, Gödöllő Test Facility 

  Hungary   - 

      N/A, published 

      Syngenta file No. NA_12574 

032 GEP controlling 2009 GEP certificate of SynTech Research Hungary Kft 

Hungary 2009-2011 

no SynTech Research Hungary 

Kft 

No 

  authority in   SynTech Research Hungary Kft 

  Hungary   - 

      N/A, published 

      Syngenta file No. NA_12460 

033 GEP controlling 2010  GEP certificate of Tolna county Governmental 

Office, Plant Protection and Soil Conservation 

Directorate Hungary 

no Tolna county Governmental 

Office, Plant Protection and 

Soil Conservation Direc-

torate 

No 

  authority in   Tolna county Governmental Office, Plant Protec-

tion and Soil Conservation Directorate 

  Hungary   - 

      N/A, published 

      Syngenta file No. NA_13202 

034 GEP controlling 2009 GEP certificate of Vas county Governmental Office, 

Plant Protection and Soil Conservation Directorate 

Hungary 2009-2011 

no Vas county Governmental 

Office, Plant Protection and 

Soil Conservation Direc-

torate 

No 

  authority in   Vas county Governmental Office, Plant Protection 

and Soil Conservation Directorate 

  Hungary   - 

      N/A, published 

      Syngenta file No.  NA_12519 

035 GEP controlling 2009 GEP certificate of Agri 2000 Societa Cooperativa 

Italy 2009  2011 

no Agri 2000 Societa Coopera-

tiva 

No 

  authority in   Agri 2000 Societa Cooperativa 

  Italy   - 

      N/A, published 

      Syngenta file No. NA_12283 

036 GEP controlling 2008 GEP certificate of Repros srl Italy 2008 - 2010 no Repros srl No 
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Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

  authority in   Repros srl 

  Italy   - 

      N/A, published 

      Syngenta file No. NA_12548 

037 GEP controlling 2008 GEP certificate of Syngenta CP Italy 2008-2010 no Syngenta CP Italy No 

  authority in   Syngenta CP Italy 

  Italy   - 

      N/A, published 

      Syngenta file No. NA_12570 

038 GEP controlling 2006 GEP certificate of Latvian Plant Protection Re-

search Centre Latvia 2006-2011 

no Latvian Plant Protection 

Research Centre 

No 

  authority in   Latvian Plant Protection Research Centre 

  Latvia   - 

      N/A, published 

      Syngenta file No. NA_12421 

039 GEP controlling 2007 GEP certificate of Lithuanian Institute of Agricul-

ture 2007-2013 

no Lithuanian Institute of 

Agriculture 

No 

  authority in   Lithuanian Institute of Agriculture 

  Lithuania   - 

      N/A, published 

      Syngenta file No. NA_12975 

040 GEP controlling 2010 GEP certificate of Agrostat Sp. z o. o. Poland 2010 no Agrostat Sp. z o. o. No 

  authority in   Agrostat Sp. z o. o. 

  Poland   - 

      N/A, published 

      Syngenta file No. NA_12910 

041 GEP controlling 2003 GEP certificate of Institute Ochrony Roslin, Oddzial 

Sosniowice Poland 2003-2011 

no Institute Ochrony Roslin, 

Oddzial Sosniowice 

No 

  authority in   Institute Ochrony Roslin, Oddzial Sosniowice 

  Poland   - 

      N/A, published 

      Syngenta file No. NA_12439 

042 GEP controlling 2005 GEP certificate of Plant Protection Institute Poznan 

Poland 2005-2010 

no Plant Protection Institute 

Poznan 

No 

  authority in   Plant Protection Institute Poznan 

  Poland   - 

      N/A, published 

      Syngenta file No. NA_12505 

043 GEP controlling 2008 GEP certificate of The Group for Research and 

Plant Protect; Universytet Przyrodniczy w Lublinie 

Poland  2008 

no The Group for Research and 

Plant Protect; Universytet 

Przyrodniczy w Lublinie 

No 

  authority in   The Group for Research and Plant Protect; Univer-

sytet Przyrodniczy w Lublinie 

  Poland   - 

      N/A, published 

      Syngenta file No. NA_12410 

044 GEP controlling 2010 GEP certificate of Uniwersytet Technologiczno-

Przyrodniczy Poland 2010 

no Uniwersytet Technolog-

iczno-Przyrodniczy 

No 

  authority in   Uniwersytet Technologiczno-Przyrodniczy 

  Poland   - 

      N/A, published 

      Syngenta file No.  NA_12482 

045 GEP controlling 2011 GEP certificate of Fyse, Ltd Slovak Republic 2011 

2016 

no Fyse, Ltd No 

  authority in   Fyse, Ltd 

  Slovak Republic   - 

      N/A, published 

      Syngenta file No. NA_12969 

046 GEP controlling 2011 GEP certificate of Gemerprodukt Valice - OVD 

Slovak Republic 2011-2016 

no Gemerprodukt Valice - OVD No 

  authority in   Gemerprodukt Valice - OVD 

  Slovak Republic   - 
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Annex Author Year Title Data Owner Included in 

Point     Source protection   submission 

IIIA 

6.7/ 

    Company Report no. claimed  SYN = Y/N 

      GEP status, published or unpublished Y/N Syngenta   

      Syngenta file No.       

      N/A, published 

      Syngenta file No. NA_12491 

047 GEP controlling 2008 GEP certificate of ADAS UK Ltd United Kingdom 

2008-2013 

no ADAS UK Ltd No 

  authority in   ADAS UK Ltd 

  United Kingdom   - 

      N/A, published 

      Syngenta file No. NA_12277 

048 GEP controlling 2008 GEP certificate of Eurofins Agroscience Services Ltd 

United Kingdom 2008-2012 

no Eurofins Agroscience Ser-

vices Ltd 

No 

  authority in   Eurofins Agroscience Services Ltd 

  United Kingdom   - 

      N/A, published 

      Syngenta file No. NA_12286 

049 GEP controlling 2008 GEP certificate of Oxford Agricultural Trials Ltd. 

United Kingdom 2008-2012 

no Oxford Agricultural Trials 

Ltd. 

No 

  authority in   Oxford Agricultural Trials Ltd. 

  United Kingdom   - 

      N/A, published 

      Syngenta file No. NA_12523 

050 GEP controlling 2006 GEP certificate of Syngenta Crop Protection GB LTD 

United Kingdom 2006-2010 

no Syngenta Crop Protection 

GB LTD 

No 

  authority in   Syngenta Crop Protection GB LTD 

  United Kingdom   - 

      N/A, published 

      Syngenta file No. NA_12454 
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Appendix 1: List of data submitted in support of the evaluation 

List of data submitted by the applicant and relied on 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
10.5.
1 

Zenz N. 2002 Acute laboratory toxicity test (dose 
response study) of 
SAN619/Azoxystrobin SC 280 
(A12910C) to the parasitic wasp 
Aphidius rhopalosiphi 
(Hymenoptera:Aphidiidae) 
SAN619/7270 ! 2023631 
Syngenta Crop Protection AG, Basel, 
Switzerland 
J/J 
N 
2486452/324125 

N J   

KIIIA
1 
10.5.
1 

Taruza 
S. 

2002 SAN619 and azoxystrobin: a rate 
response laboratory test to determine 
the effects of an 80/200 g/L SC 
formulation (A12910C) on the 
predatory mite Typhlodromus pyri 
(Acari, Phytoseiidae) 
SAN619/7272 ! SYN-02-11 
Syngenta Crop Protection AG, Basel, 
Switzerland 
J/J 
N 
2486453/324126 

N J   

KIIIA
1 
10.8.
1.2 

Waelder 
L. 

2002 Herbicide profiling test to evaluate 
Phytotoxicity of ASF819/SAN619 
280SC (A12910C) to Terrestrial Non-
Target Higher Plants 
SAN619/7205 ! 62 
Syngenta Crop Protection AG, Basel, 
Switzerland 
N/N 
N 
2486457/324127 

N N   
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 6 

Stegman
n,  H. 

2013 BAD AMISTAR EXTRA Main text 
A12910C_10738 
Syngenta 
N/N 
N 
2486458/324128 

N N   

KIIIA
1 6 

Stegman
n,  H. 

2013 BAD AMISTAR EXTRA 
(A12910C)_Appendix 1 
A12910C_10744 
Syngenta 
N/N 
N 
2486459/324129 

N N   

KIIIA
1 6 

Stegman
n,  H. 

2013 BAD AMISTAR EXTRA 
(A12910C)_Appendix 3 
A12910C_10740 
Syngenta 
N/N 
N 
2486460/324130 

N N   

KIIIA
1 6 

Stegman
n,  H. 

2013 BAD AMISTAR EXTRA 
(A12910C)_Appendix 4 
A12910C_10746 
Syngenta 
N/N 
N 
2486461/324131 

N N   

KIIIA
1 
6.1.2 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10407 
Syngenta 
N/N 
N 
2486462/324132 

N J   
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.2 

Charpen
tier, J.M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10730 
Syngenta 
N/N 
N 
2486463/324133 

N J   

KIIIA
1 
6.1.2 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10409 
Syngenta 
N/N 
N 
2486464/324134 

N J   

KIIIA
1 
6.1.2 

Ruzicka, 
A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10561 
Syngenta 
N/N 
N 
2486465/324135 

N J   

KIIIA
1 
6.1.2 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10423 
Syngenta 
N/J 
N 
2486466/324136 

N J   
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.2 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10734 
Syngenta 
N/J 
N 
2486467/324137 

N J   

KIIIA
1 
6.1.2 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10425 
Syngenta 
N/J 
N 
2486468/324138 

N J   

KIIIA
1 
6.1.2 

Bergma
nn, B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10427 
Syngenta 
N/J 
N 
2486469/324140 

N J   

KIIIA
1 
6.1.2 

Hohnsch
ild, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10563 
Syngenta 
N/J 
N 
2486470/324141 

N J   
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.2 

Endres, 
U. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10439 
Syngenta 
N/J 
N 
2486471/324142 

N J   

KIIIA
1 
6.1.2 

Poslusn
a, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10437 
Syngenta 
N/J 
N 
2486472/324143 

N J   

KIIIA
1 
6.1.2 

Mohr 2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10565 
Syngenta 
N/J 
N 
2486473/324144 

N J   

KIIIA
1 
6.1.2 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10441 
Syngenta 
N/J 
N 
2486474/324145 

N J   
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data 
pro-
tec-
tion is 
claim
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Own
er 

KIIIA
1 
6.1.2 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10449 
Syngenta 
N/J 
N 
2486475/324146 

N J   

KIIIA
1 
6.1.2 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10567 
Syngenta 
N/J 
N 
2486476/324147 

N J   

KIIIA
1 
6.1.2 

Massma
nn, K.W. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10451 
Syngenta 
N/J 
N 
2486477/324148 

N J   

KIIIA
1 
6.1.2 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10105 
Syngenta 
N/J 
N 
2486478/324149 

N J   
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claim
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er 

KIIIA
1 
6.1.2 

Scharf, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10189 
Syngenta 
N/J 
N 
2486479/324150 

N J   

KIIIA
1 
6.1.2 

Wolferin
g, B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10191 
Syngenta 
N/J 
N 
2486480/324151 

N J   

KIIIA
1 
6.1.2 

CHARP
ENTIER, 
J.-M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10107 
Syngenta 
N/J 
N 
2486481/324152 

N J   

KIIIA
1 
6.1.2 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10193 
Syngenta 
N/J 
N 
2486482/324153 

N J   
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tec-
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claim
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Own
er 

KIIIA
1 
6.1.2 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10195 
Syngenta 
N/J 
N 
2486483/324154 

N J   

KIIIA
1 
6.1.2 

Hesselm
ann, L. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10109 
Syngenta 
N/J 
N 
2486484/324155 

N J   

KIIIA
1 
6.1.2 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10197 
Syngenta 
N/J 
N 
2486485/324156 

N J   

KIIIA
1 
6.1.2 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10203 
Syngenta 
N/J 
N 
2486486/324157 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 131 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
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claim
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Own
er 

KIIIA
1 
6.1.2 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10111 
Syngenta 
N/J 
N 
2486487/324158 

N J   

KIIIA
1 
6.1.2 

Hetterich
, A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10199 
Syngenta 
N/J 
N 
2486488/324159 

N J   

KIIIA
1 
6.1.2 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10201 
Syngenta 
N/J 
N 
2486489/324160 

N J   

KIIIA
1 
6.1.2 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10113 
Syngenta 
N/J 
N 
2486490/324161 

N J   
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claim
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er 

KIIIA
1 
6.1.2 

FLUCH
ON, V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10205 
Syngenta 
N/J 
N 
2486491/324162 

N J   

KIIIA
1 
6.1.2 

Marecek
, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10207 
Syngenta 
N/J 
N 
2486492/324163 

N J   

KIIIA
1 
6.1.2 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10115 
Syngenta 
N/J 
N 
2486493/324164 

N J   

KIIIA
1 
6.1.2 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10209 
Syngenta 
N/J 
N 
2486494/324165 

N J   
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claim
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Own
er 

KIIIA
1 
6.1.2 

Rymerov 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10345 
Syngenta 
N/J 
N 
2486495/324166 

N J   

KIIIA
1 
6.1.2 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10261 
Syngenta 
N/J 
N 
2486496/324167 

N J   

KIIIA
1 
6.1.2 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10263 
Syngenta 
N/J 
N 
2486497/324168 

N J   

KIIIA
1 
6.1.2 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10347 
Syngenta 
N/J 
N 
2486498/324169 

N J   
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claim
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Own
er 

KIIIA
1 
6.1.2 

Derange
re, S. 

2010 FTMU01 (GS) DM232-EA304 : 
AZ+TCZ - A16617B- efficacité et 
sélectivité contre sclerotinia sur 
moutarde 
A12910C_10357 
Syngenta 
N/J 
N 
2486499/324170 

N J   

KIIIA
1 
6.1.2 

Ritchie, 
F. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10291 
Syngenta 
N/J 
N 
2486500/324171 

N J   

KIIIA
1 
6.1.2 

Leger, 
D. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10579 
Syngenta 
N/J 
N 
2486501/324172 

N J   

KIIIA
1 
6.1.2 

Bourgeoi
s, B. 

2005 FSB03-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
oidium 
A12910C_10693 
Syngenta 
N/J 
N 
2486502/324173 

N J   
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claim
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er 
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6.1.2 

Bourgeoi
s, B. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10695 
Syngenta 
N/J 
N 
2486503/324174 

N J   

KIIIA
1 
6.1.2 

Kerbrat, 
J. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10581 
Syngenta 
N/J 
N 
2486504/324175 

N J   

KIIIA
1 
6.1.2 

Marin, A. 2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10697 
Syngenta 
N/J 
N 
2486505/324176 

N J   

KIIIA
1 
6.1.2 

Ponsard, 
P. 

2005 FSB01-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
cercosporiose 
A12910C_10699 
Syngenta 
N/J 
N 
2486506/324177 

N J   
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tec-
tion is 
claim
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Own
er 

KIIIA
1 
6.1.2 

Ponsard, 
P. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10701 
Syngenta 
N/J 
N 
2486507/324178 

N J   

KIIIA
1 
6.1.2 

Bonfanti, 
F. 

2002 Prove registrative di a12910C su 
bietola 
A12910C_10569 
Syngenta 
N/J 
N 
2486508/324179 

N J   

KIIIA
1 
6.1.2 

Valli, F. 2002 Prove registrative di a12910C su 
bietola 
A12910C_10703 
Syngenta 
N/J 
N 
2486509/324180 

N J   

KIIIA
1 
6.1.2 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10705 
Syngenta 
N/J 
N 
2486510/324181 

N J   

KIIIA
1 
6.1.2 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10707 
Syngenta 
N/J 
N 
2486511/324182 

N J   
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er 

KIIIA
1 
6.1.2 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10573 
Syngenta 
N/J 
N 
2486512/324183 

N J   

KIIIA
1 
6.1.2 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10709 
Syngenta 
N/J 
N 
2486513/324184 

N J   

KIIIA
1 
6.1.2 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10711 
Syngenta 
N/J 
N 
2486514/324185 

N J   

KIIIA
1 
6.1.2 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10575 
Syngenta 
N/J 
N 
2486515/324186 

N J   
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claim
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er 

KIIIA
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6.1.2 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10713 
Syngenta 
N/J 
N 
2486516/324187 

N J   

KIIIA
1 
6.1.2 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10577 
Syngenta 
N/J 
N 
2486517/324188 

N J   

KIIIA
1 
6.1.2 

Dewami
n, N. 

2010 FSB01-ND228 (DP) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet - 
A12910C_10571 
Syngenta 
N/J 
N 
2486518/324189 

N J   

KIIIA
1 
6.1.2 

HOUZE
T, A. 

2004 FSB02 : homologation des 
associations AZ+DFZ (AMISTAR 
TOP) et az+ccz (amistar xtra) sur 
betterave : oïdium 
A12910C_10715 
Syngenta 
N/J 
N 
2486519/324190 

N J   
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Kerbrat, 
J. 

2005 FSB02-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
ramulariose 
A12910C_10717 
Syngenta 
N/J 
N 
2486520/324191 

N J   

KIIIA
1 
6.1.2 

Tiffon, 
C. 

2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10671 
Syngenta 
N/J 
N 
2486521/324192 

N J   

KIIIA
1 
6.1.2 

Dewami
n, N. 

2010 FSB01-ND227 (CF) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet. 
A12910C_10595 
Syngenta 
N/J 
N 
2486522/324193 

N J   

KIIIA
1 
6.1.2 

Dewami
n, N. 

2011 FSB01-ND324 (CF) : Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet Lilliers (62) 
A12910C_10673 
Syngenta 
N/J 
N 
2486523/324194 

N J   
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Bucchi, 
R. 

2003 Prove registrative di a12910C su 
bietola 
A12910C_10681 
Syngenta 
N/J 
N 
2486524/324195 

N J   

KIIIA
1 
6.1.2 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szabolcs county 
A12910C_10653 
Syngenta 
N/J 
N 
2486525/324196 

N J   

KIIIA
1 
6.1.2 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szolnok 
A12910C_10655 
Syngenta 
N/J 
N 
2486526/324197 

N J   

KIIIA
1 
6.1.2 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary 
A12910C_10633 
Syngenta 
N/J 
N 
2486527/324198 

N J   

KIIIA
1 
6.1.2 

Marin, A. 2005 FPE01-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Oïdium 
A12910C_10317 
Syngenta 
N/J 
N 
2486528/324199 

N J   
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Marin, A. 2006 FPE03-2006 : oidium sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10335 
Syngenta 
N/J 
N 
2486529/324200 

N J   

KIIIA
1 
6.1.2 

Bertin, 
B. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10319 
Syngenta 
N/J 
N 
2486530/324201 

N J   

KIIIA
1 
6.1.2 

Bourgeoi
s, B. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10323 
Syngenta 
N/J 
N 
2486531/324202 

N J   

KIIIA
1 
6.1.2 

Marizy, 
C. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10337 
Syngenta 
N/J 
N 
2486532/324203 

N J   
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1 
6.1.2 

Bourgeoi
s, B. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10321 
Syngenta 
N/J 
N 
2486533/324204 

N J   

KIIIA
1 
6.1.2 

HOUZE
T, A. 

2005 FPE03-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10339 
Syngenta 
N/J 
N 
2486534/324205 

N J   

KIIIA
1 
6.1.2 

Tiffon, 
C. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10247 
Syngenta 
N/J 
N 
2486535/324206 

N J   

KIIIA
1 
6.1.2 

Fluchon, 
V. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10245 
Syngenta 
N/J 
N 
2486536/324207 

N J   
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Ponsard, 
P. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10351 
Syngenta 
N/J 
N 
2486537/324208 

N J   

KIIIA
1 
6.1.3 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10407 
Syngenta 
N/J 
N 
2486538/324209 

N J   

KIIIA
1 
6.1.3 

Charpen
tier, J.M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10730 
Syngenta 
N/J 
N 
2486539/324210 

N J   

KIIIA
1 
6.1.3 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10409 
Syngenta 
N/J 
N 
2486540/324211 

N J   
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Ruzicka, 
A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10561 
Syngenta 
N/J 
N 
2486541/324212 

N J   

KIIIA
1 
6.1.3 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10423 
Syngenta 
N/J 
N 
2486542/324213 

N J   

KIIIA
1 
6.1.3 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10734 
Syngenta 
N/J 
N 
2486543/324214 

N J   

KIIIA
1 
6.1.3 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10425 
Syngenta 
N/J 
N 
2486544/324215 

N J   
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Bergma
nn, B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10427 
Syngenta 
N/J 
N 
2486545/324216 

N J   

KIIIA
1 
6.1.3 

Hohnsch
ild, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10563 
Syngenta 
N/J 
N 
2486546/324217 

N J   

KIIIA
1 
6.1.3 

Endres, 
U. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10439 
Syngenta 
N/J 
N 
2486547/324218 

N J   

KIIIA
1 
6.1.3 

Poslusn
a, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10437 
Syngenta 
N/J 
N 
2486548/324219 

N J   
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Mohr 2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10565 
Syngenta 
N/J 
N 
2486549/324220 

N J   

KIIIA
1 
6.1.3 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10441 
Syngenta 
N/J 
N 
2486550/324221 

N J   

KIIIA
1 
6.1.3 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10449 
Syngenta 
N/J 
N 
2486551/324222 

N J   

KIIIA
1 
6.1.3 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10567 
Syngenta 
N/J 
N 
2486552/324223 

N J   
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Massma
nn, K.W. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10451 
Syngenta 
N/J 
N 
2486553/324224 

N J   

KIIIA
1 
6.1.3 

Anonym
ous 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10453 
Syngenta 
N/J 
N 
2486554/324225 

N J   

KIIIA
1 
6.1.3 

Guichar
d, J.-L. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10501 
Syngenta 
N/J 
N 
2486555/324226 

N J   

KIIIA
1 
6.1.3 

Cap, J. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10459 
Syngenta 
N/J 
N 
2486556/324227 

N J   

KIIIA
1 
6.1.3 

Krüger, 
D. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10503 
Syngenta 
N/J 
N 
2486557/324228 

N J   
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Carstens
, H. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10461 
Syngenta 
N/J 
N 
2486558/324229 

N J   

KIIIA
1 
6.1.3 

Ehrensc
hwend, 
G. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10463 
Syngenta 
N/J 
N 
2486559/324230 

N J   

KIIIA
1 
6.1.3 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10505 
Syngenta 
N/J 
N 
2486560/324231 

N J   

KIIIA
1 
6.1.3 

Juhasz, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10465 
Syngenta 
N/J 
N 
2486561/324232 

N J   

KIIIA
1 
6.1.3 

Treikale, 
O. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10467 
Syngenta 
N/J 
N 
2486563/324234 

N J   
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6.1.3 

Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10469 
Syngenta 
N/J 
N 
2486564/324235 

N J   

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10509 
Syngenta 
N/J 
N 
2486565/324236 

N J   

KIIIA
1 
6.1.3 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10471 
Syngenta 
N/J 
N 
2486566/324237 

N J   

KIIIA
1 
6.1.3 

Ramana
uskiene, 
J. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10473 
Syngenta 
N/J 
N 
2486567/324238 

N J   

KIIIA
1 
6.1.3 

Maczyns
ka, A. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10511 
Syngenta 
N/J 
N 
2486568/324239 

N J   
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6.1.3 

Maczyns
ka, A. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10475 
Syngenta 
N/J 
N 
2486569/324240 

N J   

KIIIA
1 
6.1.3 

Hudec, 
K. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10477 
Syngenta 
N/J 
N 
2486570/324241 

N J   

KIIIA
1 
6.1.3 

Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10513 
Syngenta 
N/J 
N 
2486571/324242 

N J   

KIIIA
1 
6.1.3 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10479 
Syngenta 
N/J 
N 
2486572/324243 

N J   

KIIIA
1 
6.1.3 

Kominek
, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10481 
Syngenta 
N/J 
N 
2486573/324244 

N J   
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ed 

Own
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1 
6.1.3 

Stuebne
r, B. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10515 
Syngenta 
N/J 
N 
2486574/324245 

N J   

KIIIA
1 
6.1.3 

Reynens
, P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10483 
Syngenta 
N/J 
N 
2486575/324246 

N J   

KIIIA
1 
6.1.3 

Anonym
ous 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10517 
Syngenta 
N/J 
N 
2486576/324247 

N J   

KIIIA
1 
6.1.3 

Konvalin
kova, J. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10485 
Syngenta 
N/J 
N 
2486577/324248 

N J   

KIIIA
1 
6.1.3 

Stuebne
r, B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10487 
Syngenta 
N/J 
N 
2486578/324249 

N J   
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6.1.3 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10489 
Syngenta 
N/J 
N 
2486579/324250 

N J   

KIIIA
1 
6.1.3 

RIVET, 
J.-P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10519 
Syngenta 
N/J 
N 
2486580/324251 

N J   

KIIIA
1 
6.1.3 

Hamlen, 
R. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10491 
Syngenta 
N/J 
N 
2486581/324252 

N J   

KIIIA
1 
6.1.3 

Marcato, 
G. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10493 
Syngenta 
N/J 
N 
2486582/324253 

N J   

KIIIA
1 
6.1.3 

VERNE
UIL, D. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10521 
Syngenta 
N/J 
N 
2486583/324254 

N J   
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Toth, F. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10495 
Syngenta 
N/J 
N 
2486584/324255 

N J   

KIIIA
1 
6.1.3 

Barasits, 
T. 

