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PART A - Risk Management

This document describes the acceptable use conditions required for the re-registration/registration of
Adexar containing Epoxiconazole and Fluxapyroxad in Germany. This evaluation is required subsequent
to the inclusion of Epoxiconazole and Fluxapyroxad on Annex 1.

The risk assessment conclusions are based on the information, data and assessments provided in
Registration Report, Part B Sections 1-8 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 re-registration/registration by the EU review. It also
includes assessment of data and information relating to Adexar where that data has not been considered in
the EU review. Otherwise assessments for the safe use of Adexar have been made using endpoints agreed
in the EU review of Epoxiconazole and Fluxapyroxad.

This document describes the specific conditions of use and labelling required for Germany for the re-
registration/registration of Adexar.

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

Appendix 2: 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 drawn 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 BASF SE for re-registration in Germany of Adexar,

1.2 Annex I inclusion

Epoxiconazole is approved under 2008/107 and Reg. (EU) No 540/2011 on 01/01/2013. Expiration of
approval: 30/04/2019.

The approval 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
epoxiconazole, and in particular Appendices I and II thereof, as finalised in the Standing Committee on
the Food Chain and Animal Health on 11 July 2008 shall be taken into account.

In this overall assessment Member States must pay particular attention to:
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— the operator safety and ensure that conditions of use prescribe the application of adequate personal
protective equipment where appropriate,

— the dietary exposure of consumers to the epoxiconazole (triazole) metabolites,

— the potential for long-range transport via air,

— the risk to aquatic organisms, birds and mammals. Conditions of authorisation shall include risk
mitigation measures, where appropriate.

The Member States concerned shall ensure that the notifier submits to the Commission further studies

addressing the potential endocrine disrupting properties of epoxiconazole within two years after the

adoption of the OECD test guidelines on endocrine disruption or, alternatively, of Community agreed test

guidelines.

The Member States concerned shall ensure that the notifier presents to the Commission not later than 30

June 2009 a monitoring programme to assess the long-range atmospheric transport of epoxiconazole and

related environmental risks. The results of this monitoring shall be submitted as a monitoring report to the

Commission by 31 December 2011 at the latest.

The concerned Member States shall ensure that the notifier submits within two years from the entry into

force of this Directive, at the latest, information on residues of epoxiconazole metabolites in primary

crops, rotational crops and products of animal origin and information to further address the long-term risk

to herbivorous birds and mammals.

Fluxapyroxad is approved under Reg. (EU) No 589/2012 on 01/01/2013. Expiration of approval:
31/12/2022.

The approval 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 as referred to in Article 29(6) of Regulation (EC) No
1107/2009, the conclusions of the review report on fluxapyroxad, and in particular Appendices I and II
thereof, as finalised in the Standing Committee on the Food Chain and Animal Health on 1 June 2012
shall be taken into account. In this overall assessment Member States shall pay particular attention to the
risk to groundwater, if the active substance is applied under vulnerable soil and/or climatic conditions.
Conditions of use shall include risk mitigation measures, where appropriate. The purity given in this entry
is based on a pilot plant production. The examining Member State shall inform the Commission in
accordance with Article 38 of Regulation (EC) No 1107/2009 on the specification of the technical
material as commercially manufactured.

These concerns were all addressed in the evaluation.

1.3 Regulatory approach

To obtain approval the product Adexar must (where appropriate) meet the conditions of the approval of
epoxiconazole and fluxapyroxad and be supported by dossiers satisfying the requirements, with an
assessment to Uniform Principles, using the agreed endpoints.

This application was submitted in order to allow the re-registration of Adexar in Germany in accordance
with the above.
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14 Data protection claims

Where protection for data is being claimed for information supporting registration of Adexar, it is
indicated in the reference lists in Appendix 1 of the Registration Report, Part B, sections 1, 5, 6 and 7 and
Part C.

1.5 Letters of Access

Letter of Access is not necessary, because BASF is the owner of both active ingredients.

2 Details of the authorisation

2.1 Product identity

Product Name Adexar
Authorization  Number | 026958-00
(for re-registration)

Function fungicide, plant growth regulator
Applicant BASF SE, Germany
Composition 62.5 g/L fluxapyroxad

62.5 g/L. epoxiconazole
Formulation type Emulsifiable Concentrate [Code: EC]
Packaging 0.1 — 10 L container, HDPE/PA

50 L container (fluorinated HDPE)

2.2 Classification and labelling

2.2.1 Classification and labelling under Directive 99/45/EC
Not proposed.

2.2.2 R and S phrases under Regulation (EC) No 1272/2008
The following labelling is proposed in accordance with Regulation (EC) No 1272/2008:

Applicant BASF SE Evaluator Germany
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Hazard classes and categories:

Repr. 1B, Acute Tox. 4, Skin Sens. 1, Eye Irrit. 2, Carc. 2

Hazard pictograms:

GHSO07 exclamation mark
GHSO08 health hazard

GHS09 environment

Signal word:

Danger

Hazard statements:

H302 Harmful if swallowed.

H317 May cause an allergic skin reaction.

H319 Causes serious eye irritation.

H351 Suspected of causing cancer <state route of exposure if it is conclusively proven
that no other routs of exposure cause the hazard>.

H360Df May damage the unborn child. Suspected of damaging fertility.

H410 Very toxic to aquatic life with long lasting effects.

H411 Toxic to aquatic life with long lasting effects

Precautionary statemtents:

Not proposed for all sections by ZRMS Germany, to be decided by applicant

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 208-0167 - Contains purasolve (2-ethylhexyl-S-lactate). May produce an allergic reaction.

2.2.3 R and S phrases under Directive 2003/82/EC (Annex IV and V)

None

2.2.3 Other phrases

2.2.4.1 Restrictions linked to the PPP under Regulation (EC) No 547/2011

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.

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

SB010 Keep out of the reach of children.

SB110 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.

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

SF245-01 Treated areas/crops may not be entered until the spray coating has dried.

SS110 Wear standard protective gloves (plant protection) when handling the undiluted
product.

SS120 Wear standard protective gloves (plant protection) when handling/applying the
product ready for application.

SS2101 Wear a protective suit against pesticides and sturdy shoes (e.g. rubber boots)
when handling the undiluted product.

SS2202 Wear a protective suit against pesticides and sturdy shoes (e.g. rubber boots)
when applying/handling the product ready for application.

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

WMEFC2 Mode of action (FRAC-group): C2 (for fluxapyroxad)

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

NN3002 The product is classified as harmful for populations of relevant beneficial
predatory mites and spiders.

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)

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

NN1001 |The product is classified as non-harmful for populations of relevant beneficial insects.

Applicant BASF SE
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2.2.4.2 Specific restrictions linked to the intended uses

Some of the authorised uses are linked to the following conditions (mandatory labelling):
See 2.3 (Product uses)

Integrated pest management (IPM)/sustainable use

WW7041 |Resistance to this active substance, or an active substance contained in this product, was
For use|proved to exist. Application only within the framework of a suitable resistance
011 management.

Ecosystem protection

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. 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 "*".

All uses Drift reduction by 0% *

5% *
50% S5m

NW 606 |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.

All uses Buffer zone of Sm

Applicant BASF SE Evaluator Germany
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Product uses

GAP-Table of intended uses for Germany

GAP: 2014-07-29

PPP (product name/code) Adexar Formulation type: EC
active substance 1 Epoxiconazole Conc. of as 1: 62.5 g/LL
active substance 2 Fluxapyroxad Conc. of as 2: 62.5 g/LL
Applicant: BASF professional use X
Zone(s): central EU non professional use ]
Verified by MS: yes
1 2 3 4 5 6 7 8 10 11 12 13 14
Use- | Member | Crop and/ F | Pests or Group of pests Application Application rate PHI | Remarks:
No. state(s) | or situation G | controlled . (days)
or Method / Timing / Growth Max pumber kg, L product / ha | g, kg as/ha Water L/ha e.g. safener/synergist per ha
(crop destination / I | (additionally: Kind stage of crop & (min. interval | 5y oy rate per .
purpose of crop) developmental stages of season bem{een. appl. a) max. rate min / max e.g. recommended or
the pest or pest group) applications) b) max. total rate | PET appl. mandatory tank mixtures
a) per use per crop/season b) max. total
b) per crop/ rate per
season crop/season
001 DE wheat F | brown leaf rust of cereals spraying BBCH 30 - 69 a)2 a)2 L/ha a) 100 - 400 F* | NW605-1 (50%: 5 m)
TRZSS Puccinia recondita from spring at asl: 0.125 kg NW606 (5 m)
PUCCRE beginning of as/ha
infestation and/or as2: 0.125 kg N .
when first symptoms b)2 b) 4 L/ha as/ha Thc? PHI is covered by the
become visible @14 b) Condltlpns of use and/o.r Fhe
) vegetation period remaining
asl: 0.25 kg between the application of
astha the plant protection product
as2: 0.25 kg and the use of the product (e.
as’ha g. harvest) or the setting of a

PHI in days is not required
resp.

Applicant BASF SE
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002 DE wheat stripe rust of grasses spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Puccinia striiformis from spring at asl: 0.125 kg NW606 (5 m)
PUCCST beginning of astha
infestation and/or as2: 0.125 kg
when first symptoms b)2 b)4 L/ha as’ha
become visible 214d) b)
asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
003 DE wheat tan spot of cereals spraying BBCH 30 - 61 a)2 a) 2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Drechslera tritici-repentis from spring at asl: 0.125 kg NW606 (5 m)
PYRNTR beginning of asha
infestation and/or as2: 0.125 kg
when first symptoms b)2 b) 4 L/ha as’ha
become visible 214d) b)
asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
004 DE wheat eyespot of cereals spraying BBCH 30 - 32 a)l a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Pseudocercosporella from spring at asl: 0.125 kg NWG606 (5 m)
herpotrichoides beginning of asha
PSDCHE infestation and/or as2: 0.125 kg
when first symptoms b)2 b)4 L/ha as/ha
become visible b)
asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
005 DE wheat powdery mildew spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Erysiphe graminis from spring at asl: 0.125 kg NWG606 (5 m)
ERYSGR ) begiqning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptoms become 21d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
006 DE wheat leaf spot of wheat spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Septoria tritici from spring at asl: 0-/;25 kg NW606 (5 m)
as/ha

SEPTTR

beginning of




infestation and/or b)2 b) 4 L/ha as2: 0.125 kg
when first @1d) as/ha
symptoms become
visible b)
asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
007 DE wheat septoria leaf spot spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TRZSS Septoria nodorum from spring at asl: 0.125 kg NWG606 (5 m)
LEPTNO beginning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
sympto‘mbs become (214d) b)
visible asl: 0.25 kg
as’ha
as2: 0.25 kg
as/ha
009 DE barley powdery mildew spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
HORVX Erysiphe graminis from spring at asl: 0.125kg NW606 (5 m)
ERYSGR  beginning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptolm.s become (21d) b)
visible asl: 0.25 kg
as’ha
as2: 0.25 kg
as’ha
010 DE barley brown rust of barley spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
HORVX Puccinia hordei from spring at asl: 0.125 kg NW606 (5 m)
PUCCHD beginning of as/ha
infestation and/or as2: 0.125 kg
when first b)2 b) 4 L/ha as/ha
symptolm.s become (21d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as’ha
011 DE barley net blotch spraying BBCH 30 - 61 a)2 a) 2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
HORVX Pyrenophora teres from spring at asl: 0.125 kg NW606 (5 m)
PYRNTE . begigning of asha
infestation and/or as2: 0.125 kg
when first b)2 b) 4 L/ha as’ha
symptoms become (214d)

b)




visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
012 DE barley leaf blotch of cereals spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
HORVX Rhynchosporium secalis from spring at asl: 0.125 kg NW606 (5 m)
RHYNSE beginning of as/ha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptolm.s become (214d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
013 DE barley Ramularia leaf spot spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
HORVX disease from spring at asl: 0.125 kg NW606 (5 m)
Ramularia collo-cygni beginning of as/ha
RAMUCC infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptolm.s become (21d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
014 DE barley decrease of non-parasitic spraying BBCH 32 - 61 a)l a)2 L/ha a) 100 - 400 for susceptible varieties and
HORVX leaf spots from spring at asl: 0.125 kg at increasing global radiation
YBFMI beginning of as’ha
infestation and/or as2: 0.125 kg NW605-1 (50%: 5 m
when first b)2 b)4 L/ha as/ha ©0% )
symptogs become b) NW606 (5 m)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
015 DE rye powdery mildew spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
SECCE Erysiphe graminis from spring at asl: 0.125 kg NW606 (5 m)
ERYSGR . begigning of as/ha
infestation and/or as2: 0.125 kg
when first b)2 b) 4 L/ha as/ha
sympto‘mbs become (214d) b)
visible as1: 0.25 kg
as/ha

as2: 0.25 kg




as/ha

017 DE rye brown leaf rust of cereals spraying BBCH 30 - 69 a)2 a) 2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
SECCE Puccinia recondita from spring at asl: 0.125 kg NW606 (5 m)
PUCCRE beginning of as/ha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptogs become (21d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
018 DE rye leaf blotch of cereals spraying BBCH 30 - 61 a)2 a) 2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
SECCE Rhynchosporium secalis from spring at asl: 0.125 kg NW606 (5 m)
RHYNSE beginning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
sympto‘mbs become (214d) b)
visible asl: 0.25 kg
as’ha
as2: 0.25 kg
as/ha
019 DE triticale powdery mildew spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TTLSS Erysiphe graminis from spring at asl: 0.125 kg NWG606 (5 m)
ERYSGR ) begiqning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptolm.s become (214d) b)
visible asl: 0.25 kg
as’ha
as2: 0.25 kg
as’ha
020 DE triticale eyespot of cereals spraying BBCH 30 - 32 a)l a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TTLSS Pseudocercosporella from spring at asl: 0.125kg NW606 (5 m)
herpotrichoides beginning of as/ha
PSDCHE infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptolm.s become b)
visible asl: 0.25 kg
as’ha
as2: 0.25 kg
as’ha
021 DE triticale brown leaf rust of cereals spraying BBCH 30 - 69 a)2 a) 2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TTLSS Puccinia recondita from spring at asl: 0.125 kg NW606 (5 m)




PUCCRE beginning of as/ha
infestation and/or b)2 b) 4 1/ha as2: 0.125 kg
when first as/ha
21d)
symptoms become
visible b)
asl: 0.25 kg
as/ha
as2: 0.25 kg
as/ha
022 DE triticale septoria-species spraying BBCH 30 - 61 a)2 a)2 L/ha a) 100 - 400 NW605-1 (50%: 5 m)
TTLSS Septoria spp. from spring at asl: 0.125 kg NW606 (5 m)
SEPTSP . begir}ning of asha
infestation and/or as2: 0.125 kg
when first b)2 b)4 L/ha as/ha
symptoms become 214d) b)
visible asl: 0.25 kg
as/ha
as2: 0.25 kg

as/ha
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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:

The appearance of the product is that of a clear red-brown liquid with a moderate aromatic odour. It is not
explosive, has no oxidizing properties, the self ignition temperature is 282 °C. In aqueous solution, it has
a pH value around 5.0. The observed changes of the active substance content and the physical properties
after 24 months storage at 23 °C are negligible. Therefore, the formulation meets the requirements of the
shelf life specifications for at least 2 years under practical conditions.

Although after 52 weeks storage at 23 °C in the emulsion stability test some precipitation of the active
ingredient occurred, additional tests on suspensibility have shown that the product can be applied without
adverse effects under practical use conditions.

The technical characteristics are acceptable for an emulsifiable concentrate formulation.

Implications for labelling: None

Compliance with FAO specifications:
There are no FAO specifications available for fluxapyroxad or epoxiconazole.

Compliance with FAO guidelines:
The product Adexar complies with the general requirements for EC formulations according to the
FAO/WHO manual (2010).

Compatibility of mixtures:

A complete report regarding physical and chemical compatibility of the tank mixes with different
formulations has been submitted which has demonstrated compatibility. These tank mixes can therefore
be mentioned on the product label for Adexar.

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 Adexar 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)

Applicant BASF SE Evaluator Germany
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The active substances can be quantified using the analytical HPLC method AFL0755/02. The method was
developed for quantifying epoxiconazole and fluxapyroxad in Adexar (BAS 701 00 F).

The validation data of method AFL 0755/02 with respect to precision, accuracy, linearity and specificity
prove that the method is suitable to determine the content of fluxapyroxad and epoxiconazole in the
emulsifiable concentrate (EC) formulation BAS 701 00 F.

There is no CIPAC method available for the determination of epoxiconazole and fluxapyroxad in
emulsifiable concentrate (EC) formulations like Adexar (BAS 701 00 F).

The analytical method APL0594/01 is applicable to determine the content of thr relevant impurity toluene
in the formulation BAS 701 00 F by GC/MS.

3.1.2.2 Analytical methods for residues (Part B, Section 2, Points 5.3 — 5.8)

Adequate analytical methods are available to monitor all compounds given in the respective residue
definition of epoxiconazole and fluxapyroxad in food of plant and animal origin, soil, water and air.
Residues of epoxiconazole in body fluids and tissues can be determined by suitable analytical methods as
well. Analytical methods used to meet the requirements of the Annex to Regulation (EU) No 544/2011,
Part A, point 4.2 can be also applied for the product.
Epoxiconazole residues can be monitored in plants by LC-MS/MS and GC-MS, in food of animal origin,
soil and water by GC-MS and GC-ECD, in air by GC-ECD and in body fluids and tissues by GC-MS and
GC-ECD.
Fluxapyroxad residues can be monitored in food of plant and animal origin, soil, water and air by LC-
MS/MS. Methods for body fluids and tissues are not required because fluxapyroxad is not considered to
be toxic or very toxic (T / T+) nor is it classified according to GHS as follows: Acute toxicity (cat. 1 - 3),
CMR (cat. 1) or STOT (cat. 1).
However, the following minor data gap has been identified according to the requirements of
SANCO/825/00 rev. 8.1:

e The validation of an analytical method for the determination of epoxiconazole in fatty plant

matrix in an independent laboratory (ILV) is missing.

3.1.3 Mammalian Toxicology (Part B, Section 3, Point 7)

3.1.3.1 Acute Toxicity (Part B, Section 3, Point 7.1)

Adexar was not the representative formulation in the EU review of the active ingredients fluxapyroxad
and epoxiconazole. Therefore, relevant data were provided by the applicant. Adexar containing 62.5 g/L
fluxapyroxad and 62.5 g/L epoxiconazole is of moderate oral toxicity and has a low toxicity with respect
to acute dermal and inhalation route of exposure. It is irritating to the skin and irritating to the eyes of
rabbits.

Summary of evaluation of the studies on acute toxicity including irritancy and skin sensitisation for
BAS 701 00 F/Adexar

Type of test, model Result Acceptability | Classification
system (Guideline) (acc. to the
criteria in Reg.
1272/2008)
LDsg oral, rat > 500 mg/kg Yes H302
(OECD 423) bw,
<2000 mg/kg
bw
Applicant BASF SE Evaluator Germany
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LDso dermal, rat > 2000 mg/kg | Yes None
(OECD 402) bw
LCsp inhalation, rat 6.65 mg/L air Yes None
(OECD 403) for males, 5.84

mg/L air for

females
Skin irritation, rabbit Non-irritant Yes None
(OECD 404)
Eye irritation, rabbit Irritant Yes H319
(OECD 405)
Eye irritation, rabbit Irritant Yes H319
(OECD 405)
Skin sensitisation, Sensitising Yes H317
mouse
(OECD 429, LLNA)
Supplementary studies |No data — not
for combinations of required
plant protection
products

Additional toxicological information relevant for classification/labelling of BAS 701 00 F/Adexar

Substance Classification of the Classification of
(Concentration |substance product (acc. to the
in product, (acc. to the criteria in | criteria in Dir.
% wIw) Dir. 67/548/EEC and/or | 67/548/EEC, in Dir.
in Reg. 1272/2008) 1999/45/EC and/or in
Reg. 1272/2008)
Toxicological Epoxiconazole H351 (=1 %) H351
properties of active (6.0 % (wiw)) H360D (> 0.3 %) H360Df
substances (relevant for H360f (= 3 %)
classification of
product)
Fluxapyroxad H351 (=1 %) H351
(6.0 % (wiw))
Toxicological Propionic acid, 2- | H317; EUH208 (> 0.1 %)| Contains purasolve (2-

properties of non-active
substances (relevant for
classification of
product)

hydroxy-,2-
ethylhexyl ester
(2-Ethylhexyl-S-
lactate)

(CAS-No.
186817-80-1),
42.0 % (wiw))

ethylhexyl-S-lactate).
May produce an allergic
reaction.

Further toxicological
information

No data — not
required

3.1.3.2 Operator Exposure (Part B, Section 3, Point 7.3)

Operator exposure to Adexar was not evaluated as part of the EU review of fluxapyroxad and
epoxiconazole. Therefore all relevant data and risk assessments have been provided and are considered to
be adequate.
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Operator exposure was assessed against the AOEL agreed in the EU review (fluxapyroxad 0.04 mg/kg
bw/day and epoxiconazole 0.008 mg/kg bw/day). Data on dermal absorption of Adexar was provided and
considered acceptable. Operator exposure was modelled using UK OPEX and German models.

According to the model calculations, it can be concluded that the risk for the operator using Adexar on
cereals is acceptable with the use of personal protective equipment described in 2.2.4.1.

3.1.3.3 Bystander Exposure (Part B, Section 3, Point 7.4)

Bystander exposure to Adexar was not evaluated as part of the EU review of fluxapyroxad and
epoxiconazole. Therefore, all relevant data and risk assessments have been provided and are considered
adequate. Since the bystander and/or resident exposure estimations carried out indicated that the
acceptable operator exposure level (AOEL) for epoxiconazole and fluxapyroxad 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

3.1.3.4 Worker Exposure (Part B, Section 3, Point 7.5)

Worker exposure to Adexar was not evaluated as part of the EU review of fluxapyroxad and
epoxiconazole. Therefore, all relevant data and risk assessments have been provided and are considered
adequate. Since the worker exposure estimations carried out indicated that the acceptable operator
exposure level (AOEL) will not be exceeded for both active substances under conditions of intended uses,
a study to provide measurements of worker exposure was not necessary and was therefore not performed

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

See 2.2
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3.1.4 Residues and Consumer Exposure (Part B, Section 4, Point 8)

3.1.4.1 Residues (Part B, Section 4, Points 8.3 and 8.7)

The data available are considered sufficient for risk assessment. The limit values as laid down in EU
residue legislation (Reg. (EU) No 978/2011) for residues of epoxiconazole in/on wheat and rye grain (0.6
mg/kg) and barley (1.5 mg/kg) are sufficient to cover residues anticipated consequent to the intended use
of the product on these crops. The limit values as laid down in EU residue legislation (Reg. (EU) No
978/2011) for residues of fluxapyroxad in/fon wheat and rye grain (0.4 mg/kg) and barley (2 mg/kg) are
sufficient to cover residues anticipated consequent to the intended use of the product on these crops.

3.1.4.2 Consumer exposure (Part B, Section 4, Point 8.10)

The chronic and the short-term intake of fluxapyroxad residues are unlikely to present a public health

concern:
ADI 0.02 mg/kg bw
TMDI (% ADI) according to EFSA PRIMo 63.5 % (based on DE children, 2-4 years, mean body
weight)

NTMDI (% ADI) according to NVS II

65.9 % (based on DE children, 2-4 years, individual
consumption/body weight ratio)

ARfD 0.25 mg/kg bw
IESTI (EFSA PRIMo) (% ARID) wheat: 0.1% (based on UK, 4-6 years)
rye: 0.1% (based on UK infant)
barley: 0.2% (based on NL adult, 60 kg bw)
(no processing factors were considered)
NESTI (NVS II) (% ARfD) wheat:  <0.1% (based on DE child, 2-4 years)
rye: <0.1% (based on DE child, 2-4 years)
barley: 0.2% (based on general population)
(no processing factors were considered)
Summary of the chronic and the short-term intake of epoxiconazole:
ADI 0.008 mg/kg bw

TMDI (% ADI) according to EFSA PRIMo

97.2 % (based on DK child diet)

NTMDI (% ADI) according to NVS II

73.6 % (based on DE child 2-4 years)

ARfD 0.023 mg/kg bw
IESTI (EFSA PRIMo) (% ARID) wheat:  0.9% (based on UK, 4-6 years)
rye: 0.4% (based on UK infant)
barley: 2.7% (based on NL adult, 60 kg bw)
(no processing factors were considered)
NESTI (NVS II) (% ARfD) wheat: 1% (based on DE child, 2-4 years)
rye: 0.4% (based on DE general population)
barley: 2% (based on DE general population)

(no processing factors were considered)

As triazole metabolites (TDM) are not unique to epoxiconazole and a common approach on EU level is
still outstanding, no risk assessment was performed on TDM which may be formed from epoxiconazole

in plant metabolism and soil. To this end the risk assessment is provisional in nature.
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3.1.5 Environmental fate and behaviour (Part B, Section 5, Point 9)

A full exposure assessment for the plant protection product ADEXAR (BAS-70100-FW-0-EC) in its
intended uses in cereals BBCH (30-69) is documented in detail in the core assessment of the plant
protection product ADEXAR (BAS-70100-FW-0-EC) dated from 08/10/2013 performed by Germany.
The following chapters summarise specific exposure assessment for soil and surface water and the
specific risk assessment for groundwater for the authorization of ADEXAR (BAS-70100-FW-0-EC) in
Germany according to its intended use in cereals ( Use No. 1-22).

Table: Intended uses and risk envelopes

Group/ |Crop/growth |Application |Number of Application Soil effective
use No* [stage method applications, rate, cumulative |application
Drift Minimum application | (g as/ha) rate
scenario interval, application (g as/ha)
time, interception
A/ 1-22 |cereals/ spraying / 2 x, 21d, spring Fluxapyroxad: Fluxapyroxad:
BBCH 30-69 1.70 % 2 x 125=250, 1.37.5
2.90 % Epoxiconazole: |2. 12.5
2 x 125=250 Epoxiconazole:
1.37.5
2. 125
Epoxiconazole:

The active substance is under laboratory conditions slowly degraded in soil. Half lives reach values up to
266.5 days. The only metabolite 1,2,4-triazol occurs with a maximum of 6.6 after 175 days. Under field
conditions a similar degradation rate is demonstrated with a max. DTso of 226 days. DT90 values clearly
exceed one year therefore also accumulation in soil needs to be assessed. For the metabolite 1,2,4 Triazol
field data is available showing a DTso of 60.5 days (slow phase).

Epoxiconazole is highly absorbed in soil with a Kfoc of 1087 whereas the metabolite 1,2,4 triazol is
absorbed weaker with a Kfoc of 89 days.

In the water/sediment study the active substance is transferred into the sediment and only the metabolite
BF 480 entriazole is detected with 34 % in the sediment. Degradation of epoxiconazole in water is slow
with deg. Time of DegTsoof 71 days (geo.mean).

Fluxapyroxad

No new studies have been submitted regarding route and rate of degradation in soil of Fluxapyroxad. The
geometric mean laboratory DTy corrected to standard temperature and moisture conditions to be used in
FOCUS groundwater and surface water modelling was 183 d. The maximum laboratory DTso for BAS
700F when corrected to standard moisture and temperature conditions was 424 days with a corresponding
DTy of > 1000 days triggering the requirement for field dissipation studies (based on best fit degradation
kinetics). For modelling purposes the field studies were used. Two metabolites occur during degradation
in soil M700F001 and M700F002. Degradation times between metabolites vary with geo. mean of 5.4
days for M700F001 and a geo mean of 25.9 days for M700F2.

Adsortption to soil of active substance is strong with a Kfoc of 729. Metabolites are only weakly
adsorbed to soil with Kfoc values of 2.6 and 7.6 for the metabolites M700F001 and M700F002.

In the water sediment system a third metabolite occurs in irradiated water (M700F007). The active
substance dissipates from water phase with a DTso of 3 days. No decline of concentrations in the sediment
could be observed. This leads to default degradation times of 1000 days for the further exposure
modeling.
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Metabolites

No new study on the fate and behaviour of fluxapyroxad, epoxiconazole or ADEXAR (BAS-70100-FW-
0-EC) has been performed. Hence no potentially new metabolites need to be considered for
environmental risk assessment.

The risk assessment for the metabolites of Fluxapyroxad has already been performed for EU approval
(see EFSA Journal 2012;10(1):2522). The metabolites are considered ecotoxicologically not relevant.
Therefore no new risk assessment hence no exposure assessment for these metabolites is necessary.

The risk assessment for the metabolites of epoxiconazole has already been performed for EU approval
(see SANCO/136/08 — 11/07/2008, revised 28/09/2010). The metabolites are considered
ecotoxicologically not relevant and did not penetrate into groundwater. Due to new data a revised
exposure assessment for these metabolites is presented.

However, in the specific groundwater risk assessment for Germany considering the entry path surface
run-off and drainage with subsequent bank filtration the soil metabolites of fluxapyroxad and
epoxiconazole are included.
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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 ADEXAR (BAS-70100-FW-0-EC) in cereals
according to use No 1-22 PECsoil was calculated for the active substances fluxapyroxad and
epoxiconazole considering a soil depth of 1 cm. Due to the slow degradation of the active substances
fluxapyroxad and epoxiconazole in soil the accumulation potential of fluxapyroxad and epoxiconazole
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.

Table: Results of PECsoil calculations

plant protection product: BAS 701 O0F
use: A
Number of applications/intervall |2/21
application rate: 125
crop interception: 70%/ 90%
active substance/ soil PEC,. [tillage PECyiga |PECaceu =
formulation depth,c (mg/kg) |depth (mg/kg) |PEC,+
(cm) (cm) PEChkga
(mg/kg)
Fluxapyroxad 1 0.288 on |20 0.0148 |0.3036
d21
Epoxiconazole 1 0.3177 |20 0.0077 ]0.3254
on d21
Metabolite 1,2,4- |Ff=100% 2.5 0.0056 |20 0.0015 [0.0071
Triazole on d383
BAS 701 O0F/ 2.072 kg/ha 1 4.1440 |20 0.0379  |4.1819
Adexar

The results for PEC soil for the active substances and their metabolites were used for the eco-
toxicological risk assessment.
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3.1.5.2 Predicted Environmental Concentration in Ground Water (PECGW) (Part B,
Section 5, Point 9.6)

1. Direct leaching into groundwater

Results of modelling with FOCUS PELMO show that the active substances fluxapyroxad and
epoxiconazole are not expected to penetrate into groundwater at concentrations of >0.1ug/L in the
intended uses in cereals (BBCH 30 - 69).

For the metabolite M700F001 of fluxapyroxad a groundwater concentration of > 0.1pug/L. cannot be
excluded. For the metabolite M700F002 of fluxapyroxad a groundwater concentration of > 0.75 ug/L
cannot be excluded

For the metabolite 1,2,4-Triazole of epoxiconazole concentrations of > 0.1ug/L in groundwater can be
excluded

Table PECgw at 1 m soil depth of Fluxapyroxad and its metabolites M700F001 and
M700F002considered relevant for German exposure assessment

80™ Percentile PECgw at 1 m Soil Depth (ug L) modeled by
FOCUS PELMO 5.5.3
crop. | Szenario Fluxapyroxad M700F001 M700F002
Max. residues of Max. residues of slow/
slow/ fast DT50 of ai fast DT50 of ai
Winter | Hamburg 0.001 0.295 2.462
cereals
Spring | Hamburg 0.001 0.288 2.336
cereals

Table PECgw at 1 m soil depth of Epoxiconazole and 1,2,4-Triazole considered relevant for
German exposure assessment

80" Percentile PECgw at 1 m Soil Depth (ug L') modeled by FOCUS
crop S _ PELMO 5.5.3
Zenario Epoxiconazole Metabolite 1,2,4-Triazole
Hamburg <0.01 Fast: <0.01
Winter Slow: 0.088
cereals
(fast+slow) / 2: 0.044
Hamburg | <0.01 Fast: <0.01
Spring Slow: 0.083
cereals
(fast+slow) / 2: 0.0415

Consequences for authorization:
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A further monitoring program for the metabolite 1,2,4 triazole is deemed necessary due to the nature of
the metabolite which can be sourced by many azole fungicides. A detailed study plan needs to submitted
and discussed with the responsible authorities in Germany.

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

According modelling with EXPOSIT 3.01 groundwater contamination at concentrations > 0.1 pg/L by the
active substance Fluxapyroxad due to surface run-off and drainage into the adjacent ditch with subsequent
bank filtration can be excluded.

According modelling with EXPOSIT 3.01 groundwater contamination at concentrations > 0.1 pg/L by the
active substance Epoxiconazole due to surface run-off and drainage into the adjacent ditch with
subsequent bank filtration can be excluded.
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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 ADEXAR (BAS-70100-FW-0-EC) in cereals
according to use No 1-22 PECsw was calculated for the active substances fluxapyroxad and
epoxiconazole 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 was based on spray drift data by Rautmann and
Ganzelmeier. The vapour pressure at 20 °C of the active substances fluxapyroxad and epoxiconazole is
< 107 Pa.. Hence the active substances fluxapyroxad and epoxiconazole are regarded as non-volatile.
Therefore, exposure of surface water by the active substances fluxapyroxad and epoxiconazole due to
deposition following volatilization was not considered.

The concentration of the active substances fluxapyroxad and epoxiconazole in adjacent ditch due to
surface run-off and drainage was calculated using the model EXPOSIT 3.01.

Table: Results of PECsoil calculations
plant protection product: BAS 701 O0F

use: A

Number of applications/intervall |2/ 21

application rate: 125
crop interception: 70%/ 90%
active substance/ PECsw PECsw PECsed PECdrai PECdrain
formulation (spray- (run- (incl. n Spring/su
drift) - off) - accu) autuum/ mmer
1m [pg/1]  ditch [ug/kg]  winter/ea [pg/l]
[ng/l] rly
spring
[ngA]
Fluxapyroxad 1.817 0.34 142.68 0.02 0.01
Epoxiconazole 1.769 0.24 324 0.02 0.01
BAS 701 00F/ 2.072 kg/ha 329 - - - -
Adexar

The results for PEC surface water for the active substances and their metabolites were used for the eco-
toxicological risk assessment.
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3.1.5.4 Predicted Environmental Concentration in Air (PECAir) (Part B, Section 5, Point
9.9)

The vapour pressures at 20 °C of the active substances fluxapyroxad and epoxiconazole are < 107 Pa.
Hence the active substances fluxapyroxad and epoxiconazole are regarded as non-volatile. Therefore
exposure of surface water by the active substances fluxapyroxad and epoxiconazole due to deposition
following volatilization does not need to be considered.

Implications for labelling resulting from environmental fate assessment:

For the authorization of the plant protection product BAS 701 00 F following labelling and conditions of
use are mandatory:

Classification and labelling
Based on the data on the active substances fluxapyroxad and epoxiconazole the plant protection product

BAS 701 00 F are considered to be not readily degradable in the sense of the CLP regulation.
The formulation BAS 701 00 F is regarded as a candidate for R 53

R and S phrases under Directive 2003/82/EC (Annex IV and V)
none

Other labels /conditions of use

Labelling
none

Conditions of use:
none
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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 ADEXAR (BAS-
70100-FW-0-EC) in its intended uses in cereals (BBCH 30 - 69) is documented in detail in the core
assessment of the plant protection product ADEXAR (BAS-70100-FW-0-EC) dated from 08/10/2013
performed by Germany. The intended use of ADEXAR (BAS-70100-FW-0-EC) in Germany is generally
covered by the uses evaluated in the course of the core assessment by Germany.

The following chapters summarise specific risk assessment for non-target organisms and hence risk
mitigation measures for the authorization of ADEXAR (BAS-70100-FW-0-EC) in Germany according to
its intended use in cereals (BBCH 30 - 69) (use No. A).

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

Table: Toxicity of fluxapyroxad and epoxiconazole to birds and mammals with reference to agreed

endpoints
Study type Test substance Species Results
Acute oral toxicity fluxapyroxad Colinus LDso > 2000 mg a.i./kg
(BAS700F) virginianus bw/d"
Long-term toxicity and Anas NOEC = 33.6 mg/kg bw/d"
reproduction platyrhynchos
Acute oral toxicity epoxiconazole Colinus LDso > 2 000 mg a.s./kg b.w.
virginianus b
Long-term toxicity and Colinus NOEL = 1.0 mg as./kg
reproduction virginianus b.w./day *V
Acute oral toxicity BAS 70 100-F Colinus LDso > 2 000 mg product/kg
(ADEXAR) virginianus b.w*)
Acute oral toxicity fluxapyroxad (BAS700F) Rat LDso >2000 mg a.i./kg bw/d"
Rat NOAEL = 10 mg a.i./kg bw/d"
Multigeneration Impaired body weight
development in F1 offspring
Acute oral toxicity Metabolite Rat LDso >500 < 2000 mg a.i./kg
M700F007 bw/d!
Acute oral toxicity epoxiconazole Rat LDso > 3160 mg a.s./kg bw !
. . Rat NOAEC =25 mg a.s./kg diet
Long-terrp toxicity and NOAEL = 2.3 mg a.s./kg
reproduction l
bw/day
Acute oral toxicity ll\ilgszﬁilil‘[zeo e Rat L.Dso = 1648 mg a.s./kg bw !
Long-term toxicity and  |(= BF 480-16) Rat NOAEL = 15 mg a.s./kg

reproduction

bw/day !
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fluxapyroxad: 1)Endpoints from EFSA Journal 2012;10(1):2522
Epoxiconalzole: 1) Endpoint from EFSA Scientific Report 138 (2008)

2) Daily Dose [mg/kg b.w./day] calculated based on study data for food
consumption and body weight.
BAS 70 100-F: *) new study submitted by the notifier

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).

Based on the presumptions of the Tier 1 and Tier 2, the calculated TER values for the acute and long-term
risk resulting from an exposure of birds to the active substances epoxiconazole and fluxapyroxad
according to the intended use of the formulation ADEXAR (BAS-70100-FW-0-EC) in cereals (BBCH 30
- 69) 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. No increased toxicity caused by the
formulated product could be demonstrated.

Based on the presumptions of the screening step and higher Tiers, the calculated TER values for the acute
and long-term risk resulting from an exposure of mammals to the active substances fluxapyroxad and
epoxiconazole according to the GAP of the formulation ADEXAR (BAS-70100-FW-0-EC) 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 mammals. No increased toxicity caused by the formulated
product could be demonstrated.

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 ADEXAR (BAS-70100-FW-0-EC) in
cereals (BBCH 30 -69) based on FOCUS Surface Water PEC values is presented in the core assessment,
Part B, Section 6, chapter 6.4.

Table: Ecotoxicological endpoints for aquatic species exposed to fluxapyroxad and epoxiconazole
and ADEXAR (BAS-70100-F) with indication to agreed endpoints

Species Substance Expositio Results
n Toxicity
Duration
System
Chronic toxicity to fish
Pimephales  epoxiconazol FLC NOEC = 0.003 mg/L
promelas e 54 d (growth F1)
NOEAEC = 0.01 mg/L
(growth F2)
Sediment dwelling organisms
Chironomus  epoxiconazol 21 d NOEC = 0.0625 mg/L!
riparius e
Chironomus  BF 480- 28d NOEC = 0.03 mg/L!
riparius entriazole
Toxicity to aquatic plants
Lemna gibba  epoxiconazol 7d E:Cso = 0.0138 mg/L
Applicant BASF SE Evaluator Germany
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e static EyCso = 0.0043 mg/L‘
Lemna gibba ADEXAR 7d ErCso =0.215 mg/L

EbCs = 0.063 mg/L

(BAS 701 EbCso = 0.078 mg/L

00F)

batch
204438

ELS = early life stage; FLC = full life cycle

fluxapyroxad: 1)Endpoints from EFSA Journal 2012;10(1):2522

epoxiconazole: 1) Endpoint from EFSA Scientific Report 138 (2008)
2) Daily Dose [mg/kg b.w./day] calculated based on study data for food consumption and
body weight.

1,2,4-triazole : EU agreed endpoint EFSA Scientific report No. 138 (2008)

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

The calculation of concentrations in surface water is based on spray drift data by Rautmann and
Ganzelmeier. The vapour pressures at 20 °C of the active substances fluxapyroxad and epoxiconazole are
< 107 Pa. Hence the active substances fluxapyroxad and epoxiconazole are regarded as non-volatile.
Therefore exposure of surface water by the active substances fluxapyroxad and epoxiconazole due to
deposition following volatilization does not need to be considered.

The aquatic risk assessment of spray drift entries in surface water by the use of ADEXAR (BAS-70100-
FW-0-EC) in cereals (BBCH 30 -69) according to use No. A is based on the chronic effects of
epoxiconazole to aquatic plants (epoxiconazole EvCso = 0.0043 mg/L. (Lemna gibba)) and a sediment
study with Chironomus riparius and BF 480-entriazole (NOEC = 0.03 mg/L). Therefore a risk assessment
was conducted for sediment organisms with the metabolite BF 480-entriazole.

Based on the relevant toxicity of the active substance epoxiconazole, the calculated TER values for the
risk to aquatic organism resulting from an exposure of surface water by spraydrift to ADEXAR (BAS-
70100-FW-0-EC) according to the use No 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 (buffer stripe or drift reducing technique)
are applied.

2. Exposure by surface run-off and drainage

The concentration of the active substance epoxiconazole in adjacent ditch due to surface runoff and
drainage was calculated using the model EXPOSIT 3.01.

The calculated TER values for the risk to aquatic organisms resulting from an exposure of surface water
by the active substance epoxiconazole (contained in ADEXAR) due to run-off and drainage according to
the use No 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. Risk
mitigation measures do not need to be applied.

Consequences for authorization:

For the authorization of the plant protection product (BAS-70100-FW-0-EC) the following labelling and
conditions of use are mandatory:

Required Labelling

Applicant BASF SE Evaluator Germany
Date 02 June 2017
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NW 262 The product is toxic for algae.

[Fluxapyroxad: Pseudokirchneriella subcapitata: ECio = 0,224 mg

a.s./L]

NW 264 The product is toxic for fish and aquatic invertebrates.
[epoxiconazole: LCso = 3.14 mg/L (O. mykiss), ECso = 8.69 mg/L
(Daphnia magna))

NW 265

The product is toxic for higher aquatic plants.
[epoxiconazole: EbCso = 0.0043 mg/L (Lemna gibba)]
[ADEXAR (BAS 701 00F): ErCso = 0.215 mg/L mg/L (Lemna gibba)]

Safety precautions / Conditions of use
Uses 00-001 — 00-021 NW 468

NW 605-1/606 (50% - Sm, 0% - 5m)

3.1.6.3 Effects on Bees and Other Arthropod Species (Part B, Section 6, Points 10.4 and
10.5)

Bees
The recommended use pattern for Adexar includes application in cereals at a maximum application rate of
up to 2 L product/ha. This maximum single application rate is equivalent to 2072 g product/ha.

Bees may be exposed to Adexar 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 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) are 3.0 and 2.4, respectively, thus, far below of the trigger of 50. It is concluded that Adexar
will not adversely affect bees or bee colonies when used as recommended.

Other non-target arthropods

Non-target arthropods living in the crop can be exposed to residues from ADEXAR (BAS-70100-FW-0-
EC) by direct contact either as a result of overspray or through contact with residues on plants and soil or
in food items. Exposure of non-target arthropods living in non-target off-field areas to ADEXAR (BAS-
70100-FW-0-EC) will mainly be due to spray drift from field applications.

The risk assessment is based on a ERsoof > 4 | Prod./ha derived from a 3 D study on 7.pyri..

Based on the calculated rates of ADEXAR (BAS-70100-FW-0-EC) in-field and off-field areas, the
calculated HQ and TER values describing the potential risk resulting from an exposure of non-target
arthropods to ADEXAR (BAS-70100-FW-0-EC) according to the GAP of the formulation ADEXAR
(BAS-70100-FW-0-EC) achieve the acceptability criteria HQ < 2 resp. TER > 10 (Tier 1) or of less than
50% effects at calculated drift rates resp. TER > 5 (higher Tier), 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 ADEXAR
(BAS-70100-FW-0-EC) in cereals according to the label.

Applicant BASF SE Evaluator Germany
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3.1.6.4 Effects on Earthworms and Other Soil Marco-organisms (Part B, Section 6, Point
10.6)

Earthworms, other soil non-target macro and mesofauna as well as soil organisms involved in the
breakdown of dead organic matter will be exposed to plant protection products containing fluxapyroxad
and epoxiconazole whenever contamination of soil may occur as a result of the intended uses of
ADEXAR (BAS-70100-FW-0-EC).

Relevant for the risk assessment are the chronic endpoints tested with earthworms (NOEC 87.9 mg
product/ kg) and springtails (NOEC 12.5 mg product/kg).

Based on the predicted concentrations of ADEXAR (BAS-70100-FW-0-EC) in soils, the TER values
describing the acute risk for earthworms and other non-target soil organisms following exposure to
ADEXAR (BAS-70100-FW-0-EC) according to the GAP of the formulation ADEXAR (BAS-70100-
FW-0-EC) achieve the acceptability criteria TER > 10, but the longterm risk for other non-target soil
organisms following exposure to ADEXAR (BAS-70100-FW-0-EC) according to the GAP of the
formulation ADEXAR (BAS-70100-FW-0-EC) does 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. The results of the assessment indicate an unacceptable longterm risk for not-target
soil organisms due to the intended use of ADEXAR (BAS-70100-FW-0-EC) in cereals according to the
label. Further refinement is required.

The notifier submitted a higher tier study on Collembola (Schabio & Eichler, 2013).

In their report “BASF DoclD 2012/1143242”, Schabio and Eichler present the results of a survey
designed in 2013 to investigate the effects of BAS 702 00 F on soil Collembola under field conditions.
In a weight of evidence approach it is considered that,

- firstly, the dosing in the study displayed much higher application rates as the intended uses of
‘Adexar’ (application rates approx doubled in the field study);

- secondly, the individual numbers in the first sampling date were fairly high, so that statistically
significant effects on collembola abundance and on abundance of dominant species could in
principle be detected;

- thirdly, effects on single species were detected at the first and second sampling date. One species
was reduced at the third sampling date, but only in the lower application rate and not in the higher
application rate;

- fourthly, the toxic reference had a statistically significant effects on collembola abundance and on
single species (for some species detectable differences were found till the end of the experiment);

- fifthly, the application pattern of ‘Adexar’ according to the intended uses in the GAP of this
application might well spam from beginning of April till Mai.

Therefore the risk for collembola community in the field after application of ‘Adexar’ according to the
intended uses in the GAP of this application is considered acceptable.

Applicant BASF SE Evaluator Germany
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3.1.6.5 Effects on organic matter breakdown (Part B, Section 6, Point 10.6)

However, the active substance fluxapyroxad meets the trigger on degradation in soil (DToofieli= 370 d) and
the potential chronic risk for matter breakdown resulting from an exposure to ADEXAR (BAS-70100-
FW-0-EC) was assessed.

To assess potential effects of the exposure of ADEXAR (BAS-70100-FW-0-EC) on the breakdown of
organic matter by soil organisms, two litter bag studies were carried out with ADEXAR (BAS 701 00 F).
The first study (ICS-Nr 73862) was reported in the DAR and the EFSA Journal. The second study (ICS-
Nr. 73863) was performed after submission of the EU Dossier for BAS 700 F for Annex I inclusion. For a
summary, please refer to the core assessment.

The application rates applied in these studies reflected the worse case recommended GAP in cereals,
however the resulting worst case PECsoil concentrations do not cover the predicted PECaccu calculations
for the intended use of ADEXAR (BAS-70100-FW-0-EC) in cereals (1.71 and 4.2 mg a.s./kg soil for the
worst case PECsoil from the studies and PECaccu calculations, respectively).

Moreover, in the study performed with the higher application rates, clear increases in litter bags
degradation were observed. Although these biological effects were significantly smaller than 25%, they
were clearly concentration dependent.

In agreement with current risk assessment according to the European Guidance Document on Terrestrial
Ecotoxicology, the risk to soil macro-organisms following the intended use of ADEXAR (BAS-70100-
FW-0-EC) in cereals according to the label can be considered as acceptable.

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

For the active ingredients in ADEXAR (BAS-70100-FW-0-EC), fluxapyroxad and epoxiconazole and
their metabolites, the soil concentrations which caused no deviations greater than £25% in the activity of
the soil microorganisms are at least 10-times higher than the corresponding maximum PEC in soil.
Considering concurrent exposure to both the active ingredients in ADEXAR (BAS-70100-FW-0-EC) at
the time of application, a low risk to soil microflora is also concluded.

Based on the predicted concentrations of ADEXAR (BAS-70100-FW-0-EC) in soils, the risk to soil
microbial processes following exposure to fluxapyroxad and epoxiconazole according to the GAP of the
formulation ADEXAR (BAS-70100-FW-0-EC) 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.

3.1.6.7 Assessment of Potential for Effects on Other Non-target Organisms (Flora and
Fauna) (Part B, Section 6, Point 10.8)

Terrestrial plants

Effects on non-target plants are of concern in the off-field environment, where they may be exposed to
spray drift. For details please refer to the core assessment Part B, section 6, chapter 6.9.

The risk assessment is based on a ERso of > 2 1 Prod./ha derived from a seedling emergence and a
vegetative vigour study.

Based on the predicted rates of ADEXAR (BAS-70100-FW-0-EC) in off-field areas, the TER values
describing the risk for non-target plants following exposure to ADEXAR (BAS-70100-FW-0-EC)
according to the GAP of the formulation of ADEXAR (BAS-70100-FW-0-EC) 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 ADEXAR (BAS-70100-FW-0-EC) in cereals according to the
label.

Applicant BASF SE Evaluator Germany
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Implications for labelling resulting from ecotoxicological assessment:

For the authorization of the plant protection product ADEXAR (BAS-70100-FW-0-EC) the following
labelling and conditions of use are mandatory:

Classification and labelling

Relevant toxicity E.Cso =0.215 mg/L. ADEXAR/L (Lemna gibba)
EpCso = 0.0063 mg ADEXAR/L (Lemna gibba)

Classification and labelling according to Directive 67/548/EC, 78/631/EC and 1999/45/EC

Hazard symbol N, dangerours for the environment
Risk phrases R 50/53
Classification and labelling according to Regulation 1272/2008
Hazard sysmbol GHSO09
Signal word Warning
Hazard statement H410
H411

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

Use No. 001-021:

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.
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 0% *
5% *
50% S5m
NW 606 The only case in which the product may be applied without loss
Applicant BASF SE Evaluator Germany
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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.

Sm
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)

Adexar is a fungicide with a broad spectrum of activity against important leaf and ear diseases in
wheat, barley, rye and triticale.

According to the results presented, the dose of 2.0 L/ha of Adexar provided the optimum overall level
of activity and was effective against all the major cereal diseases for which activity of Adexar is
claimed. As a result, the proposed rate of 2.0 L/ha should be considered as the minimum effective
dose to deliver broad spectrum control under a wide range of environmental conditions. The presented
data also demonstrated that Adexar, when applied at the proposed rate of 2.0 L/ha, gave at least an
equivalent level of performance to the tested standard products against the different cereal diseases.
Furthermore, measurements of the thousand grain mass and hLL weight confirmed the response in terms of
grain quality to applications of Adexar in the presence of fungal diseases. A positive response in grain
quality is demonstrated for each use.

In conclusion, the results support the claim made in the introduction that Adexar is an efficient broad-
spectrum fungicide which provides a positive control of important pathogens in cereals. The fungicide
provides a rapid and particularly long-lasting fungicidal action against the pathogens listed.

Concerning to resistance risk it is concluded for both actives a medium to high risk depending on the
pathogen. In the case of Pyrenophora teres resistant strains are currently found, thus, for the use no 011 a
label advice is foreseen that 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.

Adexar is classified as not harmful for populations of relevant beneficial insects but harmful for
populations of relevant beneficial predatory mites and spiders. The use of the product poses no risk for
soil quality.

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

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

With respect to analytical methods for residues an authorisation can be granted.

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

From the efficacy point of view all applied uses can be granted for authorisation.

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.

An authorisation is recommended.

33 Further information to permit a decision to be made or to support a review of the
conditions and restrictions associated with the authorisation

Further groundwater monitoring data on the epoxiconazol metabolite 1,2,4 — triazole is required.

Appendix 1 — Copy of the product authorisation

° Will be inserted in the final version.
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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 drawn 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.

Applicant (insert company name) Date 02 June 2017 Evaluator
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Appendix 3 — Letter of Access

o Will be inserted in the final version.
[ ]
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Es werden folgende Anwendungsgebiete bzw. Anwendungen festgesetzt (siehe Anlage 1):

Anwendungs- Schadorganismus/ |Pflanzen/-erzeugnisse/|Verwendungszweck
nummer Zweckbestimmung |Objekte
026958-00/00-017 |Braunrost (Puccinia |Roggen
recondita)
026958-00/00-021 |Braunrost (Puccinia |Triticale
recondita)
026958-00/00-001 |Braunrost (Puccinia |Weizen
recondita)
026958-00/00-003 |DTR-Blattdiirre Weizen
(Drechslera tritici-re-
pentis)
026958-00/00-009 |Echter Mehltau (Ery- |Gerste
siphe graminis)
026958-00/00-015 |Echter Mehltau (Ery- |Roggen
siphe graminis)
026958-00/00-019 |Echter Mehltau (Ery- |Triticale
siphe graminis)
026958-00/00-005 |Echter Mehltau (Ery- |Weizen
siphe graminis)
026958-00/00-002 |Gelbrost (Puccinia |Weizen
striiformis)
026958-00/00-020 |Halmbruchkrankheit |Triticale
(Pseudocercospo-
rella herpotrichoides)
026958-00/00-004 |Halmbruchkrankheit |Weizen
(Pseudocercospo-
rella herpotrichoides)
026958-00/00-014 |Minderung nichtpa- |Gerste
rasitarer Blattflecken
026958-00/00-011 |Netzfleckenkrankheit | Gerste
(Pyrenophora teres)
026958-00/00-012 |Rhynchosporium Gerste
secalis
026958-00/00-018 |Rhynchosporium Roggen

secalis




BVL_FO_05_2437_200_V1.8

SEITE 3 VON 49

Anwendungs- Schadorganismus/ |Pflanzen/-erzeugnisse/|Verwendungszweck

nummer Zweckbestimmung |Objekte

026958-00/00-007 |Septoria nodorum Weizen

026958-00/00-022 |Septoria-Arten (Sep- |Triticale
toria spp.)

026958-00/00-006 |Septoria-Blattdirre |Weizen
(Septoria tritici)

026958-00/00-013 | Sprenkelkrankheit Gerste

(Ramularia collo-cy-

gni)

026958-00/00-010 |Zwergrost (Puccinia |Gerste
hordei)

Festgesetzte Anwendungsbestimmungen

Es werden folgende Anwendungsbestimmungen gemaf § 36 Abs. 1 S. 1 des Gesetzes zum
Schutz der Kulturpflanzen (Pflanzenschutzgesetz - PflSchG) vom 6. Februar 2012 (BGBI. |
S. 148, 1281), zuletzt geéndert durch Artikel 4 Absatz 84 des Gesetzes vom 18. Juli 2016
(BGBI. | S. 1666), festgesetzt:

(NW468)

Anwendungsflissigkeiten und deren Reste, Mittel und dessen Reste, entleerte Behaltnisse
oder Packungen sowie Reinigungs- und Spulflissigkeiten nicht in Gewasser gelangen las-
sen. Dies gilt auch fur indirekte Eintrage Uber die Kanalisation, Hof- und StralRenablaufe
sowie Regen- und Abwasserkanéle.

Begrindung:

Aufgrund der Auswirkungen der Wirkstoffe Epoxiconazol und Fluxapyroxad gegenuber aqua-
tischen Organismen (z.B. Epoxiconazol: NOECLemna gibba = 4,3 ug a.s./L) besitzt das o.g.
Pflanzenschutzmittel einen den Naturhaushalt schadigenden Charakter, so dass jeder wei-
tergehende, d.h. den als Folge der sachgerechten und bestimmungsgemalfien Anwendung
des Pflanzenschutzmittels Adexar Ubersteigende Eintrag von Rickstanden in Gewasser zu
einer erheblichen Gefahrdung des Naturhaushaltes fihren wirde. Angesichts der Umstande,
dass ein erheblicher Anteil an Pflanzenschutzmittelfrachten im einzelnen Gewasser auf Ein-
trage aus kommunalen Klaranlagen zurickzufuhren ist (vgl. Umweltpolitik - Wasserwirtschaft
in Deutschland, 10.5.2 Pestizide, S. 156 ff., BMU, Februar 1998 und Fischer, Bach, Frede:
Abschlussbericht zum DBU-Projekt 09931, April 1998), ist es unverzichtbar, der Gefahr, die
eine Verbringung von Pflanzenschutzmitteln in Gewasser mit sich bringt, durch die buf3geld-
bewehrte Auflage im Sinne der Zweckbestimmung des Pflanzenschutzgesetzes (§ 1 Nr. 4

PfISchG) durchsetzbar zu begegnen.
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Siehe anwendungsbezogene Anwendungsbestimmungen in Anlage 1, jeweils unter Nr. 3.

Verpackungen

GemaR § 36 Abs. 1 S. 2 Nr. 1 PflISchG sind fur das Pflanzenschutzmittel die nachfolgend

naher beschriebenen Verpackungen fur den beruflichen Anwender zugelassen:

Verpackungs- |Verpackungs- |Anzahl Inhalt

art material von bis von bis Einheit
Kanister HDPE, fluoriert |1 50,00 I
Kanister HDPE/PA 1 0,10 10,00 I

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

Anwendung nur durch berufliche Anwender zulassig.

Auflagen
Die Zulassung wird mit folgenden Auflagen gemaf} § 36 Abs. 3 S. 1 PfISchG verbunden:

Kennzeichnungsauflagen:

(NN3002)

Das Mittel wird als schadigend flir Populationen relevanter Raubmilben und Spinnen einge-
stuft.

(NW262)
Das Mittel ist giftig fur Algen.

(NW264)
Das Mittel ist giftig fur Fische und Fischnahrtiere.

(NW265)

Das Mittel ist giftig fir hdhere Wasserpflanzen.

(SB001)
Jeden unnétigen Kontakt mit dem Mittel vermeiden. Missbrauch kann zu Gesundheitsscha-

den fuhren.

(SB005)

Ist arztlicher Rat erforderlich, Verpackung oder Etikett des Produktes bereithalten.

(SB010)
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Far Kinder unzuganglich aufbewahren.

(SB110)
Die Richtlinie fur die Anforderungen an die personliche Schutzausristung im Pflanzenschutz
"Personliche Schutzausristung beim Umgang mit Pflanzenschutzmitteln" des Bundesamtes

fir Verbraucherschutz und Lebensmittelsicherheit ist zu beachten.

(SB166)

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

(SF245-01)

Behandelte Flachen/Kulturen erst nach dem Abtrocknen des Spritzbelages wieder betreten.

(SS110)
Universal-Schutzhandschuhe (Pflanzenschutz) tragen beim Umgang mit dem unverdiinnten
Mittel.

(SS120)
Universal-Schutzhandschuhe (Pflanzenschutz) tragen bei Ausbringung/Handhabung des

anwendungsfertigen Mittels.

(8S2101)
Schutzanzug gegen Pflanzenschutzmittel und festes Schuhwerk (z.B. Gummistiefel) tragen

beim Umgang mit dem unverdiinnten Mittel.

(8S2202)
Schutzanzug gegen Pflanzenschutzmittel und festes Schuhwerk (z.B. Gummistiefel) tragen

bei der Ausbringung/Handhabung des anwendungsfertigen Mittels.

(SS530)
Gesichtsschutz tragen beim Umgang mit dem unverdinnten Mittel.

(SS610)

Gummischurze tragen beim Umgang mit dem unverdiinnten Mittel.

(WMFC2)
Wirkungsmechanismus (FRAC-Gruppe): C2
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(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 zusatzliche Information direkt jedem entsprechenden Wirk-

stoff-namen zuzuordnen.

Die Zulassung wird mit folgenden Auflagen gemaR § 36 Abs. 5 PflISchG
verbunden:

Dem Bundesamt fir Verbraucherschutz und Lebensmittelsicherheit sind Unterlagen zu den
nachfolgend aufgefuhrten Punkten und den dabei jeweils genannten Terminen vorzulegen:
Antragspunkt:

KIIA7.12 (1,2,4-Triazol)

Termin:

31. Dezember 2017

Forderung:

Vorlage eines Konzeptes einer weiterfUhrenden Grundwassermonitoringstudie fur den Wirk-
stoff Epoxiconazol und den Metaboliten 1,2,4-Triazol innerhalb von 6 Monaten und anschlie-
Rend die Vorlage von jahrlichen Zwischenberichten und nach Ricksprache mit den beteilig-
ten Behorden nach Abschluss der Studie einen Endbericht gem. § 36(5) PflISchG.
Begrindung:

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

Der vorgelegte Bericht enthalt zwar initiale Informationen tber 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 (Zuckerribe-, Gemusekultur,
Anwendungshaufigkeit, 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 Gber die Anwendung von Pflanzenschutzmitteln auszuschlieRen.

Da der Metabolit 1,2,4-Triazol nicht in den Uberwachungsprogrammen der Landerbehérden

bertcksichtigt ist und geman aktuellen Recherchen vermutlich auch nicht durch Wasserver-
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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 gewahrleisten.

Die Forderung nach einem zulassungsbegleitenden Grundwasser-Monitoring flr den o.g.
Wirkstoff bleibt somit weiterhin bestehen. Auf die Notwendigkeit einer Abstimmung des Studi-
endesigns sowie potentieller Studienstandorte mit dem Umweltbundesamt wird ausdrticklich

hingewiesen.

Unter Berilicksichtigung der fir die Erarbeitung dieser Unterlagen sowie ihrer Prifung erfor-
derlichen Zeitdauer sind die Studien zu den oben genannten Terminen vorzulegen. Ich weise
darauf hin, dass mir § 36 Abs. 5 S. 3 PfISchG fiur den Fall der nicht fristgerechten Erfullung
dieser Auflage die Mdglichkeit eréffnet, das Ruhen der Zulassung anzuordnen. Ferner eroff-
net mir in diesem Fall § 49 Abs. 2 Nr. 2 VWVfG auch die Méglichkeit des Widerrufs der Zulas-

sung.

Vorbehalt

Dieser Bescheid wird mit dem Vorbehalt der nachtréglichen Aufnahme, Anderung oder

Erganzung von Anwendungsbestimmungen und Auflagen verbunden.

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

Signalwort:
(S2) Gefahr

Gefahrenpiktogramme:

(GHSO07) Ausrufezeichen
(GHSO08) Gesundheitsgefahr
(GHS09) Umwelt

Gefahrenhinweise (H-Satze):
(H302)

Gesundheitsschadlich bei Verschlucken.

(H317)

Kann allergische Hautreaktionen verursachen.

(H319)
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Verursacht schwere Augenreizung.

(H351)
Kann vermutlich Krebs erzeugen <Expositionsweg angeben, sofern schlissig belegt ist, dass

diese Gefahr bei keinem anderen Expositionsweg besteht>.

(H360Df)

Kann das Kind im Mutterleib schadigen. Kann vermutlich die Fruchtbarkeit beeintrachtigen.

(H410)

Sehr giftig fur Wasserorganismen mit langfristiger Wirkung.

(H411)

Giftig fur Wasserorganismen, mit langfristiger Wirkung.

(EUH 208-0167)

Enthalt Purasolve (2-ethylhexyl-S-Lactat). Kann allergische Reaktionen hervorrufen.

(EUH 401)
Zur Vermeidung von Risiken fir Mensch und Umwelt die Gebrauchsanleitung einhalten.

Sicherheitshinweise (P-Satze):
(P501)

Inhalt/Behalter ... zufiihren.