2011 New Izm+premixes for foliar disease 
control in wheat - external trials 
A12910C_10497 
Syngenta 
N/J 
N 
2486585/324256 

N J   

KIIIA
1 
6.1.3 

Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10523 
Syngenta 
N/J 
N 
2486586/324257 

N J   

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10499 
Syngenta 
N/J 
N 
2486587/324258 

N J   

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10369 
Syngenta 
N/J 
N 
2486588/324259 

N J   
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KIIIA
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6.1.3 

DELEBA
RRE, O. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10525 
Syngenta 
N/J 
N 
2486589/324260 

N J   

KIIIA
1 
6.1.3 

DELEBA
RRE, O. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10371 
Syngenta 
N/J 
N 
2486590/324261 

N J   

KIIIA
1 
6.1.3 

RIVET, 
J.-P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10373 
Syngenta 
N/J 
N 
2486591/324262 

N J   

KIIIA
1 
6.1.3 

Beyreiss
, S. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10527 
Syngenta 
N/J 
N 
2486592/324263 

N J   

KIIIA
1 
6.1.3 

Toth, F. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10375 
Syngenta 
N/J 
N 
2486593/324264 

N J   
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ed 

Own
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6.1.3 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10377 
Syngenta 
N/J 
N 
2486594/324265 

N J   

KIIIA
1 
6.1.3 

Sattler, 
U. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10529 
Syngenta 
N/J 
N 
2486595/324266 

N J   

KIIIA
1 
6.1.3 

Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10379 
Syngenta 
N/J 
N 
2486596/324267 

N J   

KIIIA
1 
6.1.3 

Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10381 
Syngenta 
N/J 
N 
2486597/324268 

N J   

KIIIA
1 
6.1.3 

Mussini, 
J. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10531 
Syngenta 
N/J 
N 
2486598/324269 

N J   
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KIIIA
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6.1.3 

Kuhle, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10383 
Syngenta 
N/J 
N 
2486599/324270 

N J   

KIIIA
1 
6.1.3 

Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10385 
Syngenta 
N/J 
N 
2486600/324271 

N J   

KIIIA
1 
6.1.3 

Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10533 
Syngenta 
N/J 
N 
2486601/324272 

N J   

KIIIA
1 
6.1.3 

Gueret, 
D. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10393 
Syngenta 
N/J 
N 
2486602/324273 

N J   

KIIIA
1 
6.1.3 

Helme, 
P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10535 
Syngenta 
N/J 
N 
2486603/324274 

N J   
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Helme, 
P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10395 
Syngenta 
N/J 
N 
2486604/324275 

N J   

KIIIA
1 
6.1.3 

Allen, T. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10397 
Syngenta 
N/J 
N 
2486605/324276 

N J   

KIIIA
1 
6.1.3 

van de 
Ven, W. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10411 
Syngenta 
N/J 
N 
2486606/324277 

N J   

KIIIA
1 
6.1.3 

Bucchi, 
R. 

2010 HAMBRA rate response and mixtures 
for disease control in wheat 
A12910C_10537 
Syngenta 
N/J 
N 
2486607/324278 

N J   

KIIIA
1 
6.1.3 

Bucchi, 
R. 

2010 HAMBRA rate response and mixtures 
for disease control in wheat 
A12910C_10413 
Syngenta 
N/J 
N 
2486608/324279 

N J   
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Marcato, 
G. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10415 
Syngenta 
N/J 
N 
2486609/324280 

N J   

KIIIA
1 
6.1.3 

Semaski
ene, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10429 
Syngenta 
N/J 
N 
2486611/324282 

N J   

KIIIA
1 
6.1.3 

Kun, A. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10431 
Syngenta 
N/J 
N 
2486612/324283 

N J   

KIIIA
1 
6.1.3 

Katalin, 
L. 

2011 New Izm+premixes for foliar disease 
control in wheat - external trials 
A12910C_10541 
Syngenta 
N/J 
N 
2486613/324284 

N J   

KIIIA
1 
6.1.3 

Svobodn
ik, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10399 
Syngenta 
N/J 
N 
2486614/324285 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
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Treikale, 
O. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10543 
Syngenta 
N/J 
N 
2486615/324286 

N J   

KIIIA
1 
6.1.3 

van de 
Ven, W. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10401 
Syngenta 
N/J 
N 
2486616/324287 

N J   

KIIIA
1 
6.1.3 

Howes, 
N. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10403 
Syngenta 
N/J 
N 
2486617/324288 

N J   

KIIIA
1 
6.1.3 

Giansant
e, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10555 
Syngenta 
N/J 
N 
2486618/324289 

N J   

KIIIA
1 
6.1.3 

Giansant
e, A. 

2010 HAMBRA solo and mixtures for the 
control of S.tritici and rust on wheat 
A12910C_10387 
Syngenta 
N/J 
N 
2486619/324290 

N J   
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Piatte, 
P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10389 
Syngenta 
N/J 
N 
2486620/324291 

N J   

KIIIA
1 
6.1.3 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10557 
Syngenta 
N/J 
N 
2486621/324292 

N J   

KIIIA
1 
6.1.3 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10391 
Syngenta 
N/J 
N 
2486622/324293 

N J   

KIIIA
1 
6.1.3 

LEMBET
TI, R. 

2010 HAMBRA solo and mixtures for the 
control of Septoria tritici and rust on 
wheat 
A12910C_10732 
Syngenta 
N/J 
N 
2486623/324294 

N J   

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10405 
Syngenta 
N/J 
N 
2486624/324295 

N J   
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er 

KIIIA
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6.1.3 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10559 
Syngenta 
N/J 
N 
2486625/324296 

N J   

KIIIA
1 
6.1.3 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10105 
Syngenta 
N/J 
N 
2486626/324297 

N J   

KIIIA
1 
6.1.3 

Scharf, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10189 
Syngenta 
N/J 
N 
2486627/324298 

N J   

KIIIA
1 
6.1.3 

Wolferin
g, B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10191 
Syngenta 
N/J 
N 
2486628/324299 

N J   
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claim
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KIIIA
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6.1.3 

CHARP
ENTIER, 
J.-M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10107 
Syngenta 
N/J 
N 
2486629/324300 

N J   

KIIIA
1 
6.1.3 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10193 
Syngenta 
N/J 
N 
2486630/324301 

N J   

KIIIA
1 
6.1.3 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10195 
Syngenta 
N/J 
N 
2486631/324302 

N J   

KIIIA
1 
6.1.3 

Hesselm
ann, L. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10109 
Syngenta 
N/J 
N 
2486632/324303 

N J   
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claim
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KIIIA
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6.1.3 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10197 
Syngenta 
N/J 
N 
2486633/324304 

N J   

KIIIA
1 
6.1.3 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10203 
Syngenta 
N/J 
N 
2486634/324305 

N J   

KIIIA
1 
6.1.3 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10111 
Syngenta 
N/J 
N 
2486635/324306 

N J   

KIIIA
1 
6.1.3 

Hetterich
, A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10199 
Syngenta 
N/J 
N 
2486636/324307 

N J   
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claim
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KIIIA
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6.1.3 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10201 
Syngenta 
N/J 
N 
2486637/324308 

N J   

KIIIA
1 
6.1.3 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10113 
Syngenta 
N/J 
N 
2486638/324309 

N J   

KIIIA
1 
6.1.3 

FLUCH
ON, V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10205 
Syngenta 
N/J 
N 
2486639/324310 

N J   

KIIIA
1 
6.1.3 

Marecek
, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10207 
Syngenta 
N/J 
N 
2486640/324311 

N J   
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Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10115 
Syngenta 
N/J 
N 
2486641/324312 

N J   

KIIIA
1 
6.1.3 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10209 
Syngenta 
N/J 
N 
2486642/324313 

N J   

KIIIA
1 
6.1.3 

Guichar
d, J.-L. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10213 
Syngenta 
N/J 
N 
2486643/324314 

N J   

KIIIA
1 
6.1.3 

Subr, J. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10117 
Syngenta 
N/J 
N 
2486644/324315 

N J   
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Brunckh
orst, G. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10211 
Syngenta 
N/J 
N 
2486645/324316 

N J   

KIIIA
1 
6.1.3 

Brunckh
orst, G. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10215 
Syngenta 
N/J 
N 
2486646/324317 

N J   

KIIIA
1 
6.1.3 

Howes, 
N. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10119 
Syngenta 
N/J 
N 
2486647/324318 

N J   

KIIIA
1 
6.1.3 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10217 
Syngenta 
N/J 
N 
2486648/324319 

N J   

KIIIA
1 
6.1.3 

Collatz, 
A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10219 
Syngenta 
N/J 
N 
2486649/324320 

N J   
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ed 

Own
er 

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10121 
Syngenta 
N/J 
N 
2486650/324321 

N J   

KIIIA
1 
6.1.3 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10221 
Syngenta 
N/J 
N 
2486651/324322 

N J   

KIIIA
1 
6.1.3 

FRISON
, A. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10123 
Syngenta 
N/J 
N 
2486652/324323 

N J   

KIIIA
1 
6.1.3 

Howes, 
N. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10227 
Syngenta 
N/J 
N 
2486653/324324 

N J   

KIIIA
1 
6.1.3 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10223 
Syngenta 
N/J 
N 
2486654/324325 

N J   
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1 
6.1.3 

LEVEQ
UE, S. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10225 
Syngenta 
N/J 
N 
2486655/324326 

N J   

KIIIA
1 
6.1.3 

Kaspar, 
V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10125 
Syngenta 
N/J 
N 
2486656/324327 

N J   

KIIIA
1 
6.1.3 

Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10229 
Syngenta 
N/J 
N 
2486657/324328 

N J   

KIIIA
1 
6.1.3 

Fluchon, 
V. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10231 
Syngenta 
N/J 
N 
2486658/324329 

N J   

KIIIA
1 
6.1.3 

Reynens
, P. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10127 
Syngenta 
N/J 
N 
2486659/324330 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Balthaza
rd, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10233 
Syngenta 
N/J 
N 
2486660/324331 

N J   

KIIIA
1 
6.1.3 

Carstens
, H. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10129 
Syngenta 
N/J 
N 
2486661/324332 

N J   

KIIIA
1 
6.1.3 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10235 
Syngenta 
N/J 
N 
2486662/324333 

N J   

KIIIA
1 
6.1.3 

van de 
Ven, W. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10237 
Syngenta 
N/J 
N 
2486663/324334 

N J   

KIIIA
1 
6.1.3 

Ferro, G. 2010 HAMBRA rate response and mixtures 
for the control of rust and Ramularia 
in barley 
A12910C_10239 
Syngenta 
N/J 
N 
2486664/324335 

N J   
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tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

ASSIE, 
X. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10131 
Syngenta 
N/J 
N 
2486665/324336 

N J   

KIIIA
1 
6.1.3 

Masson
e, G. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10241 
Syngenta 
N/J 
N 
2486666/324337 

N J   

KIIIA
1 
6.1.3 

Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10243 
Syngenta 
N/J 
N 
2486667/324338 

N J   

KIIIA
1 
6.1.3 

Giansant
e, A. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10133 
Syngenta 
N/J 
N 
2486668/324339 

N J   

KIIIA
1 
6.1.3 

Balogh, 
A. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10143 
Syngenta 
N/J 
N 
2486669/324340 

N J   
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claim
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er 

KIIIA
1 
6.1.3 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10091 
Syngenta 
N/J 
N 
2486671/324342 

N J   

KIIIA
1 
6.1.3 

Treikale, 
O. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10149 
Syngenta 
N/J 
N 
2486672/324343 

N J   

KIIIA
1 
6.1.3 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10151 
Syngenta 
N/J 
N 
2486673/324344 

N J   

KIIIA
1 
6.1.3 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10093 
Syngenta 
N/J 
N 
2486674/324345 

N J   

KIIIA
1 
6.1.3 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10161 
Syngenta 
N/J 
N 
2486675/324346 

N J   
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tec-
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claim
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Own
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KIIIA
1 
6.1.3 

GAINVIL
LE, C. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10095 
Syngenta 
N/J 
N 
2486676/324347 

N J   

KIIIA
1 
6.1.3 

Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10163 
Syngenta 
N/J 
N 
2486677/324348 

N J   

KIIIA
1 
6.1.3 

Subr, J. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10165 
Syngenta 
N/J 
N 
2486678/324349 

N J   

KIIIA
1 
6.1.3 

Stuebne
r, B. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10173 
Syngenta 
N/J 
N 
2486679/324350 

N J   

KIIIA
1 
6.1.3 

Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10097 
Syngenta 
N/J 
N 
2486680/324351 

N J   
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claim
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Own
er 

KIIIA
1 
6.1.3 

ASSIE, 
X. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10175 
Syngenta 
N/J 
N 
2486681/324352 

N J   

KIIIA
1 
6.1.3 

Masson
e, G. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10177 
Syngenta 
N/J 
N 
2486682/324353 

N J   

KIIIA
1 
6.1.3 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10179 
Syngenta 
N/J 
N 
2486684/324355 

N J   

KIIIA
1 
6.1.3 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10181 
Syngenta 
N/J 
N 
2486685/324356 

N J   

KIIIA
1 
6.1.3 

Hozlár, 
P. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10101 
Syngenta 
N/J 
N 
2486686/324357 

N J   
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tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Hudec, 
K. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10183 
Syngenta 
N/J 
N 
2486687/324358 

N J   

KIIIA
1 
6.1.3 

CAMUS, 
O. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10103 
Syngenta 
N/J 
N 
2486688/324359 

N J   

KIIIA
1 
6.1.3 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10185 
Syngenta 
N/J 
N 
2486689/324360 

N J   

KIIIA
1 
6.1.3 

Rymerov 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10345 
Syngenta 
N/J 
N 
2486690/324361 

N J   

KIIIA
1 
6.1.3 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10261 
Syngenta 
N/J 
N 
2486691/324362 

N J   
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pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10263 
Syngenta 
N/J 
N 
2486692/324363 

N J   

KIIIA
1 
6.1.3 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10347 
Syngenta 
N/J 
N 
2486693/324364 

N J   

KIIIA
1 
6.1.3 

Derange
re, S. 

2010 FTMU01 (GS) DM232-EA304 : 
AZ+TCZ - A16617B- efficacité et 
sélectivité contre sclerotinia sur 
moutarde 
A12910C_10357 
Syngenta 
N/J 
N 
2486694/324365 

N J   

KIIIA
1 
6.1.3 

Maczyns
ka, A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10279 
Syngenta 
N/J 
N 
2486695/324366 

N J   
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claim
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Own
er 

KIIIA
1 
6.1.3 

Spitzer, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10281 
Syngenta 
N/J 
N 
2486696/324367 

N J   

KIIIA
1 
6.1.3 

Plachka, 
E. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10359 
Syngenta 
N/J 
N 
2486697/324368 

N J   

KIIIA
1 
6.1.3 

Endres, 
U. 

2010 GEP   Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10283 
Syngenta 
N/J 
N 
2486698/324369 

N J   

KIIIA
1 
6.1.3 

Kaiser, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10285 
Syngenta 
N/J 
N 
2486699/324370 

N J   

KIIIA
1 
6.1.3 

Kaiser, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10361 
Syngenta 
N/J 
N 
2486700/324371 

N J   
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claim
ed 

Own
er 

KIIIA
1 
6.1.3 

VIARD, 
J.-B. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10287 
Syngenta 
N/J 
N 
2486701/324372 

N J   

KIIIA
1 
6.1.3 

Oudin, 
V. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10289 
Syngenta 
N/J 
N 
2486702/324373 

N J   

KIIIA
1 
6.1.3 

SABATI
ER, L. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10363 
Syngenta 
N/J 
N 
2486703/324374 

N J   

KIIIA
1 
6.1.3 

Ritchie, 
F. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10291 
Syngenta 
N/J 
N 
2486704/324375 

N J   
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Rivet, J.-
P. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10293 
Syngenta 
N/J 
N 
2486705/324376 

N J   

KIIIA
1 
6.1.3 

Rivet, J.-
P. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10365 
Syngenta 
N/J 
N 
2486706/324377 

N J   

KIIIA
1 
6.1.3 

Pawlack, 
A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10295 
Syngenta 
N/J 
N 
2486707/324378 

N J   

KIIIA
1 
6.1.3 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10297 
Syngenta 
N/J 
N 
2486708/324379 

N J   

KIIIA
1 
6.1.3 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10367 
Syngenta 
N/J 
N 
2486709/324380 

N J   
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tec-
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claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10299 
Syngenta 
N/J 
N 
2486710/324381 

N J   

KIIIA
1 
6.1.3 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10301 
Syngenta 
N/J 
N 
2486711/324382 

N J   

KIIIA
1 
6.1.3 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10327 
Syngenta 
N/J 
N 
2486712/324383 

N J   

KIIIA
1 
6.1.3 

Leger, 
D. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10579 
Syngenta 
N/J 
N 
2486713/324384 

N J   

KIIIA
1 
6.1.3 

Bourgeoi
s, B. 

2005 FSB03-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
oidium 
A12910C_10693 
Syngenta 
N/J 
N 
2486714/324385 

N J   
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Point 

Au-
thor(s) 
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Report-No. 
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Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Bourgeoi
s, B. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10695 
Syngenta 
N/J 
N 
2486715/324386 

N J   

KIIIA
1 
6.1.3 

Kerbrat, 
J.-Y. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10581 
Syngenta 
N/J 
N 
2486716/324387 

N J   

KIIIA
1 
6.1.3 

Marin, A. 2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10697 
Syngenta 
N/J 
N 
2486717/324388 

N J   

KIIIA
1 
6.1.3 

Ponsard, 
P. 

2005 FSB01-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
cercosporiose 
A12910C_10699 
Syngenta 
N/J 
N 
2486718/324389 

N J   
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Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Ponsard, 
P. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10701 
Syngenta 
N/J 
N 
2486719/324390 

N J   

KIIIA
1 
6.1.3 

Bonfanti, 
F. 

2002 Prove registrative di a12910C su 
bietola 
A12910C_10569 
Syngenta 
N/J 
N 
2486720/324391 

N J   

KIIIA
1 
6.1.3 

Valli, F. 2002 Prove registrative di a12910C su 
bietola 
A12910C_10703 
Syngenta 
N/J 
N 
2486721/324392 

N J   

KIIIA
1 
6.1.3 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10705 
Syngenta 
N/J 
N 
2486722/324393 

N J   

KIIIA
1 
6.1.3 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10707 
Syngenta 
N/J 
N 
2486723/324394 

N J   
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es 
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N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10573 
Syngenta 
N/J 
N 
2486724/324395 

N J   

KIIIA
1 
6.1.3 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10709 
Syngenta 
N/J 
N 
2486725/324396 

N J   

KIIIA
1 
6.1.3 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10711 
Syngenta 
N/J 
N 
2486726/324397 

N J   

KIIIA
1 
6.1.3 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10575 
Syngenta 
N/J 
N 
2486727/324398 

N J   
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claim
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10713 
Syngenta 
N/J 
N 
2486728/324399 

N J   

KIIIA
1 
6.1.3 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10577 
Syngenta 
N/J 
N 
2486729/324400 

N J   

KIIIA
1 
6.1.3 

Dewami
n, N. 

2010 FSB01-ND228 (DP) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet - 
A12910C_10571 
Syngenta 
N/J 
N 
2486730/324401 

N J   

KIIIA
1 
6.1.3 

HOUZE
T, A. 

2004 FSB02 : homologation des 
associations AZ+DFZ (AMISTAR 
TOP) et az+ccz (amistar xtra) sur 
betterave : oïdium 
A12910C_10715 
Syngenta 
N/J 
N 
2486731/324402 

N J   
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Kerbrat, 
J.-Y. 

2005 FSB02-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
ramulariose 
A12910C_10717 
Syngenta 
N/J 
N 
2486732/324403 

N J   

KIIIA
1 
6.1.3 

Tiffon, 
C. 

2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10671 
Syngenta 
N/J 
N 
2486733/324404 

N J   

KIIIA
1 
6.1.3 

Dewami
n, N. 

2010 FSB01-ND227 (CF) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet. 
A12910C_10595 
Syngenta 
N/J 
N 
2486734/324405 

N J   

KIIIA
1 
6.1.3 

Dewami
n, N. 

2011 FSB01-ND324 (CF) : Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet Lilliers (62) 
A12910C_10673 
Syngenta 
N/J 
N 
2486735/324406 

N J   
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claim
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fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Bucchi, 
R. 