Abgelehnte Anwendungsgebiete bzw. Anwendungen

Fir folgende Anwendungsgebiete bzw. Anwendungen lehne ich |hren Antrag ab (siehe
Anlage 2):

- keine -

Hinweise

Auf dem Etikett und in der Gebrauchsanleitung kann angegeben werden:

(NB6641)

Das Mittel wird bis zu der héchsten durch die Zulassung festgelegten Aufwandmenge oder
Anwendungskonzentration, falls eine Aufwandmenge nicht vorgesehen ist, als nicht bienen-

gefahrlich eingestuft (B4).
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(NN1001)
Das Mittel wird als nicht schadigend flr Populationen relevanter Nutzinsekten eingestuft.

Weitere Hinweise und Bemerkungen
Momentan gibt es aus dem Bereich der toxikologischen Bewertung seitens des BVL keinen
Vorschlag fur P-Satze gemal Verordnung (EG) Nr. 1272/2008 (CLP-Verordnung).

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

soweit sie noch nicht erflllt sind.

Unterbleibt eine Beanstandung der vorgelegten Gebrauchsanleitung, so ist daraus nicht zu
schliel3en, dass sie als ordnungsgemal angesehen wird. Die Verantwortung des Zulas-

sungsinhabers fiir die Ubereinstimmung mit dem Zulassungsbescheid bleibt bestehen.

Hinsichtlich der Geblihren erhalten Sie einen gesonderten Bescheid.

Rechtsbehelfsbelehrung

Gegen diesen Bescheid kann innerhalb eines Monats nach Bekanntgabe Widerspruch
erhoben werden. Der Widerspruch ist bei dem Bundesamt flr Verbraucherschutz und
Lebensmittelsicherheit, Messeweg 11/12, 38104 Braunschweig, schriftlich oder zur

Niederschrift einzulegen.

Mit freundlichen GrifRen

im Auftrag

gez. Dr. Martin Streloke

Abteilungsleiter

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

Anlage
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Anlage 1 zugelassene Anwendung: 026958-00/00-001

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 69

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-002

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Gelbrost (Puccinia striiformis)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-003

1 Anwendungsgebiet

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

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-004

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Halmbruchkrankheit (Pseudocercosporella herpotri-

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

choides)
Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:
Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 32

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

1
2

spritzen

2 I/hain 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewéassern - aus-
genommen nur gelegentlich wasserfiihrende, aber einschliellich periodisch wasserfiihrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhdngigkeit von den unten aufgeflhrten
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Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begrlndung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfuhrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begriindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-005

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-006

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria-Blattdirre (Septoria tritici)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-007

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria nodorum

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Weizen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-009

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-010

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Zwergrost (Puccinia hordei)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-011

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Netzfleckenkrankheit (Pyrenophora teres)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

(WW7041)

Fir den Wirkstoff, bzw. einen Wirkstoff dieses Mittels, wurden Resistenzen nachgewiesen.
Anwendung nur im Rahmen eines geeigneten Resistenzmanagements.

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)
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Die Anwendung des Mittels auf Flachen in Nachbarschaft von Oberflachengewéassern - aus-
genommen nur gelegentlich wasserfiihrende, aber einschliellich periodisch wasserfiihrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgeflhrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begrindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfuhrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kénnen mit einem Buf3geld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begriindung:
Siehe unter NW605-1.



BVL_FO_05_2437_200_V1.8

SEITE 30 VON 49

Anlage 1 zugelassene Anwendung: 026958-00/00-012

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rhynchosporium secalis

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-013

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Sprenkelkrankheit (Ramularia collo-cygni)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-014

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Minderung nichtparasitarer Blattflecken

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Gerste

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

- Erlauterungen:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:
Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
32 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

bei anfalligen Sorten und bei Anstieg der Globalstrah-
lung

1
2

spritzen

2 I/hain 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserfiihrende, aber einschliellich periodisch wasserfiihrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
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tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgeflhrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstéande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemal Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begrindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfuhrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufgeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begriindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-015

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Roggen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-017

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Roggen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 69

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-018

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Rhynchosporium secalis

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Roggen

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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 Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-019

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Echter Mehltau (Erysiphe graminis)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Triticale

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-020

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Halmbruchkrankheit (Pseudocercosporella herpotri-

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

choides)
Triticale

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:
Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 32

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

1
2

spritzen

2 I/hain 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flachen in Nachbarschaft von Oberflachengewéassern - aus-
genommen nur gelegentlich wasserfiihrende, aber einschliellich periodisch wasserfiihrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhdngigkeit von den unten aufgeflhrten
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Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begrlndung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfuhrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begriindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-021

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Braunrost (Puccinia recondita)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Triticale

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 69

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-
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dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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Anlage 1 zugelassene Anwendung: 026958-00/00-022

1 Anwendungsgebiet

Schadorganismus/Zweckbestimmung: Septoria-Arten (Septoria spp.)

Pflanzen/-erzeugnisse/Objekte:

Verwendungszweck:

2 Kennzeichnungsauflagen

Triticale

21 Angaben zur sachgerechten Anwendung

Einsatzgebiet:

Anwendungsbereich:

Anwendung im Haus- und
Kleingartenbereich:

Stadium der Kultur:

Anwendungszeitpunkt:

Maximale Zahl der Behandlungen

- in dieser Anwendung:
- fir die Kultur bzw. je Jahr:

- Erlauterungen Anzanhl
Behandlungen:

Anwendungstechnik:

Aufwand:

Ackerbau

Freiland

Nein
30 bis 61

Ab Frihjahr bei Befallsbeginn bzw. bei Sichtbarwer-
den der ersten Symptome

zeitlicher Abstand der Behandlungen mindestens 21
Tage

spritzen

2 I/ha in 100 bis 400 | Wasser/ha

2.2 Sonstige Kennzeichnungsauflagen

- keine -
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.

3 Anwendungsbezogene Anwendungsbestimmungen

(NW605-1)

Die Anwendung des Mittels auf Flachen in Nachbarschaft von Oberflachengewassern - aus-
genommen nur gelegentlich wasserflihrende, aber einschliel3lich periodisch wasserfuhrender
Oberflachengewasser - muss mit einem Gerat erfolgen, das in das Verzeichnis "Verlustmin-



BVL_FO_05_2437_200_V1.8

SEITE 49 VON 49

dernde Gerate" vom 14. Oktober 1993 (Bundesanzeiger Nr. 205, S. 9780) in der jeweils gel-
tenden Fassung eingetragen ist. Dabei sind, in Abhangigkeit von den unten aufgefiihrten
Abdriftminderungsklassen der verwendeten Gerate, die im Folgenden genannten Abstande
zu Oberflachengewassern einzuhalten. Fir die mit "*" gekennzeichneten Abdriftminderungs-
klassen ist, neben dem gemaf Landerrecht verbindlich vorgegebenen Mindestabstand zu
Oberflachengewassern, das Verbot der Anwendung in oder unmittelbar an Gewassern in
jedem Fall zu beachten.

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

Begriindung:

Das Pflanzenschutzmittel Adexar bzw. der darin enthaltene Wirkstoff Epoxiconazol weist ein
hohes Gefahrdungspotenzial fir aquatische Organismen, insbesondere Wasserpflanen auf.
Bewertungsbestimmend ist hier die EbC50 = 4,3 pg a.s./L, Lemna gibba.

Ausgehend von den geltenden Modellen zur Abdrift und einem Sicherheitsfaktor von 8 ist
nach dem Stand der wissenschaftlichen Erkenntnisse die Anwendungsbestimmung NW 605-
1/606 erforderlich, um einen ausreichenden Schutz von Gewasserorganismen vor Eintragen
des Wirkstoffs Epoxiconazol in Oberflachengewasser zu gewahrleisten. Weitere Informatio-
nen hierzu sind dem Bewertungsbericht zu entnehmen.

(NW606)

Ein Verzicht auf den Einsatz verlustmindernder Technik ist nur mdglich, wenn bei der Anwen-
dung des Mittels mindestens unten genannter Abstand zu Oberflachengewassern - ausge-
nommen nur gelegentlich wasserfihrende, aber einschlieRlich periodisch wasserfuhrender
Oberflachengewasser - eingehalten wird. Zuwiderhandlungen kdnnen mit einem Bufigeld bis
zu einer Héhe von 50.000 Euro geahndet werden.

5m

Begrindung:
Siehe unter NW605-1.
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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 Adexar (BAS 701 00 F)
containing the active substances epoxiconazole and fluxapyroxad 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 Epoxiconazole Fluxapyroxad

(Reg. (EU) No 540/2011) (Reg. (EU) No 589/2012)
Purity of active substance min 920 g/kg min 950 g/kg
Relevant impurities - Toluene: max 1 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 Adexar (BAS 701 00 F) can be found in the confidential
dossier of this submission (Registration Report - Part C).

Applicant BASF SE Germany Evaluator: BVL/ DE
Date 02 June 2017
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1A 1 IDENTITY OF THE PLANT PROTECTION PRODUCT
III1A 1.1 Applicant

BASF SE

Crop protection

Global registration management
P.O. Box 120

D-67114 Limburgerhof
Germany

Contact person:
Tel.No:
Fax No:

E-mail:

IITA 1.2 Manufacturer of the Preparation, Manufacturer and Purity of the Active
Substance(s)

IITA 1.2.1 Manufacturer(s) of the preparation
Confidential information - data provided separately (Part C).
IITA 1.2.2 Manufacturer(s) of the active substance(s)
Confidential information - data provided separately (Part C).

IITA 1.2.3 Statement of purity (and detailed information on impurities) of the active
substance(s)

Epoxiconazole: minimum 920 g/kg
Fluxapyroxad: minimum 980 g/kg
relevant impurity: toluene max 0.6 g/’kg

Further information/justification is provided in Part C.

IITA 1.3 Trade Names and Manufacturer’s Code Numbers for the Preparation

Trade name: Adexar, Morex, Pexan, Tenax XM

Company code number: BAS 701 00 F

IITA 1.4 Detailed Quantitative and Qualitative Information on the Composition of the
Preparation

IITA 1.4.1 Content of active substance and formulants
The formulation was not the representative formulation.

Pure active substance:

content of pure epoxiconazole: 62.5 g/L
content of pure fluxapyroxad: 62.5 g/L.
Applicant BASF SE Germany Evaluator: BVL/ DE
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limits epoxiconazole:

56.3-68.8 g/L

limits fluxapyroxad:

56.3-68.8 g/L

Technical active substance:

content of te
at minimum

chnical epoxiconazole
purity (92.0 %):

67.9 g/L

(6.5 % wiw)

content of te
at minimum

chnical fluxapyroxad
purity (98.0 %):

63.8 g/L

(6.1 % wiw)

None of the active substances in the formulation are present in the form of a salt, ester, anion or cation.

Further information on the active substances and on the certified limits of formulants is considered
confidential and is provided separately (Part C).

ITIA 1.4.2

Certified limits of each component

This is not an EC data requirement/ not required by regulation (EU) 2011/545.

IITA 1.4.3 Common names and code numbers for the active substance(s)
Data Type Name/Code Number
Point
1.4.3.1 ISO common name Epoxiconazole Fluxapyroxad
1.43.2 CAS No. 135319-73-2 907204-31-3
1.43.2 EINECS No. - -
1.43.2 CIPAC No. 609 828
1.43.2 ELINCS 406-850-2 -
1.4.3.3 Salt, ester anion or cation - -
present
IIIA 1.4.4 Co-formulant details: identity, structure, codes, trade name, specification

CONFIDENTIAL information - data provided separately (Part C).

ITIA 1.4.5

and function.

Formulation process

IITA 1.4.5.1 Description of formulation process

Applicant BASF SE Germany
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This is not an EC data requirement/ not required regulation (EU) 2011/545.

IITA 1.4.5.2 Discussion of the formation of impurities of toxicological concern

BAS 701 00 F does not contain any impurity in a concentration of toxicological, ecotoxicological or
environmental significance.

In fluxapyroxad, toluene has been considered as relevant and its content in the technical material should
not exceed 1 g/kg (see regulation (EU) No 589/2012). The origin of this impurity is given in the draft
assessment report Vol 4 for Annex I inclusion/Approval of fluxapyroxad.

Toluene is not a decomposition product and therefore cannot be generated from the active ingredient or
the related impurities during storage.

Epoxiconazole does not contain any impurities of toxicological or ecotoxicological concern.

IIIA 1.5 Type of Preparation and Code

Type: Emulsifiable concentrate Code: EC

IIIA 1.6 Function

The product will be used as fungicide.

IIIA 1.7 Other/Special Studies

Evaluations in chapter 9 of this dossier refer to physical-chemical data on epoxiconazole which
have not yet been peer reviewed. These data are summarized in appendix 3.

Applicant BASF SE Germany Evaluator: BVL/ DE
Date 02 June 2017
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ITIA 2

All studies have been performed in accordance with the current requirements and the results are deemed to be acceptable.

Table 1: Summary of the physical, chemical and technical properties of the plant protection product

PHYSICAL, CHEMICAL AND TECHNICAL PROPERTIES OF THE PLANT PROTECTION PRODUCT

Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
Colour, odour and Visual assessment and | Batch 204438, The preparation is a clear red-brown | Y Kroehl, T., 2008a, Acceptable
physical state organoleptic fluxapyroxad: 61.9 liquid with a moderate aromatic 2008/1083472
(IITA 2.1) determination g/L; epoxiconazole: odour. Kroehl, T., 2011a,
62.0 g/lL The product shows no change after 2011/1048128
storage at 54 °C for 14 d or 2 years
at ambient temperature.
Explosive properties OECD 113 Batch 204423, The exothermic decomposition Y Fischer, S., 2008a, Acceptable.
(IITA 2.2.1) fluxapyroxad: 62.4 energy determined by a DSC is 2008/1009261
g/L; epoxiconazole: <500 J/g.
62.7 g/lL The test substance is not considered
to have explosive properties
Oxidizing properties EEC A 21 Batch 204423, The main pressure rise time of the Y Fischer, S., 2008a, Acceptable.
(IIIA 2.2.2) test mixture is longer than the main 2008/1009261
pressure rise time of the reference
mixture.
The test substance is not considered
to be an oxidising substance
Flash point EECA9 Batch 204438 Flash point 96 °C Y Kroehl, T., 2008a, Acceptable.
(ITIA 2.3.1) 2008/1083472
Batch 204423 Flash point 102.5 °C Y Fischer, S., 2008a,
2008/1009261
Flammability UN Recommen- Batch 204423 Experience shows that the substance | Y Fischer, S., 2008a, Acceptable as
(ITIA 2.3.2) dations on the forms stable emulsion in water and 2008/1009261 additional
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
transport of dangerous it is not expected to liberate a gas in information
good, Manual of tests contact with water.
and criteria, Appendix
6
Auto-flammability EEC A15 Batch 204423 Auto-flammability app. 282 °C Y Fischer, S., 2008a, Acceptable.
(ITTA 2.3.3) (self-ignition temperature) 2008/1009261
Acidity or alkalinity not required, based on pH of the Y Acceptable.
and pH formulation
(IITA 2.4.1)
pH of a 1% aqueous CIPAC MT 75.3 Batch 204438 Before storage: Y Kroehl, T., 2008a, Acceptable.
dilution, emulsion or pure water, 20 °C: 5.1 2008/1083472
dispersion CIPAC water D: 54
(ITITA 2.4.2) Kroehl, T., 2011a,
After 2 weeks, 54 °C: 2011/1048128
pure water, 20 °C: 4.9
CIPAC water D: 5.1
After 7 days, 0° C:
pure water, 20 °C: 5.1
CIPAC water D: 53
After 2 years, 23 °C:
pure water, 20 °C: 4.6
CIPAC water D, 1.0 %: 4.5
Kinematic viscosity OECD 114 Batch 204438 Y Kroehl, T., 2008a, Acceptable.

(ITIA 2.5.1)

40 °C: 8.9%10° m?/s (calculated)

2008/1083472

R 65 is not triggered,
but aspiration hazard,
Cat 1 /H304 is

Applicant BASF SE Germany
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
possible.
Dynamic viscosity OECD 114 Batch 204438 shear rate = 100 '+ Y Kroehl, T., 2008a, Acceptable.
(TIIA 2.5.2) 20 °C: 20.9 mPa s 2008/1083472
40 °C: 9.1 mPa s
Batch 204438 After 2 years, 23 °C: 20.2 mPa s Y Kroehl, T., 2011a, Acceptable.
2011/1048128
Surface tension OECD 115/ EEC AS5. | Batch 204438 0.08 %, 20 °C: 32.5 mN/m Y Kroehl, T., 2008a, Acceptable.
(IITA 2.5.3) 2.0 %, 20 °C: 30.5 mN/m 2008/1083472
neat, 25 °C: 31.7 mN/m
Relative density EEC A3 Batch 204438 Before storage: di® = 1.036 Y Kroehl, T., 2008a, Acceptable.
(ITIA 2.6.1) 2008/1083472
After 2 weeks, 54 °C: d4s2° = 1.036
Batch 204438 After 2 years, 23 °C: Y Kroehl, T., 2011a, Acceptable.
42 = 1.036 2011/1048128
Bulk or tap density not required for liquid formulations Acceptable.
(ITIA 2.6.2)
Storage Stability after | CIPAC MT 46.3 Batch 204438 Storage material: Y Kroehl, T., 2008a, Acceptable.
14 days at 54° C HPLC/RP- PA/PE- coextruded packs. 2008/1083472
(IITA 2.7.1) AFL0755/02 The content of the active substance

does not decrease > 5 %.
Content of epoxiconazole:

before storage: 62.00 g/L
after storage: 61.68 g/L
Content of fluxapyroxad:

before storage: 61.93 /L
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
after storage: 61.95 g/L
The changes of the physical and
chemical properties are negligible.
Stability after storage Not required by regulation (EU) Acceptable.
for other periods 2011/545.
and/or temperatures
(IITA 2.7.2)
Minimum content The content of the active substance Acceptable.
after heat stability does not decrease > 5 %.
testing
(IITA 2.7.3)
Effect of low CIPAC MT 39.3 Batch 204438 Homogeneous liquid with Y Kroehl, T., 2008a, Acceptable.
temperatures on < 0.05 ml crystalline separation. 2008/1083472
stability The product shows good low
(ITIA 2.7.4) temperature stability, the effects are
negligible.
CIPACMT 1 The crystallisation temperature was | (N)
found to be < -20° C
Ambient temperature 2 years, 23 °C: Batch 204438, Storage material: PA/PE- Y Kroehl, T., 2011a, Acceptable.
shelf life HPLC AFL0755/02 fluxapyroxad: 61.9 coextruded packs (0.25 and 1 L) 2011/1048128 Study will be
(ITIA 2.7.5) GC/MS APL0594/01 g/L; epoxiconazole: Average temperature: 23 °C. continued to the 156

62.0 g/L

Content of epoxiconazole:

before storage: 62.0 g/L
after storage: 62.7 g/L
Content of fluxapyroxad:

before storage: 61.9 g/L
after storage: 62.6 g/L

Content of toluene:

week data point.
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Test or study & Method used / Test material purity | Findings GLP Reference
Annex point deviations and specification Y/N

Only after storage: 0.025 g/L
Seal intact, no corrosion and no
other influence of the product on the
original container was observed.
The emulsion stability tests showed
traces of precipitated material after
24 hours of standing time, which
could not be re-emulsified
completely. The formulation is
based on partly water soluble
solvent. Due to the dissolution of
the EC-solvents in water and the
very poor water solubility of the
active ingredient fluxapyroxad, the
solvation capacity of solvents
decreases in water. Thus, a time
depending (> 2h waiting period)
formation of solid particles in form
of precipitated solid active
ingredient fluxapyroxad is observed.
However the results of the
suspensibility test after 2 and 24
hours standing time, showed that
sufficient amount of the active
substances (99 — 101 %) are
suspended in the spray liquid to give
a good and homogeneous mixture
during spraying.

Shelf life in months - Please refer to 2.7.5

Applicant BASF SE Germany Evaluator: BVL / DE
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Test or study & Method used / Test material purity | Findings GLP Reference
Annex point deviations and specification Y/N
(if less than 2 years)
(ITIA 2.7.6)
Wettability not required for liquid formulations
(ITTA 2.8.1)
Persistence of CIPAC MT 47.2 Batch 204438 CIPAC water D, 0.08 %: Y Kroehl, T., 2008a,
foaming Before storage  10s: 20 mL 2008/1083472
(ITTA 2.8.2) 1 min: 14 mL
3min: 12 mL
12 min: 8 mL
2 weeks, 54 °C  10s: 16 mL
1 min: 14 mL
3min: 12mL
12 min: 10 mL
CIPAC water D, 2.0 %:
Before Storage 10s: 10 mL
I min: 8 mL
3min: 6 mL
12 min: 6 mL
2 weeks, 54 °C  10s: 10 mL
1min: 6mL
3min: 6 mL
12 min: 2 mL
Applicant BASF SE Germany Evaluator: BVL / DE
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Test or study & Method used / Test material purity | Findings GLP Reference
Annex point deviations and specification Y/N

Batch 204438 CIPAC water D, 0.08 %: Y Kroehl, T., 2011a,

After 2 years, 23 °C: 2011/1048128
10s: 24 mL
1 min: 18 mL
3min: 16 mL
12 min: 12 mL

CIPAC water D, 2.0 %:

After 2 years, 23 °C:
10s: 8 mL
1 min: 4 mL
3min: OmL
12 min: O mL

Suspensibility CIPAC MT 184 Batch 204438 After 2 years, 23 °C: Y Kroehl, T., 2011a,
(IITA 2.8.3.1) CIPAC water D, 0.08 %: 2011/1048128
Standing time 2 h:
Epoxiconazole: 99 %
Fluxapyroxad: 99 %
Standing time 24 h:
Epoxiconazole: 101 %
Fluxapyroxad: 100 %

CIPAC water D, 2.0 %:
Standing time 2 h:
Epoxiconazole: 99 %
Fluxapyroxad: 99 %
Standing time 24 h:
Epoxiconazole: 99 %

Applicant BASF SE Germany Evaluator: BVL / DE
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /

Annex point deviations and specification Y/N comments
Fluxapyroxad: 99 %

Spontaneity of not required for EC formulations Acceptable.

dispersion

(IIIA 2.8.3.2)

Dilution stability not required for EC formulations Acceptable.

(IITA 2.8.4)

Dry sieve test not required for EC formulations Acceptable.

(IITA 2.8.5.1)

Wet sieve test not required for EC formulations Acceptable.

(IITA 2.8.5.2)

Particle size not required for EC formulations Acceptable.

distribution

(IITA 2.8.6.1)

Nominal size range of not required for EC formulations Acceptable.

granules

(IITA 2.8.6.2)

Dust content not required for EC formulations Acceptable.

(IITIA 2.8.6.3)

Particle size of dust not required for EC formulations Acceptable.

(IITIA 2.8.6.4)

Friability and attrition not required for EC formulations Acceptable.

(IITA 2.8.6.5)

Emulsifiability CIPAC MT 36.3 Batch 204438 CIPAC water A and D, 0.08 %: Y Kroehl, T., 2008a, Acceptable.

(ITIA 2.8.7.1)

Before storage

0 h:

0.5 h:

spontan emulsifiable
little froth

0 mL cream

0 mL oil

2008/1083472
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Test or study & Method used / Test material purity | Findings GLP Reference
Annex point deviations and specification Y/N

0 mL sediment
2 h: 0 mL cream

0 mL oil

0 mL sediment/cream
24 h:  traces of solid material

spontan re-emulsifiable
24.5h: 0 mL cream

0 mL oil

0 mL sediment/cream

After 2 weeks, 54 °C
0h: spontan emulsifiable
little froth
0.5h: OmL cream
0 mL oil
0 mL sediment
2h: 0 mL cream
0 mL oil
0 mL sediment/cream
24 h:  traces of solid material
spontan re-emulsifiable
24.5h: 0 mL cream
0 mL oil
0 mL sediment

CIPAC water D, 2.0 %:
Before storage
0 h: spontan emulsifiable
no froth
0.5h: <1 mL cream
0 mL oil
0 mL sediment
2 h: <1 mL cream
0 mL oil
0 mL sediment

Applicant BASF SE Germany Evaluator: BVL / DE
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Test or study & Method used / Test material purity | Findings GLP Reference
Annex point deviations and specification Y/N
24h: 1 mLoil
spontan re-emulsifiable
24.5 h: <1 mL cream
0 mL oil
0 mL sediment
After 2 weeks, 54 °C
0h: spontan emulsifiable
little froth
0.5h: <1 mL cream
0 mL oil
0 mL sediment
2 h: <1 mL cream
0 mL oil
0 mL sediment/cream
24 h:  spontan re-emulsifiable
24.5 h: <1 mL cream
0 mL oil
0 mL sediment
Emulsifiability CIPAC MT 36.3 Batch 204438 After 2 years, 23 °C: Y Kroehl, T., 2011a,
(1A 2.8.7.1) CIPAC water aand D, 0.08 %: 2011/1048128
0h: spontan emulsifiable
no froth
0.5h: O mL cream
0 mL oil
0 mL sediment
2 h: 0 mL cream
0 mL oil
0 mL sediment
24 h:  traces of solid material
not completely re-
emulsifiable
24.5h: O mL cream
0 mL oil
0 mL sediment
Applicant BASF SE Germany Evaluator: BVL / DE
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
traces of solid material
CIPAC water D, 2.0 %:
Oh: spontan emulsifiable
no froth
0.5h: O mL cream
<1 mL bottom oil
0 mL sediment
2 h: 0 mL cream
<1 mL bottom oil
0 mL sediment
24h: <1 mL bottom oil
spontaneously re-
emulsifiable
24.5h: O mL cream
0 mL oil
0 mL sediment
Dispersibility not required for EC formulations Acceptable.
(ITIA 2.8.7.1)
Flowability not required for EC formulations Acceptable.
(ITIA 2.8.8.1)
Pourability (including not required for EC formulations Acceptable.
rinsed residue)
(ITIA 2.8.8.2)
Dustability following not required for EC formulations Acceptable.
accelerated storage
(ITIA 2.8.8.3)
Physical ASTM 1518-05 Batch 204423 Adexar (BAS70100F) was tested for | N Auweter, H., 2009a, Acceptable.
compatibility of tank | - mixing by hand physical compatibility with 9 2009/1070974
mixes - evaluation after formulations of the types EC, SC,
(IITA 2.9.1) standing for different WG and SL. All mixtures were
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
times determined to be physically
- additional characteri- compatible and can be used in spray
zations applications. In all mixtures no
lumping, no flocculation occurred,
but a running agitator should be
used in all mixtures.
The mixtures appeared to be
homogeneous.
Chemical ASTM 1518-05 Batch 204423 Fluxapyroxad and Epoxiconazol, N Auweter, H., 2009a, Acceptable.

compatibility of tank
mixes

(ITIA 2.9.2)

- mixing by hand

- evaluation after
standing for different
times

- additional
characterizations

the active substances Adexar
(BAS70100F), are stable in diluted
aqueous conditions. Therefore none
of the functional groups are likely to
react under normal tank mix
conditions. Corbel, Comet/ Platoon,
Flexity, CCC 750, Terpal, Medax
Top, Starane 200, Mageos MD, and
Sumicidin Alpha are approved
commercial products for
applications in various tank
mixtures as they are sufficiently
stable in aqueous conditions.

No indication of any chemical
reaction between the mixed
products was observed. Therefore
BAS70100F is apparently
chemically compatible with the
tested products.

2009/1070974
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Test or study & Method used / Test material purity | Findings GLP Reference Acceptability /
Annex point deviations and specification Y/N comments
Distribution to seed not intende for seed treatment Acceptable
(IITA 2.10.1)

Adhesion to seeds not intended for seed treatment Acceptable
(IITA 2.10.2)

Miscibility Not required by regulation (EU) Acceptable.
(IITA 2.11) 2011/545.

Dielectric breakdown Not required by regulation (EU) Acceptable.
(I1IA 2.12) 2011/545.

Corrosion Not required by regulation (EU) Acceptable.
characteristics 2011/545.

(I1TA 2.13)

Container material Not required by regulation (EU) Acceptable.
(IIIA 2.14) 2011/545.

Other/special studies none Acceptable.
(IITA 2.15)
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ITIA 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 clear red-brown liquid with a moderate
aromatic odour. It is not explosive, has no oxidizing properties, the self ignition temperature is 282 °C. In
aqueous solution, it has a pH value around 5.0. The observed changes of the active substance content and
the physical properties after 24 months storage at 23 °C are negligible. Therefore, the formulation meets
the requirements of the shelf life specifications for at least 2 years under practical conditions.

Although after 52 weeks storage at 23 °C in the emulsion stability test some precipitation of the active
ingredient occurred, additional tests on suspensibility have shown that the product can be applied without
adverse effects under practical use conditions.

The technical characteristics are acceptable for an emulsifiable concentrate formulation.

Experimental testing of the product's physico-chemical and technical characteristics:

No experimental testing was conducted at the BVL laboratory.

Implications for labelling:

None.

IITA 3 DATA ON APPLICATION OF THE PLANT PROTECTION PRODUCT
ITIA 3.1 Field of Use

Insert information.

IIIA 3.2 Nature of the Effects on Harmful Organisms

Insert information on mode of action and effects.

ITIA 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.

ITIA 3.3.3 Effects achieved

Please refer to Part B Section 7.

IIIA 3.4 Proposed Application Rates (Active Substance and Preparation)

Please refer to Appendix 2 - Critical Uses - and Part B Section 7.

ITIA 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
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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.
ITIA 3.10 Other/Special Studies

This is not an EC data requirement/ not required by Directive 91/414/EEC.
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I11IA 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.

IITA 4.1.1 Description and specification of the packaging

Adexar (BAS701 00 F) is to be marketed in high-density polyethylene containers with an inner barrier,
e.g., polyamide (PA/PE). They are sealed by foil seals, protected by screw caps of polyethylene.

0,15 litre bottle: material: PA/PE (Coex)
shape/size: cylindrical / approx. 63 mm diameter x 92 mm
opening: 42 mm inner diameter
closure: polyethylene screw cap
seal: HF-seal
0,25 litre bottle: material: PA/PE (Coex)
shape/size: cylindrical / approx. 63 mm diameter x 126 mm
opening: 42 mm inner diameter
closure: polyethylene screw cap
seal: HF-seal
0,5 litre bottle: material: PA/PE (Coex)
shape/size: cylindrical / approx. 69 mm diameter x 185 mm
opening: 42 mm inner diameter
closure: polyethylene screw cap
seal: HF-seal
1 litre bottle: material: PA/PE (Coex)
shape/size: cylindrical / approx. 88.5 mm diameter x 234 mm
opening: approx. 42 mm inner diameter
closure: Polypropylene/Polyethylene screw cap
seal: Induction seal
1 litre eco-bottle: material: PA/PE (Coex)
shape/size: cylindrical / approx. 88.5 mm diameter x 234 mm
opening: approx. 54 mm inner diameter
closure: Polypropylene/Polyethylene screw cap
seal: gasket
3 litre container material: PA/PE (Coex)
shape/size: rectangular / approx. 190 mm x 140 mm x 241 mm
opening: approx. 54 mm inner diameter
closure: polyethylene screw cap
seal: Induction seal
5 litre container Material PA/PE (Coex)
Shape/size: rectangular / approx. 190 mm x 140 mm x 313 mm
Opening: 54 mm inner diameter
Closure: polypropylene screw cap
Seal: HF-seal
Applicant BASF SE Germany Evaluator: BVL/ DE
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5 litre eco-container Material PA/PE (Coex)
Shape/size: rectangular / approx. 185 mm x 136 mm x 313 mm
Opening: 54 mm inner diameter
Closure: polypropylene screw cap
Seal: gasket
10 litre container Material PA/PE (Coex)
Shape/size: rectangular / approx. 230 mm x 165 mm x 375 mm
Opening: 54 mm inner diameter
Closure: polypropylene screw cap
Seal: induction-seal
10 litre eco-container Material PA/PE (Coex)
Shape/size: rectangular / approx. 230 mm x 187 mm x 358 mm
Opening: 54 mm inner diameter
Closure: polypropylene screw cap
Seal: gasket

IIIA 4.1.2 Suitability of the packaging and closures
Report: 4.1.2/1, Schreiner B., 2009a
Title: BAS 701 00 F, EU-Performance-Test, AGRO-Packagings (<= 10 L) made of

HDPE with fluorinated barrier

Document No:

BASF DoclD 2009/1041497

Guidelines:

<none>

GLP

No, not subject to GLP regulations

The damaging effects of BAS 701 00 F on test specimens made of HDPE with fluorinated barrier does
not exceed the damaging effects of the model liquid Pfl-Fr 2323. The chemical compatibility of the
HDPE with fluorinated barrier material with the intended product in comparison with model liquid Pfl-Fr
2323 is verified. Rate of permeation: <0.008 g/lh; approved.

The packaging complies with ADR/RID regulations having been tested using the test methods in
accordance with ADR and appropriate to the pack type and material and classification of the contents and
an appropriate UN certificate issued. They are labelled individually with all the use instructions.

Report:

Schreiner, B. , 2009b

Title:

BAS 701 00 F, EU-Performance-Test, AGRO-Packagings (<= 10 L) made of Coex-
materials (HDPE with barrier layer)

Document No:

BASF Doc ID 2009/1041498
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Guidelines: <none>
GLP No, not subject to GLP regulations

The damaging effects of BAS 701 00 F on test specimens made of Coex PE/PA material does not exceed
the damaging effects of the model liquid Pfl-Fr 2323.

The chemical compatibility of the Coex (PA/PE) material with the intended product in comparison with
model liquid Pfl-Fr 2323 is verified. Rate of permeation: <0.008 g/lh; approved.

The packaging complies with ADR/RID regulations having been tested using the test methods in
accordance with ADR and appropriate to the pack type and material and classification of the contents and
an appropriate UN certificate issued. They are labelled individually with all the use instructions.

IITIA 4.1.3 Resistance of the packaging material to its contents

Report: Kroehl, T., 2009a

Title: BAS 700 F/Epoxiconazole 62.5/62.5 g/L. EC - chemical and physical stability of
formula BAS 701 00 F when stored for up to 3 years in PA/PE-coextruded packs

Document No: BASF Doc ID 2009/1100382

Guidelines: OECD Principles of Good Laboratory Practice, GLP Principles of the German
Chemikaliengesetz (Chemicals Act)

GLP Yes

After 52 weeks storage at 23°C the PA/PE-coextruded packs remain in good condition. No corrosion and
no other influence of the product on the original container were observed. Neither the appearance of the
product nor its properties are altered by the container material. An interaction between BAS 701 00 F and
its original container was not observed.

IIIA 4.2 Procedures for Cleaning Application Equipment

IIIA 4.2.1 Procedures for cleaning application equipment and protective clothing

Report: Nolte, M., 2008a

Title: BAS 701 00 F: Effectiveness of procedures for cleaning application equipment and
protective clothing

Document No: BASF Doc ID 2008/1028071

Guidelines: <none>
GLP No, not subject to GLP regulations
Applicant BASF SE Germany Evaluator: BVL/ DE
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Any surplus spray mix is to be diluted at the ratio 1:10 with water, and to be sprayed onto the previously
treated area, according to the use instructions. Common agricultural practice implies cleaning of
application equipment with water. This will remove any remainders of BAS 701 00 F so efficiently that
no plant damage can be caused when the equipment is used subsequently for the treatment of different
Crops.

Protective clothing will be cleaned effectively when washed with usual laundry detergents.

IIIA 4.2.2 Effectiveness of the cleaning procedures

Report: Nolte, M., 2008a

Title: BAS 512 00 F: Effectiveness of procedures for cleaning application equipment and
protective clothing

Document No: BASF Doc ID 2008/1028071

Guidelines: <none>

GLP No, not subject to GLP regulations

The highest recommended concentration for BAS 701 00 F is 2 litre formulation/ha in minimum 100 litre
water/ha. Any surplus spray mix is to be diluted at the ratio 1:10 with water, and to be sprayed onto the
previously treated area, according to the use instructions. This remainder is diluted during the preparation
of the next 1000L spray broth. Only 0.3% of the original concentrations of A.I. are left over in the new
filling.

There is a large safety margin that plan damage can be excluded when the application equipment is
subsequently used for crop treatment again.

When the field sprayer is being cleaned with water after the use of BAS 701 00 F in the worst possible
case, the contamination in the spray liquid immediately afterwards is negligible.

The protective clothes of the applicators of agrochemicals are usually made of cotton. The polar surface
of the fibre presents little affinity to the non-polar active ingredients. Therefore, usual laundering with
detergents will either suspend or dissolve any contamination efficiently.

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.

IT1A 4.3.2 Re-entry period (in days) for livestock, to areas to be grazed

See section 4.

IITIA 4.3.3 Re-entry period (in hours or days) for man to crops, buildings or spaces
treated

Applicant BASF SE Germany Evaluator: BVL/ DE
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See section 4.
IIT1A 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

See section 4.

ITIA 4.4 Statement of the Risks Arising and the Recommended Methods and
Precautions and Handling Procedures to Minimise Those Risks

The safety data sheet complies with actual EEC regulations and is based on the present state of
knowledge.

The safety data sheet contains advice for the use and transportation of the product based on scientific
tests.

IITA 4.4.1 Warehouse storage

See chapter 4.4

IITA 4.4.2 User level storage

See chapter 4.4

IITA 4.4.3 Transport

See chapter 4.4

I1TA 4.4.4 Fire

See chapter 4.4

IIIA 4.4.5 Nature of protective clothing proposed

See chapter 4.4

IITIA 4.4.6 Characteristics of protective clothing proposed
See chapter 4.4

ITIA 4.4.7 Suitability and effectiveness of protective clothing and equipment
See chapter 4.4

IITA 4.4.8 Procedures to minimise the generation of waste

See chapter 4.4
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IITA 4.4.9 Combustion products likely to be generated in the event of fire
See chapter 4.4

IIIA 4.5 Detailed Procedures for Use in the Event of an Accident During Transport,
Storage or Use

The safety data sheet contains advice for the use and transportation of the product based on scientific
tests.

IITA 4.5.1 Containment of spillages

See chapter 4.5

IIIA 4.5.2 Decontamination of areas, vehicles and buildings

See chapter 4.5

IITA 4.5.3 Disposal of damaged packaging, adsorbents and other materials
See chapter 4.5

IITA 4.5.4 Protection of emergency workers and bystanders

See chapter 4.5

ITIA 4.5.5 First aid measures

See chapter 4.5

IIIA 4.6 Neutralisation Procedure for Use in the Event of Accidental Spillage
IIIA 4.6.1 Details of proposed procedures for small quantities

A neutralization procedure for small quantities of BAS 701 00 F cannot be proposed
IIIA 4.6.2 Evaluation of products of neutralization (small quantities)

See point 4.6.1

IIIA 4.6.3 Procedures for disposal of small quantities of neutralized waste
See point 4.6.1

IIIA 4.6.4 Details of proposed procedures for large quantities

A neutralization procedure for large quantities of BAS 701 00 F cannot be proposed.
IIIA 4.6.5 Evaluation of products of neutralization (large quantities)

See point 4.6.4

IIIA 4.6.6 Procedures for disposal of large quantities of neutralized waste

See point 4.6.4
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IIIA 4.7 Pyrolytic Behaviour of the Active Substance

Due to halogen content in the active ingredient and the formulants of less than 60 %, combustion of
BAS 701 O0 F in a waste incinerator plant does not raise concern about the formation of halogenated
dibenzodioxins/-furans.

ITTA 4.8 Disposal Procedures for the Plant Protection Product
I11IA 4.8.1 Detailed instructions for safe disposal of product and its packaging

For purposes of disposal, combustion of BAS 701 00 F in a licensed incinerator is recommended. This
method of disposal applies also to contaminated packages, which cannot be cleaned or reused.
Although it is possible to incinerate the product at lower temperatures, combustion at approx. 1100 °C
with a residence time of about 2 sec. is advised. By doing so, i.e., operating the incinerator according to
the conditions laid down in council directive 94/67/EEC respectively in directive 2000/76/EC of the
European Parliament, one will achieve complete combustion and minimize the formation of undesired by-
products in the off-gases.

Users are requested to triple rinse empty primary packages as described in the ECPA "Guidelines for the
rinsing of agrochemical containers”, 1993. Pressure rinsing or integrated pressure rinsing of the
packaging material achieves a similar or even better result. The rinse must be added to the spray liquid.

To minimize waste of packages it is recommended that empty and rinsed containers be delivered to local
container collection stations. If these do not exist, empty and rinsed containers must be rendered unusable
and disposed of according to local regulations.

IITA 4.8.2 Methods other than controlled incineration for disposal
No other methods for disposal of BAS 701 00 F than those described under 4.8.1 are available.

I1IA 4.9 Other/Special Studies

The studies mentioned in the previous sections were deemed to be sufficient.

IITA 11 FURTHER INFORMATION
IITA 11.1 Information of Authorisations in Other Countries

See EU pesticide data base (http://ec.europa.eu/sanco_pesticides/public/ )

IITA 11.2 Information on Established Maximum Residue Limits (MRL) in Other
Countries

MRLs are set at European level; see Regulation (EC) No. 396/2005.

IITA 11.3 Justified Proposals for Classification and Labelling

Proposals for classification and labeling of BAS 701 00 F in accordance with the EC Directive on
dangerous preparations 1999/45/EC and Directive 2001/59/EC (as amended) are presented below:

Applicant BASF SE Germany Evaluator: BVL/ DE
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Physico-chemical properties
Table 11.3-1 Physico-chemical properties
Study Type Findings Reference
(triggered risk phrase)
Explosivity Not explosive (-) Fischer, 5., 2008a,
2008/1009261
Oxidizing Not oxidizing (-) Fischer, ., 2008a,
properties 2008/1009261
Flammability Auto-ignition temperature is 282 °C Fischer, S., 2008a,
2008/1009261
Content of approx. 30 % w/w Composition see part C
hydrocarbon (-)
. The kinematic viscosity at 40°C is 8.9'10°m?s™"  |Kroehl, T., 2008a,
Viscosity
2008/1083472
Surface tension neat, 25 °C:  31.7 mN/m Kroehl, T., 2008a,
2008/1083472
Toxicology
see section 3.
Ecotoxicology/Environment
see section 6.
IITA 114 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.
ITIA 11.6 Specimens of Proposed Packaging
Specimens of the packaging were not provided as there was no request.
Applicant BASF SE Germany Evaluator: BVL/ DE
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Appendix 1: List of data used in support of the evaluation

Annex point/ Author(s) Year Title Data Owner How considered
reference No Source (where different from protection in dRR
(OECD) company) claimed Study-Status /
Report-No. Usage®
GLP or GEP status (where
relevant),
Published or not
KIIIA1 2.1, Kroehl, T. | 2008 | BAS 700 F/Epoxiconazole Y BAS 1
2.3.1, 62.5/62.5 g/LL EC - physical
24.2, and chemical properties of
2.5.1, formula BAS 701 00 F -
2.5.2, accelerated storage stability
2.5.3, for up to 2 weeks at 54°C in
2.6.1, PA/PE-coextruded packs,
2.7.1, 2008/1083472! 311607_2,
274, GLP: Y, published: N
2.8.2,
2.8.7.2,
2.8.7.3
KIIIA1 2.1, Kroehl, T. | 2009 |BAS 700 F/Epoxiconazole Y BAS 5
2.4.2, 62.5/62.5 g/LL EC - chemical
2.7.2, and physical stability of
2.8.2, formula BAS 701 00 F when
2.8.7.2, stored for up to 3 years in
2.8.7.3 PA/PE-coextruded packs - 52
weeks report
2009/1100382! 311611_2
GLP: Y, published: N
KIITA1 2.2.1, |Fischer, S.|2008 | Evaluation of physical and Y BAS 1
22.2, chemical properties
2.3.1, according to Directive
2.3.2, 94/377/EC (67/548/EC Annex
2.3.3 V)
2008/1009261! SIK08/0547
GLP: Y, published: N
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Packagings (<= 10 L) made of
HDPE with fluorinated barrier

BASF SE, Ludwigshafen/Rhein,
Germany Fed.Rep.

2009/1041497

No, not subject to GLP
regulations

Unpublished

Annex point/ Author(s) Year Title Data Owner How considered
reference No Source (where different from protection in dRR
(OECD) company) claimed Study-Status /
Report-No. Usage®
GLP or GEP status (where
relevant),
Published or not
KIITA1 2.4.2, |Kroehl, T. {2011 |BAS 700 F/Epoxiconazole Y BAS 1
2.5.2, 62.5/62.5 g/LL EC - chemical
2.6.1, and physical stability of
2.7.5, formula BAS 701 00 F when
2.8.2, stored for up to 3 years in
2.8.3.1, PA/PE-coextruded packs -
2.8.7.1 104 weeks report
2011/1048128! 311611_2
GLP: Y, published: N
2518464 /
KIITA1 2.9.1 | Auweter, |2009 |Physical and chemical Y BAS 1
(OECD) H. compatibility in aqueous tank
mixtures of BAS 701 00 F
2009/1070974
GLP: N, published: N
2438154 /
KIIIA1 2.9.2 | Auweter, |2009 |Physical and chemical Y BAS 1
(OECD) H. compatibility in aqueous tank
mixtures of BAS 701 00 F
2009/1070974
GLP: N, published: N
2438156/
KIIIA 4.1.2/1 Schreiner |2009 a [ BAS 701 00 F, EU- No BASF 1
B. Performance-Test, AGRO-
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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),

Published or not

Data
protection

claimed

Owner

How considered
in dRR
Study-Status /
Usage®

KIITA 4.1.2/2

Schreiner
B.

2009 b

BAS 701 00 F, EU-
Performance-Test, AGRO-
Packagings (<= 10 L) made of
Coex-materials (HDPE with
barrier layer)

BASF SE, Ludwigshafen/Rhein,
Germany Fed.Rep.

2009/1041498

No, not subject to GLP
regulations

Unpublished

BASF

KIITA 4.2.1/1

Nolte M.

2008 a

BAS 701 00 F: Effectiveness of
procedures for cleaning
application equipment and
protective clothing

BASF SE, Limburgerhof,
Germany Fed.Rep.

2008/1028071

No, not subject to GLP
regulations

Unpublished

BASF

KIITA 4.2.2/1

Nolte M.

2008 a

BAS 701 00 F: Effectiveness of
procedures for cleaning
application equipment and
protective clothing

BASF SE, Limburgerhof,
Germany Fed.Rep.

2008/1028071

No, not subject to GLP
regulations

Unpublished

BASF

(S O N S

accepted (study valid and considered for evaluation)

not accepted (study not valid and not considered for evaluation)
not considered (study not relevant for evaluation)

not submitted but necessary (study not submitted by applicant but necessary for evaluation)
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

See B.7

PPP (product name/code)

active substance 1
active substance 2
active substance ...

product name / code
active substance 1
active substance 2
active substance ...

safener safener
synergist

Applicant:
Zone(s):northern/central/southern/EU

Verified by MS: yes/no

synergist

company

Formulation type:
Conc. of as 1:
Conc. of as 2:
Conc. of as:...

Conc. of safener:
Conc. of synergist:

professional use
non professional use

GAP rev. (No), date: year-month-day

type

conc.
conc.
conc.

conc.
conc.

0
[

1 2 3 4 5 6 7 | 8 10 [ 11 12 13 14
Use- | Member | Crop and/ F | Pests or Group of pests Application Application rate PHI | Remarks:
No. |state(s) | or situation G | controlled Method/ | Timing / Growth Max. number | kg, L product/ | g, kg as/ha Water L/ha | (days)
or Kind stage of crop & (min. interval ha e.g. safener/synergist per ha
(crop destination / I (additionally: season between a) max. rate per | a) max. rate min / max
purpose of crop) developmental stages of applications) appl. per appl. e.g. recommended or
the pest or pest group) a) per use b) max. total rate | b) max. total mandatory tank mixtures
b) per crop/ per crop/season | rate per
season crop/season
001
002
003
004
005
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Appendix 3: Physical and chemical properties of the active substance epoxiconazole

These following data refer to studies that have been submitted to match protected data.

Section Study Purity Method Results Reference Acceptability /
(Annex [%0] Comments
point)
B.2.1.3.1 Vapour pressure [ 99.6 EEC A 4; 3.5x107Pa  (20°C) Kroehl, 2008 acceptable
(ITA 2.3) OECD 104 8.8x 107 Pa (25°C) (BVL no 2438126)
extrapolated from measurements between additional information
100 °C - 130 °C LOEP:
< 1x10° Pa (20 °C) (99.1%)
extrapolated from
measurements at 70 °C
B.2.1.3.2  |Volatility, Henry's Calculation 1.65 x 107 Pa m’ mol™ Rahn, 2008 acceptable
(ITA 2.3) law constant (BVL no 2438127)

additional information
LOEP:
< 4.7-x 10* Pa m> mol! (20°C)
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List of data
Annex point/ | Author(s) | Year | Title Data Owner |How
reference No Source (where different protection considered in
from company) claimed dRR
Report-No. Study-Status /
GLP or GEP status (where Usage*
relevant),
Published or not
Authority registration No
KITA 2.3.1 Kroehl, T. |2008 | Vapour Pressure of Y BAS 1
(OECD) Epoxiconazole (BAS 480 F,
Reg.No. 205 259)
2008/1052188
GLP: Y, published: N
2438126
KITA 2.3.2 Rahn, R.T. |2008 | Henry s law constant for Y BAS 1
(OECD) epoxiconazole
2008/1097170
GLP: N, published: N
2438127
* 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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Section 2: Analytical Methods

Detailed summary of the risk assessment
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CORE ASSESSMENT

Applicant: BASF SE Germany
Submission Date: 15/03/2013
Date: 02 June 2017

Applicant BASF SE Germany Evaluator: BVL/ DE
Date: 02 June 2017



Part B — Section 2
Core Assessment —

BAS 701 00 F Registration Report — Central Zone

Germany Adexar
Page 2 of 32
Table of Contents

IIIA 5 METHODS OF ANALYSIS..ccuiininiisicrnnsncssenssnsncssncssssnsssessssssssssesssssssssssesseses 4
IITA 5.1 Analytical Standards and SAMPIES ........ccveeeveeereiiseensniisnnnsnnsssncsessssnsssncsssecssnnes 4
IIIA 5.1.1 Samples of the PreParation..........ceeicineccnseccssncssssncsssssessssscsssssessasssssasssssasssssas 4
IITA 5.1.2 Analytical standards for the pure active SUDStance .........cceeeeecvcurccssnnccssaressnneces 4
IITA 5.1.3 Samples of the active substance as manufactured..........cceeeeercneiescanicscanccssanecsens 4
IITA 5.1.4 Analytical standards for relevant metabolites and all other components

included in the residue definition..........cccceeeeevercrsrercssnrcssnrcsssnecsssnscssanesssasesssaseses 4
IITA 5.1.5 Samples of reference substances for relevant impurities ........cccceeveeecurcccerccnnene 4
IITA 5.2 Methods for the Analysis of the Plant Protection Product...........cccccceevureecnnneeee 4
IITA 5.2.1 Description of the analytical methods for the determination of the

active substance in the plant protection product.............ceeeeccceccssnccsssnccssanessnns 5
IITA 5.2.2 For preparations containing more than one active substance,

description of method for determining each in the presence of the other ....... 5
IITA 5.2.3 Applicability of existing CIPAC methods ........cccceerveicssnicssnicssanccssasesssasesssasens 6
IITA 5.2.4 Description of analytical methods for the determination of relevant

IIMPUIILIES coovveierrnicssnicssanicssaneossanesssssesssascsssssesssssessassosssssessssssssssssssasssssasssssasssssasssss 6
IITA 5.2.5 Description of analytical methods for the determination of formulants.......... 8
IITA 5.3 Description of Analytical Methods for the Determination of Residues............ 8
IITA 5.3.1 Evaluation of epoXiCONAZOIE ......cccveeerrerissrercssnrcssnrcssnrcssssscssssssssssssssssssssasssssaseses 8
IITA 5.3.1.1 Overview of residue definitions and levels for which compliance is

TEQUITEM ceccvrrenrrunecsraressanesssnnesssnssssssssssasesssssessssssssssssssssssssssssssnsssssssssssnsssssssssssasssssns 8
IITA 5.3.1.2 Description of Analytical Methods for the Determination of Residues of

Epoxiconazole in Plant Matrices (OECD KIII A 5.3.1)..ccccccccccnnccssnnccsnnescnnnes 10
IITA 5.3.1.3 Description of Analytical Methods for the Determination of Residues of

epoxiconazole in Animal Matrices (OECD KIII A 5.3.1) c..cccovveecrcnnccscnnccsenneces 12
IITA 5.3.1.4 Description of Methods for the Analysis of Epoxiconazole in Soil

(OECD KIIT A 5.4) ccuueevuiirunsensuncsenssnsssnssssssssssssssssssssssssssssssssssssssssssssssasssssssssssssns 12
IITA 5.3.1.5 Description of Methods for the Analysis of Epoxiconazole in Water

(OECD KIII A 5.0) ccccueevurssunssensuncsenssnsssnsssssssssssssssssssssssssssssssssssssssssssssassssssssssssses 13
IITA 5.3.1.6 Description of Methods for the Analysis of Epoxiconazole in Air

(OECD KIII A 5.7) ecevecsurssenssessansssnssesssnsssssssssssssssssssssssssssssssssssssssssssssassssssssssssses 13
Applicant BASF SE Germany Evaluator: BVL/ DE

Date: 02 June 2017



Part B — Section 2
Core Assessment —

BAS 701 00 F Registration Report — Central Zone

Germany Adexar
Page 3 of 32

IITA 5.3.1.7 Description of Methods for the Analysis of Epoxiconazole in Body

Fluids and Tissues (OECD KIII A 5.8) ...cccceeeccrrrsreeeeeeeccccsssnsseseeeeccesssssssassssecces 14
IITA 5.3.1.8 Other Studies/ INformation ...........ceeceeeseiiseissnncsnncsnnnsnnssnnsssessssncsssssssesssecsssee 14
IITA 5.3.2 Evaluation of flTuXapyroXad ........ccceececeeccnsencsssnncsssncssanscssssscssasssssasssssasssssasssssases 15
IITA 5.3.2.1 Overview of residue definitions and levels for which compliance is

TEQUITEM cecerrerenrranenssanenssanessnsessansessasssssasssssasssssasssssasssssssessssssssasssssssssssasssssasssssasasss 15
IITA 5.3.2.2 Description of Analytical Methods for the Determination of Residues of

Fluxapyroxad in Plant Matrices (OECD KIII A 5.3.1) ...ccccccevencnrcscnicsnncsnnenns 16
IITA 5.3.2.3 Description of Analytical Methods for the Determination of Residues of

Fluxapyroxad in Animal Matrices (OECD KIII A 5.3.1) cc.ccceeeecurcsnrccnncsnnenns 17
IITA 5.3.2.4 Description of Methods for the Analysis of Fluxapyroxad in Soil

(OECD KIIT A 5.4) cccueinuiisuicsensncssissncssnsssessssssessssssasssesssssssssssssssssssssassasssssssssssesss 18
IITA 5.3.2.5 Description of Methods for the Analysis of Fluxapyroxad in Water

(OECD KIIT A 5.0) cccceerueesuicsunsancssnssasssncssessasssecsssssasssassssssssssassssssssssassasssssssssssesss 19
IITA 5.3.2.6 Description of Methods for the Analysis of Fluxapyroxad in Air (OECD

KIIL A 5.7) cueecuisenninsnnsnnssecssnssncssecssessssssecsssssssssesssesssssssssssssssssssssssssssssssssssssssassssse 19
IITA 5.3.2.7 Description of Methods for the Analysis of Fluxapyroxad in Body

Fluids and Tissues (OECD KIII A 5.8) ...ccccceccerrrrreeeeeeeccccsssnsseseeeecsessssssssssssasens 20
IITA 5.3.2.8 Other Studies/ INformation ...........oeecveecveiiseissnncsnncssnensnncssnnsssncsssncssscsssncssesssses 20
IITA 5.4 Conclusion on the availability of analytical methods for the

determination of reSIdUES ........cccueiiveicieeiisinnsnissnnisnensssicssncssnnsssecsssnsssessssssseeane 20
Appendix 1 — List of data submitted in support of the evaluation .........ccccccerverecccanccssarccsennes 21
Appendix 2 — Detailed evaluation of the additional studies relied Upon...........cceeeuveecnrcccnnnes 31
All Analytical methods for epoXiCONAZOIE .......cccvererreicrsnicssanicssanecssasesssasesssasesssnnes 31

Applicant BASF SE Germany

Evaluator: BVL / DE
Date: 02 June 2017



Part B — Section 2 BAS 701 00 F Registration Report — Central Zone
Core Assessment —

Germany Adexar

Page 4 of 32

ITIA 5 METHODS OF ANALYSIS

This document summarises the information related to the analytical methods for the product Adexar
(BAS 701 00 F) containing the active substances epoxiconazole and fluxapyroxad which were approved
according to Regulation (EC) No 1107/2009 and (EU) No 540/2011.

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 Adexar (BAS 701 00 F) can be found in the confidential
dossier of this submission (Registration Report- Part C).

IITA 5.1 Analytical Standards and Samples

IIIA 5.1.1 Samples of the preparation

A sample of the preparation was not provided because there was no request.

IITA 5.1.2 Analytical standards for the pure active substance

Analytical standards of epoxiconazole and fluxapyroxad were not provided because there was no request.

IITA 5.1.3 Samples of the active substance as manufactured

No samples were provided because there was no request.

1A 5.14 Analytical standards for relevant metabolites and all other components
included in the residue definition

No samples were provided because there was no request.

IITA 5.1.5 Samples of reference substances for relevant impurities

No samples were provided because there was no request.

IITA 5.2 Methods for the Analysis of the Plant Protection Product

Analytical methods for the determination of epoxiconazole and fluxapyroxad 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 Adexar
(BAS 701 00 F) 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 Adexar (BAS 701 00 F) contains two active substances.
IITA 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 Adexar (BAS 701 00 F) has not previously been reviewed.

Report: 5.2.2/1, Bentz A., Siebecker M., 2008a

Title: Quantitative determination of the active ingredients Reg. No. 5 094 351 and
epoxiconazole in BAS 701 00 F by HPLC

Document No: BASF Doc ID 2008/1033958

Guidelines: EPA 830.1800, EEC 96/46, SANCO/3030/99 rev. 4 (11 July 2000), OECD
Principles of Good Laboratory Practice, GLP Principles of the German
Chemikaliengesetz (Chemicals Act)

GLP No

The method AFL0755/02 is applicable to the determination of the contents of the active ingredients BAS
700 F (fluxapyroxad, nominal content of 62.5 g/I) and epoxiconazole (nominal content of 62.5 g/I) in the
EC-formulation BAS 701 00 F.

The active ingredients are determined by HPLC-analysis with UV detection and external quantification.

Report: 5.2.2/2, Bentz A., Siebecker M., 2008b

Title: Validation of the analytical HPLC-method AFL0755/01: Quantitative
determination of the active ingredients Reg. No. 5 094 351 and epoxiconazole in
BAS 701 00 F by HPLC

Document No: BASF Doc ID 2008/1005506

Guidelines: EPA 830.1800, EEC 96/46, SANCO/3030/99 rev. 4 (11 July 2000), OECD
Principles of Good Laboratory Practice, GLP Principles of the German
Chemikaliengesetz (Chemicals Act)

GLP Yes

Analytical method AFL0755/02 supersedes analytical method AFL0755/01. The method APL0755/01
contains typographical errors in chapter 9. These have been corrected in the revised version AFL0755/02

which contains exactly the same analytical conditions as described in version O1. Therefore, the
validation study done for AFL0755/01 (DocID 2008/1005506) is valid for method AFL0755/02.

Method description

The analytes are determined by HPLC on an Uptisphere HSC 3 pm (150 x 4.6 m) at 30°C column
temperature, using external calibration. Injection volume is 3 pl. The separation is achieved by using
gradient flow conditions for the detection and quantification of the actives (1.0- 1.5 ml/min). Detection is
performed with a diode- array detector DAD at 230 nm wavelength. The mobile phase consists of 1000
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ml acetonitrile and 1000 ml water + 1 ml acetic acid. The analytes are quantified by comparing the
specific response ratios of the samples with those of standards of known quality.

Method validation
The validation data of method AFL0755/01 were determined for the formulation Adexar (BAS 701 00 F).
It was with respect to precision, accuracy, linearity and specificity proved that the method is suitable for

the determination of epoxiconazole and fluxapyroxad in emulsifiable concentrate (EC) formulation
Adexar (BAS 701 00 F).

Table containing the methods and validation of the methods (formulation Adexar (BAS 701 00 F))

Analyte Linearity Accuracy | Repeatability | Specificity/Interferences

n=>5 n==~6 n==o6
Mean [%] | [%RSD]

epoxiconazole | 0.5 — 1.5 times of 100.66 1.024 No interferences were noted. Chromatograms
expected of formulation with and without active
concentration ingredients present were submitted.
r = 1.0000

fluxapyroxad | 0.5 — 1.5 times of 100.84 0.521 No interferences were noted. Chromatograms
expected of formulation with and without active
concentration ingredients present were submitted.
r = 1.0000

Summary

The active substances can be quantified using the analytical HPLC method AFL0755/02. The method was
developed for quantifying epoxiconazole and fluxapyroxad in Adexar (BAS 701 00 F).
The validation data of method AFL 0755/02 with respect to precision, accuracy, linearity and
specificity prove that the method is suitable to determine the content of fluxapyroxad and
epoxiconazole in the emulsifiable concentrate (EC) formulation BAS 701 00 F.

IITA 5.2.3 Applicability of existing CIPAC methods

There is no CIPAC method available for the determination of epoxiconazole and fluxapyroxad in
emulsifiable concentrate (EC) formulations like Adexar (BAS 701 00 F).

IITA 5.2.4 Description of analytical methods for the determination of relevant
impurities

A validated analytical method has been developed for the determination of the relevant impurity toluene

in preparations containing fluxapyroxad.

The following analytical method has not previously been reviewed and is provided in support of this
assessment.
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Report: 5.2.4/1, Siebecker M.,Bentz A.,2009a
Title: Determination of toluene in BAS 700 F TGAI and formulation by GC/MS
Headspace
Document No: BASFDocID 2009/1116594
Guidelines: <none>
GLP No
Method description

After preparation the samples are equilibrated in a static headspace sampler at elevated
temperature and then transferred into a gas chromatographic column (Restek RTX 200, 60m x
0.32mm 1i.d., 1.5um film thickness) which separates volatile components by increasing boiling
points. Eluted toluene is identified by a MS detector and quantified by linearity using an
authentic reference item with known content.

Method validation

Report:

5.2.4/2, Siebecker M.,Bentz A.,2010a

Title:

Validation of analytical method APL0594/01: Determination of toluene in BAS 700
F TGAI and formulation by GC/MS headspace

Document No:

BASFDocID 2009/1116595

Guidelines:

2004/10/EC, EEC 91/414, EEC 96/46, CIPAC Guidelines on method validation,
SANCO/3029/99 rev. 4 (11 July 2000), US EPA OPPTS Harmonized Test
Guideline 830.1000, US EPA OPPTS Harmonized Test Guideline 830.1800, OECD
Principles of Good Laboratory Practice, GLP Principles of the German
Chemikaliengesetz (Chemicals Act)

GLP

Yes

In the method APL0594/01 the content of toluene is determined by peak area measurement using the GC-
MS detection and applying linear regression analysis using an authentic reference item with known
content. The analytical method for the determination of toluene has been validated with the EC-
formulation BAS 701 00 F containing 62.5 g/L fluxapyroxad. The validation data of method APL0594/01
with respect to linearity, accuracy, precision and specificity prove that the method is suitable to determine
the content of toluene in formulations containing fluxapyroxad.

Table containing the validation of the method (formulation Adexar (BAS 701 00 F).