2003 Prove registrative di a12910C su 
bietola 
A12910C_10681 
Syngenta 
N/J 
N 
2486736/324407 

N J   

KIIIA
1 
6.1.3 

Thiel, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10597 
Syngenta 
N/J 
N 
2486737/324408 

N J   

KIIIA
1 
6.1.3 

Mohr, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10683 
Syngenta 
N/J 
N 
2486738/324409 

N J   

KIIIA
1 
6.1.3 

Franke, 
K. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10685 
Syngenta 
N/J 
N 
2486739/324410 

N J   
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pro-
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tion 
claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Endres, 
U. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10599 
Syngenta 
N/J 
N 
2486740/324411 

N J   

KIIIA
1 
6.1.3 

Terhalle, 
S. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10687 
Syngenta 
N/J 
N 
2486741/324412 

N J   

KIIIA
1 
6.1.3 

Huber, 
G. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10689 
Syngenta 
N/J 
N 
2486742/324413 

N J   

KIIIA
1 
6.1.3 

Ruppert, 
R. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10607 
Syngenta 
N/J 
N 
2486743/324414 

N J   
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Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
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N=N
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Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Marin, A. 2002 FSB01 : evaluation 
strobilurines+triazoles sur betteraves 
A12910C_10691 
Syngenta 
N/J 
N 
2486744/324415 

N J   

KIIIA
1 
6.1.3 

Marin, A. 2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10583 
Syngenta 
N/J 
N 
2486745/324416 

N J   

KIIIA
1 
6.1.3 

Tiffon, 
C. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10609 
Syngenta 
N/J 
N 
2486746/324417 

N J   

KIIIA
1 
6.1.3 

Charnoc
k, C. 

2008 Sugar Beet: Priori Xtra versus current 
competitive standards 
A12910C_10585 
Syngenta 
N/J 
N 
2486747/324418 

N J   

KIIIA
1 
6.1.3 

Marshall 
Roberts, 
J. 

2008 Sugar Beet: Priori Xtra versus current 
competitive standards 
A12910C_10587 
Syngenta 
N/J 
N 
2486748/324419 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 188 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
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O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Ponsard, 
P. 

2008 FSB02 - AMISTAR XTRA and top- 
efficacy trials on sugarbeets 
A12910C_10611 
Syngenta 
N/J 
N 
2486749/324420 

N J   

KIIIA
1 
6.1.3 

Martial, 
T. 

2010 FSB02 (GS) Auvergne : Priori Xtra on 
sugarbeet against Rhizoctonia 
A12910C_10591 
Syngenta 
N/J 
N 
2486750/324421 

N J   

KIIIA
1 
6.1.3 

Piatte, 
P. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10589 
Syngenta 
N/J 
N 
2486751/324422 

N J   

KIIIA
1 
6.1.3 

Malizia, 
R. 

2003 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistarxtra 
A12910C_10619 
Syngenta 
N/J 
N 
2486752/324423 

N J   

KIIIA
1 
6.1.3 

Malizia, 
R. 

2002 Continuazione della messa a punto 
della miscela score+amistar e delle 
altre miscele con triazoli 
A12910C_10593 
Syngenta 
N/J 
N 
2486753/324424 

N J   
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Prisco, 
A. 

2004 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10601 
Syngenta 
N/J 
N 
2486754/324425 

N J   

KIIIA
1 
6.1.3 

Prisco, 
A. 

2003 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistarxtra 
A12910C_10621 
Syngenta 
N/J 
N 
2486755/324426 

N J   

KIIIA
1 
6.1.3 

Prisco, 
A. 

2002 Continuazione della messa a punto 
della miscela score+amistar e delle 
altre miscele con triazoli 
A12910C_10603 
Syngenta 
N/J 
N 
2486756/324427 

N J   

KIIIA
1 
6.1.3 

Prisco, 
A. 

2005 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10605 
Syngenta 
N/J 
N 
2486757/324429 

N J   
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claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Mezzadr
i, L. 

2004 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10623 
Syngenta 
N/J 
N 
2486758/324430 

N J   

KIIIA
1 
6.1.3 

Mezzadr
i, L. 

2005 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10613 
Syngenta 
N/J 
N 
2486759/324431 

N J   

KIIIA
1 
6.1.3 

Dellapin
a, P. 

2002 FSN07- ARMURE positionnement T1  
contre les maladies foliaires de la 
betterave. 
A12910C_10625 
Syngenta 
N/J 
N 
2486760/324432 

N J   

KIIIA
1 
6.1.3 

PATENE
T, E. 

2009 FSB51B-ST017(DP) - Efficacite 
fongicides betteraves (AMISTAR 
TOP et PRIORI XTRA). 
A12910C_10615 
Syngenta 
N/J 
N 
2486761/324433 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Amet, D. 2007 FSB02AM016 (FL) : Priori Xtra on 
sugar beet 
A12910C_10617 
Syngenta 
N/J 
N 
2486762/324434 

N J   

KIIIA
1 
6.1.3 

PATENE
T, E. 

2008 FSB52A-LD008 (LD) - AMISTAR 
XTRA et M7820 sur betterave 
A12910C_10627 
Syngenta 
N/J 
N 
2486763/324435 

N J   

KIIIA
1 
6.1.3 

Tiffon, 
C. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10645 
Syngenta 
N/J 
N 
2486764/324436 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szabolcs county 
A12910C_10653 
Syngenta 
N/J 
N 
2486765/324437 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szolnok 
A12910C_10655 
Syngenta 
N/J 
N 
2486766/324438 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 192 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary 
A12910C_10633 
Syngenta 
N/J 
N 
2486767/324439 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10657 
Syngenta 
N/J 
N 
2486768/324440 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10635 
Syngenta 
N/J 
N 
2486769/324441 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10659 
Syngenta 
N/J 
N 
2486770/324442 

N J   

KIIIA
1 
6.1.3 

Soltesz, 
J. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10661 
Syngenta 
N/J 
N 
2486771/324443 

N J   
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Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10663 
Syngenta 
N/J 
N 
2486772/324444 

N J   

KIIIA
1 
6.1.3 

Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10639 
Syngenta 
N/J 
N 
2486773/324445 

N J   

KIIIA
1 
6.1.3 

Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10665 
Syngenta 
N/J 
N 
2486774/324446 

N J   

KIIIA
1 
6.1.3 

Frantise
k, T. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10667 
Syngenta 
N/J 
N 
2486775/324447 

N J   
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Frantise
k, T. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10637 
Syngenta 
N/J 
N 
2486776/324448 

N J   

KIIIA
1 
6.1.3 

Frantise
k, T. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10669 
Syngenta 
N/J 
N 
2486777/324449 

N J   

KIIIA
1 
6.1.3 

FARKAS
, I. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10675 
Syngenta 
N/J 
N 
2486778/324450 

N J   

KIIIA
1 
6.1.3 

HORVA
TH, A. 

2005 Amistar Xtra in sunflower 
A12910C_10641 
Syngenta 
N/J 
N 
2486779/324451 

N J   

KIIIA
1 
6.1.3 

Marin, A. 2005 FPE01-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Oïdium 
A12910C_10317 
Syngenta 
N/J 
N 
2486780/324452 

N J   
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Marin, A. 2006 FPE03-2006 : oidium sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10335 
Syngenta 
N/J 
N 
2486781/324453 

N J   

KIIIA
1 
6.1.3 

Bertin, 
B. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10319 
Syngenta 
N/J 
N 
2486782/324454 

N J   

KIIIA
1 
6.1.3 

Bourgeoi
s, B. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10323 
Syngenta 
N/J 
N 
2486783/324455 

N J   

KIIIA
1 
6.1.3 

Marizy, 
C. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10337 
Syngenta 
N/J 
N 
2486784/324456 

N J   
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Martin, 
M.-A. 

2002 FPE01 : évaluation fongicides pois en 
végétation. 
A12910C_10325 
Syngenta 
N/J 
N 
2486785/324457 

N J   

KIIIA
1 
6.1.3 

Bourgeoi
s, B. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10321 
Syngenta 
N/J 
N 
2486786/324458 

N J   

KIIIA
1 
6.1.3 

HOUZE
T, A. 

2005 FPE03-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10339 
Syngenta 
N/J 
N 
2486787/324459 

N J   

KIIIA
1 
6.1.3 

Tiffon, 
C. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10247 
Syngenta 
N/J 
N 
2486788/324460 

N J   
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Tiffon, 
C. 

2003 Etude et positionnement de l 
association Azoxystrobin + 
chlorothalonil sur pois. 
A12910C_10724 
Syngenta 
N/J 
N 
2486789/324461 

N J   

KIIIA
1 
6.1.3 

Bertin, 
B. 

2002 FPE01 : évaluation fongicides pois en 
végétation. 
A12910C_10249 
Syngenta 
N/J 
N 
2486790/324462 

N J   

KIIIA
1 
6.1.3 

Caillet, 
H. 

2005 Etude et positionnement de l 
association Azoxystrobin + 
chlorothalonil sur pois. 
A12910C_10726 
Syngenta 
N/J 
N 
2486791/324463 

N J   

KIIIA
1 
6.1.3 

Kun, A. 2010 Ortiva Top (A13703G) - LEX in 
vegetables : Pea 
A12910C_10341 
Syngenta 
N/J 
N 
2486792/324464 

N J   

KIIIA
1 
6.1.3 

CAMUS, 
O. 

2011 FPE01-SG228 (DE) : Test Az on 
fungal diseases of peas (51) 
A12910C_10251 
Syngenta 
N/J 
N 
2486793/324465 

N J   
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Caron, 
E. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10253 
Syngenta 
N/J 
N 
2486794/324466 

N J   

KIIIA
1 
6.1.3 

Fluchon, 
V. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10245 
Syngenta 
N/J 
N 
2486795/324467 

N J   

KIIIA
1 
6.1.3 

Ponsard, 
P. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10351 
Syngenta 
N/J 
N 
2486796/324468 

N J   

KIIIA
1 
6.1.3 

Juhasz, 
M. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize 
A12910C_10267 
Syngenta 
N/J 
N 
2486797/324469 

N J   
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Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10407 
Syngenta 
N/J 
N 
2486798/324470 

N J   

KIIIA
1 
6.1.4 

Charpen
tier, J.M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10730 
Syngenta 
N/J 
N 
2486799/324471 

N J   

KIIIA
1 
6.1.4 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10409 
Syngenta 
N/J 
N 
2486800/324472 

N J   

KIIIA
1 
6.1.4 

Ruzicka, 
A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10561 
Syngenta 
N/J 
N 
2486801/324473 

N J   
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Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10423 
Syngenta 
N/J 
N 
2486802/324474 

N J   

KIIIA
1 
6.1.4 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10734 
Syngenta 
N/J 
N 
2486803/324475 

N J   

KIIIA
1 
6.1.4 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10425 
Syngenta 
N/J 
N 
2486804/324476 

N J   

KIIIA
1 
6.1.4 

Bergma
nn, B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10427 
Syngenta 
N/J 
N 
2486805/324477 

N J   
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Hohnsch
ild, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10563 
Syngenta 
N/J 
N 
2486806/324478 

N J   

KIIIA
1 
6.1.4 

Endres, 
U. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10439 
Syngenta 
N/J 
N 
2486807/324479 

N J   

KIIIA
1 
6.1.4 

Poslusn
a, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10437 
Syngenta 
N/J 
N 
2486808/324480 

N J   

KIIIA
1 
6.1.4 

Mohr 2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10565 
Syngenta 
N/J 
N 
2486809/324481 

N J   
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Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10441 
Syngenta 
N/J 
N 
2486810/324482 

N J   

KIIIA
1 
6.1.4 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10449 
Syngenta 
N/J 
N 
2486811/324483 

N J   

KIIIA
1 
6.1.4 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10567 
Syngenta 
N/J 
N 
2486812/324484 

N J   

KIIIA
1 
6.1.4 

Massma
nn, K.W. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10451 
Syngenta 
N/J 
N 
2486813/324485 

N J   
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Juhasz, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10465 
Syngenta 
N/J 
N 
2486814/324486 

N J   

KIIIA
1 
6.1.4 

Treikale, 
O. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10467 
Syngenta 
N/J 
N 
2486816/324488 

N J   

KIIIA
1 
6.1.4 

Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10469 
Syngenta 
N/J 
N 
2486817/324489 

N J   

KIIIA
1 
6.1.4 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10509 
Syngenta 
N/J 
N 
2486818/324490 

N J   

KIIIA
1 
6.1.4 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10471 
Syngenta 
N/J 
N 
2486819/324491 

N J   
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Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10513 
Syngenta 
N/J 
N 
2486820/324492 

N J   

KIIIA
1 
6.1.4 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10479 
Syngenta 
N/J 
N 
2486821/324493 

N J   

KIIIA
1 
6.1.4 

Kominek
, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10481 
Syngenta 
N/J 
N 
2486822/324494 

N J   

KIIIA
1 
6.1.4 

Stuebne
r, B. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10515 
Syngenta 
N/J 
N 
2486823/324495 

N J   

KIIIA
1 
6.1.4 

Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10523 
Syngenta 
N/J 
N 
2486824/324496 

N J   
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Toth, F. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10375 
Syngenta 
N/J 
N 
2486825/324497 

N J   

KIIIA
1 
6.1.4 

Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10379 
Syngenta 
N/J 
N 
2486826/324498 

N J   

KIIIA
1 
6.1.4 

Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10381 
Syngenta 
N/J 
N 
2486827/324499 

N J   

KIIIA
1 
6.1.4 

Mussini, 
J. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10531 
Syngenta 
N/J 
N 
2486828/324500 

N J   

KIIIA
1 
6.1.4 

Semaski
ene, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10429 
Syngenta 
N/J 
N 
2486830/324502 

N J   
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Kun, A. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10431 
Syngenta 
N/J 
N 
2486831/324503 

N J   

KIIIA
1 
6.1.4 

Svobodn
ik, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10399 
Syngenta 
N/J 
N 
2486832/324504 

N J   

KIIIA
1 
6.1.4 

van de 
Ven, W. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10401 
Syngenta 
N/J 
N 
2486833/324505 

N J   

KIIIA
1 
6.1.4 

Howes, 
N. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10403 
Syngenta 
N/J 
N 
2486834/324506 

N J   

KIIIA
1 
6.1.4 

CAMUS, 
O. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10421 
Syngenta 
N/J 
N 
2486835/324507 

N J   
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claim
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Mezzadr
i, L. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10433 
Syngenta 
N/J 
N 
2486836/324508 

N J   

KIIIA
1 
6.1.4 

LEMBET
TI, R. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10447 
Syngenta 
N/J 
N 
2486837/324509 

N J   

KIIIA
1 
6.1.4 

Giansant
e, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10555 
Syngenta 
N/J 
N 
2486838/324510 

N J   

KIIIA
1 
6.1.4 

Giansant
e, A. 

2010 HAMBRA solo and mixtures for the 
control of S.tritici and rust on wheat 
A12910C_10387 
Syngenta 
N/J 
N 
2486839/324511 

N J   

KIIIA
1 
6.1.4 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10557 
Syngenta 
N/J 
N 
2486840/324512 

N J   
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tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10391 
Syngenta 
N/J 
N 
2486841/324513 

N J   

KIIIA
1 
6.1.4 

LEMBET
TI, R. 

2010 HAMBRA solo and mixtures for the 
control of Septoria tritici and rust on 
wheat 
A12910C_10732 
Syngenta 
N/J 
N 
2486842/324514 

N J   

KIIIA
1 
6.1.4 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10405 
Syngenta 
N/J 
N 
2486843/324515 

N J   

KIIIA
1 
6.1.4 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10105 
Syngenta 
N/J 
N 
2486844/324516 

N J   
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claim
ed 
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er 

KIIIA
1 
6.1.4 

Scharf, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10189 
Syngenta 
N/J 
N 
2486845/324517 

N J   

KIIIA
1 
6.1.4 

Wolferin
g, B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10191 
Syngenta 
N/J 
N 
2486846/324518 

N J   

KIIIA
1 
6.1.4 

CHARP
ENTIER, 
J.-M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10107 
Syngenta 
N/J 
N 
2486847/324519 

N J   

KIIIA
1 
6.1.4 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10193 
Syngenta 
N/J 
N 
2486848/324520 

N J   
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KIIIA
1 
6.1.4 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10195 
Syngenta 
N/J 
N 
2486849/324521 

N J   

KIIIA
1 
6.1.4 

Hesselm
ann, L. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10109 
Syngenta 
N/J 
N 
2486850/324522 

N J   

KIIIA
1 
6.1.4 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10197 
Syngenta 
N/J 
N 
2486851/324523 

N J   

KIIIA
1 
6.1.4 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10203 
Syngenta 
N/J 
N 
2486852/324524 

N J   
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KIIIA
1 
6.1.4 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10111 
Syngenta 
N/J 
N 
2486853/324525 

N J   

KIIIA
1 
6.1.4 

Hetterich
, A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10199 
Syngenta 
N/J 
N 
2486854/324526 

N J   

KIIIA
1 
6.1.4 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10201 
Syngenta 
N/J 
N 
2486855/324527 

N J   

KIIIA
1 
6.1.4 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10113 
Syngenta 
N/J 
N 
2486856/324528 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 212 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
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claim
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KIIIA
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6.1.4 

FLUCH
ON, V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10205 
Syngenta 
N/J 
N 
2486857/324529 

N J   

KIIIA
1 
6.1.4 

Marecek
, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10207 
Syngenta 
N/J 
N 
2486858/324530 

N J   

KIIIA
1 
6.1.4 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10115 
Syngenta 
N/J 
N 
2486859/324531 

N J   

KIIIA
1 
6.1.4 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10209 
Syngenta 
N/J 
N 
2486860/324532 

N J   
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claim
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Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10217 
Syngenta 
N/J 
N 
2486861/324533 

N J   

KIIIA
1 
6.1.4 

Collatz, 
A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10219 
Syngenta 
N/J 
N 
2486862/324534 

N J   

KIIIA
1 
6.1.4 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10121 
Syngenta 
N/J 
N 
2486863/324535 

N J   

KIIIA
1 
6.1.4 

LEVEQ
UE, S. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10225 
Syngenta 
N/J 
N 
2486864/324536 

N J   

KIIIA
1 
6.1.4 

Kaspar, 
V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10125 
Syngenta 
N/J 
N 
2486865/324537 

N J   
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Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10229 
Syngenta 
N/J 
N 
2486866/324538 

N J   

KIIIA
1 
6.1.4 

Fluchon, 
V. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10231 
Syngenta 
N/J 
N 
2486867/324539 

N J   

KIIIA
1 
6.1.4 

Ferro, G. 2010 HAMBRA rate response and mixtures 
for the control of rust and Ramularia 
in barley 
A12910C_10239 
Syngenta 
N/J 
N 
2486868/324540 

N J   

KIIIA
1 
6.1.4 

Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10243 
Syngenta 
N/J 
N 
2486869/324541 

N J   

KIIIA
1 
6.1.4 

Leger, 
D. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10157 
Syngenta 
N/J 
N 
2486870/324542 

N J   
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6.1.4 

Berti, L. 2010 HAMBRA rate response and mixtures 
for the control of rust and Ramularia 
in barley 
A12910C_10139 
Syngenta 
N/J 
N 
2486871/324543 

N J   

KIIIA
1 
6.1.4 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10091 
Syngenta 
N/J 
N 
2486873/324545 

N J   

KIIIA
1 
6.1.4 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10161 
Syngenta 
N/J 
N 
2486874/324546 

N J   

KIIIA
1 
6.1.4 

Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10163 
Syngenta 
N/J 
N 
2486875/324547 

N J   

KIIIA
1 
6.1.4 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10179 
Syngenta 
N/J 
N 
2486877/324549 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 216 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
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claim
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Hozlár, 
P. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10101 
Syngenta 
N/J 
N 
2486878/324550 

N J   

KIIIA
1 
6.1.4 

CAMUS, 
O. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10103 
Syngenta 
N/J 
N 
2486879/324551 

N J   

KIIIA
1 
6.1.4 

Rymerov 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10345 
Syngenta 
N/J 
N 
2486880/324552 

N J   

KIIIA
1 
6.1.4 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10261 
Syngenta 
N/J 
N 
2486881/324553 

N J   

KIIIA
1 
6.1.4 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10263 
Syngenta 
N/J 
N 
2486882/324554 

N J   
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Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10347 
Syngenta 
N/J 
N 
2486883/324555 

N J   

KIIIA
1 
6.1.4 

Derange
re, S. 

2010 FTMU01 (GS) DM232-EA304 : 
AZ+TCZ - A16617B- efficacité et 
sélectivité contre sclerotinia sur 
moutarde 
A12910C_10357 
Syngenta 
N/J 
N 
2486884/324556 

N J   

KIIIA
1 
6.1.4 

Maczyns
ka, A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10279 
Syngenta 
N/J 
N 
2486885/324557 

N J   

KIIIA
1 
6.1.4 

Spitzer, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10281 
Syngenta 
N/J 
N 
2486886/324558 

N J   

KIIIA
1 
6.1.4 

Plachka, 
E. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10359 
Syngenta 
N/J 
N 
2486887/324559 

N J   
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Endres, 
U. 

2010 GEP   Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10283 
Syngenta 
N/J 
N 
2486888/324560 

N J   

KIIIA
1 
6.1.4 

Kuhle, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10285 
Syngenta 
N/J 
N 
2486889/324561 

N J   

KIIIA
1 
6.1.4 

Kaiser, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10361 
Syngenta 
N/J 
N 
2486890/324562 

N J   

KIIIA
1 
6.1.4 

VIARD, 
J.-B. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10287 
Syngenta 
N/J 
N 
2486891/324563 

N J   

KIIIA
1 
6.1.4 

Oudin, 
V. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10289 
Syngenta 
N/J 
N 
2486892/324564 

N J   
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brate 
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N=N
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pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

SABATI
ER, L. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10363 
Syngenta 
N/J 
N 
2486893/324565 

N J   

KIIIA
1 
6.1.4 

Ritchie, 
F. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10291 
Syngenta 
N/J 
N 
2486894/324566 

N J   

KIIIA
1 
6.1.4 

Rivet, J.-
P. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10293 
Syngenta 
N/J 
N 
2486895/324567 

N J   

KIIIA
1 
6.1.4 

Rivet, J.-
P. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10365 
Syngenta 
N/J 
N 
2486896/324568 

N J   

KIIIA
1 
6.1.4 

Pawlack, 
A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10295 
Syngenta 
N/J 
N 
2486897/324569 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10297 
Syngenta 
N/J 
N 
2486898/324570 

N J   

KIIIA
1 
6.1.4 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10367 
Syngenta 
N/J 
N 
2486899/324571 

N J   

KIIIA
1 
6.1.4 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10299 
Syngenta 
N/J 
N 
2486900/324572 

N J   

KIIIA
1 
6.1.4 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10301 
Syngenta 
N/J 
N 
2486901/324573 

N J   

KIIIA
1 
6.1.4 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10327 
Syngenta 
N/J 
N 
2486902/324574 

N J   
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claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Lockley, 
D. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10309 
Syngenta 
N/J 
N 
2486903/324575 

N J   

KIIIA
1 
6.1.4 

Gladder
s, P. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10333 
Syngenta 
N/J 
N 
2486904/324576 

N J   

KIIIA
1 
6.1.4 

Charnoc
k, C. 