Component | Linearity Accuracy | Repeatability | Specificity/Inteferences
n=35 n=10 n=35
Mean [%] | [%RSD]
toluene 1.14 -761.5 mg/L 97.7 (at22 | 1.49 No significant interferences between
r=0.9999 ppm) fluxapyroxad, toluene and the formulation
92.5 (at RSRr =6.54 formulants could be observed. Chromatograms of
120 ppm) % the authentic reference item batch of
90.8 (at fluxapyroxad and formulation with impurity
600 ppm) toluene were submitted.
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LOQ: 22 ppm (related to weighted formulation sample)

Summary

The identity of toluene was proven by comparison of the retention time of the authentic reference item
with the retention time in the test item. It was confirmed by GC/MS investigations of the solutions
containing toluene specified in method and determination of typical molar fragments of toluene.

The fortification experiments demonstrate, that the analytical method APL0594/01 is applicable to
determine the content of toluene in the fluxapyroxad formulation BAS 701 00 F.

IITA 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.

IITA 5.3 Description of Analytical Methods for the Determination of Residues

IITA 5.3.1 Evaluation of epoxiconazole

The conclusion regarding the peer review of the analytical methods for residues of epoxiconazole are
summarized in EFSA Scientific Report (2008), 138, 1-80.

Table 5.3-1: Information on the active substance epoxiconazole

Name of component of residue definiton Structural formula
substance code
IUPAC name
formula

Epoxiconazole

BAS 480 F

(2RS, 3SR)-1-[3-(2-chlorophenyl)-2,3-epoxy-2-(4-
fluorophenyl)propyl]-1H-1,2,4-triazole
Ci7H13CIFN3;O

IITA 5.3.1.1 Opverview of residue definitions and levels for which compliance is required

Compared to the residue definition proposed in the Draft Assessment Report (incl. its addenda) the
current legal residue definition is identical.

Table 5.3-2: Relevant residue definitions
Matrix Relevant residue Reference
Remarks
Plant material Epoxiconazole Regulation (EU) No 978/2011, annex
III part A
Foodstuff of animal origin Epoxiconazole Regulation (EU) No 978/2011, annex
III part A
Applicant BASF SE Germany Evaluator: BVL/ DE
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Soil Epoxiconazole EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Surface water Epoxiconazole EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Drinking/ground water Epoxiconazole EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Air Epoxiconazole generally defined, classified as Xn,
EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Body fluids/tissue Epoxiconazole classified as T
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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 978/2011, annex
III part A

Plant, acidic commodities 0.05 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, dry commodities 0.05 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, high oil content 0.05 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, difficult matrices (hops, 0.1 mg/kg Regulation (EU) No 978/2011, annex

spices, tea) III part A

Meat 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Milk 0.002 mg/kg Regulation (EU) No 978/2011, annex
III part A

Eggs 0.02 mg/kg Regulation (EU) No 978/2011, annex
III part A

Fat 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Liver, kidney 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Soil 0.05 mg/kg Common limit

Drinking water 0.1 pg/L General limit for drinking water

Surface water 4.3 pg/L EvCso Lemna gibba;
EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Air 2.4 pg/m? AOEL sys: 0.008 mg/kg bw/d
EFSA Scientific Report (2008) 138, 1-
80, ASB2012-3620

Tissue (meat or liver) 0.1 mg/kg Classified as T

Body fluids 0.05 mg/L Classified as T

IITA 5.3.1.2 Description of Analytical Methods for the Determination of Residues of
Epoxiconazole in Plant Matrices (OECD KIII A 5.3.1)

An overview of the acceptable methods and possible data gaps for analysis of epoxiconazole in plant
matrices is given in the following tables. For the detailed evaluation of additional study it is referred to
Appendix 2.
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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

ASB2008-5464
MET1999-1331 *)

ASB2008-5464

MET2001-277 *)

Acidic ASB2008-5464 ASB2008-5464 MET2001-277 *)
MET1999-1331 *)

Fatty MET1999-1331 Missing MET2001-277 *)

Dry ASB2008-5464 ASB2008-5464 MET?2001-277 *)
MET1999-1331 *)

Difficult Not required for the intended |Not required for the Not required for the
GAP intended GAP intended GAP

*) EU agreed method (see Draft Assessment Report)

Table 5.3-5:

Statement on extraction efficiency

Method for

products of plant origin

Required, available from:

Keller, 1991, RIP2003-1512, section B.7.1.1 of DAR

Not required, because:

Extraction efficiency with methanol: wheat forage: 93 — 98.5 % of TRR, wheat straw: 93.4 % of TRR,
wheat grain: 17.8% of TRR. For grain, additional extraction with methanol/water (1+1, v/v) yielded in
another 38.8 % of TRR (total 55.6 % of TRR). The fraction of epoxiconazole in extract was >90 % and
about 80 % of TRR in forage and straw, respectively. In grain no parent was detected. Therefore no
justification for using a different solvent compared to the monitoring method is required.

Table 5.3-6:

Methods suitable for the determination of residues (enforcement) in products

of plant origin

Author(s), year |Matrix Method LOQ Principle of Comment Evaluated in

group method section
Anonymous, High water |0.01 mg/kg LC-MS/MS, RP18 | Confirmation and | Additional study,
2008 content, column, ESI+, ILV included,; see appendix 2
ASB2008-5464 |acidic, dry m/z 330—121, QuEChERS

330—102 method,
EN15662:2008

Weeren, Pelz, Dry, high 0.01 mg/kg GC-MS, DB-5MS, | DFG S19; no Section B.5.2.1 of
1999 water m/z 192 confirmation DAR
MET1999-1331 |content,

acidic,

fatty 0.02 mg/kg
Lehmann, High water |0.01 mg/kg LC-MS/MS, RP18 | No confirmation |Section B.5.2.1 of
Mackenroth, 2001 | content, column, ESI+, DAR
MET2001-277 acidic, dry, m/z 330— 141

fatty
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IITA 5.3.1.3 Description of Analytical Methods for the Determination of Residues of
epoxiconazole in Animal Matrices (OECD KIII A 5.3.1)

An overview of the acceptable methods and possible data gaps for analysis of epoxiconazole in animal
matrices is given in the following tables. New studies were not provided.

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 Tilting, 1994 *) Brett, 1997 *) Bacher, 2005 *)
Eggs Tilting, 1994 *) Brett, 1997 *) Bacher, 2005 *)
Meat Tilting, 1994 *) Brett, 1997 *) Bacher, 2005 *)
Fat Tilting, 1994 *) Brett, 1997 *) Bacher, 2005 *)
Kidney, liver Tilting, 1994 *) Brett, 1997 *) Bacher, 2005 *)

*) EU agreed method (see Draft Assessment Report)

Table 5.3-8:

Statement on extraction efficiency

Method for products of animal origin

Required, available from:

Kohl, 1990, RIP2003-1507, section B.7.2.1 of DAR

Not required, because:

Extraction efficiency with methanol: milk: 84-96 % of TRR; meat: 60-91 % of TRR; fat: 61-96 % of

TRR; liver: 31-77 % of TRR; kidney: 69-91 % of TRR. Fraction of epoxiconazole in extract: milk: 53 %
of TRR; meat: 59 % of TRR; fat: 91 % of TRR; liver: 33 % of TRR; kidney 22 % of TRR.

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 Comment Evaluated in
method

Tilting, 1994, Milk; 0.001 mg/kg GC-ECD, DB-5 No confirmation |DAR, vol. 3, 5.2.2
MET1999-372 eggs, meat, |0.01 mg/kg

liver,

kidney, fat
Brett, 1997, Milk; 0.001 mg/kg GC-ECD, RTx-5 |ILV of Tilting, DAR, vol. 3,5.2.2
MET1999-847 eggs, meat, |0.01 mg/kg 1994, no

liver, confirmation

kidney, fat
Bacher, 2005, Milk; 0.001 mg/kg GC-MS/MS, Confirmation DAR, vol. 3,5.2.2
MET2006-173 eggs, meat, |0.01 mg/kg CPSil8CB, m/z included

liver, 192—138,

kidney, fat 192—157

IITA 5.3.1.4 Description of Methods for the Analysis of Epoxiconazole in Soil (OECD

KIII A 5.4)

An overview of the acceptable methods and possible data gaps for analysis of epoxiconazole in soil is
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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
Epoxiconazole Grote, 2001 *) Tilting, 1990 *)

*) EU agreed method (see Draft Assessment Report)

Table 5.3-11: Methods for soil
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Grote, 2001, MET2003-481 |0.01 mg/kg GC-MS, DB-1701, No confirmation | section B.5.3.1 of

m/z 192 DAR
Tilting, 1990, MET1999-363 |0.01 mg/kg GC-ECD, DB1701 No confirmation | section B.5.3.1 of
DAR

IITA 5.3.1.5 Description of Methods for the Analysis of Epoxiconazole in Water (OECD
KIII A 5.6)

An overview of the acceptable methods and possible data gaps for analysis of epoxiconazole in surface
and drinking water is given in the following table. New studies were not provided.

Table 5.3-12: Overview of suitable primary and confirmatory methods for water
Coml.)(.)nent(s) of residue Matrix Primary method Confirmatory method
definition
Epoxiconazole Drinking water Grote, 2001 *) Tilting, 1990 *)
Epoxiconazole Surface water Grote, 2001 *) Keller, 1999 *)

*) EU agreed method (see Draft Assessment Report)

Table 5.3-13: Methods for drinking water and surface water
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Grote, 2001, MET2003-482 |Drinking water, |0.05 pg/L GC-MS, DB- Section B.5.3.2 of
surface water XLB, m/z 192, |DAR

194

Tilting, 1990,MET1999-367 |Drinking water |0.05 pg/L GC-ECD, Section B.5.3.2 of
DB1701 DAR

Keller, 1999, MET1999-1330 | Surface water 0.5 pug/L GC-ECD, Section B.5.3.2 of
DB1701 DAR

IITA 5.3.1.6 Description of Methods for the Analysis of Epoxiconazole in Air (OECD KIII
A 5.7)

An overview of the acceptable methods and possible data gaps for analysis of epoxiconazole 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
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Epoxiconazole Zangmeister, 1999 *) Not necessary

*) EU agreed method (see Draft Assessment Report)

Table 5.3-15: Methods for air
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Zangmeister, 1999 0.09 pg/m? GC-ECD, DB-1701 No confirmation | DAR, vol. 3,
MET2000-27 column B.5.3.3

IITA 5.3.1.7 Description of Methods for the Analysis of Epoxiconazole in Body Fluids and
Tissues (OECD KIII A 5.8)

An overview of the acceptable methods and the data gaps (if appropriate) for analysis of epoxiconazole in
body fluids and tissues is given in the following table. New studies were not provided.

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
epoxiconazole in body fluids Hartl, 2002 * Hartl, 2002 *
epoxiconazole in body tissues Bacher, 2005 * Bacher, 2005 *

*EU agreed method (see Draft Assessment Report)

Table 5.3-17: Methods for body fluids (blood)
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Hartl, 2002 0.01 mg/kg GC-ECD, DB-XLB Confirmation DAR, vol. 3 B.5.4
MET2002-316 included by
GC-MS, DB-
XLB, m/z 192
Table 5.3-18: Methods for tissues (meat, liver, kidney)
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Bacher, 2005 0.01 mg/kg GC-MS/MS, Confirmation DAR, vol. 3,5.2.2
MET2006-173 CPSil8CB, m/z included
192—138, 192—157
IITA 5.3.1.8 Other Studies/ Information
none
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IITA 5.3.2 Evaluation of fluxapyroxad

The conclusion regarding the peer review of the analytical methods for residues of fluxapyroxad are
summarized in EFSA Journal 2012;10(1): 2522, ASB2012-3723

Table 5.3-19: Information on the active substance fluxapyroxad
Name of component of residue definiton Structural formula
substance code
IUPAC name
formula
Fluxapyroxad F o
(BAS 700 F O
3-(difluoromethyl)-1-methyl-N-(3'4",5'- N ] H
trifluoro[1,1'-biphenyl]-2-yl)-1H-pyrazole-4- N
carboxamide / O
CisHi2FsN3 E E

F

IITA 5.3.2.1 Overview of residue definitions and levels for which compliance is required

Compared to the residue definition proposed in the Draft Assessment Report (incl. its addenda) the
current legal residue definition is identical.

Table 5.3-20: Relevant residue definitions
Matrix Relevant residue Reference
Remarks
Plant material Fluxapyroxad Regulation (EU) No 978/2011, annex
III part A
Foodstuff of animal origin Fluxapyroxad Regulation (EU) No 978/2011, annex
III part A
Soil Fluxapyroxad EFSA Journal 2012;10(1): 2522,
ASB2012-3723
Surface water Fluxapyroxad EFSA Journal 2012;10(1): 2522,
ASB2012-3723
Drinking/ground water Fluxapyroxad Minimal requirement of the Drinking
Water Act (Trinkwasser-VO)
EFSA Journal 2012;10(1): 2522,
ASB2012-3723
Air Fluxapyroxad Generally defined (proposed as Xn)
Body fluids/tissue Not residue relevant Not classified as T / T+
Table 5.3-21: Levels for which compliance is required
Matrix MRL Reference for MRL/level
Remarks
Plant, high water content 0.01 mg/kg Regulation (EU) No 978/2011, annex
Applicant BASF SE Germany Evaluator: BVL/ DE
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III part A

Plant, acidic commodities 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, dry commodities 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, high oil content 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Plant, difficult matrices (hops, 0.01 mg/kg Regulation (EU) No 978/2011, annex

spices, tea) III part A

Meat 0.005 mg/kg Regulation (EU) No 978/2011, annex
III part A

Milk 0.003 mg/kg Regulation (EU) No 978/2011, annex
III part A

Eggs 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Fat 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Liver 0.01 mg/kg Regulation (EU) No 978/2011, annex
III part A

Soil 0.05 mg/kg common limit

Drinking/ground water 0.1 pg/L general limit for drinking water

Surface water 36 ug/L NOEC Pimephales promelas; EFSA
Journal 2012;10(1): 2522, ASB2012-
3723

air 12 ng/m? AOEL sys: 0.04 mg/kg bw/d, EFSA
Journal 2012;10(1): 2522, ASB2012-
3723

Tissue (meat or liver) Not required Not classified as T / T+

Body fluids Not required Not classified as T / T+

IITA 5.3.2.2 Description of Analytical Methods for the Determination of Residues of
Fluxapyroxad in Plant Matrices (OECD KIII A 5.3.1)

An overview of the acceptable methods and possible data gaps for analysis of fluxapyroxad in plant
matrices is given in the following tables. New studies were not provided.

Table 5.3-22: 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 | Lehmann, 2009 *) Class, 2009 *) Lehmann, 2009 *)
Acidic Lehmann, 2009 *) Class, 2009 *) Lehmann, 2009 *)
Fatty Lehmann, 2009 *) Class, 2009 *) Lehmann, 2009 *)
Dry Lehmann, 2009 *) Class, 2009 *) Lehmann, 2009 *)

Applicant BASF SE Germany Evaluator: BVL/ DE
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Difficult Not required for the intended

GAP
*) EU agreed method (see Draft Assessment Report)

Not required for the
intended GAP

Not required for the
intended GAP

Table 5.3-23: Statement on extraction efficiency

Method for products of plant origin
Rabe, 2009, ASB2010-7939

Required, available from:

Not required, because:

Tomato plants were treated with 3 x 100 g a.s./ha of aniline-U-'*C- and pyrazole-4-'*C-fluxapyroxad.
After harvesting the fruits were extracted with methanol. Extraction efficiency ranged between 97 — 98 %
TRR. Parent fluxapyroxad accounted for more than 94 % of TRR in the methanol extract. Additionally
the extraction efficiency of different solvents was compared. Water/methanol/2N hydrochloric acid
(70/25/5, v/v/v) and water/methanol (50/50, v/v) used in the monitoring methods showed as well
extraction efficiencies > 95 % TRR. Consequently, extraction efficiency has been proven.

Table 5.3-24: Methods suitable for the determination of residues (enforcement) in products

of plant origin

ASB2010-7731

content, dry,
acidic, fatty

ESI+,
m/z 382—342,
382—362

included, ILV of
Lehmann, 2009

Author(s), year |Matrix Method LOQ Principle of Comment Evaluated in
group method section
Lehmann, 2009 High water [0.01 mg/kg LC-MS/MS, C18, |Confirmation Vol. 3, section
ASB2010-7730 content, dry, ESI+, included, also for |B.5.2.1 of DAR,
acidic, fatty m/z 382—342, metabolites ASB2013-4548
difficult 382—362 M700F002,
(coffee M700F008,
beans green) M700F048
Class, 2009 High water |0.01 mg/kg LC-MS/MS, C18, |Confirmation Vol. 3, section

B.5.2.1 of DAR,
ASB2013-4548

IITA 5.3.2.3 Description of Analytical Methods for the Determination of Residues of
Fluxapyroxad in Animal Matrices (OECD KIII A 5.3.1)

An overview of the acceptable methods and possible data gaps for analysis of fluxapyroxad in animal

matrices is given in the following tables. New studies were not provided.

Table 5.3-25:

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 Hopf, 2009 *) Class, 2009 *) Hopf, 2009 *)
Eggs Hopf, 2009 *) Class, 2009 *) Hopf, 2009 *)
Meat Hopf, 2009 *) Class, 2009 *) Hopf, 2009 *)
Fat Hopf, 2009 *) not required Hopf, 2009 *)
Kidney, liver Hopf, 2009 *) Class, 2009 *) Hopf, 2009 *)

Applicant BASF SE Germany
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*) EU agreed method (see Draft Assessment Report)

Table 5.3-26: Statement on extraction efficiency

Method for products of animal origin

Required, available from: Grosshans, 2009, ASB2010-7945

Not required, because:

Lactating goats were fed with aniline-U-“C- und pyrazole-4-'*C-fluxapyroxad at 12 mg/kg feed for 8
consecutive days. After sacrifice, the following extraction efficiencies were obtained for each tissue
analyzed:

Meat: 85 % and 90 % TRR following extraction with methanol and. acetonitrile/water (80/20,
v/v), respectively. Parent fluxapyroxad accounted for 12 % TRR.

Fat: 105 % and 118 % TRR following extraction with acetonitrile and acetonitrile/water (80/20,
v/v) respectively. Parent fluxapyroxad accounted for 34 - 44 % TRR.

Milk: 90 % and 88 % TRR following extraction with acetonitrile and acetonitrile/water (80/20,
v/v) respectively. Parent fluxapyroxad accounted for 13 - 20 % TRR.

Liver: 30 % TRR following extraction with methanol and acetonitrile/water (80/20, v/v)
respectively. Parent fluxapyroxad accounted for 3 - 4 % TRR.

Kidney: 92 % and 90 % TRR following extraction with methanol and acetonitrile/water (80/20, v/v)
respectively. Parent fluxapyroxad accounted for 5 - 7 % TRR.

Similar extraction efficiency was observed for methanol and acetonitrile compared to acetonitrile/water
(80720, v/v) which is used in the monitoring method. With the exception of liver, where only 30 % TRR
was extracted with both solvents, sufficient extraction efficiency was demonstrated for all matrices.

Table 5.3-27: Methods suitable for the determination of residues (enforcement) in products
of animal origin
Author(s), year |Matrix Method LOQ Principle of Comment Evaluated in
method
Hopf, 2009 Milk, egg 0.001 mg/kg LC-MS/MS, C18, |Confirmation Vol. 3, section
ASB2010-7734 meat, fat, 0.01 mg/kg ESI+, included B.5.2.1 of DAR,
liver, kidney m/z 382—342, ASB2013-4548
382—362
Class, 2009 Milk, egg 0.001 mg/kg LC-MS/MS, C18, |Confirmation Vol. 3, section
ASB2010-7731 meat, liver |0.01 mg/kg ESI+, included, ILV of |B.5.2.1 of DAR,
m/z 382—342, Hopf, 2009 ASB2013-4548
382—362

IITA 5.3.2.4 Description of Methods for the Analysis of Fluxapyroxad in Soil (OECD KIII
AS54)

An overview of the acceptable methods and possible data gaps for analysis of fluxapyroxad in soil is
given in the following tables. New studies were not provided.

Applicant BASF SE Germany Evaluator: BVL/ DE
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Table 5.3-28: Overview of suitable primary and confirmatory methods for soil
Component(s) of residue definition Primary method Confirmatory method
Fluxapyroxad Zangmeister, 2009 *) Zangmeister, 2009 *)
*) EU agreed method (see Draft Assessment Report)
Table 5.3-29: Methods for soil
Author(s), year Method LOQ Principle of method | Comment Evaluated in
Zangmeister, 2009 0.001 mg/kg LC-MS/MS, C18, Confirmation Vol. 3, section
ASB2010-7736 ESI+, m/z 382—342, |included, also |B.5.3.1 of DAR,
382—362 for metabolites | ASB2013-4548
M700F001,
M700F002,
M700F003

IITA 5.3.2.5 Description of Methods for the Analysis of Fluxapyroxad in Water (OECD
KIII A 5.6)

An overview of the acceptable methods and possible data gaps for analysis of fluxapyroxad in surface and
drinking water is given in the following table. New studies were not provided.

Table 5.3-30: Overview of suitable primary and confirmatory methods for water
ComP qnent(s) of residue Matrix Primary method Confirmatory method
definition
Fluxapyroxad Drinking water, surface | Zangmeister, 2009 *) Zangmeister, 2009 *)
water

*) EU agreed method (see Draft Assessment Report)

Table 5.3-31: Methods for drinking water and surface water
Author(s), year Method LOQ Principle of method | Comment Evaluated in
Zangmeister, 2009 0.03 ug/LL LC-MS/MS, C18, Confirmation Vol. 3, section
ASB2010-7738 ESI+, m/z 382—342, |included, also |B.5.3.2 of DAR,
382—362 for metabolites | ASB2013-4548
M700F001,
M700F002,
M700F007

IITA 5.3.2.6 Description of Methods for the Analysis of Fluxapyroxad in Air (OECD KIII
A 5.7)

An overview of the acceptable methods and possible data gaps for analysis of fluxapyroxad in air is given
in the following table. New studies were not provided.

Table 5.3-32: Overview of suitable primary and confirmatory methods for air
Component(s) of residue definition Primary method Confirmatory method
Fluxapyroxad Zangmeister, 2009 *) Zangmeister, 2009 *)

Applicant BASF SE Germany Evaluator: BVL/ DE
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*) EU agreed method (see Draft Assessment Report)
Table 5.3-33: Methods for air
Author(s), year Method LOQ Principle of method |Comment Evaluated in
Zangmeister, 2009 0.06 pg/m? LC-MS/MS, C18, Confirmation Vol. 3, section
ASB2010-7739 ESI+, m/z 382—342, |included B.5.3.3 of DAR,
382—362 ASB2013-4548

IITA 5.3.2.7 Description of Methods for the Analysis of Fluxapyroxad in Body Fluids and
Tissues (OECD KIII A 5.8)

Methods for body fluids and tissues are not required, because fluxapyroxad is not considered to be toxic
or very toxic (T / T+) nor is it classified according to GHS as follows: Acute toxicity (cat. 1 - 3), CMR
(cat. 1) or STOT (cat. 1).

IITIA 5.3.2.8 Other Studies/ Information

None

IITA 5.4 Conclusion on the availability of analytical methods for the determination of
residues

Sufficiently sensitive and selective analytical methods are available for all analytes included in the
residue definitions for epoxiconazole and fluxapyroxad except the following method:
Noticed data gap is:

- Validation of an analytical method for epoxiconazole in fatty plant matrix in an independent
laboratory.

However, this data is not considered severe in the context of the present evaluation. It is considered
appropriate to fill the data gap in the context of the next scheduled renewal of the active substance
epoxiconazole on EU level or in the context of evaluation of existing MRLs of epoxiconazole according
to Article 12 of Regulation (EC) No 396/2005.
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Appendix 1 — List of data submitted 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),

Published or not

Data
protectio
n claimed

Owner

How
considered in
dRR
Study-Status /
Usage®

KIIIA1 5.2.2

Bentz, A.

2008

Quantitative determination of
the active ingredients
Reg.No. 5 094 351 and
Epoxiconazole in BAS 701
00 F by HPLC,
2008/1033958!311609_1,
GLP: N, published: N

BAS

KIIIA1 5.2.2

Bentz, A.

2008

Validation of the analytical
HPLC-method AFL0755/01:
Quantitative determination of
the active ingredients
Reg.No. 5094 351 and
Epoxiconazole in BAS 701
00 F by HPLC,
2008/1005506! 311609_1,
GLP: Y, published: N

BAS

KIITA1 5.2.4

Siebecker,
M., Bentz,
A.

2009

Determination of Toluene in
BAS 700 F TGAI and
formulation by GC/MS
Headspace,

2009/1116594,

GLP: N, published: N

BAS

KIITA1 5.2.4

Siebecker,
M., Bentz,
A.

2010

Validation of analytical
method APL0594/01:
Determination of toluene in
BAS 700 F TGAI and
formulation by GC/MS
headspace,

2009/1116595,

GLP: Y, published: N

BAS

[ NS I S

accepted (study valid and considered for evaluation)

not accepted (study not valid and not considered for evaluation)
not considered (study not relevant for evaluation)

not submitted but necessary (study not submitted by applicant but necessary for evaluation)
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

Owner

How
considered
in dRR *

EFSA

2008

Conclusion regarding the peer
review of the pesticide risk
assessment of the active
substance epoxiconazole
EFSA Scientific Report (2008)
138, 1-80

ASB2012-3620

Add

EFSA

2011

Conclusion on the peer review of
the pesticide risk assessment of
the active substance
Fluxapyroxad (BAS 700 F)
EFSA Journal 2012;10(1):2522 !
EFSA-Q-2011-00395

EFSA Journal 2012;10(1):2522
ASB2012-3723

Add

United Kingdom

2011

Fluxapyroxad: Draft Assessment
Report
ASB2013-4548

Add

KIIA 4.3

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
Pestizidriickstinden 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

LIT

Add

Applicant BASF SE Germany

Evaluator: BVL / DE
Date: 02 June 2017




Part B — Section 2
Core Assessment —
Germany

BAS 701 00 F

Adexar

Registration Report — Central Zone

Page 23 of 32

Annex point/
reference No

Author(s)

Year

Title
Report-No.
Authority registration No

Owner

How
considered
in dRR *

KIIA 4.3

Bacher, R.

2005

Epoxiconazole (BAS 480 F):
Validation of an analytical
confirmatory method for the
determination of BAS 480 F in
animal matrices

2005/1006485 1212410 ! P/B
837G

GLP: Open Published: Open
BVL-2088959, MET2006-173

BAS

Y

KIIA 4.3

Brett, T. R.

1997

Independent laboratory
validation of an analytical
method for the determination of
residues of Epoxiconazole in
milk and tissues of animal origin
CEMR-727 1 97/11158 ! CEMS-
727

GLP: Open Published: Open
BVL-2088957, MET1999-847

BAS

KIIA 4.3

Class, T.

2009

M700F002 (Reg.No. 5435595,
metabolite of BAS 700 F):
Independent laboratory
validation (ILV) of BASF
method numbers LO137/01 and
L0140/02 for the determination
of M700F002 in plant materials
and animal matrices by
LC/MS/MS

2009/1074614 ! 315767-2
GLP: Open Published: Open
BVL-2156548, ASB2010-7732

BAS

KIIA 4.3

Class, T.; JooB3, S.

2009

BAS 700 F: Independent
laboratory validation (ILV) of
BASF method number L0O137/01
and L0140/02 for the
determination of BAS 700 F in
plant materials and animal
matrices by LC/MS/MS
2009/1074618 ! 315767-1

GLP: Open Published: Open
BVL-2156547, ASB2010-7731

BAS
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Annex point/ | Author(s)

reference No

Year

Title
Report-No.
Authority registration No

How
considered
in dRR *

Owner

KIIA 4.3 Class, T.; JooB, S.

2009

M700F008 (Reg.No. 5566402,
metabolite of BAS 700 F):
Independent laboratory
validation (ILV) of BASF
method number L0137/01 and
L0140/02 for the determination
of M700F008 in plant materials
and animal matrices by
LC/MS/MS

2009/1091115 ! 315767-3
GLP: Open Published: Open
BVL-2156549, ASB2010-7733

BAS [N

KIIA 4.3 Funk, H.;

Mackenroth, Ch.

2001

Determination of the stability of
205259 (BAS 480 F), 242009
(BAS 490 F), 285028 (BAS 505
F) and 300355 (BAS 510 F) in
different solvents
2000/1014856 1 41841

GLP: Open Published: Open
BVL-2088952, MET2001-258

BAS |N

KIIA 4.3 Hopf, B.

2009

Validation of BASF Method No.
535/3 (L0076/03) for BAS 700 F
in plant matrices

2009/1074615 ! 315766

GLP: Open Published: Open
BVL-2156545, ASB2010-7729

BAS |N

KIIA 4.3 Hopf, B.;

Mackenroth, C.

2009

Validation of the analytical
method L.0140/02: Method for
the determination of BAS 700 F
(Reg.No. 5094351) and its
metabolites M700F002 (Reg.No.
5435595), M700F008 (Reg.No.
5566402) and M700F048
(Reg.No. 5570265) in animal
matrices

2009/1074613 ! 315793

GLP: Open Published: Open
BVL-2156550, ASB2010-7734

BAS |Y

KIIA 4.3 Lehmann, A.

2009

Validation of BASF method no.
L0137/01 in plant matrices
2009/1074617 | 324238

GLP: Open Published: Open
BVL-2156546, ASB2010-7730

BAS |Y
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Annex point/
reference No

Author(s)

Year

Title
Report-No.
Authority registration No

Owner

How
considered
in dRR *

KIIA 4.3

Lehmann, A.;

Mackenroth, Ch.

2001

Validation of BASF method no.
445/0: Determination of BAS
480 F in following plant
matrices: Wheat plant without
root, grain and straw, sugar beet,
oilrape seed and orange
2000/1012401 ! 78591 ! method
445/0

GLP: Open Published: Open
BVL-2088950, MET2001-277

BAS

Y

KIIA 4.3

Lehmann, A.;

Mackenroth, Ch.

2002

Validation of BASF method No.
504/0: Determination of BAS
480 F in wheat grain
2001/1015027 ! 133243 ! method
504/0

GLP: Open Published: Open
BVL-2088951, MET2003-475

BAS

KIIA 4.3

Macdougall, J.

2009

Independent laboratory
validation of analytical method
No. L0140/01 for the
determination of BAS 700 F,
M700F048, M700F008 and
M700F002 in eggs, bovine, milk,
liver and muscle by HPLC-
MS/MS

2009/1074797 1 315794 ! 215157
GLP: Open Published: Open
BVL-2156551, ASB2010-7735

BAS

KIIA 4.3

Reinhard, K.

1996

Extractability of 14C-
Epoxiconazole (BAS 480 F)
residues from banana peel and
pulp with aqueous methanol
(according to method no. 309/1)
96/10930 ! 13580 ! method
309/1

GLP: Open Published: Open
BVL-2088949, MET2003-484

BAS

KIIA 4.3

Steinhauer, S.

2002

Assessment of the multi-residue
method DFG S19 (extended
revision) for the determination of
BAS 480 F (Epoxiconazole) in
matrices of animal origin
2002/1006990 ! BAS-0203V !
G02-0023 ! 138715 ! method
S19

GLP: Open Published: Open
BVL-2088958, MET2003-476

BAS
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Annex point/
reference No

Author(s)

Year

Title
Report-No.
Authority registration No

How
considered
in dRR *

Owner

KIIA 4.3

Tilting, N.

1992

Applicability of DFG
multiresidue methods S 8 and S
19 for the determination of
Epoxiconazole (LAB 205 259)
92/10992 ! S8/19-480F-92 !
3414 ! method S8 ! method S19
GLP: Open Published: Open
BVL-2088953, MET1999-364

BAS [N

KIIA 4.3

Tilting, N.

1993

Determination of Epoxiconazole
in cereals by gas chromatography
with internal standardization
(Methode 309/1)

93/11581 ! 3884 ! method 309/1
GLP: Open Published: Open
BVL-2088947, MET1999-369

BAS [N

KIIA 4.3

Tilting, N.

1994

Determination of Epoxiconazole
in animal matrices by gas
chromatography with internal
standardization (Methode 332)
94/10528 ! 3949 ! method 332
GLP: Open Published: Open
BVL-2088956, MET1999-372

BAS |Y

KIIA 4.3

Tilting, N.

1994

Determination of BAS 480 F
(Epoxiconazole) in bananas,
sugarbeets and coffee by gas
chromatography with internal
standardization (Validation of
method no. 309/1)

94/11792 | VAL-309/1-01-94 !
method 309/1

GLP: Open Published: Open
BVL-2088948, MET1999-368

BAS [N

KIIA 4.3

Weeren, R. D.;
Pelz, S.

1999

Validation of DFG method S 19
for the determination of
Dimethenamid, Epoxiconazole,
Fenpropimorph, Kresoxim-
methyl, Metazachlor and
Vinclozolin in various plant
materials

99/11462 ! BAS-9902V !
M8020/99 ! method S 19

GLP: Open Published: Open
BVL-2088954, MET1999-1331

BAS |Y
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Author(s)
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Report-No.
Authority registration No

Owner

How
considered
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KIIA 4.3,
KIIA 4.4

Tilting, N.

1990

Determination of LAB 205259 in
cereals and soil by gas
chromatography (Methode 309)
90/10194 ! 2810 ! method 309
GLP: Open Published: Open
BVL-2088945, BVL-2088961,
MET1999-363

BAS

Y

KIIA 4.3,
KIIA 4.4

Tilting, N.

1993

Addendum No. 1 to BASF report
No. 2810: Determination of LAB
205 259 in cereals and soil by
gas chromatography (Methode
309)

93/11321 ! 2810 ! method 309
GLP: Open Published: Open
BVL-2088946, BVL-2088962,
MET2003-479

BAS

KIIA 4.3,
KIITA1 5.3.1

Lehmann, A.;

Mackenroth, Ch.

2007

Validation of BASF method No.
535/1 in plant matrices
2006/1039427 ! 246631 ! method
535/1

GLP: Yes (1) Open (1)
Published: Open (1) No (1)
BVL-2088955, BVL-2438175,
RIP2007-463

BAS

KIIA 4.4

Grote, C.

2001

Validation of analytical method
No. 479/0 - GC/MS
determination of BAS 480 F
(Epoxiconazole) in soil
2001/1010646 ! 99333

GLP: Open Published: Open
BVL-2088963, MET2003-481

BAS

KIIA 4.4

Tilting, N.

1990

GC method for the determination
of LAB 205 259 in Soil -
Methode 301

1990/0322 ! 2968

GLP: Open Published: Open
BVL-2088960, MET1999-366

BAS

KIIA 4.4

Zangmeister, W.

2009

Validation of analytical method
L0092: Determination of
Reg.No. 5094351 and its
metabolites Reg.No. 5069089,
Reg.No. 5410775 and Reg.No.
5435595 in soil by HPLC/MS-
MS

2008/1063799 | 266245

GLP: Open Published: Open
BVL-2156552, ASB2010-7736

BAS
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Annex point/ | Author(s)

reference No
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Title
Report-No.
Authority registration No

Owner

How
considered
in dRR *

KIIA 4.4

Zangmeister, W.

2009

Validation of analytical method
L0092: Determination of reg.no.
5094351 and its metabolites
reg.no. 5069089, reg.no.
5410775 and reg.no. 5435595 in
soil by HPLC/MS-MS -
Amendment no. 1 dated
25.03.2010

2010/1043659 ! 5435595

GLP: Open Published: Open
BVL-2156553, ASB2010-7737

BAS

N

KIIA 4.5 Grote, C.

2001

Validation of analytical method
No. 461/0 - GC/MS
determination of BAS 480 F ai
(205 259) residues in tap water
and surface water
2001/1010647 ! 70783

GLP: Open Published: Open
BVL-2088966, MET2003-482

BAS

KIIA 4.5 Keller, W.

1999

Validation of analytical method
No. 300 - GC/ECD-
determination of BAS 480 F
(205259) residues in surface
water

63439 1 1999/11096

GLP: Open Published: Open
BVL-2088965, MET1999-1330

BAS

KIIA 4.5 Tilting, N.

1990

GC method for the determination
of LAB 205 259 in water -
Methode 300

1990/0526 ! 2774

GLP: Open Published: Open
BVL-2088964, MET1999-367

BAS

KIIA 4.5

Zangmeister, W.

2009

Validation of analytical method
L0143/01: Determination of
BAS 700 F and its metabolites
M700F001, M700F002 and
M700F007 in water by
HPLC/MS-MS

2009/1069396 ! 314720

GLP: Open Published: Open
BVL-2156554, ASB2010-7738

CFwW
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considered
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KIIA 4.6,
KIIIAT 5.5

Obermann, M.

2007

Validation of analytical method
L0094/01: Determination of
BAS 480 F and its metabolite
Reg.No0.226215 in sediment
using HPLC-MS/MS
2007/1052644 ! 314502

GLP: Yes (1) Open (1)
Published: Open (1) No (1)
BVL-1947220, BVL-2438176,
ASB2010-8856

BAS

N

KIIA 4.7

Zangmeister, W.

1999

Validation of analytical method
367/2: Determination of BAS
480 F (Reg.No. 205259) in air by
GC-ECD

64231 1 1999/11098 ! 367/2
GLP: Open Published: Open
BVL-2088967, MET2000-27

BAS

KIIA 4.7

Zangmeister, W.

2004

Validation of analytical method
367/2: Determination of BAS
480 F (Reg.No. 205 259) in air
by GC-ECD - Report
Amendment no. 1
2004/1015204 1 367/2 1 64231
GLP: Open Published: Open
BVL-2088968, MET2006-784

BAS

KIIA 4.7

Zangmeister, W.

2009

Validation of BASF method
L0142/01: Determination of
BAS 700 F in air
2009/1069395 ! 314739

GLP: Open Published: Open
BVL-2156555, ASB2010-7739

BAS

KIIA 4.8 Hartl, M.

2002

Validation of analytical method
no. 332 for the determination of
BAS 480 F in blood
2002/1006989 ! 138718

GLP: Open Published: Open
BVL-2088969, MET2002-316

BAS

KIIA 4.8 Hartl, M.

2002

Amendment No. 1 to final report:
Validation of analytical method
No. 332 for the Determination of
BAS 480 F in blood
2002/1011828 ! 138718

GLP: Open Published: Open
BVL-2088970, MET2002-601

BAS

Applicant BASF SE Germany

Evaluator: BVL / DE
Date: 02 June 2017




Part B — Section 2
Core Assessment —
Germany

BAS 701 00 F

Adexar

Registration Report — Central Zone

Page 30 of 32

Annex point/
reference No

Author(s)

Year

Title
Report-No.
Authority registration No

Owner
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KIIA 6.2.1

Keller, E.

1991

The metabolism of 14C-205 259
(14C-BAS 480 F) in wheat
91/11289 ! P90-M001 ! 3180
GLP: Open Published: Open
BVL-2218088, RIP2003-1512

BAS

Y

KIIA 6.2.1

Rabe, U.

2009

Metabolism of BAS 700 F in
tomatoes

2009/1017901 ! 315734

GLP: Open Published: Open
BVL-2154427, ASB2010-7939

BAS

KIIA 6.2.3

Grosshans, F.;
Bretz, M.; Lutz, T.;
GlidBigen, W. E.

2009

Metabolism of 14C-BAS 700 F
(14C-Reg.No. 5094351) in
lactating goat

2009/1074074 ! 315778

GLP: Open Published: Open
BVL-2154433, ASB2010-7945

BAS

KIIA 6.2.3

Kohl, W.

1990

The metabolism of 14C-LAB
205 259 in lactating goats
90/10170 ! P88-MO12 ! P88-
MO13 ! 2770

GLP: Open Published: Open
BVL-2218152, RIP2003-1507

BAS

MIITA1 Sec 2

Applicant

2013

Epoxiconazol + Fluxapyroxad /
Adexar (BAS 701 00 F):
Analytical methods - Tier 2,
IITA-5 - Draft Registration
Report - Part B - Core
assessment

MIII / Sec. 2 /2012/1321585
Ostermann Gabriele

GLP: No Published: No
BVL-2438324, BVL-2438325,
ASB2013-9471

BAS

* 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

All Analytical methods for epoxiconazole

Al.l.1 Methods for enforcement of residues in food and feed of plant origin

All.11 Analytical method 1

Al1.12

Reference: OECD KII A, 4.3/01

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-QuUEChERS-method, Anonymous, 2008,
ASB2008-5464

Guideline(s): No
Deviations: Not applicable
GLP: Not applicable
Acceptability: Yes

Materials and methods

High water content commodities (cucumber), acidic commodities (lemon) and dry crops (wheat flour) are
analyzed according to the multiresidue method EN 15662:2008 (QuEChERS method). The sample
material is extracted by shaking with acetonitrile, sodium citrate, sodium hydrogencitrate sesquihydrate,
magnesium sulfate and sodium chloride. After centrifugation the acetonitrile layer is shaken with PSA,
and magnesium sulfate. The extracts are centrifuged and diluted. Final quantification is done by LC-
MS/MS using a C18 column, electrospray ionization in positive mode and monitoring the MS/MS
transitions m/z 330—121, 330—102

Results and discussions

Table A 1: Recovery results from the method validation of cucumber, lemon and wheat
flour using the analytical method. Standards were prepared in matrix blank
extracts

No of samples
. Fortification per Mean
Matrix level (mg/kg) | fortification recovery RSD (%) Comments
level
Cucumber 0.01 36 96 7 6 labs
0.1 44 99 7 6 labs
Lemon 0.01 28 98 9 6 labs
0.1 34 99 5 6 labs
Wheat flour |0.01 15 103 7 3 labs
0.1 20 100 6 4 labs
Applicant BASF SE Germany Evaluator: BVL/ DE

Date: 02 June 2017
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Table A 2: Characteristics for the analytical method used for the quantitation of
epoxiconazole residues in cuacumber, lemon and wheat flour
epoxiconazole
Calibration function Not stated

Accepted calibration range in concentration units | Not stated
(e.g. in pg/ml or ng/pl)

Corresponding calibration range in mass ratio Not stated
units for the sample (e.g.in mg/kg or pg/L)

Does the calibration consist of at least 3 levels Yes
(duplicated points) or 5 levels (single points)?

(yes/ no)

Assessment of matrix effects is presented (yes/no) | No

Interference >30% of LOQ in blank sample is Yes
absent (yes/no)

Conclusion

The multiresidue method EN15662:2008 (QuEChERS method) validated for epoxiconazole in high water
content, acidic and dry commodities using MS/MS detection is accepted. The validated limit of
quantification is 0.01 mg/kg. The applicability of the method is proven by proficiency tests in 3-5 labs

(Comments of zZRMS: |acceptable |

Applicant BASF SE Germany Evaluator: BVL/ DE
Date: 02 June 2017
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DRAFT REGISTRATION REPORT
Part B

Section 3: Mammalian Toxicology

Detailed summary of the risk assessment

Product code: Adexar (BAS 701 00 F)

Active Substance: Epoxiconazole 62.5 g/L
Fluxapyroxad 62.5 g/LL

Central Zone
Zonal Rapporteur Member State: Germany

CORE ASSESSMENT

Applicant: BASF SE
Date: 02 June 2017
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3 Mammalian Toxicology (IITA 7)

3.1 Summary

Table 3.1-1: Information on BAS 701 00 F/Adexar *

Product name and code BAS 701 00 F/Adexar (BAS-70100-FW-0-EC)

Formulation type Emulsifiable concentrate

Active substances (incl. content) Epoxiconazole (BAS 480 F); 62.5 g/L
Fluxapyroxad (BAS 700 F); 62.5 g/L

Function Fungicide, growth regulator

Product already evaluated as the ‘representative No

formulation’ during the Annex I inclusion

Product previously evaluated in an other MS according | The product has already been registered in Austria,
to Uniform Principles Belgium, Estonia, France, Germany, Ireland, Latvia,
Lithuania, Luxembourg and the United Kingdom
according to the applicant.

* Information on the detailed composition of BAS 701 00 F/Adexar 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 Directives 67/548/EEC and 1999/45/EC

Hazard symbol: T

Indications of danger: Toxic

Risk phrases: 22-36-40-43-61-62

Safety phrases: 53-1-2-13-24-26-36-37-39-45

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions for use.
‘Contains 2-ethylhexyl-S-lactate (CAS-No. 186817-80-1). May produce an
allergic reaction.’
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C&L according to Regulation (EC) No 1272/2008

Hazard classes, categories: Repr. 1B, Acute Tox. 4, Skin Sens. 1, Eye Irrit. 2, Carc. 2,

Signal word: Danger

Hazard statements: H302-317-319-351-360Df

Additional labelling phrases: To avoid risks to man and the environment, comply with the instructions for use.
[EUH401]
‘Contains 2-ethylhexyl-S-lactate (CAS-No. 186817-80-1). May produce an
allergic reaction.” [EUH208]

Table 3.1-3: Summary of risk assessment for operators, workers, bystanders and residents
for BAS 701 00 F/Adexar
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.

- Wear a faceshield when handling the undiluted product.

- Wear standard protective gloves (plant protection) when handling the
undiluted product.

- Wear standard protective gloves (plant protection) when
handling/applying the product ready for application.

- Wear a protective suit against pesticides and sturdy shoes (e.g. rubber
boots) when handling the undiluted product.

- Wear a protective suit against pesticides and sturdy shoes (e.g. rubber
boots) when applying/handling the product ready for application.

- Wear a rubber apron when handling the undiluted product.

Workers Acceptable - Treated areas/crops may not be entered until the spray coating has
dried.

Bystanders Acceptable None

Residents Acceptable None

The risk assessment according to the German model has shown that the estimated exposure towards
epoxiconazole and fluxapyroxad in BAS 701 00 F/Adexar will not exceed the particular systemic AOEL
for operators, workers, bystanders and residents. Operator exposure will be below the systemic AOEL
only if prescribed PPE is worn. No specific PPE is necessary for workers.

The risk assessment according to the UK-POEM has shown that the estimated exposure towards
epoxiconazole and fluxapyroxad in BAS 701 00 F/Adexar will exceed the systemic AOEL for
epoxiconazole for operators irrespective whether PPE is worn or not.

However, as could be demonstrated by two operator exposure studies reflecting agronomic parameters
normally assumed for exposure estimations according to the UK POEM, safe use of BAS 701 00
F/Adexar is possible provided prescribed PPE is worn.

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.
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Table 3.1-4 Critical uses and overall conclusion of exposure assessment

1 2 3 [4 5 |6 7 8
Crops Vand |F/G Remarks: Acceptability of
situation orI? Application Application rate exposure
(e.g. growth (e.g. surfactant (L /ha)) assessment
stage of crop) Method / Kind | Max. number | kg as/ha Water

(incl. (min. interval L/ha critical gap for operator,

application between a) max. rate per worker, bystander or

technique ) applications) |appl. min/ max | resident exposure based

a) per use b) max. total rate on [Exposure model]

b) per crop/ | per crop/season
season

Operator
'Worker
IBystander
Residents

Wheat, barley, F Spraying 2,2 Epoxiconazole: 100 - 400 | German model
rye, triticale LCTM 21d) 0.125 kg/ha,

Fluxapyroxad:
0.125 kg/ha UK POEM

Epoxiconazole:
0.250 kg/ha, Exposure studies
Fluxapyroxad:
0.250 kg/ha

Exposure acceptable without PPE / risk mitigation measures

Further refinement and/or risk mitigation measures required

- Exposure not acceptable

D' 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
YLC: 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.

Table 3.2-1: Information on active substances
Epoxiconazole

Information on absorption rates of the active ingredient

Value Source
oral 50 % used to correct AOEL EFSA Scientific Report (2008) 138, 1-80
(2008-03-26) [ASB2012-3620]
inhalative 100 % (default)
Reference doses
Value Source
ADI 0.008 mg/kg bw EFSA Scientific Report (2008) 138, 1-80
(2008-03-26) [ASB2012-3620]
AOEL-S 0.008 mg/kg bw/d EFSA Scientific Report (2008) 138, 1-80
(2008-03-26) [ASB2012-3620]
ARfD 0.023 mg/kg bw EFSA Scientific Report (2008) 138, 1-80

(2008-03-26) [ASB2012-3620]

Classification and proposed labelling
with regard to toxicological data Reg. (EC) No 944/2013 (i.e. 5" ATP amending Reg. (EC) No

(according to the criteria in Dir. 1272/2008):
67/548/EEC) T - Toxic
R40 - Limited evidence of carcinogenic effect

(Carc. Cat. 3)
R62 - Possible risk of impaired fertility
(Repr. Cat. 3)
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R61 - May cause harm to the unborn child
(Repr. Cat. 2)

Proposal Germany: none additional

with regard to toxicological data Reg. (EC) No 944/2013 (i.e. 51" ATP amending Reg. (EC) No
(according to the criteria in Reg. 1272/2008)
1272/2008) Carcinogenicity, cat. 2
Reproductive toxicity, cat. 1B
H351 - Suspected of causing cancer
H360Df- May damage the unborn child
Suspected of damaging fertility

Proposal Germany: none additional

Fluxapyroxad
Information on absorption rates of the active ingredient
Value Source
oral 68 % EFSA Journal 2012;10(1):2522 (2011-12-16)
ASB2012-3723
inhalative 100 % (default)
Reference doses
Value Source
ADI 0.02 mg/kg bw EFSA Journal 2012;10(1):2522 (2011-12-16)
ASB2012-3723
AOEL-S 0.04 mg/kg bw/d EFSA Journal 2012;10(1):2522 (2011-12-16)
ASB2012-3723
ARfD 0.25 mg/kg bw EFSA Journal 2012;10(1):2522 (2011-12-16)

ASB2012-3723

Classification and proposed labelling

with regard to toxicological data Regulation (EC) No 1272/2008 (Table 3.2): substance not listed
(according to the criteria in Dir. up to and including 1st ATP
67/548/EEC) Proposal Germany:
Xn - Harmful
R40 - Limited evidence of carcinogenic effect
(Carc. Cat. 3)

with regard to toxicological data Regulation (EC) No 1272/2008 (Table 3.1): substance not listed
(according to the criteria in Reg. up to and including 1st ATP
1272/2008) Proposal Germany:

Carcinogenicity, cat. 2

H351 - Suspected of causing cancer

3.3 Toxicological Evaluation of Plant Protection Product

A summary of the toxicological evaluation for BAS 701 00 F/Adexar is given in Table 3.3-1. Full
summaries of studies on the product are presented in Appendix 2. MSDS on BAS 701 00 F/Adexar can be
found in the confidential dRR Part C.
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Table 3.3-1:

Summary of evaluation of the studies on acute toxicity including irritancy and
skin sensitisation for BAS 701 00 F/Adexar

Type of test, model Result Acceptability | Classification Classification Reference
system (Guideline) (acc. to the (acc. to the
criteria in Dir. criteria in Reg.
67/548/EEC) 1272/2008)

LDs oral, rat >500 mg/kg | Yes R22 H302 [
(OECD 423) bw, 2008a

< 2000 mg/kg

bw
LDso dermal, rat >2000 mg/kg | Yes None None -, S,
(OECD 402) bw 2008b
LCsp inhalation, rat 6.65 mg/L air Yes None None ]
(OECD 403) for males, 5.84 2008

mg/L air for

females
Skin irritation, rabbit Non-irritant Yes None None -,
(OECD 404) 2008a
Eye irritation, rabbit Irritant Yes R36 H319 )
(OECD 405) 2008b
Eye irritation, rabbit Irritant Yes R36 H319 ]
(OECD 405) 2012
Skin sensitisation, Sensitising Yes R43 H317 -,
mouse A. O., 2008
(OECD 429, LLNA)
Supplementary studies |No data — not
for combinations of required
plant protection
products

Table 3.3-2:

Additional toxicological information relevant for classification/labelling of

BAS 701 00 F/Adexar
Substance Classification of the Reference Classification of
(Concentration |substance product (acc. to the
in product, (acc. to the criteria in criteria in Dir.
% wIw) Dir. 67/548/EEC and/or 67/548/EEC, in Dir.
in Reg. 1272/2008) 1999/45/EC and/or in
Reg. 1272/2008)
Toxicological Epoxiconazole R40D (>1 %) ? D Reg. (EC) No |R40
properties of active (6.0 % (W/w)) R61? (>0.5 %) ? 1272/2008 R61
substances (relevant for R62% (>5 %) ? R62
classification of 2 Dir.
product) H351 (>1%) Y 1999/45/EEC H351
H360D ¥ (> 0.3 %) V H360Df
H360f ¥ (>3 %) ! YReg. (EC) No
944/2013 (i.e. 5"
ATP amending
Reg. (EC) No
1272/2008)
Fluxapyroxad R40Y (>1 %) " 9 Proposal BfR | R40
(6.0 % (W/w)) and MSDS #
H3513(=1%)"Y H351
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Toxicological
properties of non-active
substances (relevant for
classification of

Propionic acid, 2-
hydroxy-,2-
ethylhexyl ester
(2-Ethylhexyl-S-

R43;RA (0.1 %) D

MSDS #

‘Contains 2-ethylhexyl-
S-lactate (CAS-No.
186817-80-1). May
produce an allergic

product) lactate) reaction.’
(CAS-No. H317; EUH208 (> 0.1 %)
186817-80-1), D EUH208 (Please, see
42.0 % (wiw)) wording above)
Further toxicological No data — not
information required

#

MSDS: material safety data sheet by the applicant

# Latest version of material safety data sheet by the manufacturer (2012), but up to now not submitted for this authorisation
(data base BfR), in accordance with REACH Registration report

34 Toxicological evaluation of sroundwater metabolites

34.1 M700F001 (Metabolite of Fluxapyroxad)

A summary of the toxicological evaluation for groundwater metabolite M700F001 is given in Table
3.4-1. No detailed summaries are provided if the studies have already been assessed and accepted at EU

level.

Table 3.4-1:

Summary of evaluation of the toxicity studies for M700F001

Type of test, species (Guideline) Result Acceptability Reference*
Acute oral toxicity Rat LDs oral: Yes . 2009
(OECD 423) > 2000 mg/kg bw ASB2010-7890
Repeated dose 90-day oral toxicity |Rat, NOAEL: 1000 Yes - 2009*
(OECD 408) mg/kg bw (highest dose ASB2010-7904
tested), no adverse
findings
Reverse mutation assay in Non-mutagenic Yes Schulz and
Salmonella typhimurium and Landsiedel , 2009*
Escherichia coli ASB2010-7905
(OECD 471)
In vitro chromosome aberration Not clastogenic Yes Schulz and
assay in Chinese hamster V79 cells Landsiedel , 2009%*
(OECD 473) ASB2010-7906
In vitro gene mutation test in CHO | Not mutagenic Yes Schulz and
cells (HPRT locus assay) Landsiedel , 2009*
(OECD 476) ASB2010-7903
ASB2010-7907
In vivo micronucleus test in bone Not clastogenic or Yes . 2009+
marrow cells of the mouse aneugenic ASB2010-7908
(OECD 474)
Developmental toxicity in rabbit NOAEL naernatidevelopmental | Y€S -, 2009*
(OECD 414) 250 mg/kg bw/d; ASB2010-7909
Severe maternal toxicity
>500 mg/kg bw/d in
range-finding sutdies

*indicates that a study was reviewed at EU level
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34.2 M700F002 (Metabolite of Fluxapyroxad)

A summary of the toxicological evaluation for groundwater metabolite M700F002 is given in Table
3.4-12. No detailed summaries are provided if the studies have already been assessed and accepted at EU

level.

Table 3.4-2: Summary of evaluation of the toxicity studies for M700F002

Type of test, species (Guideline) Result Acceptability Reference*
Acute oral toxicity Rat LDs oral: Yes . 2009
(OECD 423) > 2000 mg/kg bw ASB2010-7910
Repeated dose 28-day oral toxicity |Rat, NOAEL: 15000 ppm | Yes I 2008
(OECD 407) (1165/1253 mg/kg bw/d ASB2010-7911
m/f)
Repeated dose 90-day oral toxicity |Rat, NOAEL: 1000 Yes - 2009*
(OECD 408) mg/kg bw (highest dose ASB2010-7912
tested), no adverse
findings
Reverse mutation assay in Non-mutagenic Yes Schulz and
Salmonella typhimurium and Landsiedel , 2007*
Escherichia coli ASB2010-7913
(OECD 471)
In vitro chromosome aberration Not clastogenic Yes Schulz and
assay in Chinese hamster V79 cells Landsiedel , 2008*
(OECD 473) ASB2010-7914
In vitro gene mutation testin CHO | Not mutagenic Yes Schulz and
cells (HPRT locus assay) Landsiedel , 2008*
(OECD 476) ASB2010-7928
In vivo micronucleus test in bone Not clastogenic or Yes . 2009
marrow cells of the mouse aneugenic ASB2010-7929
(OECD 474)
Developmental toxicity in rabbit NOAEL maernal: 250 mg/kg | Yes I 2009+

(OECD 414)

bw/d,;

NOAEL developmental* 300
mg/kg bw/d (highest dose
tested)

ASB2010-7916

*indicates that a study was reviewed at EU level

3.5 Dermal Absorption (IIIA 7.6)

A summary of the dermal absorption endpoints for the active substances in BAS 701 00 F are presented

in the following table.
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Table 3.5-1:

Dermal absorption endpoints for active substances in BAS 701 00 F

Epoxiconazole Fluxapyroxad
Value Reference Value Reference

Concentrate 1 % New study reported in 2% New study reported in

Appendix 2 Appendix 2
Dilution 9 % New study reported in 4 % New study reported in
(1:50) Appendix 2 Appendix 2
Dilution 60 % New study reported in 8 % New study reported in
(1:300) Appendix 2 Appendix 2
3.5.1 Justification for proposed values - epoxiconazole

Proposed endpoint for epoxiconazole is based dermal absorption studies on a formulation identical to
BAS 701 00 F/Adexar. The studies are summarized in Table 3.5-2. Full summaries of studies on the
dermal absorption of epoxiconazole/BAS 701 00 F that have not previously been evaluated within an EU
peer review process are described in detail in Appendix 2.

Table 3.5-2:

Summary of dermal absorption studies for epoxiconazole

Test | Concentrate | Spray Formulation | Acceptability | Justification | Acceptability | Reference
dilution | in study of study provided on of
(1:50 & representativ | justification
1:300) ity of study
formulation
for current
product
In 1% 9% & BAS 70100 | Yes Not Yes Fabian,
vitro 60 % F necessary, E.,Mellert,
(hum since original W., 2012b
an) product BAS [ASB2013-
701 00 F was 9339]
tested
3.5.2 Justification for proposed values - fluxapyroxad

Proposed endpoint for fluxapyroxad is based on dermal absorption studies on a formulation identical to
BAS 701 00 F/Adexar. 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 Fluxapyroxad/BAS 701 00 F that have not previously been evaluated within an EU peer
review process are described in detail in Appendix 2.

Table 3.5-3:

Summary of dermal absorption studies for fluxapyroxad

Test | Concentrate | Spray Formulation | Acceptability | Justification | Acceptability | Reference*
dilution | in study of study provided on of
(1:50 & representativ | justification
1:300) ity of study
formulation
for current
product
In 2 % 4% & BAS 701 00 | Yes Not Yes Fabian,
vitro 8 % F necessary, E.,Mellert,
(hum since original W., 2012°
an) product BAS [ASB2013-
701 00 F was 9338]
tested
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3.6

sessment

Exposure Assessment of Plant Protection Product

Table 3.6-1:

Product information and toxicological reference values used for exposure

assessment

Product name and code

BAS 701 00 F/Adexar (BAS-70100-FW-0-EC

Formulation type

Emulsifiable concentrate

Category Fungicide, growth regulator
Container sizes, short
description
Active substances Epoxiconazole (BAS 480 F) Fluxapyroxad (BAS 700 F)
(incl. content) 62.5 g/L 62.5 g/L
AOEL systemic 0.008 mg/kg bw/d 0.04 mg/kg bw/d
Inhalative absorption 100 % 100 %
Oral absorption 50 % 68 %
Dermal absorption Concentrate: 1 % Concentrate: 2 %
Dilution: 9 % (dilution rate 1 : 50) Dilution: 4 % (dilution rate 1 : 50)
60 % (dilution rate: 1:300) 8 % (dilution rate: 1:300)
(based on original product BAS 701 00 F)(based on original product BAS 701 00 F)

3.6.1

Selection of critical uses and justification

The critical GAPs used for the exposure assessment of the plant protection product are shown in Table

3.14.

3.6.2
3.6.2.1

Operator exposure (IIT1A 7.3)

Estimation of operator exposure

A summary of the exposure models used for estimation of operator exposure to the active substances
during application of BAS 701 00 F/Adexar according to the critical uses 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

Various cereals (max. 2 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 fiir Land-und Forstwirtschaft, Berlin-Dahlem, Heft 277,
1992]

Critical uses

Various cereals (max. 2 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]
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Table 3.6-3: Estimated operator exposure
Epoxiconazole Fluxapyroxad
Model data Level of PPE Total absorbed % of Total absorbed % of
dose systemic dose systemic
(mg/kg/day) AQEL (mg/kg/day) AOEL

Tractor mounted boom spray application outdoors to low crops
Application rate: 0.125 kg a.s./ha

German Model no PPEV 0.044629 557.9 0.007600 19.0
(Geometric mean) + Gloves during
Body weight: 70 kg mixing/loading as well
as gloves and protective 0.003147 39.3 0.000485 1.2
garment during
application
UK POEM no PPE? 0.1788 22344 0.0339 84.8
(Application volume: + Gloves during
300 L/ha mixing/loading and
Container: 10 L, application 0.0278 347.7 0.0050 12.6

63 mm closure
Body weight: 60 kg

b no PPE: Operator wearing T-shirt and shorts
2 no PPE: Operator wearing long sleeved shirt, long trousers (“permeable”) but no gloves

Assuming dose additivity for both active substances, the combined AOEL-S exploitation amounts to
40.5 % in the case above mentioned, when PPE is used (German model).

3.6.2.2 Measurement of operator exposure

Since the operator exposure estimations carried out according to the German model indicate that the
acceptable operator exposure level (AOEL) will not be exceeded under conditions of intended uses
provided respective PPE is worn, a study to measure operator exposure would not be necessary.

However, results of operator exposure estimations according to the UK POEM indicate that the
acceptable operator exposure level (AOEL) will be exceeded under conditions of intended uses
irrespective of whether PPE is worn or not. Therefore, two operator exposure studies have been provided
by the applicant in which surrogate SC-formulations containing epoxiconazole were applied in cereals.
For a detailed description of the studies it is referred to Annex 4, operator exposure estimations for
BAS 701 00 f/Adexar are presented below (see Table 3.6-4).

Table 3.6-4: Refined operator exposure estimations using measured surrogate exposure
data
Epoxiconazole
Model data Level of PPE Total absorbed dose % of systemic AOEL
(mg/kg bw/day)

Tractor (equipped with closed cabins) mounted boom spray application outdoors to low crops
Application rate: 0.125 kg a.s./ha

Body weight: 60 kg no PPE V 0.035837 447.97
+ Gloves and coverall during
mixing/loading and coverall
during appl. ( + gloves during 0.000236 2.95
appl. only in the case of
maintenance tasks) 2

potential dermal exposure (75" percentile, see Table A 40) x respective dermal absorption for dilution (‘worst case’) +
inhalation exposure (75" percentile, see Table A 40), devided by respective systemic AOEL

actual dermal exposure (75" percentile, see Table A 40) x respective dermal absorption for dilution (‘worst case’) + inhalation
exposure (75" percentile, see Table A 40), devided by respective systemic AOEL

2)

Using measured surrogate exposure data for operators it could be demonstrated that BAS 701 00 F/
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Adexar can be safely applied even if a high work rate of 50 ha is taken into account. Under realistic
conditions, i.e. assuming tractors equipped with cabins and modern application technique (for details,
please see Appendix 4), the estimated operator exposure will not exceed the systemic AOEL for
epoxiconazole provided PPE is worn by operators. Even if lower body weights were taken as a basis for
exposure estimations compared to the measured body weights within the exposure studies (e.g. 60 kg
according to the UK POEM versus 102 kg representing the 75" percentile in the studies), measured actual
operator exposure would not exceed the systemic AOEL for epoxiconazole.