2011 HLH - Syngenta Sclerotinia trial 2011 
A12910C_10315 
Syngenta 
N/J 
N 
2486905/324577 

N J   

KIIIA
1 
6.1.4 

Leger, 
D. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10579 
Syngenta 
N/J 
N 
2486906/324578 

N J   

KIIIA
1 
6.1.4 

Bourgeoi
s, B. 

2005 FSB03-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
oidium 
A12910C_10693 
Syngenta 
N/J 
N 
2486907/324579 

N J   
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fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Bourgeoi
s, B. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10695 
Syngenta 
N/J 
N 
2486908/324580 

N J   

KIIIA
1 
6.1.4 

Kerbrat, 
J. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10581 
Syngenta 
N/J 
N 
2486909/324581 

N J   

KIIIA
1 
6.1.4 

Ponsard, 
P. 

2005 FSB01-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
cercosporiose 
A12910C_10699 
Syngenta 
N/J 
N 
2486910/324582 

N J   

KIIIA
1 
6.1.4 

Ponsard, 
P. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10701 
Syngenta 
N/J 
N 
2486911/324583 

N J   
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10705 
Syngenta 
N/J 
N 
2486912/324584 

N J   

KIIIA
1 
6.1.4 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10707 
Syngenta 
N/J 
N 
2486913/324585 

N J   

KIIIA
1 
6.1.4 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10573 
Syngenta 
N/J 
N 
2486914/324586 

N J   

KIIIA
1 
6.1.4 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10709 
Syngenta 
N/J 
N 
2486915/324587 

N J   

KIIIA
1 
6.1.4 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10711 
Syngenta 
N/J 
N 
2486916/324588 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10575 
Syngenta 
N/J 
N 
2486917/324589 

N J   

KIIIA
1 
6.1.4 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10713 
Syngenta 
N/J 
N 
2486918/324590 

N J   

KIIIA
1 
6.1.4 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10577 
Syngenta 
N/J 
N 
2486919/324591 

N J   

KIIIA
1 
6.1.4 

Dewami
n, N. 

2010 FSB01-ND228 (DP) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet - 
A12910C_10571 
Syngenta 
N/J 
N 
2486920/324592 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

HOUZE
T, A. 

2004 FSB02 : homologation des 
associations AZ+DFZ (AMISTAR 
TOP) et az+ccz (amistar xtra) sur 
betterave : oïdium 
A12910C_10715 
Syngenta 
N/J 
N 
2486921/324593 

N J   

KIIIA
1 
6.1.4 

Kerbrat, 
J. 

2005 FSB02-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
ramulariose 
A12910C_10717 
Syngenta 
N/J 
N 
2486922/324594 

N J   

KIIIA
1 
6.1.4 

Tiffon, 
C. 

2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10671 
Syngenta 
N/J 
N 
2486923/324595 

N J   

KIIIA
1 
6.1.4 

Dewami
n, N. 

2010 FSB01-ND227 (CF) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet. 
A12910C_10595 
Syngenta 
N/J 
N 
2486924/324596 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Thiel, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10597 
Syngenta 
N/J 
N 
2486925/324597 

N J   

KIIIA
1 
6.1.4 

Mohr, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10683 
Syngenta 
N/J 
N 
2486926/324598 

N J   

KIIIA
1 
6.1.4 

Franke, 
K. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10685 
Syngenta 
N/J 
N 
2486927/324599 

N J   

KIIIA
1 
6.1.4 

Endres, 
U. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10599 
Syngenta 
N/J 
N 
2486928/324600 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 227 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Terhalle, 
S. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10687 
Syngenta 
N/J 
N 
2486929/324601 

N J   

KIIIA
1 
6.1.4 

Huber, 
G. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10689 
Syngenta 
N/J 
N 
2486930/324602 

N J   

KIIIA
1 
6.1.4 

Ruppert, 
R. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10607 
Syngenta 
N/J 
N 
2486931/324603 

N J   

KIIIA
1 
6.1.4 

Tiffon, 
C. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10609 
Syngenta 
N/J 
N 
2486932/324604 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Marshall 
Roberts, 
J. 

2008 Sugar Beet: Priori Xtra versus current 
competitive standards 
A12910C_10587 
Syngenta 
N/J 
N 
2486933/324605 

N J   

KIIIA
1 
6.1.4 

Ponsard, 
P. 

2008 FSB02 - AMISTAR XTRA and top- 
efficacy trials on sugarbeets 
A12910C_10611 
Syngenta 
N/J 
N 
2486934/324606 

N J   

KIIIA
1 
6.1.4 

Amet, D. 2007 FSB02AM016 (FL) : Priori Xtra on 
sugar beet 
A12910C_10617 
Syngenta 
N/J 
N 
2486935/324607 

N J   

KIIIA
1 
6.1.4 

Csaba, 
N. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10677 
Syngenta 
N/J 
N 
2486936/324608 

N J   

KIIIA
1 
6.1.4 

Mate, E. 2007 Amistar Xtra vs Pictor in sunflower 
A12910C_10679 
Syngenta 
N/J 
N 
2486937/324609 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Giansant
e, A. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10643 
Syngenta 
N/J 
N 
2486938/324610 

N J   

KIIIA
1 
6.1.4 

Marin, A. 2005 FPE01-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Oïdium 
A12910C_10317 
Syngenta 
N/J 
N 
2486939/324611 

N J   

KIIIA
1 
6.1.4 

Marin, A. 2006 FPE03-2006 : oidium sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10335 
Syngenta 
N/J 
N 
2486940/324612 

N J   

KIIIA
1 
6.1.4 

Bertin, 
B. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10319 
Syngenta 
N/J 
N 
2486941/324613 

N J   
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Bourgeoi
s, B. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10323 
Syngenta 
N/J 
N 
2486942/324614 

N J   

KIIIA
1 
6.1.4 

Marizy, 
C. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10337 
Syngenta 
N/J 
N 
2486943/324615 

N J   

KIIIA
1 
6.1.4 

Martin, 
M.-A. 

2002 FPE01 : évaluation fongicides pois en 
végétation. 
A12910C_10325 
Syngenta 
N/J 
N 
2486944/324616 

N J   

KIIIA
1 
6.1.4 

Kun, A. 2010 Ortiva Top (A13703G) - LEX in 
vegetables : Pea 
A12910C_10341 
Syngenta 
N/J 
N 
2486945/324617 

N J   
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data 
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tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Amet, D. 2010 FPE01 (SS) AM228 : Test Az on 
peas 
A12910C_10255 
Syngenta 
N/J 
N 
2486946/324618 

N J   

KIIIA
1 
6.1.4 

Largillier
e, J. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10259 
Syngenta 
N/J 
N 
2486947/324619 

N J   

KIIIA
1 
6.1.4 

Fluchon, 
V. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10245 
Syngenta 
N/J 
N 
2486948/324620 

N J   

KIIIA
1 
6.1.4 

Ponsard, 
P. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10351 
Syngenta 
N/J 
N 
2486949/324621 

N J   
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6.1.4 

Juhasz, 
M. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize 
A12910C_10267 
Syngenta 
N/J 
N 
2486950/324622 

N J   

KIIIA
1 
6.1.4 

Juhasz, 
M. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize 
A12910C_10269 
Syngenta 
N/J 
N 
2486951/324623 

N J   

KIIIA
1 
6.1.4 

LEMBET
TI, R. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10353 
Syngenta 
N/J 
N 
2486952/324624 

N J   

KIIIA
1 
6.1.4 

Prisco, 
A. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10271 
Syngenta 
N/J 
N 
2486953/324625 

N J   
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KIIIA
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6.1.4 

Berti, L. 2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10273 
Syngenta 
N/J 
N 
2486954/324626 

N J   

KIIIA
1 
6.1.4 

Giacome
lli, G. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10355 
Syngenta 
N/J 
N 
2486955/324627 

N J   

KIIIA
1 
6.1.4 

Giacome
lli, G. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10275 
Syngenta 
N/J 
N 
2486956/324628 

N J   

KIIIA
1 
6.1.4 

Delfanti, 
D. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10277 
Syngenta 
N/J 
N 
2486957/324629 

N J   
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6.2.1 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10407 
Syngenta 
N/J 
N 
2486958/324630 

N J   

KIIIA
1 
6.2.1 

Charpen
tier, J.M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10730 
Syngenta 
N/J 
N 
2486959/324631 

N J   

KIIIA
1 
6.2.1 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10409 
Syngenta 
N/J 
N 
2486960/324632 

N J   

KIIIA
1 
6.2.1 

Ruzicka, 
A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10561 
Syngenta 
N/J 
N 
2486961/324633 

N J   
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Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10423 
Syngenta 
N/J 
N 
2486962/324634 

N J   

KIIIA
1 
6.2.1 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10734 
Syngenta 
N/J 
N 
2486963/324635 

N J   

KIIIA
1 
6.2.1 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10425 
Syngenta 
N/J 
N 
2486964/324636 

N J   

KIIIA
1 
6.2.1 

Bergma
nn, B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10427 
Syngenta 
N/J 
N 
2486965/324637 

N J   
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claim
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Own
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1 
6.2.1 

Hohnsch
ild, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10563 
Syngenta 
N/J 
N 
2486966/324638 

N J   

KIIIA
1 
6.2.1 

Endres, 
U. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10439 
Syngenta 
N/J 
N 
2486967/324639 

N J   

KIIIA
1 
6.2.1 

Poslusn
a, J. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10437 
Syngenta 
N/J 
N 
2486968/324640 

N J   

KIIIA
1 
6.2.1 

Mohr 2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10565 
Syngenta 
N/J 
N 
2486969/324641 

N J   
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Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10441 
Syngenta 
N/J 
N 
2486970/324642 

N J   

KIIIA
1 
6.2.1 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10449 
Syngenta 
N/J 
N 
2486971/324643 

N J   

KIIIA
1 
6.2.1 

Fluchon, 
V. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10567 
Syngenta 
N/J 
N 
2486972/324644 

N J   

KIIIA
1 
6.2.1 

Massma
nn, K.W. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10451 
Syngenta 
N/J 
N 
2486973/324645 

N J   
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Anonym
ous 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10453 
Syngenta 
N/J 
N 
2486974/324646 

N J   

KIIIA
1 
6.2.1 

Guichar
d, J.-L. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10501 
Syngenta 
N/J 
N 
2486975/324647 

N J   

KIIIA
1 
6.2.1 

Cap, J. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10459 
Syngenta 
N/J 
N 
2486976/324648 

N J   

KIIIA
1 
6.2.1 

Krüger, 
D. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10503 
Syngenta 
N/J 
N 
2486977/324649 

N J   

KIIIA
1 
6.2.1 

Carstens
, H. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10461 
Syngenta 
N/J 
N 
2486978/324650 

N J   
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Ehrensc
hwend, 
G. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10463 
Syngenta 
N/J 
N 
2486979/324651 

N J   

KIIIA
1 
6.2.1 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10505 
Syngenta 
N/J 
N 
2486980/324652 

N J   

KIIIA
1 
6.2.1 

Juhasz, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10465 
Syngenta 
N/J 
N 
2486981/324653 

N J   

KIIIA
1 
6.2.1 

Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10469 
Syngenta 
N/J 
N 
2486983/324655 

N J   

KIIIA
1 
6.2.1 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10509 
Syngenta 
N/J 
N 
2486984/324656 

N J   
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Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10471 
Syngenta 
N/J 
N 
2486985/324657 

N J   

KIIIA
1 
6.2.1 

Ramana
uskiene, 
J. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10473 
Syngenta 
N/J 
N 
2486986/324658 

N J   

KIIIA
1 
6.2.1 

Maczyns
ka, A. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10511 
Syngenta 
N/J 
N 
2486987/324659 

N J   

KIIIA
1 
6.2.1 

Maczyns
ka, A. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10475 
Syngenta 
N/J 
N 
2486988/324660 

N J   

KIIIA
1 
6.2.1 

Hudec, 
K. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10477 
Syngenta 
N/J 
N 
2486989/324661 

N J   
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Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10513 
Syngenta 
N/J 
N 
2486990/324662 

N J   

KIIIA
1 
6.2.1 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10479 
Syngenta 
N/J 
N 
2486991/324663 

N J   

KIIIA
1 
6.2.1 

Kominek
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10481 
Syngenta 
N/J 
N 
2486992/324664 

N J   

KIIIA
1 
6.2.1 

Stuebne
r, B. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10515 
Syngenta 
N/J 
N 
2486993/324665 

N J   

KIIIA
1 
6.2.1 

Reynens
, P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10483 
Syngenta 
N/J 
N 
2486994/324666 

N J   
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Anonym
ous 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10517 
Syngenta 
N/J 
N 
2486995/324667 

N J   

KIIIA
1 
6.2.1 

Konvalin
kova, J. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10485 
Syngenta 
N/J 
N 
2486996/324668 

N J   

KIIIA
1 
6.2.1 

Stuebne
r, B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10487 
Syngenta 
N/J 
N 
2486997/324669 

N J   

KIIIA
1 
6.2.1 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10489 
Syngenta 
N/J 
N 
2486998/324670 

N J   

KIIIA
1 
6.2.1 

RIVET, 
J-P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10519 
Syngenta 
N/J 
N 
2486999/324671 

N J   
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Hamlen, 
R. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10491 
Syngenta 
N/J 
N 
2487000/324672 

N J   

KIIIA
1 
6.2.1 

Marcato, 
G. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10493 
Syngenta 
N/J 
N 
2487001/324673 

N J   

KIIIA
1 
6.2.1 

VERNE
UIL, D. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10521 
Syngenta 
N/J 
N 
2487002/324675 

N J   

KIIIA
1 
6.2.1 

Toth, F. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10495 
Syngenta 
N/J 
N 
2487003/324676 

N J   

KIIIA
1 
6.2.1 

Barasits, 
T. 

2011 New Izm+premixes for foliar disease 
control in wheat - external trials 
A12910C_10497 
Syngenta 
N/J 
N 
2487004/324677 

N J   
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Kuzdrali
nski, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10523 
Syngenta 
N/J 
N 
2487005/324678 

N J   

KIIIA
1 
6.2.1 

Sawinsk
a, Z. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10499 
Syngenta 
N/J 
N 
2487006/324679 

N J   

KIIIA
1 
6.2.1 

Sawinsk
a, Z. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10369 
Syngenta 
N/J 
N 
2487007/324680 

N J   

KIIIA
1 
6.2.1 

DELEBA
RRE, O. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10525 
Syngenta 
N/J 
N 
2487008/324681 

N J   

KIIIA
1 
6.2.1 

DELEBA
RRE, O. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10371 
Syngenta 
N/J 
N 
2487009/324682 

N J   
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RIVET, 
J-P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10373 
Syngenta 
N/J 
N 
2487010/324683 

N J   

KIIIA
1 
6.2.1 

Beyreiss
, S. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10527 
Syngenta 
N/J 
N 
2487011/324684 

N J   

KIIIA
1 
6.2.1 

Toth, F. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10375 
Syngenta 
N/J 
N 
2487012/324685 

N J   

KIIIA
1 
6.2.1 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10377 
Syngenta 
N/J 
N 
2487013/324686 

N J   

KIIIA
1 
6.2.1 

Anonym
ous 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10529 
Syngenta 
N/J 
N 
2487014/324687 

N J   
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Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10379 
Syngenta 
N/J 
N 
2487015/324688 

N J   

KIIIA
1 
6.2.1 

Carstens
, H. 

2010 GEP   Izm + Az + Ccz (A17424B) and 
Izm + Ppz + Ccz in wheat 
A12910C_10381 
Syngenta 
N/J 
N 
2487016/324689 

N J   

KIIIA
1 
6.2.1 

Mussini, 
J. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10531 
Syngenta 
N/J 
N 
2487017/324690 

N J   

KIIIA
1 
6.2.1 

Kuhle, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10383 
Syngenta 
N/J 
N 
2487018/324691 

N J   

KIIIA
1 
6.2.1 

Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10385 
Syngenta 
N/J 
N 
2487019/324692 

N J   
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Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10533 
Syngenta 
N/J 
N 
2487020/324693 

N J   

KIIIA
1 
6.2.1 

Gueret, 
D. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10393 
Syngenta 
N/J 
N 
2487021/324694 

N J   

KIIIA
1 
6.2.1 

Helme, 
P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10535 
Syngenta 
N/J 
N 
2487022/324695 

N J   

KIIIA
1 
6.2.1 

Helme, 
P. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10395 
Syngenta 
N/J 
N 
2487023/324696 

N J   

KIIIA
1 
6.2.1 

Allen, T. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10397 
Syngenta 
N/J 
N 
2487024/324697 

N J   
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van de 
Ven, W. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10411 
Syngenta 
N/J 
N 
2487025/324698 

N J   

KIIIA
1 
6.2.1 

Bucchi, 
R. 

2010 HAMBRA rate response and mixtures 
for disease control in wheat 
A12910C_10537 
Syngenta 
N/J 
N 
2487026/324699 

N J   

KIIIA
1 
6.2.1 

Bucchi, 
R. 

2010 HAMBRA rate response and mixtures 
for disease control in wheat 
A12910C_10413 
Syngenta 
N/J 
N 
2487027/324700 

N J   

KIIIA
1 
6.2.1 

Marcato, 
G. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10415 
Syngenta 
N/J 
N 
2487028/324701 

N J   

KIIIA
1 
6.2.1 

Semaski
ene, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10429 
Syngenta 
N/J 
N 
2487030/324703 

N J   
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Kun, A. 2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10431 
Syngenta 
N/J 
N 
2487031/324704 

N J   

KIIIA
1 
6.2.1 

Katalin, 
L. 

2011 New Izm+premixes for foliar disease 
control in wheat - external trials 
A12910C_10541 
Syngenta 
N/J 
N 
2487032/324705 

N J   

KIIIA
1 
6.2.1 

Svobodn
ik, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10399 
Syngenta 
N/J 
N 
2487033/324706 

N J   

KIIIA
1 
6.2.1 

Treikale, 
O. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10543 
Syngenta 
N/J 
N 
2487034/324707 

N J   

KIIIA
1 
6.2.1 

van de 
Ven, W. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10401 
Syngenta 
N/J 
N 
2487035/324708 

N J   
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Howes, 
N. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10403 
Syngenta 
N/J 
N 
2487036/324709 

N J   

KIIIA
1 
6.2.1 

Touron, 
B. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on wheat against Erysiphe 
graminis 
A12910C_10736 
Syngenta 
N/J 
N 
2487037/324710 

N J   

KIIIA
1 
6.2.1 

Massma
nn, K.W. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10545 
Syngenta 
N/J 
N 
2487038/324711 

N J   

KIIIA
1 
6.2.1 

Krawczu
k, M. 

2010 Efficacy trials for PAI re-registration 
of triazole products on wheat 
(Septoria tritici) 
A12910C_10417 
Syngenta 
N/J 
N 
2487039/324712 

N J   
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Reynens
, P. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10419 
Syngenta 
N/J 
N 
2487040/324713 

N J   

KIIIA
1 
6.2.1 

DELEBA
RRE, O. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10547 
Syngenta 
N/J 
N 
2487041/324714 

N J   

KIIIA
1 
6.2.1 

CAMUS, 
O. 

2010 FDWH03 -Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in wheat 
A12910C_10421 
Syngenta 
N/J 
N 
2487042/324715 

N J   

KIIIA
1 
6.2.1 

Mezzadr
i, L. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10433 
Syngenta 
N/J 
N 
2487043/324716 

N J   

KIIIA
1 
6.2.1 

Griehl, 
T. 

2011 GEP   New Izm+premixes for foliar 
disease control in wheat 
A12910C_10549 
Syngenta 
N/J 
N 
2487044/324717 

N J   
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GAINVIL
LE, C. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10435 
Syngenta 
N/J 
N 
2487045/324718 

N J   

KIIIA
1 
6.2.1 

Howes, 
N. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10443 
Syngenta 
N/J 
N 
2487046/324719 

N J   

KIIIA
1 
6.2.1 

Kasztner
, G. 

2011 New Izm+premixes for foliar disease 
control in wheat - external trials 
A12910C_10551 
Syngenta 
N/J 
N 
2487047/324720 

N J   

KIIIA
1 
6.2.1 

Balogh, 
A. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10445 
Syngenta 
N/J 
N 
2487048/324721 

N J   

KIIIA
1 
6.2.1 

LEMBET
TI, R. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10447 
Syngenta 
N/J 
N 
2487049/324722 

N J   
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6.2.1 

LEMBET
TI, R. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10553 
Syngenta 
N/J 
N 
2487050/324723 

N J   

KIIIA
1 
6.2.1 

Derrico, 
M. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10455 
Syngenta 
N/J 
N 
2487051/324724 

N J   

KIIIA
1 
6.2.1 

van de 
Ven, W. 

2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10457 
Syngenta 
N/J 
N 
2487052/324725 

N J   

KIIIA
1 
6.2.1 

Giansant
e, A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10555 
Syngenta 
N/J 
N 
2487053/324726 

N J   

KIIIA
1 
6.2.1 

Giansant
e, A. 

2010 HAMBRA solo and mixtures for the 
control of S.tritici and rust on wheat 
A12910C_10387 
Syngenta 
N/J 
N 
2487054/324727 

N J   
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Piatte, 
P. 

2011 FDWH01 : New Izm+premixes for 
foliar disease control in wheat 
A12910C_10389 
Syngenta 
N/J 
N 
2487055/324728 

N J   

KIIIA
1 
6.2.1 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10557 
Syngenta 
N/J 
N 
2487056/324729 

N J   

KIIIA
1 
6.2.1 

LEMBET
TI, R. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10391 
Syngenta 
N/J 
N 
2487057/324730 

N J   

KIIIA
1 
6.2.1 

LEMBET
TI, R. 

2010 HAMBRA solo and mixtures for the 
control of Septoria tritici and rust on 
wheat 
A12910C_10732 
Syngenta 
N/J 
N 
2487058/324731 

N J   

KIIIA
1 
6.2.1 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in wheat 
A12910C_10405 
Syngenta 
N/J 
N 
2487059/324732 

N J   
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6.2.1 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in wheat 
A12910C_10559 
Syngenta 
N/J 
N 
2487060/324733 

N J   

KIIIA
1 
6.2.1 

Subr, J. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10105 
Syngenta 
N/J 
N 
2487061/324734 

N J   

KIIIA
1 
6.2.1 

Scharf, 
H. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10189 
Syngenta 
N/J 
N 
2487062/324735 

N J   

KIIIA
1 
6.2.1 

Wolferin
g, B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10191 
Syngenta 
N/J 
N 
2487063/324736 

N J   
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CHARP
ENTIER, 
J.-M. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10107 
Syngenta 
N/J 
N 
2487064/324737 

N J   

KIIIA
1 
6.2.1 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10193 
Syngenta 
N/J 
N 
2487065/324738 

N J   

KIIIA
1 
6.2.1 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10195 
Syngenta 
N/J 
N 
2487066/324739 

N J   

KIIIA
1 
6.2.1 

Hesselm
ann, L. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10109 
Syngenta 
N/J 
N 
2487067/324740 

N J   
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Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10197 
Syngenta 
N/J 
N 
2487068/324741 

N J   

KIIIA
1 
6.2.1 

Schmitt, 
B. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10203 
Syngenta 
N/J 
N 
2487069/324742 

N J   

KIIIA
1 
6.2.1 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10111 
Syngenta 
N/J 
N 
2487070/324743 

N J   

KIIIA
1 
6.2.1 

Hetterich
, A. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10199 
Syngenta 
N/J 
N 
2487071/324744 

N J   
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KIIIA
1 
6.2.1 

TESSIO
T, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10201 
Syngenta 
N/J 
N 
2487072/324745 

N J   

KIIIA
1 
6.2.1 

DELEBA
RRE, O. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10113 
Syngenta 
N/J 
N 
2487073/324746 

N J   

KIIIA
1 
6.2.1 

FLUCH
ON, V. 