3.6.3
3.6.3.1

Table 3.6-5 shows the exposure model used for estimation of worker exposure after entry into a
previously treated area or handling a crop treated with BAS 701 00 F/Adexar according to the critical
uses. The outcome of the estimation is presented in Table 3.6-6. Detailed calculations are in Appendix 3.

Worker exposure (IITA 7.5)

Estimation of worker exposure

Table 3.6-5: Exposure models for intended uses

Critical uses Various cereals (max. 2 x 2 L product/ha)

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 3.6-6: Estimated worker exposure

Epoxiconazole Fluxapyroxad
Model data Level of PPE | Total absorbed | % of systemic | Total absorbed | % of systemic
dose AOEL dose AOEL
(mg/kg/day) (mg/kg/day)
Number of applications and application rate: 2 x 0.125 kg a.s./ha
2 hours/day ", no PPE ¥ 0.00750 93.8 0.00100 2.5
TC: 1500 cm?/person/h 2
Body weight: 60 kg with PPE ¥ 0.00038 4.7 0.00005 0.1

b 2 h/day for professional applications for maintenance, inspection or irrigation activities etc.

2)

Policy # 003.1, May 7 1998 revised 7 August 2000].

3)
4)

3.6.3.2

Measurement OfWOI”kE}" exposure

no PPE: Worker wearing long sleeved shirt, long trousers (“permeable”) but no gloves
with PPE: see 'Instructions for use'

US-EPA policy paper [EPA, Science Advisory Council for Exposure; 2000; Agricultural Default Transfer Coefficients,

Since the worker exposure estimations carried out indicated that the acceptable operator exposure level
(AOEL) will not be exceeded for both active substances under conditions of intended uses, a study to
provide measurements of worker exposure was not necessary and was therefore not performed.

3.6.4
3.6.4.1

Bystander and resident exposure (II1A 7.4)

Estimation of bystander and resident exposure

Table 3.6-7 shows the exposure model used for estimation of bystander and resident exposure to
epoxiconazole and fluxapyroxad. The outcome of the estimation is presented in Table 3.6-8. Detailed
calculations are in Appendix 3.
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Table 3.6-7:

Exposure models for intended uses

Critical uses

Various cereals (max. 2 x 2 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 Birkhéduser Verlag Basel] and Bundesanzeiger (BAnz), 06
January 2012, Issue No. 4, pp. 75-76

Table 3.6-8:

Estimated bystander and resident exposure

Epoxiconazole Fluxapyroxad

Model data Total absorbed % of systemic Total absorbed % of systemic

dose (mg/kg/day) AOEL dose (mg/kg/day) AOEL
Tractor mounted boom spray application outdoors to low crops
Application rate: max. 2 x 0.125 kg a.s./ha
Bystanders (adult)
Drift rate: 2.77 % (1 m) 0.003463 43.3 0.000462 1.16
Body weight: 60 kg
Bystanders (children)
Drift rate: 2.77 % (1 m) 0.002703 33.8 0.000361 0.90
Body weight: 16.15 kg
Residents (adult)
Drift rate: 2.38 % (1 m) 0.000711 8.9 0.000058 0.14
Body weight: 60 kg
Residents (children)
Drift rate: 2.38 % (1 m) 0.001135 14.2 0.000139 0.35
Body weight: 16.15 kg

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 epoxiconazole and fluxapyroxad 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

The product is a mixture of two active substances.

Statement on combined exposure

The combined toxicological effect of these active substances has not been investigated, since no
harmonized evaluation concept is available on EU-level.
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Appendix 1 Reference list

Annex point/ Author(s)

reference No

Year

Title
Report-No.
Authority registration No

Owner

How considered
in dRR *

EFSA

2008

Conclusion regarding the peer review of the
pesticide risk assessment of the active substance
epoxiconazole

EFSA Scientific Report (2008) 138, 1-80
ASB2012-3620

Add

EFSA

2011

Conclusion on the peer review of the pesticide
risk assessment of the active substance
Fluxapyroxad (BAS 700 F)

EFSA Journal 2012;10(1):2522 ! EFSA-Q-2011-
00395

ASB2012-3723

Add

KIIA 5.8

2009

Reg.No. 5435595 (metabolite of BAS 700 F):
Acute oral toxicity study in rats
2009/1018501 ! 10A0441/079106 ! 09-BF-
OT009

GLP: Open Published: Open

BVL-2153911, ASB2010-7910

BAS

KIIA 5.8

2009

Reg.No. 5069089 (metabolite of BAS 700 F):
Acute oral toxicity study in rats
2009/1072502 ! 10A0451/079119 ! 09-BF-
0T049

GLP: Open Published: Open

BVL-2153904, ASB2010-7890

BAS

KIIA 5.8

2009

Reg.No. 5435595 (metabolite of BAS 700 F):
Repeated dose 90-day oral toxicity study in
‘Wistar rats; Administration in the diet
R958945_11265 !12009/1012026 !
5050441/07091 ! 47923616

GLP: Open Published: Open
BVL-2153913, ASB2010-7912

BAS

KIIA 5.8

2008

Reg.No. 5435595 (metabolite of BAS 700 F):
Repeated dose 28-day oral toxicity study in
‘Wistar rats; - Administration in the diet
2008/1052054 ! 30S0441/07048

GLP: Open Published: Open

BVL-2153912, ASB2010-7911

BAS

KIIA 5.8

2009

Reg. No. 5069089 (metabolite of BAS 700 F):
Repeated dose 90-day oral toxicity study in wistar
rats - Administration in the diet

2009/1072503 ! 50S0451/07119 !
SYNS508272_10896

GLP: Open Published: Open
BVL-2153905, ASB2010-7904

BAS

KIIA 5.8 Schulz, M.; Landsiedel, R.

2007

Reg.No. 5435595 (metabolite of BAS 700 F):
Salmonella typhimurium / Escherichia coli
reverse mutation assay (standard plate test and
preincubation test)

2007/1051931 ! 40M0441/074079

GLP: Open Published: Open

BVL-2153914, ASB2010-7913

BAS

KITIA 5.8 Schulz, M.; Landsiedel, R.

2008

Reg.No. 5435595 (metabolite of BAS 700 F): In
vitro chromosome aberration assay in V79 cells
2008/1002741 ! 32M0441/074074

GLP: Open Published: Open

BVL-2153915, ASB2010-7914

BAS

KIIA 5.8 Schulz, M.; Landsiedel, R.

2008

Reg.No. 5435595 (metabolite of BAS 700 F): In
vitro gene mutation test in CHO cells (HPRT
locus assay)

2008/1014199 ! 50M0441/074075

GLP: Open Published: Open

BVL-2153916, ASB2010-7928

BAS
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KIIA 5.8 Schulz, M.; Landsiedel, R.

2009

Reg.No. 5069089 (metabolite of 700 F): In vitro
gene mutation test in CHO cells (HPRT locus
assay)

2009/1072392 ! 50M0451/074157

GLP: Open Published: Open

BVL-2153908, ASB2010-7907

BAS

Y

KIIA 5.8 Schulz, M.; Landsiedel, R.

2009

Reg.No. 5069089 (metabolite of BAS 700 F):
Salmonella typhimurium/Escherichia coli reverse
mutation assay (standard plate test and
preincubation test)

2009/1072504 ! 40M0451/074195

GLP: Open Published: Open

BVL-2153906, ASB2010-7905

BAS

KITIA 5.8 Schulz, M.; Landsiedel, R.

2009

Reg.No. 5069089 (metabolite of BAS 700 F): In
vitro chromosome aberration assay in V79 cells
2009/1072505 ! 32M0451/074158

GLP: Open Published: Open

BVL-2153907, ASB2010-7906

BAS

KIIA 5.8

2009

Reg.No. 5069089 (metabolite of BAS 700 F):
Micronucleus test in bone marrow cells of the
mouse

2009/1072506 ! 26M0451/074181

GLP: Open Published: Open

BVL-2153909, ASB2010-7908

BAS

KIIA 5.8

2009

Reg.No. 5435595 (metabolite of BAS 700 F):
Micronucleus test in bone marrow cells of the
mouse

2009/1072508 ! 26M0441/074180

GLP: Open Published: Open

BVL-2153917, ASB2010-7929

BAS

KITIA 5.8 Schulz, M.; Landsiedel, R.

2009

Reg.No. 5069089 (metabolite of 700 F): In vitro
gene mutation test in CHO cells (HPRT locus
assay) Amendment No. 1

2009/1081058 ! 50M0451/074157

GLP: Open Published: Open

BVL-2153930, ASB2010-7903

BAS

KIIA 5.8

2009

Reg.No. 5069089 (metabolite of BAS 700 F):
Prenatal developmental toxicity study in New
Zealand white rabbits - Oral administration
(gavage)

2009/1072507

GLP: Open Published: Open

BVL-2153910; ASB2010-7909

BAS

KIIA 5.8

Reg.No. 5435595 (metabolite of BAS 700 F) -
Prenatal developmental toxicity study in New
Zealand white rabbits - Oral administration
(gavage)

2009/1072509

BVL-2153919; ASB2010-7916

BAS

KIIIAL 7.1.1

2008

BAS 701 00 F: Acute oral toxicity study in rats -
Amendment No. 1

2008/1084675 | 10A0497/079100 ! 08-BF-
OT031

GLP: Yes Published: No

BVL-2438179, ASB2010-8819

BAS

KIIIA1 7.1.1

2008

BAS 701 00 F: Acute oral toxicity study in rats
2008/1031464 ! 10A0497/079100 ! 08-BF-
OT031

GLP: Yes Published: No

BVL-2438177, ASB2010-8818

BAS

KIIIAL 7.1.2

2008

BAS 701 00 F: Acute dermal toxicity study in
rats

2008/1031465 ! 11A0497/079101 ! 08-BF-
DTO032

GLP: Yes Published: No

BVL-2438181, ASB2010-8820

BAS

KIIIAL 7.1.3

2008

BAS 701 00 F: Acute inhalation toxicity study in
Wistar rats - 4-hour liquid aerosol exposure
2008/1052073 ! 1310497/077020

GLP: Yes Published: No

BVL-2438183, ASB2010-8821

BAS
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KIIAL 7.1.5

2008

BAS 701 00 F: Acute dermal irritation/corrosion
in rabbits

2008/1052692 ! 18H0497/072263

GLP: Yes Published: No

BVL-2438185, ASB2010-8822

BAS

Y

KIIAL 7.1.5

2008

BAS 701 00 F: Acute eye irritation in rabbits
2008/1052693 ! 11H0497/072262

GLP: Yes Published: No

BVL-2438187, ASB2010-8823

BAS

KIITAL 7.1.6

2012

BAS 701 00 F: Acute eye irritation in rabbits
2011/1281930 ! 11H0497/07X029 ! 11-BF-EI154
GLP: Yes Published: No

BVL-2438189, ASB2013-9335

BAS

2008

BAS 701 00 F: Murine local lymph node assay
(LLNA)

2008/1052694 ! 58H0497/072264

GLP: Yes Published: No

BVL-2438191, ASB2010-8824

BAS

KIITAL 7.3.3

Blaschke, U.

2010

Determination of operator exposure (passive
dosimetry) during typical activities associated
with a ground boom application of BAS 480 31 F
to cereal crops at farm locations in the United
Kingdom and Germany, 2008

2010/1089364 ! 344806

GLP: Yes Published: No

BVL-2438194, ASB2013-9336

BAS

KIIIAL 7.3.3

Stadler, R.

2007

Determination of dermal and inhalation operator
exposure for mixing/loading and application of
BAS 601 KD F in cereals

2007/1033389 1263968

GLP: Yes Published: No

BVL-2438193, ASB2009-4728

BAS

KIITAL 7.6

Fabian, E.; Mellert, W.

2012

14C-BAS 480 F in BAS 701 00 F: Study of
penetration through human skin in vitro
2011/1149980 ! 10B0277/03B006

GLP: Yes Published: No

BVL-2438207, ASB2013-9339

BAS

KIIIAL 7.6

Fabian, E.; Mellert, W.

2012

14C-BAS 700 F in BAS 701 00 F: Study of
penetration through human skin in vitro
2011/1248839 ! 10B0759/06B001

GLP: Yes Published: No

BVL-2438205, ASB2013-9338

BAS

*Y, Yes/relied on; N, No/not relied on; Add, Additional, Relied on/study not submitted by applicant but necessary for evaluation
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Appendix 2 Detailed evaluation of the studies relied upon

A21 Statement on bridging possibilities

No bridging is necessary since toxicological studies were performed on original product BAS 701 00 F.

(Comments of zZRMS: |Accepted

A22 Acute oral toxicity (IITA1 7.1.1)

|Comments of zZRMS: |Acceptable; no deviations, according to guidelines, used for evaluation

Reference: 7.1.1
Report BAS 701 00 F: Acute oral toxicity study in rats,
. 2003

2008/1031464, 10A0497/079100 (08-BF-OT031), ASB2010-8818 and

BAS 701 00 F: Acute oral toxicity study in rats, amendment No. 1

. 2008,

2008/1084675, 10A0497/079100 (08-BF-OT031), ASB2010-8819
Guidelines: OECD 423 (2001),

Reg. (EC) 440/2008, B.1 tris (2008),

U.S. EPA OPPTS 870.1100 (2002),

Japan MAFF 12 Nosan No. 8147

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

Test material (Lot/Batch No.) BAS 701 00 F (07/0497-1; 204438)

Species Rat, Wistar, Crl:WI (Han)

No. of animals (group size) 3 x 3 females (nulliparous and non-pregnant)
Doses 500 mg/kg bw and 2000 mg/kg bw
Exposure Once by gavage

Vehicle (concentration of test substance) |2000 mg/kg bw: undiluted;
500 mg/kg bw: olive oil Ph.Eur./DAB (25 g/100 mL)

Post exposure observation period 14 days

Remarks None

Results and discussions

Table A 1: Results of acute oral toxicity study in rats treated with BAS 701 00 F
Dose Toxicological results U | Duration of signs Time of death LDso [mg/kg bw]
[mg/kg bw] (14 days)
Female rats
500 0/2/3 60 min after appl. -- > 500
500 0/0/3 - - > 500
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2000 2/3/3 5 h after appl. 5 h after appl. — day 1 <2000

! Number of animals which died/number of animals with clinical signs/number of animals used

Table A 2: Summary of findings of acute oral toxicity study in rats treated with BAS 701
00F
Mortality: Two animals of the 2000 mg/kg bw test group were found dead either within 5 hours at the

day of application (day 0) or at day 1. No mortality occurred in the 500 mg/kg test groups.

Clinical signs: Clinical signs observed in animals in the 2000 mg/kg test group revealed impaired and poor
general state, dyspnea, salivation, staggering, abdominal position, atonia, ataxia, absent
corneal and pain reflex, and red clammy snout (up to 5 hours after application). At the low
dose salivation was observed in 2/6 animals during the first hour after administration.

Body weight: Body weight gain of surviving animals was considered normal.
Macroscopic Macroscopic findings were restricted to the two high dose animals which died and consisted
examination: of red spotted discoloration of all lung lobes, red discoloration of the small intestine and its

content or congestion of kidneys.

Conclusion

Under the experimental conditions, the oral LDsy of BAS 701 00 F/Adexar is higher than 500 mg/kg bw
but less than 2000 mg/kg bw in rats. Thus, labeling with Xn; R22 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.

A23 Acute percutaneous (dermal) toxicity (II1A1 7.1.2)

(Comments of zZRMS: |Acceptable, no deviations, according to guidelines, used for evaluation

Reference: 7.1.2
Report BAS 701 00 F: Acute dermal toxicity study in rats,
. 20050,
2008/1031465 (08-BF-DT032), ASB2010-8820
Guidelines: OECD 402 (1987),
Reg. (EC) 440/2008, B.3 (2008),
U.S. EPA OPPTS 870.1200 (1998),
Japan MAFF 12 Nosan No. 8147

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

Test material (Lot/Batch No.) BAS 701 00 F (07/0497-1; 204438)
Species Rat, Wistar, Crl:WI (Han)

No. of animals (group size) 5 males and 5 females

Dose 5000 mg/kg bw

Exposure 24 hours (dermal, semi-occlusive)
Vehicle/Dilution None
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Post exposure observation period 14 days

Remarks None

Results and discussions

Table A 3: Results of acute dermal toxicity study in rats treated with BAS 701 00 F
Dose Toxicological results ' | Duration of signs Time of death LDso [mg/kg bw]
[mg/kg bw] (14 days)
Male rats
5000 0/0/5 - - > 5000
Female rats
5000 0/0/5 - - > 5000

) 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 treated with BAS
701 00 F

Mortality: No mortality occurred.

Clinical signs: No clinical signs of toxicity were observed.

Body weight: The mean body weights of the male animals increased normally throughout the study period.

Mean body weights of the female animals did not adequately increase during the first post-
exposure observation week, probably due to the bandage procedure, but increased during the
second week.

Macroscopic No macroscopic pathologic abnormalities were noted in the animals examined on the last day
examination: of observation.
Conclusion

Under the experimental conditions, the dermal LDso of BAS 701 00 F/Adexar is higher than 2000 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.

A24 Acute inhalation toxicity (IITA1 7.1.3)

|Comments of zZRMS: |Acceptab1e, no deviations, according to guidelines, used for evaluation

Reference: 7.1.3
Report BAS 701 00 F: Acute inhalation toxicity study in Wistar rats - 4-hour liquid
aerosol exposure,
I 2005,
2008/1052073, 1310497/077020, ASB2010-8821
Guidelines: OECD 403 (1981),
Reg. (EC) 440/2008, B.2 (2008),
U.S. EPA OPPTS 870.1300 (1998)

Deviations: No
GLP: Yes
Acceptability: Yes
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Materials and methods

Test material (Lot/Batch No.)

BAS 701 00 F (07/0497-1; 204438)

Species

Rat, Wistar, HanRcc: WIST(SPF)

No. of animals (group size)

Group I: 5 males and 5 females (nulliparous and non-pregnant)
Group II: 5 males and 5 females (nulliparous and non-pregnant)

Concentrations Group I: 2.79 mg/L air and Group II: 6.00 mg/L air
Exposure 4 hours (nose-only; liquid aerosol)
Vehicle/Dilution None
Post exposure observation period 14 days
Remarks None
Results and discussions
Table A 5: Concentrations and exposure conditions
Nominal conc. Analytical conc. MMAD V GSD?
[mg/L air] [mg/L air] [um] [um]
4.84 1.0 4.1
14.38 1.4 (sample 1) 3.8 (sample 1)
1.3 (sample 2) 3.9 (sample 2)
D MMAD = Mass Median Aerodynamic Diameter
2 GSD = Geometric Standard Deviation
Table A 6: Results of acute inhalation toxicity study in rats treated with BAS 701 00 F
Concentration | Toxicological results ! Duration of signs Time of LCso [mg/L air]
[mg/L air] death (14 days)
Male rats
2.79 0/5/5 hour 2 of expo. - day 14 -- >2.79
6.00 1/5/5 hour 1 of expo. — day 14 day 0 6.652%
Female rats
2.79 0/5/5 2 h after appl. — day 11 -- >2.79
6.00 3/5/5 hour 1 of expo. —day 14 | 2 x day 0 5.842
1 x day 2
Both sexes combined
6.182

) Number of animals which died/number of animals with clinical signs/number of animals used

2 Probit analysis

Table A 7: Summary of findings of acute inhalation toxicity study in rats treated with
BAS 701 00 F
Mortality: No mortality occurred at the concentration of 2.79 mg/L air. Three of five females and one

of five males died at a concentration of 6.00 mg/L air.

Clinical signs: Clinical signs were observed in animals at all dose levels and comprised visually increased
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respiration, abdominal respiration, laboured respiration, gasping, respiration sounds, and
piloerection. Findings were observed from hour 1 during exposure to the end of the
observation period at day 14. Additionally at the high dose group poor general state was
noted from hour 1 of exposure onwards.

Body weight:

The mean body weights of the male animals increased throughout the study period at 2.79
mg/L air. Mean body weights of the female animals in the low dose group and of all high
dose animals decreased during the first post exposure observation week but increased during
the second week.

Macroscopic
examination:

Necropsy findings of the male and female animals which died on study day O consisted of
dark red discoloration and partly sunken surface of the lungs. Necropsy findings of the
female animal that died on study day 2 consisted of severe dilatation of the small intestine
with gaseous content. Apart from one male with a lung oedema there were no macroscopic
findings observed in animals at terminal necropsy.

Conclusion

Under the experimental conditions, the inhalation LCso of BAS 701 00 F/Adexar is estimated to be
6.65 mg/L air for males, 5.84 mg/L air for females and 6.18 mg/L air for both sexes combined. 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 2S5

Skin irritation (IIIA1 7.1.4)

(Comments of ZRMS: |Acceptable, no deviations, according to guidelines, used for evaluation

Reference: 7.1.4
Report BAS 701 00 F: Acute dermal irritation / corrosion in rabbits,
I 20052,
2008/1052692, 18H0497/072263, ASB2010-8822
Guidelines: OECD 404 (2002),
EC Dir. 2004/73, B.4 (2004),
U.S. EPA OPPTS 870.2500 (1998),
Japan MAFF 12 Nousan No. 8147 (2000)
Deviations: No
GLP: Yes
Acceptability: Yes
Materials and methods
Test material (Lot/Batch No.) BAS 701 00 F (07/0497-1; 204438)
Species Rabbit, New Zealand White A 1077 INRA (SPF)
No. of animals (group size) 3 males
Initial test using one animal No
Exposure 0.5 mL (4 hours, semi-occlusive)
Vehicle/Dilution None
Post exposure observation period 7 days
Remarks Application area was washed off after removal of the patch using
polyethylenglycol and polyethylenglycol/water (1 : 1), successively.
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Results and discussions

Table A 8: Skin irritation caused by BAS 701 00 F
Animal Scores after treatment V Mean scores Reversible
No. (24-72 h) [day]
1h 24 h 48 h 72 h
1 Erythema 2 2 2 1 1.7 7
Oedema 1 0 0 0 0.0 1
2 Erythema 2 1 1 0 0.7 3
Oedema 0 0 0 0 0.0 -
3 Erythema 2 2 1 1 1.3 7
Oedema 0 0 0 0 0.0 -

D scores in the range of 0 to 4

Clinical signs: None

Conclusion

Under the experimental conditions, BAS 701 00 F/Adexar is not considered 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 Evye irritation (IIIA1 7.1.5)

A2.6.1 Study 1

|Comments of zZRMS: |Acceptab1e, no deviations, according to guidelines, used for evaluation

Reference: 7.1.5/01
Report BAS 701 00 F: Acute eye irritation in rabbits,
I 2005),
2008/1052693, 11H0497/072262, ASB2010-8823
Guidelines: OECD 405 (2002),
EC Dir. 2004/73, B.5 (2004),
U.S. EPA OPPTS 870.2400 (1998),
Japan MAFF 12 Nousan No. 8147 (2000)

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

Test material (Lot/Batch No.) BAS 701 00 F (07/0497-1; 204438)

Species Rabbit, New Zealand White A 1077 INRA (SPF)

No. of animals (group size) 2 males and 1 female

Initial test using one animal Yes

Exposure 0.1 mL (single instillation into conjunctival sac)
Irrigation (time point) Yes (24 hours after application with hand warm tap water)
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Vehicle/Dilution None
Post exposure observation period 14 days
Remarks No examination of the eyes using fluorescein

Results and discussions

Table A 9: Eye irritation caused by BAS 701 00 F
Animal Scores after treatment V Mean scores | Reversible
No. (24-72 h) [day]
1h 24h 48 h 72 h
1 (male) Corneal opacity 0 1 1 1 1.0 7
Iritis 0 1 1 1 1.0 7
Redness conjunctivae 2 2 1 1 1.3 7
Chemosis conjunctivae 2 1 1 0 0.7 3
2 (male) Corneal opacity 0 1 1 1 1.0 7
Iritis 0 1 0 1 0.7 7
Redness conjunctivae 2 3 2 2 2.3 7
Chemosis conjunctivae 3 2 1 1 1.3 7
3 (female) |Corneal opacity 0 1 1 1 1.0 7
Iritis 0 1 0 0 0.3 3
Redness conjunctivae 2 3 2 2 2.3 7
Chemosis conjunctivae 3 2 1 1 1.3 7
D 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: Additional eye findings: scleral vessels circular injected (all animals), contracted pupils (all

animals) and discharge of blood (two animals on day 2)

Conclusion

On the basis of the scores and under the experimental conditions, BAS 701 00 F/Adexar is not an eye
irritant according to the classification criteria of Council Directive 67/548/EEC and subsequent
regulations. Nevertheless, due to severe, additional findings in the eyes labeling with Xi; R36 is
considered necessary. On the other hand, BAS 701 00 F/Adexar is an eye irritant based on the scores
according to Regulation (EC) No. 1272/2008 so that labelling with H319 is necessary.

A 2.6.2 Study 2

(Comments of zZRMS: |Acceptable, no deviations, according to guidelines, used for evaluation

Reference: 7.1.5/02
Report BAS 701 00 F: Acute eye irritation in rabbits,

B 2012,

2011/1281930, 11H0497/07X029, 11-BF-EI154, ASB2013-9335
Guidelines: OECD 405 (2002),

Reg. (EC) 440/2008, B.5, (2008)

U.S. EPA OPPTS870.2400 (1998),

Japan MAFF 12 Nousan No. 8147 (2000)

Deviations: No
GLP: Yes
Acceptability: Yes
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Materials and methods

Test material (Lot/Batch No.)

BAS 701 00 F (07/0497-1; 204438)

Species

Rabbit, New Zealand White Crl:KBL(NZW)

No. of animals (group size)

1 male and 2 females

Initial test using one animal

Yes

Exposure

0.1 mL (single instillation into conjunctival sac)

Irrigation (time point)

Yes (24 hours after application with hand warm tap water)

Vehicle/Dilution

None

Post exposure observation period

14 days

Remarks

Justification for repeating the in vivo eye irritaion study on
BAS 701 00 F: In order to meet the requirements for Brazilian
authorisation the eyes were examined using fluorescein at each
reading.

Results and discussions

Table A 10: Eye irritation caused by BAS 701 00 F
Animal Scores after treatment ! Mean scores | Reversible
No. (24-72 h) [day]
1h 24h 48 h 72h

1 (male) Corneal opacity 0 2 2 1 1.7 7
Iritis 1 1 1 1 1.0 7
Redness conjunctivae 1 2 2 2 2.0 14
Chemosis conjunctivae 3 2 2 2 2.0 7

2 (female) |Corneal opacity 0 2 2 1 1.7 7
Iritis 1 1 1 1 1.0 7
Redness conjunctivae 2 2 2 2 2.0 7
Chemosis conjunctivae 3 2 1 1 1.3 7

3 (female) |Corneal opacity 0 2 2 1 1.7 7
Iritis 1 1 1 1 1.0 7
Redness conjunctivae 2 2 2 2 2.0 14
Chemosis conjunctivae 3 2 2 2 2.0 7

D 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: Additional eye findings: scleral vessels circular injected (all animals)

Conclusion

Under the experimental conditions, BAS 701 00 F/Adexar is an eye irritant. Thus, labelling with Xi; R36
is required according to the classification criteria of Council Directive 67/548/EEC and subsequent
regulations as well as H319 according to Regulation (EC) No. 1272/2008.

A2.7 Skin sensitisation (II1A1 7.1.6)

(Comments of ZRMS: |Acceptable, no deviations, according to guidelines, used for evaluation

Reference: 7.1.6
Report: BAS 701 00 F: Murine Local Lymph Node Assay (LLNA),
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. 2005,
2008/1052694, 58H0497/072264, ASB2010-8824
Guidelines: OECD 429 (2002),
Reg. (EC) 440/2008, B.42 (2008),
U.S. EPA OPPTS 870.2600 (2003)

Deviations: No
GLP: Yes
Acceptability: Yes

Materials and methods

Test material (Lot/Batch No.) BAS 701 00 F (07/0497-1; batch 204438)
Species Mouse, CBA/J strain
No. of animals (group size) Test substance group: 3 x 5 female mice
Vehicle control goup: 5 female mice
Pre-test for dose selection: Yes
Exposure (concentrations) 25 pL per ear; 3 %, 10 %, 50 % (w/w)
Vehicle Methy ethyl ketone (MEK)
Reliability check Alpha-Hexylcinnamaldehyde (10%, 30 % and 50 % w/w in acetone)
Remarks None

Results and discussions

Table A 11: Results of skin sensitisation caused by BAS 701 00 F
No. of Concentration DPM / group Stimulation index
animals [%] (S
BAS 701 00 F 5 3 500.9 0.56
5 10 885.8 0.99
5 50 2704.5 3.03
Test Vehicle Control 5 0 892.4 1.00
Group
Positive control 10 4.006,
(January 2008) 30 not given 7.717,
50 22.42
Clinical signs: None
There was also an increase in cell counts and in lymph note weights, but no relevant increase
in ear weights was detected (taken as an indicator for irritation).
Conclusion

Under the experimental conditions, BAS 701 00 F/Adexar is a skin sensitiser. Thus, labelling with Xi;
R43 is required according to the classification criteria of Council Directive 67/548/EEC and subsequent
regulations as well as labelling with H317 according to Regulation (EC) No. 1272/2008.
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A28 Supplementary studies for combinations of plant protection products (ITIA1
7.1.7)

No supplementary studies for combinations of plant protection products have been provided.

A29 Data on co-formulants (1111 7.9)

A29.1 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).

A29.2 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 (IIIA 7.6)
Epoxiconazole
Report: Fabian, E.,Mellert, W., 2012b
Title: 4C-BAS 480 F in BAS 701 00 F - Study of penetration through human skin in vitro
Document No: BASF DocID 2011/1149980
Guidelines: OECD 428, OECD Guidance Document No. 28 for the conduct of skin absorption
studies (March 2004)
GLP Yes
Material and Methods:

[Triazole-3,5-'*C] BAS 480 F (batch 291-3201, radiochemical purity 99.9%, specific activity
6.39 MBg/mg) was used to prepare radioactive BAS 701 00 F (formulation concentrate) as well as 1:50
and 1:300 spray dilutions. The dosing suspensions were prepared adding a respective amount of
radiolabelled epoxiconazole to an adequate volume of non-radioactive BAS 701 00 F (Batch 204535), or
radioactive epoxiconazole was added to BAS 701 00 F and subsequently diluted with tap water (1: 50 and
1:300 spray dilutions).

The penetration of BAS 480 F formulated as BAS 701 00 F through human dermatomed skin was
determined using a modified Franz cell under static conditions equipped with dermatomed human skin at
a thickness of 260-675 um. Skin from 6 donors (2 donors for each dose) were used in this study.
Diffusion cells (5, 5, and 10 for the high dose, the mid dose and the low dose, respectively) were loaded
with 10 pl of one of the three respective dosing solutions. The test was performed under semi-occlusive
conditions. In order to guarantee sufficient solubility of the BAS 480 F in the receptor fluid, ethanol/tap
water (3+7, v/v), ethanol/tap water (1+9, v/v) and tap water served as receptor fluids for formulation
concentrate, the 1:50 and 1:300 spray dilutions, respectively. After 8 hours the surface was washed twice
using approx. 250 uLL Texapon® N70 diluted 1:140 (w/w) in highly de-ionized water and once with 250
uL pure water. The skin was then wiped dry using cotton swabs. Thereafter the semi-occlusive cover of
the cells was renewed and the penetration experiment continued for another 16 hours.