2010 Efficacy trials for PAI re-registration 
of MELTOP (A9176A) and PODIUM 
(A9939A) on barley against Erysiphe 
graminis 
A12910C_10205 
Syngenta 
N/J 
N 
2487074/324747 

N J   

KIIIA
1 
6.2.1 

Marecek
, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10207 
Syngenta 
N/J 
N 
2487075/324748 

N J   
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Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10115 
Syngenta 
N/J 
N 
2487076/324749 

N J   

KIIIA
1 
6.2.1 

Thorpe, 
A. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10209 
Syngenta 
N/J 
N 
2487077/324754 

N J   

KIIIA
1 
6.2.1 

Guichar
d, J.-L. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10213 
Syngenta 
N/J 
N 
2487078/324755 

N J   

KIIIA
1 
6.2.1 

Subr, J. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10117 
Syngenta 
N/J 
N 
2487079/324756 

N J   
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Brunckh
orst, G. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10211 
Syngenta 
N/J 
N 
2487080/324757 

N J   

KIIIA
1 
6.2.1 

Brunckh
orst, G. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10215 
Syngenta 
N/J 
N 
2487081/324758 

N J   

KIIIA
1 
6.2.1 

Howes, 
N. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10119 
Syngenta 
N/J 
N 
2487082/324759 

N J   

KIIIA
1 
6.2.1 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10217 
Syngenta 
N/J 
N 
2487083/324760 

N J   

KIIIA
1 
6.2.1 

Collatz, 
A. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10219 
Syngenta 
N/J 
N 
2487084/324761 

N J   
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Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10121 
Syngenta 
N/J 
N 
2487085/324762 

N J   

KIIIA
1 
6.2.1 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10221 
Syngenta 
N/J 
N 
2487086/324763 

N J   

KIIIA
1 
6.2.1 

FRISON
, A. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10123 
Syngenta 
N/J 
N 
2487087/324764 

N J   

KIIIA
1 
6.2.1 

Howes, 
N. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10227 
Syngenta 
N/J 
N 
2487088/324765 

N J   

KIIIA
1 
6.2.1 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10223 
Syngenta 
N/J 
N 
2487089/324766 

N J   
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LEVEQ
UE, S. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10225 
Syngenta 
N/J 
N 
2487090/324767 

N J   

KIIIA
1 
6.2.1 

Vojtech, 
K. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10125 
Syngenta 
N/J 
N 
2487091/324768 

N J   

KIIIA
1 
6.2.1 

Poslusn
a, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10229 
Syngenta 
N/J 
N 
2487092/324769 

N J   

KIIIA
1 
6.2.1 

Fluchon, 
V. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10231 
Syngenta 
N/J 
N 
2487093/324770 

N J   

KIIIA
1 
6.2.1 

Reynens
, P. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10127 
Syngenta 
N/J 
N 
2487094/324771 

N J   
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1 
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Balthaza
rd, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10233 
Syngenta 
N/J 
N 
2487095/324772 

N J   

KIIIA
1 
6.2.1 

Carstens
, H. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10129 
Syngenta 
N/J 
N 
2487096/324773 

N J   

KIIIA
1 
6.2.1 

Terhalle, 
S. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10235 
Syngenta 
N/J 
N 
2487097/324774 

N J   

KIIIA
1 
6.2.1 

van de 
Ven, W. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10237 
Syngenta 
N/J 
N 
2487098/324775 

N J   

KIIIA
1 
6.2.1 

Ferro, G. 2010 HAMBRA rate response and mixtures 
for the control of rust and Ramularia 
in barley 
A12910C_10239 
Syngenta 
N/J 
N 
2487099/324776 

N J   
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ASSIE, 
X. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10131 
Syngenta 
N/J 
N 
2487100/324777 

N J   

KIIIA
1 
6.2.1 

Masson
e, G. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10241 
Syngenta 
N/J 
N 
2487101/324778 

N J   

KIIIA
1 
6.2.1 

Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10243 
Syngenta 
N/J 
N 
2487102/324779 

N J   

KIIIA
1 
6.2.1 

Giansant
e, A. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10133 
Syngenta 
N/J 
N 
2487103/324780 

N J   

KIIIA
1 
6.2.1 

Balogh, 
A. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10143 
Syngenta 
N/J 
N 
2487104/324781 

N J   
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Allen, 
A.R. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10145 
Syngenta 
N/J 
N 
2487105/324782 

N J   

KIIIA
1 
6.2.1 

Allen, 
A.R. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10135 
Syngenta 
N/J 
N 
2487106/324783 

N J   

KIIIA
1 
6.2.1 

Carr, D. 2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10153 
Syngenta 
N/J 
N 
2487107/324784 

N J   

KIIIA
1 
6.2.1 

Carr, D. 2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10155 
Syngenta 
N/J 
N 
2487108/324785 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Mussini, 
J. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10137 
Syngenta 
N/J 
N 
2487109/324786 

N J   

KIIIA
1 
6.2.1 

Leger, 
D. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10157 
Syngenta 
N/J 
N 
2487110/324787 

N J   

KIIIA
1 
6.2.1 

CHARP
ENTIER, 
J.-M. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10159 
Syngenta 
N/J 
N 
2487111/324788 

N J   

KIIIA
1 
6.2.1 

Berti, L. 2010 HAMBRA rate response and mixtures 
for the control of rust and Ramularia 
in barley 
A12910C_10139 
Syngenta 
N/J 
N 
2487112/324789 

N J   

KIIIA
1 
6.2.1 

Giansant
e, A. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10167 
Syngenta 
N/J 
N 
2487113/324790 

N J   
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6.2.1 

Hesselm
ann, L. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on barley 
against Pyrenophora teres 
A12910C_10169 
Syngenta 
N/J 
N 
2487114/324791 

N J   

KIIIA
1 
6.2.1 

TOURO
N, B. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10141 
Syngenta 
N/J 
N 
2487115/324792 

N J   

KIIIA
1 
6.2.1 

RUHLM
ANN, S. 

2010 Efficacy trials for PAI re-registration 
of triazole products on barley 
(Rynchosporium secalis and 
Pyrenophora teres) 
A12910C_10171 
Syngenta 
N/J 
N 
2487116/324793 

N J   

KIIIA
1 
6.2.1 

Glazek, 
M. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10091 
Syngenta 
N/J 
N 
2487118/324795 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
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Treikale, 
O. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10149 
Syngenta 
N/J 
N 
2487119/324796 

N J   

KIIIA
1 
6.2.1 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10151 
Syngenta 
N/J 
N 
2487120/324797 

N J   

KIIIA
1 
6.2.1 

Dolezyc
h, D. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10093 
Syngenta 
N/J 
N 
2487121/324798 

N J   

KIIIA
1 
6.2.1 

Nedelnik
, J. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10161 
Syngenta 
N/J 
N 
2487122/324799 

N J   

KIIIA
1 
6.2.1 

GAINVIL
LE, C. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10095 
Syngenta 
N/J 
N 
2487123/324800 

N J   
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Marecek
, V. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10163 
Syngenta 
N/J 
N 
2487124/324801 

N J   

KIIIA
1 
6.2.1 

Subr, J. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10165 
Syngenta 
N/J 
N 
2487125/324802 

N J   

KIIIA
1 
6.2.1 

Stuebne
r, B. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10173 
Syngenta 
N/J 
N 
2487126/324803 

N J   

KIIIA
1 
6.2.1 

Kaiser, 
B. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10097 
Syngenta 
N/J 
N 
2487127/324804 

N J   

KIIIA
1 
6.2.1 

ASSIE, 
X. 

2011 FDBA01 : New Izm+premixes for 
foliar disease control in barley 
A12910C_10175 
Syngenta 
N/J 
N 
2487128/324805 

N J   
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Masson
e, G. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10177 
Syngenta 
N/J 
N 
2487129/324806 

N J   

KIIIA
1 
6.2.1 

Semaski
ene, R. 

2010 Bridging registration trials 
A9050B/A7504C and A12705B and 
A12910C in cereals for Baltics 
A12910C_10099 
Syngenta 
N/J 
N 
2487130/324807 

N J   

KIIIA
1 
6.2.1 

Sawinsk
a, Z. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10179 
Syngenta 
N/J 
N 
2487131/324808 

N J   

KIIIA
1 
6.2.1 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10181 
Syngenta 
N/J 
N 
2487132/324809 

N J   

KIIIA
1 
6.2.1 

Hozlár, 
P. 

2010 Izm + Az + Ccz (A17424B) and Izm + 
Ppz + Ccz in barley 
A12910C_10101 
Syngenta 
N/J 
N 
2487133/324810 

N J   
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Hudec, 
K. 

2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10183 
Syngenta 
N/J 
N 
2487134/324811 

N J   

KIIIA
1 
6.2.1 

CAMUS, 
O. 

2010 FDBA03:Izm + Az + Ccz (A17424B) 
and Izm + Ppz + Ccz in barley 
A12910C_10103 
Syngenta 
N/J 
N 
2487135/324812 

N J   

KIIIA
1 
6.2.1 

Jalli, M. 2011 New Izm+premixes for foliar disease 
control in barley 
A12910C_10185 
Syngenta 
N/J 
N 
2487136/324813 

N J   

KIIIA
1 
6.2.1 

Siegert, 
E. 

2011 GEP   New Izm+premixes for foliar 
disease control in barley 
A12910C_10187 
Syngenta 
N/J 
N 
2487137/324814 

N J   

KIIIA
1 
6.2.1 

Rymerov 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10345 
Syngenta 
N/J 
N 
2487138/324815 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Veenker, 
H. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10261 
Syngenta 
N/J 
N 
2487139/324816 

N J   

KIIIA
1 
6.2.1 

Thiel, M. 2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10263 
Syngenta 
N/J 
N 
2487140/324817 

N J   

KIIIA
1 
6.2.1 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10347 
Syngenta 
N/J 
N 
2487141/324818 

N J   

KIIIA
1 
6.2.1 

Hekelov
a, V. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10265 
Syngenta 
N/J 
N 
2487142/324819 

N J   
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fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Buchhei
m, T. 

2010 Efficacy trials for PAI re-registration 
of Tilt 250EC (A6097AF) on wheat 
and rye against brown rust 
A12910C_10349 
Syngenta 
N/J 
N 
2487143/324820 

N J   

KIIIA
1 
6.2.1 

Derange
re, S. 

2010 FTMU01 (GS) DM232-EA304 : 
AZ+TCZ - A16617B- efficacité et 
sélectivité contre sclerotinia sur 
moutarde 
A12910C_10357 
Syngenta 
N/J 
N 
2487144/324821 

N J   

KIIIA
1 
6.2.1 

Maczyns
ka, A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10279 
Syngenta 
N/J 
N 
2487145/324822 

N J   

KIIIA
1 
6.2.1 

Spitzer, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10281 
Syngenta 
N/J 
N 
2487146/324823 

N J   

KIIIA
1 
6.2.1 

Plachka, 
E. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10359 
Syngenta 
N/J 
N 
2487147/324824 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Endres, 
U. 

2010 GEP   Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10283 
Syngenta 
N/J 
N 
2487148/324825 

N J   

KIIIA
1 
6.2.1 

Kuhle, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10285 
Syngenta 
N/J 
N 
2487149/324826 

N J   

KIIIA
1 
6.2.1 

Kaiser, 
B. 

2010 GEP   Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10361 
Syngenta 
N/J 
N 
2487150/324827 

N J   

KIIIA
1 
6.2.1 

VIARD, 
J.-B. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10287 
Syngenta 
N/J 
N 
2487151/324828 

N J   

KIIIA
1 
6.2.1 

Oudin, 
V. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10289 
Syngenta 
N/J 
N 
2487152/324829 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

SABATI
ER, L. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10363 
Syngenta 
N/J 
N 
2487153/324830 

N J   

KIIIA
1 
6.2.1 

Ritchie, 
F. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10291 
Syngenta 
N/J 
N 
2487154/324831 

N J   

KIIIA
1 
6.2.1 

Rivet, J.-
P. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10293 
Syngenta 
N/J 
N 
2487155/324832 

N J   

KIIIA
1 
6.2.1 

Rivet, J.-
P. 

2010 FDRA05CC-Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10365 
Syngenta 
N/J 
N 
2487156/324833 

N J   

KIIIA
1 
6.2.1 

Pawlack, 
A. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10295 
Syngenta 
N/J 
N 
2487157/324834 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10297 
Syngenta 
N/J 
N 
2487158/324835 

N J   

KIIIA
1 
6.2.1 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10367 
Syngenta 
N/J 
N 
2487159/324836 

N J   

KIIIA
1 
6.2.1 

Sadows
ki 
Czeslaw 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10299 
Syngenta 
N/J 
N 
2487160/324837 

N J   

KIIIA
1 
6.2.1 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10301 
Syngenta 
N/J 
N 
2487161/324838 

N J   

KIIIA
1 
6.2.1 

Barasits, 
T. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10327 
Syngenta 
N/J 
N 
2487162/324839 

N J   
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claim
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Mazoire, 
B. 

2011 FRA05-ME335: AFPP trials - Suivi de 
la résistance sur sclérotinia 
A12910C_10303 
Syngenta 
N/J 
N 
2487163/324840 

N J   

KIIIA
1 
6.2.1 

Schmitt, 
B. 

2010 GEP   Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10305 
Syngenta 
N/J 
N 
2487164/324841 

N J   

KIIIA
1 
6.2.1 

Thiel, M. 2010 GEP   Izm+Az (new ratio for 
segmentation) against Sclerotinia in 
OSR 
A12910C_10329 
Syngenta 
N/J 
N 
2487165/324842 

N J   

KIIIA
1 
6.2.1 

ASSIE, 
X. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10307 
Syngenta 
N/J 
N 
2487166/324843 

N J   
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claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Ruhlman
n, S. 

2010 FDRA09CC-Izm + Az (A16609D) 
against Sclerotinia sclerotiorum in 
OSR 
A12910C_10311 
Syngenta 
N/J 
N 
2487167/324844 

N J   

KIIIA
1 
6.2.1 

Ritchie, 
F. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10331 
Syngenta 
N/J 
N 
2487168/324845 

N J   

KIIIA
1 
6.2.1 

Lockley, 
D. 

2010 Izm + Az (A16609D) against 
Sclerotinia sclerotiorum in OSR 
A12910C_10309 
Syngenta 
N/J 
N 
2487169/324846 

N J   

KIIIA
1 
6.2.1 

Charnoc
k, C. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10313 
Syngenta 
N/J 
N 
2487170/324847 

N J   

KIIIA
1 
6.2.1 

Gladder
s, P. 

2010 Izm+Az (new ratio for segmentation) 
against Sclerotinia in OSR 
A12910C_10333 
Syngenta 
N/J 
N 
2487171/324848 

N J   
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claim
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Charnoc
k, C. 

2011 HLH - Syngenta Sclerotinia trial 2011 
A12910C_10315 
Syngenta 
N/J 
N 
2487172/324849 

N J   

KIIIA
1 
6.2.1 

Leger, 
D. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10579 
Syngenta 
N/J 
N 
2487173/324850 

N J   

KIIIA
1 
6.2.1 

Bourgeoi
s, B. 

2005 FSB03-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
oidium 
A12910C_10693 
Syngenta 
N/J 
N 
2487174/324851 

N J   

KIIIA
1 
6.2.1 

Bourgeoi
s, B. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10695 
Syngenta 
N/J 
N 
2487175/324852 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Kerbrat, 
Y.-J. 

2006 FSB03-2006 : homologation AZ + 
CCz et AZ + Dfz sur betterave : 
oidium 
A12910C_10581 
Syngenta 
N/J 
N 
2487176/324853 

N J   

KIIIA
1 
6.2.1 

Marin, A. 2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10697 
Syngenta 
N/J 
N 
2487177/324854 

N J   

KIIIA
1 
6.2.1 

Ponsard, 
P. 

2005 FSB01-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
cercosporiose 
A12910C_10699 
Syngenta 
N/J 
N 
2487178/324855 

N J   

KIIIA
1 
6.2.1 

Ponsard, 
P. 

2006 FSB02-2006 : Homologation AZ + 
Ccz et  AZ + Dfz sur betterave : 
CERCOSPORIOSE 
A12910C_10701 
Syngenta 
N/J 
N 
2487179/324856 

N J   
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pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Bonfanti, 
F. 

2002 Prove registrative di a12910C su 
bietola 
A12910C_10569 
Syngenta 
N/J 
N 
2487180/324857 

N J   

KIIIA
1 
6.2.1 

Valli, F. 2002 Prove registrative di a12910C su 
bietola 
A12910C_10703 
Syngenta 
N/J 
N 
2487181/324858 

N J   

KIIIA
1 
6.2.1 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10705 
Syngenta 
N/J 
N 
2487182/324859 

N J   

KIIIA
1 
6.2.1 

Maurer, 
B. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10707 
Syngenta 
N/J 
N 
2487183/324860 

N J   

KIIIA
1 
6.2.1 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10573 
Syngenta 
N/J 
N 
2487184/324861 

N J   
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er 

KIIIA
1 
6.2.1 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10709 
Syngenta 
N/J 
N 
2487185/324862 

N J   

KIIIA
1 
6.2.1 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10711 
Syngenta 
N/J 
N 
2487186/324863 

N J   

KIIIA
1 
6.2.1 

Piszczek
, J. 

2009 Registration of SPYRALE and 
PRIORI XTRA against Cercospora 
beticola in sugar beet 
A12910C_10575 
Syngenta 
N/J 
N 
2487187/324864 

N J   

KIIIA
1 
6.2.1 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10713 
Syngenta 
N/J 
N 
2487188/324865 

N J   

KIIIA
1 
6.2.1 

Potocka, 
E. 

2010 Spyrale/Priori Xtra sugar beet 
registration in Poland 
A12910C_10577 
Syngenta 
N/J 
N 
2487189/324866 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Dewami
n, N. 

2010 FSB01-ND228 (DP) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet - 
A12910C_10571 
Syngenta 
N/J 
N 
2487190/324867 

N J   

KIIIA
1 
6.2.1 

HOUZE
T, A. 

2004 FSB02 : homologation des 
associations AZ+DFZ (AMISTAR 
TOP) et az+ccz (amistar xtra) sur 
betterave : oïdium 
A12910C_10715 
Syngenta 
N/J 
N 
2487191/324868 

N J   

KIIIA
1 
6.2.1 

Kerbrat, 
J.-Y. 

2005 FSB02-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
ramulariose 
A12910C_10717 
Syngenta 
N/J 
N 
2487192/324869 

N J   

KIIIA
1 
6.2.1 

Tiffon, 
C. 

2004 FSB01 : Homologation des 
associations  Az+DFZ (Amistar top)  
et AZ+ccz (Amistar Xtra)  sur 
betterave : cercosporiose 
A12910C_10671 
Syngenta 
N/J 
N 
2487193/324870 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Dewami
n, N. 

2010 FSB01-ND227 (CF) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet. 
A12910C_10595 
Syngenta 
N/J 
N 
2487194/324871 

N J   

KIIIA
1 
6.2.1 

Dewami
n, N. 

2011 FSB01-ND324 (CF) : Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet Lilliers (62) 
A12910C_10673 
Syngenta 
N/J 
N 
2487195/324872 

N J   

KIIIA
1 
6.2.1 

Bucchi, 
R. 

2003 Prove registrative di a12910C su 
bietola 
A12910C_10681 
Syngenta 
N/J 
N 
2487196/324873 

N J   

KIIIA
1 
6.2.1 

Thiel, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10597 
Syngenta 
N/J 
N 
2487197/324874 

N J   
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fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Mohr, M. 2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10683 
Syngenta 
N/J 
N 
2487198/324875 

N J   

KIIIA
1 
6.2.1 

Franke, 
K. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10685 
Syngenta 
N/J 
N 
2487199/324876 

N J   

KIIIA
1 
6.2.1 

Endres, 
U. 

2011 GEP   A18253 - AZ+DFZ: new arable 
crop ratio for sugarbeet against 
Cercospora and Ramularia 
A12910C_10599 
Syngenta 
N/J 
N 
2487200/324877 

N J   

KIIIA
1 
6.2.1 

Terhalle, 
S. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10687 
Syngenta 
N/J 
N 
2487201/324878 

N J   
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Huber, 
G. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10689 
Syngenta 
N/J 
N 
2487202/324879 

N J   

KIIIA
1 
6.2.1 

Ruppert, 
R. 

2002 Technical support: Efficacy of 
SPYRALE against Cercospora 
beticola in sugarbeets 
A12910C_10607 
Syngenta 
N/J 
N 
2487203/324880 

N J   

KIIIA
1 
6.2.1 

Marin, A. 2002 FSB01 : evaluation 
strobilurines+triazoles sur betteraves 
A12910C_10691 
Syngenta 
N/J 
N 
2487204/324881 

N J   

KIIIA
1 
6.2.1 

Marin, A. 2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10583 
Syngenta 
N/J 
N 
2487205/324882 

N J   
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Tiffon, 
C. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10609 
Syngenta 
N/J 
N 
2487206/324883 

N J   

KIIIA
1 
6.2.1 

Charnoc
k, C. 

2008 Sugar Beet: Priori Xtra versus current 
competitive standards 
A12910C_10585 
Syngenta 
N/J 
N 
2487207/324884 

N J   

KIIIA
1 
6.2.1 

Marshall 
Roberts, 
J. 

2008 Sugar Beet: Priori Xtra versus current 
competitive standards 
A12910C_10587 
Syngenta 
N/J 
N 
2487208/324885 

N J   

KIIIA
1 
6.2.1 

Ponsard, 
P. 

2008 FSB02 - AMISTAR XTRA and top- 
efficacy trials on sugarbeets 
A12910C_10611 
Syngenta 
N/J 
N 
2487209/324886 

N J   

KIIIA
1 
6.2.1 

Martial, 
T. 

2010 FSB02 (GS) Auvergne : Priori Xtra on 
sugarbeet against Rhizoctonia 
A12910C_10591 
Syngenta 
N/J 
N 
2487210/324887 

N J   
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pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Piatte, 
P. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10589 
Syngenta 
N/J 
N 
2487211/324888 

N J   

KIIIA
1 
6.2.1 

Malizia, 
R. 

2003 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistarxtra 
A12910C_10619 
Syngenta 
N/J 
N 
2487212/324889 

N J   

KIIIA
1 
6.2.1 

Malizia, 
R. 

2002 Continuazione della messa a punto 
della miscela score+amistar e delle 
altre miscele con triazoli 
A12910C_10593 
Syngenta 
N/J 
N 
2487213/324890 

N J   

KIIIA
1 
6.2.1 

Prisco, 
A. 

2004 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10601 
Syngenta 
N/J 
N 
2487214/324891 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Prisco, 
A. 

2003 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistarxtra 
A12910C_10621 
Syngenta 
N/J 
N 
2487215/324892 

N J   

KIIIA
1 
6.2.1 

Prisco, 
A. 

2002 Continuazione della messa a punto 
della miscela score+amistar e delle 
altre miscele con triazoli 
A12910C_10603 
Syngenta 
N/J 
N 
2487216/324893 

N J   

KIIIA
1 
6.2.1 

Prisco, 
A. 

2005 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10605 
Syngenta 
N/J 
N 
2487217/324894 

N J   

KIIIA
1 
6.2.1 

Mezzadr
i, L. 

2004 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10623 
Syngenta 
N/J 
N 
2487218/324895 

N J   
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tec-
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claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Mezzadr
i, L. 

2005 Continuazione della messa a punto 
della miscela score+amistar e 
prelancio Amistar xtra 
A12910C_10613 
Syngenta 
N/J 
N 
2487219/324896 

N J   

KIIIA
1 
6.2.1 

Dellapin
a, P. 

2002 FSN07- ARMURE positionnement T1  
contre les maladies foliaires de la 
betterave. 
A12910C_10625 
Syngenta 
N/J 
N 
2487220/324897 

N J   

KIIIA
1 
6.2.1 

PATENE
T, E. 

2009 FSB51B-ST017(DP) - Efficacite 
fongicides betteraves (AMISTAR 
TOP et PRIORI XTRA). 
A12910C_10615 
Syngenta 
N/J 
N 
2487221/324898 

N J   

KIIIA
1 
6.2.1 

Amet, D. 2007 FSB02AM016 (FL) : Priori Xtra on 
sugar beet 
A12910C_10617 
Syngenta 
N/J 
N 
2487222/324899 

N J   

KIIIA
1 
6.2.1 

PATENE
T, E. 

2008 FSB52A-LD008 (LD) - AMISTAR 
XTRA et M7820 sur betterave 
A12910C_10627 
Syngenta 
N/J 
N 
2487223/324900 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Tiffon, 
C. 

2003 FSB01 : Developpement de l 
association  azoxystrobin + 
difenoconazole dans la betterave. 
A12910C_10645 
Syngenta 
N/J 
N 
2487224/324901 

N J   

KIIIA
1 
6.2.1 

Largillier
e, J. 

2005 FSB02-2005 : homologation des 
associations AZ+DFZ (A13703G) et 
az+ccz (A12910C) sur betterave : 
ramulariose 
A12910C_10647 
Syngenta 
N/J 
N 
2487225/324902 

N J   

KIIIA
1 
6.2.1 

Dewami
n, N. 

2011 FSB01-ND325 (DP) : Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet Urvillers (02) 
A12910C_10629 
Syngenta 
N/J 
N 
2487226/324903 

N J   

KIIIA
1 
6.2.1 

Marizy, 
C. 

2010 FSB01-MI226 - (DE) Technical 
Support : Evaluation  of Amistar Top / 
Priori Xtra on sugarbeet - 
A12910C_10649 
Syngenta 
N/J 
N 
2487227/324904 

N J   
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fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Ponsard, 
P. 

2007 FSB02PH015 (GG) :  Priori Xtra on 
sugar beet 
A12910C_10651 
Syngenta 
N/J 
N 
2487228/324905 

N J   

KIIIA
1 
6.2.1 

Bucchi, 
R. 

2003 Prove registrative di a12910C su 
bietola 
A12910C_10631 
Syngenta 
N/J 
N 
2487229/324906 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szabolcs county 
A12910C_10653 
Syngenta 
N/J 
N 
2487230/324907 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary Szolnok 
A12910C_10655 
Syngenta 
N/J 
N 
2487231/324908 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2005 Amistar Xtra registration sunflower 
Hungary 
A12910C_10633 
Syngenta 
N/J 
N 
2487232/324909 

N J   
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10657 
Syngenta 
N/J 
N 
2487233/324910 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10635 
Syngenta 
N/J 
N 
2487234/324911 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2006 Amistar Xtra in sunflower registration 
A12910C_10659 
Syngenta 
N/J 
N 
2487235/324912 

N J   

KIIIA
1 
6.2.1 

Soltesz, 
J. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10661 
Syngenta 
N/J 
N 
2487236/324913 

N J   

KIIIA
1 
6.2.1 

Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10663 
Syngenta 
N/J 
N 
2487237/324914 

N J   
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data 
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tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10639 
Syngenta 
N/J 
N 
2487238/324915 

N J   

KIIIA
1 
6.2.1 

Soltesz, 
J. 

2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10665 
Syngenta 
N/J 
N 
2487239/324916 

N J   

KIIIA
1 
6.2.1 

Toth, F. 2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10667 
Syngenta 
N/J 
N 
2487240/324917 

N J   

KIIIA
1 
6.2.1 

Toth, F. 2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10637 
Syngenta 
N/J 
N 
2487241/324918 

N J   
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claim
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er 

KIIIA
1 
6.2.1 

Toth, F. 2011 A18253 - AZ+DFZ:  new arable crop 
ratio for sunflower against Sclerotinia 
sp 
A12910C_10669 
Syngenta 
N/J 
N 
2487242/324919 

N J   

KIIIA
1 
6.2.1 

FARKAS
, I. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10675 
Syngenta 
N/J 
N 
2487243/324920 

N J   

KIIIA
1 
6.2.1 

HORVA
TH, A. 

2005 Amistar Xtra in sunflower 
A12910C_10641 
Syngenta 
N/J 
N 
2487244/324921 

N J   

KIIIA
1 
6.2.1 

NOVAK, 
C. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10677 
Syngenta 
N/J 
N 
2487245/324922 

N J   

KIIIA
1 
6.2.1 

Mate, E. 2007 Amistar Xtra vs Pictor in sunflower 
A12910C_10679 
Syngenta 
N/J 
N 
2487246/324923 

N J   
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data 
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claim
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Own
er 

KIIIA
1 
6.2.1 

Giansant
e, A. 

2010 AZ+DFZ - new arable crop ratio for 
sunflower against Sclerotinia sp 
A12910C_10643 
Syngenta 
N/J 
N 
2487247/324924 

N J   

KIIIA
1 
6.2.1 

Marin, A. 2005 FPE01-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Oïdium 
A12910C_10317 
Syngenta 
N/J 
N 
2487248/324925 

N J   

KIIIA
1 
6.2.1 

Marin, A. 2006 FPE03-2006 : oidium sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10335 
Syngenta 
N/J 
N 
2487249/324926 

N J   

KIIIA
1 
6.2.1 

Bertin, 
B. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10319 
Syngenta 
N/J 
N 
2487250/324927 

N J   
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O=O
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Data 
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tec-
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claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Bourgeoi
s, B. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10323 
Syngenta 
N/J 
N 
2487251/324928 

N J   

KIIIA
1 
6.2.1 

Marizy, 
C. 

2006 FPE04-2006 : rouille sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10337 
Syngenta 
N/J 
N 
2487252/324929 

N J   

KIIIA
1 
6.2.1 

Martin, 
M.-A. 

2002 FPE01 : évaluation fongicides pois en 
végétation. 
A12910C_10325 
Syngenta 
N/J 
N 
2487253/324930 

N J   

KIIIA
1 
6.2.1 

Bourgeoi
s, B. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10321 
Syngenta 
N/J 
N 
2487254/324931 

N J   
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claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

HOUZE
T, A. 

2005 FPE03-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10339 
Syngenta 
N/J 
N 
2487255/324932 

N J   

KIIIA
1 
6.2.1 

Tiffon, 
C. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10247 
Syngenta 
N/J 
N 
2487256/324933 

N J   

KIIIA
1 
6.2.1 

Tiffon, 
C. 

2003 Etude et positionnement de l 
association Azoxystrobin + 
chlorothalonil sur pois. 
A12910C_10724 
Syngenta 
N/J 
N 
2487257/324934 

N J   

KIIIA
1 
6.2.1 

Bertin, 
B. 

2002 FPE01 : évaluation fongicides pois en 
végétation. 
A12910C_10249 
Syngenta 
N/J 
N 
2487258/324936 

N J   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 299 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Caillet, 
H. 

2005 Etude et positionnement de l 
association Azoxystrobin + 
chlorothalonil sur pois. 
A12910C_10726 
Syngenta 
N/J 
N 
2487259/324937 

N J   

KIIIA
1 
6.2.1 

Kun, A. 2010 Ortiva Top (A13703G) - LEX in 
vegetables : Pea 
A12910C_10341 
Syngenta 
N/J 
N 
2487260/324938 

N J   

KIIIA
1 
6.2.1 

CAMUS, 
O. 

2011 FPE01-SG228 (DE) : Test Az on 
fungal diseases of peas (51) 
A12910C_10251 
Syngenta 
N/J 
N 
2487261/324939 

N J   

KIIIA
1 
6.2.1 

Caron, 
E. 

2004 FPE01 - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Anthracnose 
A12910C_10253 
Syngenta 
N/J 
N 
2487262/324940 

N J   

KIIIA
1 
6.2.1 

Amet, D. 2010 FPE01 (SS) AM228 : Test Az on 
peas 
A12910C_10255 
Syngenta 
N/J 
N 
2487263/324941 

N J   
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Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
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Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Gidelle, 
J.-G. 

2003 Etude et positionnement de l 
association Azoxystrobin + 
chlorothalonil sur pois. 
A12910C_10728 
Syngenta 
N/J 
N 
2487264/324942 

N J   

KIIIA
1 
6.2.1 

Bertin, 
B. 

2004 FPE02 : homologation des 
associations AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : botrytis 
A12910C_10343 
Syngenta 
N/J 
N 
2487265/324943 

N J   

KIIIA
1 
6.2.1 

Gales, J. 2006 FPE03-2006 : oidium sur pois 
protéagineux : homologation des 
associations AZ + Chlorothalonil et  
AZ + cyproconazole 
A12910C_10257 
Syngenta 
N/J 
N 
2487266/324944 

N J   

KIIIA
1 
6.2.1 

Largillier
e, J. 

2005 FPE04-2005  - Homologation des 
associations  AZ+cyproconazole et 
AZ+chlorothalonil sur pois 
protéagineux : Botrytis 
A12910C_10259 
Syngenta 
N/J 
N 
2487267/324945 

N J   
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Justi-
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Fluchon, 
V. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10245 
Syngenta 
N/J 
N 
2487268/324946 

N J   

KIIIA
1 
6.2.1 

Ponsard, 
P. 

2009 FDMZ01 : Azoxystrobin + triazole 
premix for disease control and yield 
boost in maize 
A12910C_10351 
Syngenta 
N/J 
N 
2487269/324947 

N J   

KIIIA
1 
6.2.1 

Juhasz, 
M. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize 
A12910C_10267 
Syngenta 
N/J 
N 
2487270/324948 

N J   

KIIIA
1 
6.2.1 

Juhasz, 
M. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize 
A12910C_10269 
Syngenta 
N/J 
N 
2487271/324949 

N J   
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Data 
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claim
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

LEMBET
TI, R. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10353 
Syngenta 
N/J 
N 
2487272/324950 

N J   

KIIIA
1 
6.2.1 

Prisco, 
A. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10271 
Syngenta 
N/J 
N 
2487273/324951 

N J   

KIIIA
1 
6.2.1 

Berti, L. 2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10273 
Syngenta 
N/J 
N 
2487274/324952 

N J   

KIIIA
1 
6.2.1 

Giacome
lli, G. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10355 
Syngenta 
N/J 
N 
2487275/324953 

N J   
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claim
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.2.1 

Giacome
lli, G. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10275 
Syngenta 
N/J 
N 
2487276/324954 

N J   

KIIIA
1 
6.2.1 

Delfanti, 
D. 

2009 Azoxystrobin + triazole premix for 
disease control and yield boost in 
maize Italy 
A12910C_10277 
Syngenta 
N/J 
N 
2487277/324955 

N J   

MIIIA
1 
Sec 
6 

Syngent
a 

2013 dRR - B6 - core assess. - DE - 
008015-00/00 - A12910C 
A12910C_10045 
Syngenta European Product 
Registration, Basel, Switzerland 
N/N 
N 
2487306/324968 

N N   

MIIIA
1 
Sec 
6 

Syngent
a 

2013 dRR - B6 - core assess. - DE - 
008015-00/00 - A12910C (word) 
A12910C_10045 
Syngenta European Product 
Registration, Basel, Switzerland 
N/N 
N 
2487307/324969 

N N   
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Ver-
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O=O
pen 
N=N
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Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

MIIIA
1 
Sec 
6 

Syngent
a 

2013 dRR - B6 - nat. add. - DE - 008015-
00/00 - A12910C 
A12910C_10051 
Syngenta European Product 
Registration, Basel, Switzerland 
N/N 
N 
2487308/324970 

N N   

MIIIA
1 
Sec 
6 

Syngent
a 

2013 dRR - B6 - nat. add. - DE - 008015-
00/00 - A12910C (word) 
A12910C_10051 
Syngenta European Product 
Registration, Basel, Switzerland 
N/N 
N 
2487309/324971 

N N   

MIIIA
1 
Sec 
7 

Syngent
a 

2013 dRR - B7 - core assess. - DE - 
008015-00/00 - A12910C 
A12910C_10748 
Syngenta 
N/N 
N 
2487314/324976 

N N   

MIIIA
1 
Sec 
7 

Syngent
a 

2013 dRR - B7 - core assess. - DE - 
008015-00/00 - A12910C (word) 
A12910C_10748 
Syngenta 
N/N 
N 
2487315/324977 

N N   

Docu
ment 
N 

Syngent
a 

2013 dRR - A - DE - 008015-00/00 - 
A12910C 
A12910C_10061 
Syngenta Crop Protection AG, Basel, 
Switzerland 
N/N 
N 
2487322/324984 

N N   



Part B – Section 7 
Core Assessment  
 

A12910C 
ZV1 008015-00/00 

Registration Report  
Central Zone 

Page 305 of 340 

 

Julius Kühn-Institut 
2017-05-23 

Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 
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pro-
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claim
ed 
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Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

Docu
ment 
N 

Syngent
a 

2013 dRR - A - DE - 008015-00/00 - 
A12910C (word) 
A12910C_10061 
Syngenta Crop Protection AG, Basel, 
Switzerland 
N/N 
N 
2487323/324985 

N N   

KIIIA
1 3.9 

Anonym
ous 

2013 vorläufige Gebrauchsanleitung 
 
 
N/N 
N 
2497434/325006 

N O   

KIIIA
1 
6.1.3 

Rohring
er, G. 

2008 Wirkung von Cherokee und Priori 
Xtra auf Rost, Mehltau, 
Rhynchosporium-Netzflecken in 
Winterroggen 
ATOETF7422008 
 
N/J 
N 
2748668/384407 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Assinger
, T. 

2014 Symetra formulation comparison 
A16609D with A16609L, new 
Syngenta fungicides and competitors 
against Sclerotinia and other OSR 
diseases 
ATTS0F7252014 
 
N/J 
N 
2748669/384408 

N J  Syng
enta 
Agro 
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Doclot, 
T. 

2004 AZ + CTL : Development of HDA91 
(80 g/l azoxystrobin + 400 g/l 
chloorthalonil) against the major 
wheat diseases 
BERGZF0402004 
 
N/J 
N 
2748670/384409 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Doclot, 
T. 

2004 AZ + CTL : Development of HDA91 
(80 g/l azoxystrobin + 400 g/l 
chloorthalonil) against the major 
wheat diseases 
BERGZF0412004 
 
N/J 
N 
2748671/384410 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Doclot, 
T. 

2004 AZ + CTL : Development of HDA91 
(80 g/l azoxystrobin + 400 g/l 
chloorthalonil) against the major 
wheat diseases 
BERGZF0422004 
 
N/J 
N 
2748672/384411 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Fialova, 
J. 

2013 A16609L - tox free Symetra, trials to 
support registration 
CZBYZF1042013 
 
N/J 
N 
2748674/384412 

N J  Syng
enta 
Agro 
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tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Vojtech 
Kaspar 

2012 IZM+DMI premixes (A18996C, 
A19022A) for foliar disease control in 
wheat 
CZKLZF1022012 
 
N/J 
N 
2748675/384414 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Vojtech 
Kaspar 

2012 IZM+DMI premixes (A18996C, 
A19022A) for foliar disease control in 
wheat 
CZKLZF1032012 
 
N/J 
N 
2748676/384415 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Kominek
, R. 

2009 SYN520453 + Az + Ccz and 
SYN520453 + Az -  efficacy against 
foliar diseases and crop safety in 
wheat 
CZUOZF1022009 
 
N/J 
N 
2748681/384416 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Wachata
, F. 

2009 Winterroggen: Priori Xtra im VG Ost 
DEABTF0102009 
 
N/J 
N 
2748682/384417 

N J  Syng
enta 
Agro 
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Hohnsch
ild, J. 

2006 GEP Versuch: Wirksamkeit von 
Menara CTL (A14771) gegen 
Septoria-Arten, Braunrost und andere 
Triticalekrankheiten 
DEBC0F0532006 
 
N/J 
N 
2748688/384418 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Solze, K. 2006 GEP Versuch: Wirksamkeit von 
Menara CTL (A14771) gegen 
Septoria-Arten, Braunrost und andere 
Triticalekrankheiten 
DEBC0F0542006 
 
N/J 
N 
2748689/384419 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Zickart, 
U. 

2004 GEP-Versuche: Wirksamkeit von 
Syngenta-Fungiziden gegen 
Septoria-Arten an Triticale 
DEBC0F0552004 
 
N/J 
N 
2748690/384420 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Laubach
, A.K. 

2013 Symetra long lasting activity and 
efficacy against 
Sclerotinia/Alternaria/Pod diseases in 
comparison to the key competitors 
DEBC0F0672013 
 
N/J 
N 
2748691/384421 

N J  Syng
enta 
Agro 
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Wachata
, F. 

2008 Fungizidlösungen in WR 
DEBC0F0722008 
 
N/J 
N 
2748692/384422 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Laubach
, A.K. 

2012 Symetra long lasting activity and 
efficacy against 
Sclerotinia/Alternaria/Pod diseases in 
comparison to key competitor 
DEBC0F0752012 
 
N/J 
N 
2748693/384423 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Zinck, 
H.H. 

2007 Vergleich von Einfach- und 
Doppelbehandlungen in 
Winterroggen (Standort 
Krahnepuhl/PM) 
DEBC0F0862007 
 
N/J 
N 
2748694/384424 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Laubach
, A.K. 

2014 Symetra formulation comparison 
A16609D with A16609L, new 
Syngenta fungicides and competitors 
against Sclerotinia and other OSR 
diseases 
DEBC0F0862014 
 
N/J 
N 
2748695/384425 

N J  Syng
enta 
Agro 
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data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Laubach
, A.K. 

2014 Symetra formulation comparison 
A16609D with A16609L, new 
Syngenta fungicides and competitors 
against Sclerotinia and other OSR 
diseases 
DEBC0F0872014 
 
N/J 
N 
2748696/384426 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Anonym
ous 

2006 Technical support für PrioriXtra 
(A12910C): Wirksamkeit als 
Roggenfungizid gegen PUCCRE und 
andere Krankheiten 
DEBC0F0892006 
 
N/J 
N 
2748697/384427 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Müller, 
D. 

2013 GEP - A18235A  [AZ+DFZ] Efficacy 
against sclerotinia in OSR 
DEBC0F1172013 
 
N/J 
N 
2748698/384428 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Keller, 
P. 

2006 GEP Versuch: Wirksamkeit von 
Menara CTL (A14771) gegen 
Septoria-Arten, Braunrost und andere 
Triticalekrankheiten 
DEBC0F8042006 
 
N/J 
N 
2748699/384429 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.3 

Solze, K. 2006 GEP Versuch: Wirksamkeit von 
Menara CTL (A14771) gegen 
Septoria-Arten, Braunrost und andere 
Triticalekrankheiten 
DEBC0F8052006 
 
N/J 
N 
2748700/384430 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Wachata
, F. 

2009 Winterroggen: Priori Xtra im VG Ost 
DEBCTF0392009 
 
N/J 
N 
2748701/384431 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Wachata
, F. 

2009 Winterroggen: Priori Xtra im VG Ost 
DEBCTF0412009 
 
N/J 
N 
2748702/384432 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Wachata
, F. 

2009 Winterroggen: Priori Xtra im VG Ost 
DEBCTF0422009 
 
N/J 
N 
2748703/384433 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.3 

Müller, 
D. 

2013 GEP - A16609L - tox free Symetra, 
trials to support registration 
DEBCZF1182013 
 
N/J 
N 
2748704/384434 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 6 

Anonym
ous 

2014 GAP_table_December_2014 
 
 
N/N 
N 
2748791/384435 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Definition_major_minor_uses_EU_M
S_Dezember_2014 
 
 
N/N 
N 
2748792/384436 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Formulation_Development_Dezembe
r_2014 
 
 
N/N 
N 
2748793/384437 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Wheat_Comparison_formulations_act
ive_Ingredients_Dezember_2014 
 
 
N/N 
N 
2748794/384438 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Maize_additional_data_Dezember_2
014 
 
 
N/N 
N 
2748795/384439 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 6 

Anonym
ous 

2014 Oilseed_rape_additional_data_Deze
mber_2014 
 
 
N/N 
N 
2748796/384440 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Rye_additional_data_Dezember_201
4 
 
 
N/J 
N 
2748797/384441 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Sugar_beet_additional_data_Dezem
ber_2014 
 
 
N/N 
N 
2748798/384442 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Sugar_beet_corrected_summary_tabl
e_Dezember_2014 
 
 
N/J 
N 
2748799/384443 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Sunflower_additional_data_Dezembe
r_2014 
 
 
N/J 
N 
2748800/384444 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 6 

Anonym
ous 

2014 Triticale_additional_data_Dezember_
2014 
 
 
N/J 
N 
2748801/384445 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Wheat_Drechslera_additional_data_
Dezember_2014 
 
 
N/N 
N 
2748802/384446 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Anonym
ous 

2014 Wheat_Drechslera_corrected_summ
ary_table_Dezember_2014 
 
 
N/N 
N 
2748803/384447 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.4 

Anonym
ous 

2014 Wheat_yield_data_Dezember_2014 
 
 
N/N 
N 
2748804/384448 

N J  Syng
enta 
Agro 

KIIIA
1 
6.1.4 

Anonym
ous 

2014 Rye_yield_data_Dezember_2014 
 
 
N/N 
N 
2748805/384449 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 
6.1.4 

Anonym
ous 

2014 Barley_yield_data_Dezember_2014 
 
 
N/N 
N 
2748806/384450 

N J  Syng
enta 
Agro 

KIIIA
1 
6.2.6 

Anonym
ous 

2014 Impact on succeeding crops 
 
 
N/N 
N 
2748807/384451 

N J  Syng
enta 
Agro 

KIIIA
1 
6.2.7 

Anonym
ous 

2014 Impact on other plants including 
adjacent crops 
 
 
N/N 
N 
2748808/384452 

N J  Syng
enta 
Agro 

KIIIA
1 
6.2.8 

Anonym
ous 

2014 Resistence_monitoring_sugar_beet_
Dezember_2014 
 
 
N/N 
N 
2748809/384453 

N J  Syng
enta 
Agro 

KIIIA
1 
6.2.8 

Anonym
ous 

2014 Resistence_monitoring_cercospora_
beticola_sugar_beets_Dezember_20
14 
 
 
N/N 
N 
2748810/384454 

N J  Syng
enta 
Agro 
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Data 
Point 

Au-
thor(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority registration No./JKI-No. 

Ver-
te-
brate 
study 
 
(J=Y
es 
O=O
pen 
N=N
o) 

Data 
pro-
tec-
tion 
claim
ed 

Y/N 

Justi-
fica-
tion if 
data 
pro-
tec-
tion is 
claim
ed 

Own
er 

KIIIA
1 6.6 

Anonym
ous 

2014 Summary and assessment of data 
according to points 6.1 to 6.5 
 
 
N/N 
N 
2748811/384455 

N J  Syng
enta 
Agro 

KIIIA
1 6 

Galli, P. 2014 A12910C (ZV1 008015-00/00): 
Comments to BVL letter 
200.22100.008015-00/00.85876 
dated 19.06.2014 regarding 
questions to Annex point IIIA1 6 
 
 
N/N 
N 
2748812/384456 

N J  Syng
enta 
Agro 

KIIIA
1 
10.5.
1 

McCorm
ac, A. 

2006 SAN619/azoxystrobin 080/200 g/L 
SC formulation (A12910C): An 
extended laboratory bioassay of the 
effects of fresh residues on the 
parasitic wasp Aphidius rhopalosiphi 
(Hymenoptera, Braconidae) 
SYN--06-1 
 
J/O 
N 
2748814/384457 

N J  Syng
enta 
Agro 

KIIIA
1 
10.5.
1 

Demmig, 
S. 

2014 Stellungnahme zu Forderungen zu 
den Antragspunkten KIIIA1 10.2.2.2: 
Labortest Daphnia magna KIIIA1 
10.5.1: Labortest Aphidius 
rhopalosiphi 
20141211SD 
 
N/N 
N 
2749654/384458 

N J  Syng
enta 
Agro 
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List of data submitted or referred to by the applicant and relied on, but already evaluated 
at EU peer review 

Data 
Point 

Author(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority reg-
istration 
No./JKI-No. 

Vertebrate 
study 
 (J=Yes 
O=Open 
N=No) 

Data pro-
tection 
claimed 

Y/N 

Justification if 
data protection 
is claimed 

Owner 

 
 
List of data submitted by the applicant and not relied on 

Data 
Point 

Author(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority reg-
istration 
No./JKI-No. 

Vertebrate 
study 
 (J=Yes 
O=Open 
N=No) 

Data pro-
tection 
claimed 

Y/N 

Justification if 
data protection 
is claimed 

Owner 

 
 
List of data relied on and not submitted by the applicant but necessary for evaluation 

Data 
Point 

Author(s) 
 

Year Title 
Report-No. 
Source 
GLP/GEP 
Published 
Authority reg-
istration 
No./JKI-No. 

Vertebrate 
study 
 (J=Yes 
O=Open 
N=No) 

Data pro-
tection 
claimed 

Y/N 

Justification if 
data protection 
is claimed 

Owner 
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Appendix 2: GAP table 

GAP-table of intended uses for Germany 
 

 GAP rev. (1), date: 2013-09-02 

 

PPP (product name/code) A 12910 C 
active substance 1 Cyproconazol 
active substance 2 Azoxystrobin 

Formulation type: SC 
Conc. of as 1:  80  g/L 
Conc. of as 2: 200 g/L 

  
Applicant:  Syngenta 
Zone(s): central/EU 

professional use    
non professional use      

  
Verified by MS: yes 

 

 

1 2 3 4 5 6 7 8 9 10 11 11 12 13 14 

     
Application Application rate 

  
Us
e 
No. 

Member 
state(s) 

Crop 
and/or 
situation 
(crop 
destina-
tion/ pur-
pose of 
crop) 

F         
G          
o
r        
I 

Pests or 
Group of pests 
controlled 
(additionally: 
developmental 
stages of the 
pest or pest 
group) 

Method/ 
Kind 

Tim-
ing/Growth 
stage of crop 
& season 

Max. 
Num-
ber 
a) per 
use 
b) per 
crop/ 
season 

Minimum 
interval 
between 
applica-
tions 
(days) 

L 
A12910C 
/ ha 
a) max. 
rate per 
appl. 
b) max. 
total rate 
per 
crop/seaso
n 

g Azoxy-
strobin / ha                                                
a) max. 
rate per 
appl.                   
b) max. 
total rate 
per 
crop/seaso
n 

g Cyproco-
nazole / ha       
a) max. rate 
per appl.                   
b) max. total 
rate per 
crop/season 

Water 
L/ha 
min/ma
x 

PHI    
(days
) 

Remarks:                                                 
e.g. safen-
er/synergist per 
ha 

1 Austria Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2  

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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1 Belgium Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Czech 
Republic 

Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Germany Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Hungary Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Ireland Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Luxem-
bourg 

Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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1 Netherlands Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Poland Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Romania Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Slovakia Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 Slovenia Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

1 UK Barley F Pyrenophora 
teres, Rhyn-
chosporium 
secalis,          
Puccinia hordei,                            
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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2 Austria Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Belgium Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Czech 
Republic 

Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Germany Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Hungary Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Ireland Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Luxem-
bourg 

Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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2 Netherlands Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Poland Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Romania Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Slovakia Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 Slovenia Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

2 UK Oats F Puccinia coro-
nata                
Pyrenophora 
avenae                   
Erysiphe gra-
minis 

Foliar 
Spray 

BBCH31-59 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Czech 
Republic 

Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Germany Oilseed 
Rape 

 F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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3 Hungary Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Ireland Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Poland Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 200 

a) 80 
b) 80 

200-
400 

35  

3 Poland Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

BBCH60-69 a) 1 
b) 1 

n/a a) 1 
b) 1 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Romania Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Slovakia Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 Slovenia Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

3 UK Oilseed 
Rape 

F Sclerotinia 
sclerotiorum,                          
Alternaria bras-
sicae 

Foliar 
Spray 

1) BBCH61-
70 2) 
BBCH75-80 

a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Austria Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Belgium Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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4 Czech 
Republic 

Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Germany Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Hungary Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Ireland Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Luxem-
bourg 

Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Netherlands Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Poland Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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4 Romania Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Slovakia Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 Slovenia Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

4 UK Rye F Rhynchospori-
um secalis,          
Puccinia recon-
dita,                         
Erysiphe gram-
inis 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 Belgium Sugar 
Beet (& 
fodder 
beet) 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 Czech 
Republic 

Sugar 
Beet 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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5 Germany Sugar 
Beet 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 Netherlands Sugar 
Beet (& 
fodder 
beet) 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 Poland Sugar 
Beet 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 Slovakia Sugar 
Beet 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

21  

5 Slovenia Sugar 
Beet 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

5 UK Sugar 
Beet (& 
fodder 
beet) 

F Cercospora 
beticola,              
Erysiphe betae,                   
Ramularia 
beticola,                 
Uromyces 
betae 

Foliar 
Spray 

BBCH39-45 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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6 Hungary Sunflower F Alternaria heli-
anthi, Diaporthe 
helianthi 
(=Phomopsis 
h.), Phoma 
sp.,Plasmopara 
halstedii, Scle-
rotinia sp. 

Foliar 
Spray 

BBCH16-55 a) 1 
b) 1 

n/a a) 0.75 
b) 0.75 

a) 150 
b) 150 

a) 60 
b) 60 

200-
600 

n/a  

6 Romania Sunflower F Alternaria heli-
anthi, Diaporthe 
helianthi 
(=Phomopsis 
h.), Phoma 
sp.,Plasmopara 
halstedii, Scle-
rotinia sp. 

Foliar 
Spray 

BBCH16-55 a) 1 
b) 1 

n/a a) 0.75 
b) 0.75 

a) 150 
b) 150 

a) 60 
b) 60 

200-
600 

n/a  

6 Slovakia Sunflower F Alternaria heli-
anthi, Diaporthe 
helianthi 
(=Phomopsis 
h.), Phoma 
sp.,Plasmopara 
halstedii, Scle-
rotinia sp. 

Foliar 
Spray 

BBCH16-55 a) 1 
b) 1 

n/a a) 0.75 
b) 0.75 

a) 150 
b) 150 

a) 60 
b) 60 

200-
600 

n/a  

7 Austria Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Belgium Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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7 Czech 
Republic 

Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Germany Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Hungary Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Ireland Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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7 Luxem-
bourg 

Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                        
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Netherlands Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Poland Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Romania Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                           
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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7 Slovakia Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 Slovenia Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

7 UK Triticale F Septoria nodo-
rum,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,                              
Septoria tritici 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Austria Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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8 Belgium Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Czech 
Republic 

Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Germany Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Hungary Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  



Part B – Section 7 
Core Assessment 
 

A12910C 
ZV1 008015-00/00 

Registration Report 
Central Zone

Page 332 of 340

 

 

Julius Kühn-Institut 
2017-05-23 

8 Ireland Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Luxem-
bourg 

Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Netherlands Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Poland Wheat, 
winter 

F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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8 Romania Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Slovakia Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 Slovenia Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

8 UK Wheat F Septoria tritici,                           
Puccinia strii-
formis,             
Puccinia recon-
dita,               
Erysiphe gra-
minis,              
Pyrenophora 
tritici repentis,                             
Septoria nodo-
rum 

Foliar 
Spray 

BBCH31-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  



Part B – Section 7 
Core Assessment 
 

A12910C 
ZV1 008015-00/00 

Registration Report 
Central Zone

Page 334 of 340

 

 

Julius Kühn-Institut 
2017-05-23 

9 Germany Peas F Colletotrichum 
lindemuthianum 
(="Anthracnose
"),                  
Uromyces pisi,                   
Sclerotinia 
sclerotiorum, 
Peronospora 
viciae 
Erysiphe pisi 

Foliar 
Spray 

BBCH51-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

9 Hungary Peas F Colletotrichum 
lindemuthianum 
(="Anthracnose
"),                  
Uromyces pisi,                   
Sclerotinia 
sclerotiorum, 
Peronospora 
viciae 
Erysiphe pisi 

Foliar 
Spray 

BBCH51-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

9 UK Peas F Colletotrichum 
lindemuthianum 
(="Anthracnose
"),                  
Uromyces pisi,                   
Sclerotinia 
sclerotiorum, 
Peronospora 
viciae 
Erysiphe pisi 

Foliar 
Spray 

BBCH51-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

10 Germany Beans F Colletotrichum 
lindemuthianum 
(="Anthracnose
"),                  
Uromyces pisi,                   
Sclerotinia 
sclerotiorum, 
Peronospora 
viciae 
Erysiphe pisi 

Foliar 
Spray 

BBCH51-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  
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10 UK Beans F Colletotrichum 
lindemuthianum 
(="Anthracnose
"),                  
Uromyces pisi,                   
Sclerotinia 
sclerotiorum, 
Peronospora 
viciae 
Erysiphe pisi 

Foliar 
Spray 

BBCH51-69 a) 2 
b) 2 

21 a) 1 
b) 2 

a) 200 
b) 400 

a) 80 
b) 160 

200-
400 

35  

11 Hungary Maize F   Foliar 
Spray 

BBCH40-65 a) 1 
b) 1 

n/a a) 1 
b) 1 

a) 200 
b) 200 

a) 80 
b) 80 

300-
500 

   

 

 

Re-
marks: 

(1)   Numeration of uses in accordance with the application/as verified by MS 
(2)   Member State(s) or zone for which use is applied for 
(3) For crops, the EU and Codex classifications (both) should be used; where rele-
vant, the use situation should be described (e.g. fumigation of a structure) 
(4) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  
(5) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds, develop-
mental stages 
(6) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, 
drench 
 Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the 
plants - type of equipment used must be indicated 
(7) Growth stage of  treatment(s) (BBCH Monograph, Growth Stages of Plants, 
1997, Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season at 
time of application 

  (8) The maximum number of applications possible under practical conditions of use for 
each single application and per year (permanent crops) or crop (annual crops) must be 
provided 
 (9)  Min. interval between applications (days) were relevant 

(10) The application rate of the product a) max. rate per appl. and b) max. total rate per 
crop/season   
        must be given in metric units (e.g. kg or L product / ha) 

(11) The application rate of the active substance a) max. rate per appl. and b) max. total 
rate per  
        crop/season must be given in metric units (e.g. g or kg /  ha) 

(12) The range (min/max) of water volume under practical conditions of use must be given 
        (L/ha)  

(13) PHI - minimum pre-harvest interval 
(14) Remarks may include: Extent of use/economic importance/restrictions/minor use 
etc. 
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GAP- table of intended uses for all cMS (without Germany) not verified by ZRMS 
 

Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Wheat Maritime 

PA1: BE, CZ, FR, IE, NL,  
UK 

FEX: AT, LU 
 

Mediterranean 

PA1: FR, IT, ES 

FEX: GR, CY, MT, PT 
 

Northeast  

PA1: FI, EE, PL, LT, LV 
 

Southeast  

PA1: HU, RO, SL, SK  
FEX: BU 

F Septoria tritici, 

Puccinia striiformis, 
Puccinia recondita, 

Erysiphe graminis, 

Pyrenophora tritici repentis, 
Septoria nodorum 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 

Barley  Maritime 

PA1: BE, CZ, FR, NL, UK, 

IE  
FEX: AT, LU  
 

Mediterranean  

PA1: FR, IT, ES  

FEX: PT, GR, CY, MT 
 

Northeast   

PA1: EE, LT, LV, FI, PL  
 

Southeast  

PA1: HU, RO, SL, SK  

FEX: BU 

F Pyrenophora teres,  

Rhynchosporium secalis, 

Puccinia hordei, 
Erysiphe graminis 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-59 

1.0 2 21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Rye Maritime 

PA1: FR, NL, UK  
LEX: BE, CZ, IE 

FEX: LU, AT 
 

Mediterranean 

PA1: FR  

LEX: ES, IT 
FEX: PT, GR, CY, MT 
 

Northeast 

PA1: FI, EE, LT  

LEX: LV, PL 
 

Southeast 

PA1: HU, SL  

LEX: SK, RO 
FEX: BU 

F Rhynchosporium secalis, 

Puccinia recondita, 
Erysiphe graminis 

 

 

SC 200+80 g/L Foliar 

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 

Triticale  Maritime 

PA1: BE, NL, UK, FR 

LEX: CZ, IE 
FEX: LU, AT 
 

Mediterranean 

PA1: FR 

LEX: ES, IT 

FEX: PT, GR, CY, MT 
 

Northeast 

PA1: FI, EE, LT, LV 
LEX: PL 
 

Southeast 

PA1: HU, SL 

LEX: SK, RO 

FEX: BU 

F Septoria nodorum, 

Puccinia striiformis, 

Puccinia recondita, 
Erysiphe graminis, 

Septoria tritici 

 

SC 200+80 g/L Foliar  

spray 

BBCH  

31-69 

1.0 2 21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Oats   Maritime 

PA1: UK, FR 
LEX: CZ, IE, BE, NL 

FEX: LU, AT 
 

Mediterranean 

PA1: FR 

LEX: ES, IT 
FEX: PT, GR, CY, MT 
 

Northeast 
PA1: FI, EE, LT 

LEX: PL, LV 
 

Southeast 

PA1: HU, SL 

LEX: RO, SK  
FEX: BU 

F Puccinia coronata, 

Pyrenophora avenae, 
Erysiphe graminis 

 

SC 200+80 g/L Foliar  

spray 

BBCH 

31-59 

1.0 2 21 days 200-400 200+80 

Oilseed rape,  

Other oil seeds 

Maritime 

PA1: UK, FR, CZ 

LEX: IE 
 

Mediterranean 

PA1: FR 
 

Northeast 

PA1: PL, EE, LT 
LEX: LV, FI 
 

Southeast 

PA1: RO, SK, HU 

LEX: SL 

FEX: BU 

F (1) Sclerotinia sp., 

(2) Alternaria sp.  
SC 200+80 g/L Foliar  

spray 

(1) BBCH  

61-70 

 

(2) BBCH 

75-80 

 

1.0 1 per use 

 

2 per crop 

21 days 200-400 200+80 
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Crop and/ 

or situation 

 

 

 

 

(a) 

EPPO zone 

Member State or 

Country 

F 

G 

or 

I 

 

 

(b) 

Pests or Group 

of pests controlled 

 

 

 

 

(c) 

Formulation Application 

 Type 

 

 

(d-f) 

Conc. 

of as 

 

(i) 

method 

kind 

 

(f-h) 

growth 

stage & 

season 

(j) 

Rate 

L/ha 

(product) 

max 

number 

max 

 

(k) 

Interval 

between 

applications 

min 

Water 

L/ha 

 

min-max 

g as/ha 

 

 

 max 

   
 

         

Sugarbeet,  

(Fodder beet in 

UK only) 

Maritime 

PA1: UK 
LEX: CZ,  FR 
 

Mediterranean 

PA1: IT 

LEX: FR 
 

Northeast 

LEX: PL 
 

Southeast 

PA1: SK, SL 

F Cercospora beticola, 

Erysiphe betae, 
Ramularia beticola, 

Uromyces betae 

SC 200+80 g/L Foliar  

spray 

BBCH 

39-45 

1.0 2 21 days 200-400 200+80 

Sunflower Southeast 

PA1: RO, SK, HU 
F Alternaria helianthi,  

Diaporthe helianthi (=Phomopsis h.), 
Phoma sp., 

Plasmopara halstedii, 

Sclerotinia sp.  
Puccinia sp. 

Ascochyta sp. 

SC 200+80 g/L Foliar  

spray 

BBCH 

16-55 

0.75 

 

1 

 

n/a 

 

200-600 

 

150+60 

 

Peas, beans 

(beans not in 

HU) 

Maritime 

PA1: FR 

LEX: UK 
 

Mediterranean 

PA1: FR 
 

Southeast 

PA1: HU 

F Uromyces pisi, 
Sclerotinia sp., 

Erysiphe sp. (1), 

Ascochyta sp. 
 

 

(1) claimed in Hungary only 

SC 200+80 g/L Foliar  

spray 

BBCH 

51-69 

 

1.0 2 21 days 

 

200-400 

 

200+80 

Corn 

(for seed 

production) 

Mediterranean 

LEX: FR 
 

Southeast 

PA1: HU 

F Setosphaeria turcica 

Cochliobolus heterostrophus  
SC 200+80 g/L Foliar  

spray 

BBCH 

40-65 

1.0 1 n/a 300-500 200+80 
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Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use 

situation should be described (eg. fumigation of a structure) 
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I)  

(c) eg. biting and suckling insects, soil born insects, foliar fungi, weeds 

(d) eg. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 

(f) All abbreviations used must be explained 

(g) Method, eg. high volume spraying, low volume spraying, spreading, dusting, drench 
(h) Kind, eg. overall, broadcast, aerial spraying, row, individual plant, between the plants - type of 

equipment used must be indicated 

 (i) g/kg or g/l 

(j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Black-
well, ISBN 3-8263-3152-4), including where relevant, information on season at time of appli-

cation 

(k) The minimum and maximum number of application possible under practical conditions of use 
must be provided 
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8 RELEVANCE OF METABOLITES IN GROUNDWATER 

The active substances Azoxystrobin and Cyproconazole have been approved according Regulation (EC) 

No 1107/2009. 

 

8.1.1 Azoxystrobin 

Table 8.1-1: Identity, further information on Azoxystrobin 

Active substance (ISO common name) Azoxystrobin 

IUPAC Methyl (2E)-2-(2-{[6-(2-cyanophenoxy)pyrimidin-4-yl]oxy} 

phenyl)-3-methoxyacrylate 

Function (e.g. fungicide) Fungicide 

Status under Reg. (EC) No 1107/2009  Approved  

Inclusion: 1998 

Renewal: 2011 

Date of approval 01.01.2012 

Conditions of approval In this overall assessment Member States shall pay particular 

attention to:  

(1) the fact that the specification of the technical material as 

commercially manufactured must be confirmed and supported by 

appropriate analytical data. The test material used in the toxicity 

dossiers should be compared and verified against this 

specification of the technical material;  

(2) the potential for groundwater contamination, when the active 

substance is applied in regions with vulnerable soil and/or 

climatic conditions;  

(3) the protection of aquatic organisms.  

The Member States must ensure that the conditions of 

authorisation include risk mitigation measures, where appropriate. 

Confirmatory data The Member States concerned shall request the submission of 

confirmatory information as regards the risk assessment on 

groundwater and aquatic organisms.  

The notifier shall submit to the Member States, the Commission 

and the Authority such information by 31 December 2013. 

RMS UK 

Minimum purity of the active substance 

as manufactured (g/kg) 

930 

Molecular formula C22H17N3O5 

Molecular mass 403.4  

Structural formula 

CN

O

N N

O

OCH

O OCH
3

3
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Environmentally occurring metabolites of azoxystrobin according to the results of the assessment of 

azoxystrobin for EU approval are summarized in Part B, core assessment, Section 5, Table 5.3-3. 

 
Table 8.1-2: Metabolites of azoxystrobin potentially relevant for exposure assessment  
(> 10 % of as or > 5 % of as in 2 sequential measurements or > 5 % of as and maximum of 
formation not yet reached at the end of the study) 

Metabolite IUPAC Name Structural formula/ 

Molecular formula 

occurence in 

compartements 

(max. % at 

day/ 2 x > 5 %) 

Satus of Relevance 

(SANCO/11027/2011 

Rev 2– 17.06.2011) 

 R234886 

Compound 2 

(E)-2-{2-[6-(2-

cyanophenoxy)py

rimidin-4-

yloxy]phenyl}-3-

methoxyacrylic 

acid 

O

NN

O

OCH
3CN

O

OH

 

28.8 (soil) Aquatic organism:  

not relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

R401553 

Compound 28  

SYN501657 

4-(2-

cyanophenoxy)-

6-

hydroxypyrimidi

ne 

O

NN

CN

OH

 

17.0  

(soil photolysis, 

field study) 

Aquatic organism:  

not relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

R402173 

Compound 30  

SYN501114 

2-[6-(2-

cyanophenoxy)py

rimidin-4-

yloxy]benzoic 

acid 

O

NN

O

CN
OH O

 

17.0  

(soil photolysis, 

field study) 

Aquatic organism: not 

relevant 

Terrestrial organism: 

not relevant 

Groundwater:  

not relevant (Step 2)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of 

substances regulated under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 

2003)  

 

No new study on the fate and behaviour of azoxystrobin or A12910C has been performed. Hence no 

potentially new metabolites need to be considered. 

Potential ground water contamination by the soil metabolites R401553, R402173 and R234886 was 

evaluated for EU approval of azoxystrobin. PECgw modelled with FOCUS Pelmo (v3.3.2) was less than 

0.001 µg/L for R401553 and R402173 µg/L for the metabolites in all of 9 scenarios based on an 

application of 2 x 250 g as/ha in brassicae, winter and spring cereals. The potential for groundwater 

exposure by the metabolite R234886 was concluded to be high over a wide range of geoclimatic 

conditions represented by the FOCUS groundwater scenarios (max. 22 µg/L). 

The following maximum groundwater concentrations were calculated for the intended uses of A12910C: 

- For the photolysis metabolites R401553 and R402173 a groundwater concentration of ≥ 0.1 µg/L 

is not expected for all of the FOCUS groundwater scenarios. 
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- For the metabolite R234886 a groundwater concentration of up to 6.733 µg/L (maximum for field 

beans in Hamburg) can be expected in the FOCUS groundwater scenarios. Thus, a groundwater 

risk assessment of R234886 will be performed for this evaluation. 

 

8.1.2 Cyproconazole 

 
Table 8.2-3:Identity, further information on cyproconazole  

Active substance (ISO common name) cyproconazole  

IUPAC (2RS,3RS;2RS,3SR)-2-(4-chlorophenyl)-3-cyclopropyl-1-(1H-1,2,4-

triazol-1-yl) butan-2-ol 

Function (e.g. fungicide) fungicide 

Status under Reg. (EC) No 1107/2009  approved 

Date of approval 01.06.2011 

Conditions of approval Member States should pay particular attention to: 

(a) the risk to aquatic organisms and shall ensure that conditions of 

use include the application of adequate risk mitigation measures, 

such as buffer zones; 

(b) the dietary exposure of consumers to the residues of triazole 

derivative metabolites (TDMs). 

Confirmatory data The concerned Member States shall request the submission of 

confirmatory information as regards: 

(a) the toxicological relevance of the impurities in the technical 

specification; 

(b) analytical methods for the monitoring of cyproconazole in soil, 

body fluids and tissues; 

(c) residues of triazole derivative metabolites (TDMs) in primary 

crops, rotational crops and products of animal origin; 

(d) the long term risk to herbivorous mammals; 

(e) the possible environmental impact of the preferential degradation 

and/or conversion of the mixture of isomers. 

RMS Ireland 

Minimum purity of the active substance as 

manufactured (g/kg) 

940 

Cyproconazole has two diastereomers: 

Diastereoisomer A: 430 – 500 g/kg 

Diastereoisomer B: 470 – 550 g/kg 

Molecular formula C15H18ClN3O 

Molecular mass 291.8 

Structural formula 

N

N

Cl

NOH

 

 

 

Environmentally occurring metabolites of cyproconazole according to the results of the assessment of 

cyproconazole for EU approval are summarized in Part B, core assessment, Section 5, Table 5.3-7. 
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No new study on the fate and behaviour of cyproconazole or A12910C has been performed. Hence no 

potentially new metabolites need to be considered.The risk assessment for these metabolites has already 

been performed for EU approval (see EFSA Journal 2010;8(11):1897). Therefore no new risk assessment 

hence no exposure assessment for these metabolites is necessary. 

Potential ground water contamination by the soil metabolites CGA71019 and CGA142856 was evaluated 

for EU approval of cyproconazole. PECgw modelled with FOCUS PELMO 3.3.2 and PEARL 3.3.3 was 

less than 0.1 µg/L for the metabolites in all scenarios based on an application rate of 2 x 100 g as/ha in 

winter and spring cereals.  

However, the leaching potential into groundwater of the soil metabolites CGA71019 and CGA142856 

will be assessed for the application of the plant protection product and its intended uses. The soil 

metabolites of cyproconazole for those the leaching potentials into groundwater was assessed are 

summarised in Table 8.2-. 

 
Table 8.2-4: Metabolites of cyproconazole potentially relevant for exposure assessment (> 10 % 
of as or > 5 % of as in 2 sequential measurements or > 5 % of as and maximum of formation not 
yet reached at the end of the study)  

Metabolite Structural formula/ 

Molecular formula 

Maximum occurence in 

compartements 

Status of relevance 

(according to EFSA Journal 

2010;8(11): 1897) 

CGA71019 

(1,2,4-triazole) NH

N

N
 

C2H3N3 

 

Soil: max. 17.4 % (day 140) 

 

Groundwater:  

not relevant  

(Step 2)1) 

CGA142856 

(triazole acetic 

acid = TAA)  
N

N

N

OO

 
C4H5N3O2 

 

Soil: max. 6.7 % (day 140, 

increasing at the end of the 

study) 

 

Groundwater:  

not relevant  

(Step 2)1) 

1) According to Guidance Document on the assessment of the relevance of metabolites in groundwater of substances regulated 

under council directive 91/414/EEC (SANCO/221/2000 –rev.10- final - 25 February 2003) 

 

8.2 Relevance assessment of R234886 

Summary of the toxicological relevance assessment: 

The relevance of the azoxystrobin groundwater metabolite R234886 has already been assessed 

and accepted at EU level (see EFSA Journal 2010; 8(4):1542 (2010-03-12) ASB2012-750). 

R234886 is not considered to be relevant according to the criteria laid down in the EC guidance 

document SANCO/221/2000 –rev.10 based on the EFSA conclusion. A summary of the 

relevance assessment is given in Table 8-1. 

It should be noted that only an Ames test (Callander, 2005; ASB2009-9148) has been conducted.   
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Table 8-1 Summary of the relevance assessment for azoxystrobin metabolite R234886  

 Assessment step Result of assessment  

 STEP 1  Metabolite of no concern? yes 

Q
u

a
n

ti
fi

ca
ti

o
n

 

o
f 

g
ro

u
n

d
w

a
te

r 

co
n

ta
m

in
a

ti
o

n
 STEP 2 

 

Max PECgw  1.025 µg/l (sugar beet, core 

assessment) 

Based on  Okehampton, FOCUS PELMO 

5.5.3 

 

H
a

za
rd

 a
ss

es
sm

en
t 

STEP 3 Stage 1 Biological activity comparable 

to the parent? 

no 

Stage 2 Genotoxic properties of 

metabolite 

Non-genotoxic** 

Stage 3 Toxic properties of metabolite;  

Classification of parent  R23 (toxic by inhalation) 

Classification of metabolite Not classified 

C
o

n
su

m
er

 h
ea

lt
h

 r
is

k
 

a
ss

es
sm

en
t 

 

STEP 4 Estimated consumer exposure 

via drinking water and other 

sources; threshold of concern 

approach  

Not acceptable 

STEP 5 Refined risk assessment acceptable 

Predicted exposure (% of ADI) < 0.1 % ADI 

 ADI based on 0.2 mg/kg bw/d (parent) 

n.a., not applicable 

 

** Non-genotoxic according to the EFSA Conclusion [EFSA Journal 2010; 8(4):1542 (2010-03-12) ASB2012-750]. 
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8.3 Relevance assessment of CGA14856 

Summary: 

The cyproconazole groundwater metabolite CGA14856 is not considered to be relevant 

according to the criteria laid down in the EC Guidance Document SANCO/221/2000 –rev.10. A 

summary of the relevance assessment for CGA14856 is given in Table 8-1.  

Table 8-2 Summary of the relevance assessment for cyproconazole metabolite CGA142856 (TAA)  

 Assessment step Result of assessment  

 STEP 1  Metabolite of no concern? yes 

Q
u

a
n

ti
fi

ca
ti

o
n

 o
f 

g
ro

u
n

d
w

a
te

r 

co
n

ta
m

in
a

ti
o

n
 

STEP 2 

 

Max PECgw  0.158 µg/l (field beans, core 

assessment) 

Based on  Hamburg, FOCUS PELMO 

5.5.3 

 

 

H
a

za
rd

 a
ss

es
sm

en
t 

STEP 3 Stage 1 Biological activity comparable 

to the parent? 

no 

Stage 2 Genotoxic properties of 

metabolite 

Non genotoxic 

Stage 3 Toxic properties of metabolite;  

Classification of parent  Acute toxicity, cat. 4 

Reproductive toxicity, cat. 2 

H302  - Harmful if swallowed 

H361d - Suspected of 

damaging the unborn child 

Classification of metabolite Not classified 

C
o

n
su

m
er

 h
ea

lt
h

 r
is

k
 

a
ss

es
sm

en
t 

 

STEP 4 Estimated consumer exposure 

via drinking water and other 

sources; threshold of concern 

approach  

Acceptable 

STEP 5 Refined risk assessment n.a. 

Predicted exposure (% of ADI) n.a. 

 ADI based on n.a. 

n.a., not applicable 

 

8.3.1 STEP 1: Exclusion of degradation products of no concern 

None. 
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8.3.2 STEP 2: Quantification of potential groundwater contamination 

8.3.2.1 Input parameters for exposure assessment for the Central Zone for both active 
substances of A12910C 

 

PECGW calculations after leaching from soil for cyproconazole and its metabolites (see Table 8.2-) were 

performed using the simulation model FOCUS Pelmo 5.5.3 (see Part B, Core Assessment, Section 5). 

Following use E of A12910C was considered because it was found out to be the worst case regarding 

PECGW (see Table below). Details of the input parameters for the active substance and the metabolites are 

given in Part B, core assessment, Section 5, chapter 5.7. 

 
Table 8.3-1: Input parameters related to application of A12910C for PECgw modelling 

use group evaluated  E  

application rate (kg as/ha) Azoxystrobin: 2 x 0.20, Cyproconazole: 2 x 0.08  

crop beans  

date of application relative application dates used, days after emergence: 

64 / 85 

interception (%) 70 % / 70 % 

amount reaching the soil surface 

(kg as/ha) 

2 x 0.024 

soil moisture 100 % FC 

Q10-factor 2.58 

moisture exponent 0.7 

plant uptake factor 0 

simulation period (years) 26 

 

8.3.2.2 Azoxystrobin 

Exposure assessment for the Central Zone 

 

The results of the PECGW calculation with FOCUS Pelmo 5.5.3 for the intended use of A12910C in beans 

are summarised in the following tables: 

 
Table 8.3.2-1: PECGW at 1 m soil depth for the photolysis metabolites R401553 and R402173 

Use group /crop Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) groundwater 

model: FOCUS PELMO v5.5.3 

Metabolite R401553 Metabolite R402173 

E / Field beans Hamburg < 0.001 0.001 

 

Table 8.3-2: PECGW at 1 m soil depth for metabolite R234886 

Use group /crop Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) groundwater 

model: FOCUS PELMO v5.5.3 
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azoxystrobin Metabolite R234886: 

Kfoc and 1/n for alkaline soils 

E / Field beans Hamburg < 0.001 0.907 

 Kremsmünster < 0.001 0.592 

 Okehampton < 0.001 0.789 

 Porto < 0.001 0.474 

 Thiva < 0.001 0.071 

 

According to the results of the groundwater simulation with FOCUS-PELMO 5.5.3, a groundwater 

contamination of the active substance azoxystrobin and its metabolites R401553 and  R402173 in 

concentrations of ≥ 0.1 µg/L is not expected for the intended uses in beans. 

For the metabolite R234886 a groundwater concentration of ≥ 0.1 µg/L cannot be excluded for the 

application in wheat according to the results of the groundwater simulation with FOCUS-PELMO 5.5.3. 
 

Exposure assessment for Germany 

PECGW calculations after leaching from soil for azoxystrobin and its metabolites (see Table 8.2-4) were 

performed using the simulation model FOCUS Pelmo 5.5.3 (see Part B, National Addendum, Section 5, 

chapter 5.7.1). 

 
Table 8.3-3: PECGW at 1 m soil depth for azoxystrobin and its metabolites 

Use group 

/crop 

Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) groundwater model: FOCUS 

PELMO v5.5.3 

azoxystrobin Metabolite 

R401553 

Metabolite 

R402173 

Metabolite 

R234886 

E / Field 

beans 
Hamburg  

(acidic soils) 

< 0.001 < 0.001 < 0.001 < 0.001 

 Kremsmünster 

(alkaline soils) 

< 0.001 - - 5.280 

 

According to the results of the groundwater simulation with FOCUS-PELMO 5.5.3, a groundwater 

contamination of the active substance azoxystrobin and its metabolites R401553 and  R402173 in 

concentrations of ≥ 0.1 µg/L is not expected for the intended uses in beans. 

For the metabolite R234886 a groundwater concentration of ≥ 0.1 µg/L cannot be excluded for the 

application in wheat according to the results of the groundwater simulation with FOCUS-PELMO 5.5.3. 

 

8.3.2.3 Cyproconazole  

Exposure assessment for the Central Zone 

 

The results of the PECGW calculation with FOCUS Pelmo 5.5.3 for the intended use of A12910C in beans 

are summarised in the following tables: 
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Table 8.3-4:  PECGW at 1 m soil depth for cyproconazole and its metabolites  

Use group /crop Scenario 80th Percentile PECGW at 1 m Soil Depth (µg L-1) 

groundwater model: FOCUS PELMO 5.5.3 

cyproconazole Metabolite 

CGA71019 

(1,2,4-triazole) 

Metabolite 

CGA142856 (triazole 

acetic acid = TAA) 

E / field beans Hamburg 0.001 0.037 0.158 

Kremsmünster 0.001 0.025 0.070 

Okehampton 0.002 0.032 0.120 

Porto 0.001 0.024 0.096 

Thiva <0.001 0.005 0.023 

 

The PECGW values for the metabolite CGA71019 (1,2,4-triazole) were calculated to be below 0.1 µg/L.  

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L 

cannot be excluded in 2 out of the 5 scenarios for the application in beans according to the results of the 

groundwater simulation with FOCUS PELMO 5.5.3. 

 

Exposure assessment for Germany 

PECGW calculations after leaching from soil for the cyproconazole  and its metabolites (see Table 8.2-) 

were performed using the simulation model FOCUS Pelmo 5.5.3 (see Part B, National Addendum, 

Section 5, chapter 5.7.1). 

The results of the PECGW calculation with FOCUS Pelmo 5.5.3 for the intended use of A12910C in beans 

according to use No. 00-026 to 00-030 are summarised in the following table. The use in beans was found 

out to be the worst case situation regarding PECGW. 

 
Table 8.3-5:  PECGW at 1 m soil depth for cyproconazole and its metabolites  

Use No. Szenario 

80th Percentile PECGW at 1 m Soil Depth (µg L-1) modeled by  

FOCUS PELMO 5.5.3 

cyproconazole 
Metabolite CGA71019  

(1,2,4-triazole) 

Metabolite  

CGA142856 (triazole 

acetic acid = TAA) 

E/  

00-026 

to 

00-030 

Hamburg 0.001 0.037 0.047 

 

For the metabolite CGA71019 (1,2,4-triazole) a groundwater concentration of ≥ 0.1 µg/L can be excluded 

for the application in beans according to the results of the groundwater simulation with FOCUS PELMO 

5.5.3. 

For the metabolite CGA142856 (triazole acetic acid = TAA) a groundwater concentration of ≥ 0.1 µg/L 

can be excluded for the application in beans according to the results of the groundwater simulation with 

FOCUS PELMO 5.5.3.  

 

8.3.2.4 Conclusions 

The metabolites that are relevant according to Step 2 of this assessment are summarized in the following 

table. 
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Table 8.3-3: Summary of PECGW of soil metabolites of cyproconazole and azoxystrobin for its 
intended uses (simulation with FOCUS PELMO 5.5.3) 

Parent  Metabolite PECGW  

(use group E,  

00-026 to 00-

030) 

Maximum 

concentration in 

ground water 

Status of relevance 

 

Azoxystrobin  R234886 > 0.1 µg/L 1.025 µg/L 

(sugar beet) 

Relevant (Step 2) 

 

EU approval 

Groundwater: not relevant 

(Step 2) 

Cyproconazole  CGA71019  

(1,2,4-

triazole) 

< 0.1 µg/L  

in all scenarios 

-- Not relevant (Step 2) 

 

EU approval 

Groundwater: not  relevant 

(Step 2) 

 CGA142856 

(triazole 

acetic acid = 

TAA) 

> 0.1 µg/L in 2 

out of 5 

scenarios in 

beans 

Hamburg (CA) 

Field beans: 0.158 

µg/L 

Relevant (Step 2) 
 

EU approval 

Groundwater: not relevant 

(Step 2) 

 

Azoxystrobin: As R234886 was confirmed as being not relevant during the renewal peer review, no 

further relevance assessment is required. 

 

8.3.3 STEP 3: Hazard assessment – identification of relevant metabolites 

8.3.3.1 STEP 3, Stage 1: screening for biological activity 

Cyproconazole-Metabolite  

The metabolite CGA142856 (triazole acetic acid = TAA) has been evaluated in the peer review in view of 

the Annex I inclusion of Cyprocoanzole (EFSA Conclusion Cyproconazole EFSA Journal 2010: 8(11), 

1897). According to the EFSA Conclusion the metabolite is classified to be not ecotoxicologically active. 

Within the EU evaluation process no further data was requested for the metabolite.  

The applicant provided a hazard assessment for the metabolite, including data on the biological, in this 

case fungicidal activity of the metabolite. The fungicidal activity of the metabolite was tested for five 

species and it was shown that the metabolite is not fungicidal active like the parent. Based on the 

evaluation on the biological activity and the available ecotoxicological data for fish, daphnids and algae, 

showing a clearly less toxicity compared to the parent, it can be concluded that the metabolite 

CGA142856 is not ecotoxicologically relevant.  

 

Conclusions 

The assessment on biological activity overall results in ecotoxicologiacal non relevance for the 

Cyproconazole metabolite CGA142856 (triazole acetic acid = TAA). 

 

Azoxystrobin-Metabolite 

Azoxystrobin: As R234886 was confirmed as being not relevant during the renewal peer review, no 

further relevance assessment is required.  
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8.3.3.2 STEP 3, Stage 2: screening for genotoxicity 

According to Stage 2 of Step 3: Screening for genotoxicity, all metabolites that have passed step 1, step 2 

and stage 1 of step 3 should be screened for their genotoxic activity by at least the following package of 

in vitro genotoxicity studies: Ames test, gene mutation test with mammalian cells, and chromosome 

aberration test. 

A summary on the available data on the genotoxicity of metabolite CGA142856 is given in 

Table 8.4. No detailed summaries are provided since the studies have already been assessed at 

EU level.  

Table -8.4: Summary of evaluation of the toxicity studies for CGA142856 

Type of test, species  Result Reference Acceptability*  

Ames test negative Deparade, E., 1984 

(TOX2004-1733) 

Yes* 

Gentox in vitro vitro 

(Ames, CA, MLA) 

negative Clare, G.; Haines, G.; 

Soanes, E., 2002 

(TOX2006-570), 

Pritchard, L.; Knights, 

Sh., 2002 

(TOX2006-571) 

Yes*; however not 

presented by the 

applicant 

*indicates that a study was previously reviewed  

There is sufficient information to conclude on the genotoxic potential of the metabolite (i.e. no 

genotoxic potential); however, not all relevant studies known to the zRMS were presented by the 

applicant. Hence, a conclusion on the genotoxic potential can be drawn only if the applicant has 

access to the studies cited above and is able to present them. 

8.3.3.3 STEP 3, Stage 3: screening for toxicity 

A summary of the available data on the toxicity of metabolite CGA142856 are presented in 

Table 8.5: 

Table -8.5: Summary of evaluation of the toxicity studies for CGA142856 

Type of test, species  Results Reference Acceptability*  

Reproduction toxicity, rat No evidence of reproductive 

toxicity (1-generation study: 

NOAELparental: 100 mg/kg bw/d; 

NOAELfertility/developmental: 1000 

mg/kg bw/d; 

XXXXX, 2010 

(ASB2012-12973) 

Yes* however not 

presented by the 

applicant 

Developmental toxicity, rat No evidence of developmental 

toxicity (NOAEL maternal/developmental: 

300 mg/kg bw/d; 

XXXXX, 2011 

(ASB2012-12974) 

Yes* however not 

presented by the 

applicant 

*indicates that a study was previously reviewed  

The active substance does not fulfill the criteria for classification and labelling as toxic or very 

toxic. In addition, the active substance is not classified as carcinogenic. 
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The active substance fulfills the criteria for classification and labelling for reproductive toxicity 

(R63), but in respective studies it could be shown that the metabolite probably does not possess 

similar toxicological properties under the conditions of the present application. However, not all 

relevant studies known to the zRMS were presented by the applicant. Hence, a conclusion on the 

genotoxic potential can be drawn only if the applicant has access to the studies cited above and is 

able to present them. 

 

In summary, the metabolite may be regarded as toxicologically not relevant under the conditions 

of this application. 

8.3.4 STEP 4: Exposure assessment – threshold of concern approach 

Based on the EU guidance document Sanco/221/2000-rev.10, the maximum allowed 

concentration for a metabolite of an active substance with relevant toxicological properties is 

0.75 µg/L.  

The metabolite is calculated to appear in groundwater in concentrations of 0.159 µg/L. Hence, 

concentrations of CGA142856 under the conditions of use of the present application are regarded 

as acceptable. 

8.3.5 STEP 5: Refined risk assessment 

Not applicable 
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Appendix 1. Reference list  

Annex point/ 

reference No 

Author(s) Year Title 

Report-No. 

Authority registration No 

Owner How 

considered 

in dRR * 

KIIA5.8 Clare, G.; Haines, G.; 

Soanes, E. 

2002 Triazolyl acetic acid: Mammalian 

cell mutation assay 

IGA 027/023667 ! TM 88 

Syngenta Crop Protection AG 

TOX2006-570 

 yes 

KIIA5.8 Deparade, E. 1984 CGA 142856: 

Salmonella/mammalian-microsome 

mutagenicity test 

840864 ! MO-01-019676 ! 

CGA142856/0003 ! TDMG TAA 

C02 

TOX2004-1733 

 yes 

KIIA5.8 Pritchard, L.; Knights, 

Sh. 

2002 Triazolyl acetic acid: In vitro 

mammalian chromosome aberration 

test in human lymphocytes 

IGA 028/023617 ! TM 83 

Syngenta Crop Protection AG 

TOX2006-571 

 yes 

KIIA5.8 XXXXX 2010 Triazole Acetic Acid: Enhanced one-

generation reproduction toxicity 

study in wistar rats administration 

via the diet 

ASB2012-12973 

 yes 

KIIA5.8 XXXXX 2011 Triazole Acetic Acid: Oral (gavage) 

prenatal developmental toxicity 

study in the rat - Final Report 

ASB2012-12974 

 yes 

OECD: KIIA 

5.4.1 

Callander, R. D. 2005 Azoxystrobin metabolite R234886: 

Bacterial mutation assay in S. 

typhimurium and E. coli 

YV7083 ! T003932-05 

BVL-2274945, ASB2009-9148 

 yes 

 EFSA 2010 Conclusion on the peer review of the 

pesticide risk assessment of the 

active substance azoxystrobin 

EFSA Journal 2010; 8(4):15421542, 

1-110 

ASB2012-750 

 Add 

 