Samples of the receptor fluid were withdrawn 1; 2; 4; 6; 8; 10, and 24 hours after application. The
removed volume was replaced by fresh receptor fluid. After the last sampling of receptor fluid, the
contents of the individual receptor compartments was sampled and - like the receptor fluid samples taken
during the course of the experiment - retained for analysis. The diffusion cells were dismantled and all
parts were extracted in ethanol or Soluene®-350. The skin was removed and washed a second time. As
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before, the cotton swabs and the washing solutions were retained for analysis. After the skin surface had
dried, the stratum corneum was removed by tape stripping. The tapes were pooled into two samples (1™
sample containing the first and second tape; 2™ sample containing the third until sixth tape) for analysis.
The remaining skin and the tape strips were analyzed separately.

Table A 12: In-vitro dermal penetration of BAS 480 F formulated as BAS 701 00 F through human
skin - Recovery data

High dose Mid dose Low dose®
Dose group . R P
(Formulation concentrate) | (Spray dilution 1:50) (Spray dilution 1:300)
Target [mg/mL] 62.5 1.25 0.208
concentration
Target dose [ug/cm?] 625 12.50 2.08
Zgz‘i‘i“e el greme) 624.4 132 221
Number of cells used/Valid s/5 s/5 10/4
cells
Recovery [%] Recovery [%] Recovery [%]
Mean S.D. Mean S.D. Mean S.D.

Unabsorbed dose
Skin washing after 8 hours | 102.12 5.07 86.98 5.86 56.42 9.56
Skin washing after 24 hours | 0.17 0.37 0.00 0.00 1.35 1.42
Donor chamber 0.00 0.00 0.00 0.00 0.00 0.00
Dose associated to skin
Tape strip (1** pool, strips 1
-2) 0.00 0.00 0.00 0.00 0.00 0.00
Tape strips (2™ pool; strips
3-6) 0.00 0.00 0.00 0.00 0.01 0.01
Skin preparation 0.11 0.18 0.48 0.20 2.06 1.49
Absorbed dose
Sum receptor samples incl.
wash out 0.52 0.26 5.12 1.74 21.15 6.22
Receptor fluid 0.33 0.13 241 0.36 3.89 241
Receptor chamber wash 0.03 0.01 1.39 0.34 7.50 3.76
Receptor chamber - - - - 13.01 5.19
Total recovery” 103.3 511 96.38 4.77 105.38 7.04
Absorption essentially
complete at end of stud
(>751370 absorption withgln Yes Yes Yes
half the study duration)
Absorption estimates
when absorption not
essentially completed NA i NA i NA i
(= absorbed dose + dose
associated to skin
- tape strips 1 and 2)
Absorption estimates
when absorption
essentially completed
(= absorbed dose + dose 1.0 0.47 9.40 2.22 47.61 12.76
associated to skin
- all tapes)
Absorp.tlonbestlmate NA i NA i NA i
normalized
Absorption estimates used

. 1 9 60
for risk assessment®
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$ One cell was not assessed to be valid due to insufficient recovery. Five cells were assessed to be invalid due to

insufficient recovery.

values may not calculate exactly due to rounding of figures

* In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2012;10(4):2665) the
radioactivity in the second tape-strip pool (3™ to 6 tape strip) is considered potentially absorbable if less than
75% of the absorption occurred in the first half of the study. Finally, the skin preparation is also considered

potentially absorbable

recovery

Cells with insufficient recovery (<95%) were corrected by normalization of absorption estimate to 100%

¢ In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2012;10(4):2665) one standard
deviation was added to the mean % dermal penetration in cases where the standard deviation was > 25% of the
mean value. This value was then rounded to the required number of significant figures.

NA: not applicable

Table A 13: In-vitro dermal penetration of BAS 480 F formulated as BAS 701 00 F through human

skin - Penetration Kinetics

High dose Mid dose Low dose
Dose group (Formulation (Spray dilution (Spray dilution
concentrate) 1:50) 1:300)
Target concentration [mg/mL] 62.5 1.25 0.208
Target dose [ug/cm?] 625 12.50 2.08
Mean actual applied dose [ug/cm?] 624.4 13.2 2.21
Number of cells used/Valid cells 5/5 5/5 10/4
Mean cumulative Mean cumulative Mean cumulative
absorption absorption absorption
[ug/em?] [%] [ug/em?] [%] [ug/em?] [%]

Sample time [h]

1 0.00 0.00 0.03 0.20 0.19 8.49

2 0.00 0.00 0.23 1.77 0.29 12.97

4 0.75 0.12 0.48 3.64 0.40 18.00

6 1.91 0.31 0.62 4.66 0.48 21.64

8 3.10 0.50 0.74 5.61 0.53 24.17

10 4.00 0.64 0.85 6.40 0.59 26.60
24 4.42 0.71 0.92 6.92 0.61 27.80

Kp 410 et 0.93 - 148 . |o4s6 :
Absorption rate [ug/cm?-h] 0.61 - 0.21 - 0.21 -
Lag time [h] 2.92 - 0.91 - 0.21 -
% absorbed within 10 hours? 90% 93% 95%

2 As no 12 hour value was determined the 10 hour value was used instead

Findings:

e Solubility in the receptor fluid was sufficient not to influence the diffusion process of the test
substance (solubility in ethanol/water 3+7 (v/v), in ethanol/water 1+9 (v/v), and in tap water was
0.22 g/L, 0.031 g/l, and 7.1 mg/L, respectively). Receptor media ethanol/water 3+7 (v/v),
ethanol/water 149 (v/v), and tap water were used for high dose, mid dose, and low dose,
respectively.

¢ The mean total recovery was in the range of 96.38 to 105.38% for the low, mid and high dose
levels with individual cell recoveries between 90.70 to 111.82%. Accordingly, the mean total
recovery for high dose was 103.29%, with no cells below the threshold. The mean total recovery
for mid dose was 96.38%, with one cell below (90.70%) and four above the threshold (103.94,
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95.60, 96.31, and 95.35%). Since the dermal penetration estimate (10.01%) of the cell with less
than 95% recovery were comparable with the range of the cells with greater than 95% recovery
(7.72, 5.48, 11.29, and 10.10%) no adjustment of individual cell values was considered to be
justified. The mean total recovery for low dose was 105.38%, with no cells below the threshold.

e In all dose groups absorption was essentially complete at end of study (>75% absorption within
half the study duration) — after 10 hours 90 to 95% of the total penetrated radioactivity was
recovered in the receptor media. Accordingly, no tape strips were included for calculation of
dermal absorption.

e Nearly the entire dose (102.29%) was recovered from the skin washing, donor chamber and tape
strips at the high dose. In case of the cells treated with the mid and low dose this value was
86.98% and 57.78%, respectively.

e The amount associated with the skin preparations was 0.11%, 0.48% and 2.06% for the high, mid
and low dose, respectively.

¢ The absorbed dose, i.e. the sum of receptor samples, the receptor fluid recovered at the end of the
experiment as well as the receptor chamber wash, amounted to 0.88%, 8.92% and 45.55% at the
high, mid and low dose, respectively.

e The total absorption, which corresponds to the amount recovered from skin, both pools of tape
strip samples and the absorbed dose, thus, sum up to 0.99%, 9.4% and 47.61% for the high, mid
and low dose, respectively.

e A slow penetration of BAS 480 F was observed for the formulation concentrate as indicated by
an absorption rate of 0.61 pg/cm?-h and a permeability coefficient (Kp) of 0.93-107 cm/h

e Based on the approx. 50-fold lower amount of applied test substance, the penetration at the spray
dilution was moderate (absorption rate 0.21 pg/cm? h; Kp = 14.78-10"° cm/h).

e Based on the approx. 300-fold lower amount of applied test substance, the penetration at the
spray dilution was moderate (absorption rate 0.21 pg/cm? h; Kp = 94.86-107° cm/h).

¢ The cumulative absorbed dose found in the receptor fluid was about 0.71%, 6.92% and 27.80% at
the high, mid and low dose, respectively, thus the % of dose penetration was higher for low dose
spray dilution whereas the total amount of epoxiconazole penetrating was lowest.

e Overall, the cumulated absorbed dose (4.42 pg/cm?) calculated from the absorption time curves
correspond well to the absorbed doses derived from the recovery assessments (5.51 pg) for the
high dose. The cumulated absorbed dose (0.92 ug/cm?) calculated from the absorption time
curves correspond well to the absorbed doses derived from the recovery assessments (1.18 ug) for
the mid dose. The cumulated absorbed dose (0.61 pg/cm?) calculated from the absorption time
curves correspond well to the absorbed doses derived from the recovery assessments (1.00 ug) for
the low dose.

e Since significant variation of replicates was observed in high and low dose groups (standard
deviations of the absorption estimates were > 25% of the means); accordingly, the absorption
estimate used for risk assessment was calculated as proposed in the guidance document by
addition of one standard variation to the mean.

Conclusion/endpoint:

A slow and a moderate penetration of BAS 480 F formulated as BAS 701 00 F through dermatomed skin
was observed in-vitro as formulation concentrate and spray dilutions, respectively. Summing up the
absorbed dose with that associated to the skin membrane, dermal absorption rates of 1.0%, 9.0% and
60.0% were determined for the formulation concentrate and the spray dilutions (1:50 and 1:300),
respectively.

Comments of ZRMS: |Study acceptable despite some deviations according to OECD TG 428: Skin
thickness 260-675 pm instead of normally 200-400 um; donor chamber was
semioccluded instead of unoccluded.
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Dermal absorption in this study considered to be 1 % for the concentrate, 9 % for|
the spray dilution 1:50 and 60 % for the spray dilution 1:300.

Fluxapyroxad
Report: Fabian, E., Mellert, W., 2012
Title: 4C-BAS 700 F in BAS 701 00 F - Study of penetration through human skin in vitro
Document No: BASF DoclID 2011/1248839
Guidelines: OECD 428, OECD Guidance Document No. 28 for the conduct of skin absorption
studies (March 2004)
GLP Yes
Material and Methods:

[Pyrazole-4-'“C] BAS 700 F (Batch 900-2201, Radiochemical purity 99.8%, Specific activity 5.4 MBq)
was used to prepare radioactive BAS 701 00 F (formulation concentrate) as well as 1:50 and 1:300 spray
dilutions. The dosing suspensions were prepared adding a respective amount of radiolabelled
fluxapyroxad to an adequate volume of non-radioactive BAS 701 00 F (Batch 204534), or radioactive
fluxapyroxad was added to BAS 701 00 F and subsequently diluted with tap water (1: 50 and 1:300 spray
dilutions).

The penetration of BAS 700 F formulated as BAS 701 00 F through human dermatomed skin was
determined using a modified Franz cell under static conditions equipped with dermatomed human skin at
a thickness of 200-570 um. Skin from 5 donors (2 donors for each dose) were used in this study.
Diffusion cells (5, 10, and 5 for the high dose, the mid dose and the low dose, respectively) were loaded
with 10 pl of one of the three respective dosing solutions. The test was performed under semi-occlusive
conditions. In order to guarantee sufficient solubility of the BAS 700 F in the receptor fluid, ethanol/tap
water (3+7, v/v), ethanol/tap water (1+9, v/v) and tap water served as receptor fluids for formulation
concentrate, the 1:50 and 1:300 spray dilutions, respectively. After 8 hours the surface was washed twice
using approx. 250 pL Texapon® N70 diluted 1:140 (w/w) in highly de-ionized water and once with 250
uL pure water. The skin was then wiped dry using cotton swabs. Thereafter the semi-occlusive cover of
the cells was renewed and the penetration experiment continued for another 16 hours.

Samples of the receptor fluid were withdrawn 1; 2; 4; 6; 8; 10, and 24 hours after application. The
removed volume was replaced by fresh receptor fluid. After the last sampling of receptor fluid, the
contents of the individual receptor compartments was sampled and - like the receptor fluid samples taken
during the course of the experiment - retained for analysis. The diffusion cells were dismantled and all
parts were extracted in ethanol or Soluene®-350. The skin was removed and washed a second time. As
before, the cotton swabs and the washing solutions were retained for analysis. After the skin surface had
dried, the stratum corneum was removed by tape stripping. The tapes were pooled into two samples (1%
sample containing the first and second tape; 2" sample containing the third until sixth tape) for analysis.
The remaining skin and the tape strips were analyzed separately.
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Table A 14: In-vitro dermal penetration of BAS 700 F formulated as BAS 701 00 F through human
skin - Recovery data

High dose Mid dose® Low dose

D
9s¢ group (Formulation concentrate) | (Spray dilution 1:50) (Spray dilution 1:300)

Target

concentration [mg/mL] 62.5 1.25 0.208

Target dose | [ug/cn?] 625 12.50 2.08

Mean actual
applied dose | [ug/cm?] 651.6 14.9 2.06

Number of cells

used/Valid cells SIS 10/4 5/5

Recovery [%] Recovery [%] Recovery [%]

Mean S.D. Mean S.D. Mean S.D.

Unabsorbed dose

Skin washing after 8§
hours 97.31 4.84 92.13 5.37 94.65 9.25

Skin washing after 24
hours 0.03 0.08 0.79 0.53 0.55 0.91

Donor chamber 0.00 0.00 0.11 0.22 0.00 0.00

Dose associated to skin

Tape strip (1%  pool,
strips 1 -2) 0.00 0.00 0.00 0.00 0.00 0.00

Tape strips (2™ pool;
strips 3 - 6) 0.06 0.14 0.07 0.14 0.00 0.00

Skin preparation 0.04 0.04 0.68 1.01 1.42 2.34

Absorbed dose

Sum receptor samples
incl. wash out 0.48 0.37 0.80 0.19 4.74 2.88

Receptor fluid 0.40 0.38 0.74 0.22 1.04 0.56

Receptor chamber wash | 0.02 0.02 0.41 0.02 0.79 0.65

Total recovery” 98.3 4.66 95.74 6.14 103.18 9.11

Absorption essentially
complete at end of
study (>75% Yes Yes Yes
absorption within half
the study duration)

Absorption estimates
when absorption not
essentially completed
(= absorbed dose +
dose associated to skin
- tape strips 1 and 2)

NA - NA - NA -

Absorption estimates
when absorption
essentially completed
(= absorbed dose +
dose associated to skin
- all tapes)

0.94 0.75 2.63 0.93 7.98 1.61

Absorption estimate

normalized® NA ) NA ) NA )

Absorption estimates
used for risk 2 4 8
assessment©

¥ One cell of the second run was not assessed to be valid due to insufficient recovery. The 5 cells of the first run
were assessed to be invalid due to aberrant kinetics

# values may not calculate exactly due to rounding of figures
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2 In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2012;10(4):2665) the
radioactivity in the second tape-strip pool (3™ to 6™ tape strip) is considered potentially absorbable if less than
75% of the absorption occurred in the first half of the study. Finally, the skin preparation is also considered
potentially absorbable

Cells with insufficient recovery (<95%) were corrected by normalization of absorption estimate to 100%

recovery

¢ In accordance with the EFSA Guidance on Dermal Absorption (EFSA Journal 2012;10(4):2665) one standard
deviation was added to the mean % dermal penetration in cases where the standard deviation was > 25% of the
mean value. This value was then rounded to the required number of significant figures.

NA: not applicable

Table A 15: In-vitro dermal penetration of BAS 700 F formulated as BAS 701 00 F through

human skin - Penetration Kinetics

High dose Mid dose Low dose
Dose group (Formulation (Spray dilution (Spray dilution
concentrate) 1:50) 1:300)
Target concentration [mg/mL] 62.5 1.25 0.208
Target dose [ug/cm?] 625 12.50 2.08
Mean actual applied dose [ug/cm?] 651.6 14.9 2.06
Number of cells used/Valid cells 5/5 10/4 5/5
Mean cumulative Mean cumulative Mean cumulative
absorption absorption absorption
[ug/em?] [%] [ug/em?] [%] [ug/em?] [%]

Sample time [h]

1 0.00 0.00 0.01 0.04 0.02 0.95

2 0.00 0.00 0.06 0.39 0.05 2.61

4 1.60 0.25 0.12 0.80 0.08 3.68

6 1.99 0.31 0.15 0.99 0.09 4.42

8 2.35 0.36 0.17 1.14 0.10 5.02

10 7.53 1.17 0.19 1.26 0.12 5.75
24 5.77 0.89 0.20 1.35 0.13 6.00

Kp 410 et 1.38 ~ | 3ss - |20.14 :
Absorption rate [ug/cm?-h] 0.90 - 0.05 - 0.044 -
Lag time [h] 2.36 - 0.86 - 0.49 -
% absorbed within 10 hours? 131% 94% 96%

a

As no 12 hour value was determined the 10 hour value was used instead

Findings:

Solubility in the receptor fluid was sufficient not to influence the diffusion process of the test
substance (solubility in ethanol/water 3+7 (v/v), in ethanol/water 1+9 (v/v), and in tap water was
0.13 g/L, 0.02 g/l, and 3.88 mg/L, respectively). Receptor media ethanol/water 3+7 (v/v),
ethanol/water 1+9 (v/v), and tap water were used for high dose, mid dose, and low dose,
respectively.

The mean total recovery was in the range of 95.74 to 103.18% for the low, mid and high dose
levels with individual cell recoveries between 89.69 to 112.74%. Accordingly, the mean total
recovery for high dose was 98.35%, with one cell below (91.33%) and four above the threshold
(98.31, 99.90, 97.94, and 104.26%). Since the dermal penetration estimate (0.34%) of the cell
with less than 95% recovery was comparable with the range of the cells with greater than 95%
recovery (0.36, 1.23, 2.09, and 0.49%) no adjustment of individual cell values was considered to
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be justified. The mean total recovery for mid dose was 95.74%, with two cells below (90.98 and
90.15%) and two above the threshold (99.21 and 102.60%). Since the dermal penetration
estimates (2.13 and 1.65%) of the cells with less than 95% recovery were comparable with the
range of the cells with greater than 95% recovery (1.75 and 2.28%) no adjustment of individual
cell values was considered to be justified. The mean total recovery for low dose was 103.18%,
with one cell below (89.69%) and four above the threshold (107.52, 112.74, 107.42, and 98.55%).
Since the dermal penetration estimate (9.28%) of the cell with less than 95% recovery was
comparable with the range of the cells with greater than 95% recovery (8.44, 8.21, 0.98, and
5.92%) no adjustment of individual cell values was considered to be justified.

e In all dose groups absorption was essentially complete at end of study (>75% absorption within
half the study duration) — after 10 hours 94 to 131% of the total penetrated radioactivity was
recovered in the receptor media. Accordingly, no tape strips were included for calculation of
dermal absorption.

e Nearly the entire dose (97.41%) was recovered from the skin washing, donor chamber and tape
strips at the high dose. In case of the cells treated with the mid and low dose this value was
93.11% and 95.20%, respectively.

e The amount associated with the skin preparations was 0.04%, 0.68% and 1.42% for the high, mid
and low dose, respectively.

e The absorbed dose, i.e. the sum of receptor samples, the receptor fluid recovered at the end of the
experiment as well as the receptor chamber wash, amounted to 0.90%, 1.95% and 6.57% at the
high, mid and low dose, respectively.

e The total absorption, which corresponds to the amount recovered from skin, both pools of tape
strip samples and the absorbed dose, thus, sum up to 1.0%, 2.7% and 7.99% for the high, mid and
low dose, respectively.

e A slow penetration of BAS 700 F was observed for the formulation concentrate as indicated by
an absorption rate of 0.90 pg/cm?-h and a permeability coefficient (Kp) of 1.38-10° cm/h.

e Based on the approx. 50-fold lower amount of applied test substance, the penetration at the spray
dilution was moderate (absorption rate 0.05 pg/cm? h; Kp = 3.55-10"° cm/h).

e Based on the approx. 300-fold lower amount of applied test substance, the penetration at the
spray dilution was moderate (absorption rate 0.04 ug/cm? h; Kp = 20.14-10"° cm/h).

e The cumulative absorbed dose found in the receptor fluid was about 0.89%, 1.35% and 6.00% at
the high, mid and low dose, respectively, thus the % of dose penetration was higher for low dose
spray dilution whereas the total amount of fluxapyroxad penetrating was lowest.

e Overall, the cumulated absorbed dose (5.77 pg/cm?) calculated from the absorption time curves
correspond well to the absorbed doses derived from the recovery assessments (5.86 pg) for the
high dose. The cumulated absorbed dose (0.20 ug/cm?) calculated from the absorption time
curves correspond well to the absorbed doses derived from the recovery assessments (0.29 ug) for
the mid dose. The cumulated absorbed dose (0.13 pg/cm?) calculated from the absorption time
curves correspond well to the absorbed doses derived from the recovery assessments (0.14 ug) for
the low dose.

e Since significant variation of replicates was observed in high and mid dose groups (standard
deviations of the absorption estimates were > 25% of the means); accordingly, the absorption
estimate used for risk assessment was calculated as proposed in the guidance document by
addition of one standard variation to the mean.

Conclusion/endpoint:

A slow and a moderate penetration of BAS 700 F formulated as BAS 701 00 F through dermatomed skin
was observed in-vitro as formulation concentrate and spray dilutions, respectively. Summing up the
absorbed dose with that associated to the skin membrane, dermal absorption rates of 2.0%, 4.0% and
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8.0% were determined for the formulation concentrate and the spray dilutions (1:50 and 1:300),
respectively.

A 211 Other/Special Studies

There are no other special studies on this product.
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Appendix 3 Exposure calculations

A3l

Operator exposure calculations (IIIA1 7.3.1)

A 3.1.1
Table A 16:

Calculations for epoxiconazole

Input parameters considered for the estimation of operator exposure

Formulation type:

[EC

Application technique:

Field Crop Tractor Mounted (FCTM)

Application rate (AR): 0.125kg a.s./ha
Area treated per day (A): 20ha Dermal hands m/l (Dyi): 2.4|mg/person/kg a.s.

. 1/% (concentr.) Dermal hands appl. (Dam)): 0.38mg/person/kg a.s.
[Dermal absorption (DA): —

60% (dilution) Dermal body appl. (Da@)): 1.6mg/person/kg a.s.
Inhalation absorption (IA): 100(% Dermal head appl. (Ds)): 0.06mg/person/kg a.s.
Body weight (BW): 70kg/person Inhalation m/1 (Iy): 0.0006jmg/person/kg a.s.
AOEL 0.008mg/kg bw/d Inhalation appl. (I,): 0.001mg/person/kg a.s.
Table A 17: Estimation of operator exposure towards epoxiconazole using the German
model
Without PPE [ with PPE

Operators: Systemic dermal exposure after application in cereals

Dermal exposure during mixing/loading

Hands

Hands

SDEOM(H) = (DM(H) X ARxAx DA) / BW

SDEOM(H) = (DM(H) x AR x A x PPE b X DA) / BW

(24x0.125x20x 1%) /70

(24x0.125x20x 0.01 x 1%) /70

External dermal exposure 6 | mg/person External dermal exposure 0.06 | mg/person
External dermal exposure 0.085714 | mg/kg bw/d External dermal exposure 0.000857 | mg/kg bw/d
Systemic dermal exposure 0.000857 | mg/kg bw/d Systemic dermal exposure 0.000009 | mg/kg bw/d
Dermal exposure during application

Hands Hands

SDEoam = (Dagny X AR x Ax DA) / BW SDEoaa = (Dam X AR x A x PPE x DA) / BW

(0.38 x 0.125 x 20 x 60%) / 70 (0.38 x 0.125 x 20 x 0.01 x 60%) / 70

External dermal exposure 0.95 | mg/person External dermal exposure 0.0095 | mg/person
External dermal exposure 0.013571 | mg/kg bw/d External dermal exposure 0.000136 | mg/kg bw/d
Systemic dermal exposure 0.008143 | mg/kg bw/d Systemic dermal exposure 0.000081 | mg/kg bw/d
Body Body

SDEoa®) = (Dae) X AR x A x DA)/ BW SDEoa®) = (Das) X AR x A x PPE x DA) / BW

(1.6 x 0.125 x 20 x 60%) / 70 (1.6 x0.125 x 20 x 0.05 x 60%) / 70

External dermal exposure 4 | mg/person External dermal exposure 0.2 | mg/person
External dermal exposure 0.057143 | mg/kg bw/d External dermal exposure 0.002857 | mg/kg bw/d
Systemic dermal exposure 0.034286 | mg/kg bw/d Systemic dermal exposure 0.001714 | mg/kg bw/d
Head Head

SDEoa«) = (Dacc) x AR x Ax DA) / BW SDEoa«) = (Dac) x AR x A x PPE x DA) / BW

(0.06 x 0.125 x 20 x 60%) / 70 (0.06x0.125x 20 x 1 x 60%) / 70

External dermal exposure 0.15 | mg/person External dermal exposure 0.15 | mg/person
External dermal exposure 0.002143 | mg/kg bw/d External dermal exposure 0.002143 | mg/kg bw/d
Systemic dermal exposure 0.001286 | mg/kg bw/d Systemic dermal exposure 0.001286 | mg/kg bw/d

Total systemic dermal exposure:
SDEOA(B) + SDEOA(C)

SDEO = SDEOM(H) + SDEOA(}D +

SDEOA(B> + SDEQA(Q

Total systemic dermal exposure: SDEq = SDEomm) + SDEoam) +

Total external dermal exposure 11.1 | mg/person Total external dermal exposure 0.4195 | mg/person
Total external dermal exposure | 0.158571 | mg/kg bw/d Total external dermal exposure 0.005993 | mg/kg bw/d
;r;’;f)‘iszztem‘c dermal 0.044571 | mg/kg bw/d Total systemic dermal exposure |  0.00309 | mg/kg bw/d
Operators: Systemic inhalation exposure after application in cereals

Inhalation exposure during mixing/loading

SIEom = (In x AR x Ax IA)/ BW SIEom = (Im x AR x Ax PPE x IA) / BW

(0.0006 x 0.125 x 20 x 100%) / 70 (0.0006 x 0.125 x 20 x 1 x 100%) / 70

External inhalation exposure 0.0015 | mg/person External inhalation exposure 0.0015 | mg/person
External inhalation exposure 0.000021 | mg/kg bw/d External inhalation exposure 0.000021 | mg/kg bw/d
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Systemic inhalation exposure | 0.000021 | mg/kg bw/d Systemic inhalation exposure | 0.000021 | mg/kg bw/d
Inhalation exposure during application

SIEos = (I x AR x Ax IA)/ BW SIEoa = (I x AR x AX PPE x IA) / BW

(0.001 x 0.125 x 20 x 100%) / 70 (0.001 x 0.125x 20 x 1 x 100%) / 70

External inhalation exposure 0.0025 | mg/person External inhalation exposure 0.0025 | mg/person
External inhalation exposure 0.000036 | mg/kg bw/d External inhalation exposure 0.000036 | mg/kg bw/d
Systemic inhalation exposure | 0.000036 | mg/kg bw/d Systemic inhalation exposure 0.000036 | mg/kg bw/d
Total systemic inhalation exposure: SIEg = SIEom + SIEoa Total systemic inhalation exposure: SIEg = SIEom + SIEoa
;Ff;ziﬁjéemal inhalation 0.004 | mg/person ;Ffrt)zélsi)rcéernal inhalation 0.004 | me/person
z:lt)zlsijéemal inhalation 0.000057 | mg/kg bw/d ;F;Ft)z(i)l;)r(;ernal inhalation 0.000057 | mg/kg bw/d
eT;)[:f:l 1iiztemlc inhalation 0.000057 | mg/kg bw/d eT;)Izl lsli(satemlc inhalation 0.000057 | mg/kg bw/d
Total systemic exposure: SEo = SDEq + SIEo Total systemic exposure: SEg = SDEq + SIEq

Total systemic exposure 3.124 | mg/person Total systemic exposure 0.2203 | mg/person
Total systemic exposure 0.044629 | mg/kg bw/d Total systemic exposure 0.003147 | mg/kg bw/d
% of AOEL 5579 | % % of AOEL 393 | %

D reduction factor for gloves is 0.01 (professional appl.)
2 reduction factor for protective garment is 0.05 (professional appl.)

Table A 18:

Without PPE

Estimation of operator exposure towards epoxiconazole using the UK-POEM

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM)

Active substance
Product
Formulation type
Concentration of a.s. 62.5
Dose 2
Application volume 300
Application method

Epoxiconazole
Adexar

organic solvent-based

mg/mL
L preparation/ha
L/ha

(0.125 kg a.s./ha)

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 1 %
Dermal absorption from spray 60 %
EXPOSURE DURING MIXING AND LOADING

Container size 10 Litres
Hand contamination/operation 0,05 mL
Application dose 2 Litres product/ha
Work rate 50 ha/day
Number of operations 10 /day
Hand contamination 0.5 mL/day
Protective clothing None
Transmission to skin 100 %
Dermal exposure to formulation 0.5 ml/day

DERMAL EXPOSURE DURING SPRAY APPLICATION
Application technique

Application volume 300
Volume of surface contamination 10
Distribution Hands

65%
Clothing None
Penetration 100%
Dermal exposure 6.5

Tractor-mounted/trailed boom sprayer: hydraulic nozzles

spray/ha
mL/h
Trunk Legs
10% 25%
Permeable Permeable
5% 15%
0.05 0.375 mL/h
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Duration of exposure 6 h
Total dermal exposure to spray 41.55 mL/day
ABSORBED DERMAL DOSE
Mix/load Application
Dermal exposure 0.5 mL/day 41.55 mL/day
Concen. of a.s. product or spray 62.5 mg/mL 0.417 mg/mL
Dermal exposure to a.s. 31.25 mg/day 17.313 mg/day
Percent absorbed 1 % 60 %
Absorbed dose 0.313 mg/day 10.388 mg/day
INHALATION EXPOSURE DURING SPRAYING
Inhalation exposure 0.01 mL/h
Duration of exposure 6 h
Concentration of a.s. in spray 0.417 mg/mL
Inhalation exposure to a.s. 0.025 mg/day
Percent absorbed 100 %
Absorbed dose 0.025 mg/day
PREDICTED EXPOSURE
Total absorbed dose 10.725 mg/day
Operator body weight 60 kg
Operator exposure 0.179 mg/kg bw/day
Amount of AOEL 22344 %
With PPE
THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM)
Active substance Epoxiconazole
Product Adexar
Formulation type organic solvent-based
Concentration of a.s. 62.5 mg/mL
Dose 2 L preparation/ha  (0.125 kg a.s./ha)
Application volume 300 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 Gloves
Dermal absorption from product 1 %
Dermal absorption from spray 60 %
EXPOSURE DURING MIXING AND LOADING
Container size 10 Litres
Hand contamination/operation 0,05 mL
Application dose 2 Litres product/ha
Work rate 50 ha/day
Number of operations 10 /day
Hand contamination 0.5 ml/day
Protective clothing Gloves
Transmission to skin 10 %
Dermal exposure to formulation 0.05 mL/day
DERMAL EXPOSURE DURING SPRAY APPLICATION
Application technique Tractor-mounted/trailed boom sprayer: hydraulic nozzles
Application volume 300 spray/ha
Volume of surface contamination 10 mLl/h
Distribution Hands Trunk Legs
65% 10% 25%
Clothing Gloves Permeable Permeable
Penetration 10% 5% 15%
Dermal exposure 0.65 0.05 0.375 mL/h
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Duration of exposure 6 h

Total dermal exposure to spray 6.45 mL/day

ABSORBED DERMAL DOSE

Mix/load Application

Dermal exposure 0.05 mL/day 6.45 mL/day
Concen. of a.s. product or spray 62.5 mg/mL 0.417 mg/mL
Dermal exposure to a.s. 3.125 mg/day 2.688 mg/day
Percent absorbed 1 % 60 %
Absorbed dose 0.031 mg/day 1.613 mg/day
INHALATION EXPOSURE DURING SPRAYING

Inhalation exposure 0.01 mL/h

Duration of exposure 6 h

Concentration of a.s. in spray 0.417 mg/mL

Inhalation exposure to a.s. 0.025 mg/day

Percent absorbed 100 %

Absorbed dose 0.025 mg/day

PREDICTED EXPOSURE

Total absorbed dose 1.669 mg/day

Operator body weight 60 kg

Operator exposure 0.028 mg/kg bw/day

Amount of AOEL 347.7 %
A3.1.2 Calculations for fluxapyroxad

Table A 19: Input parameters considered for the estimation of operator exposure
Formulation type: EC L X .
— Application technique: Field Crop Tractor Mounted (FCTM)
Application rate (AR): 0.125 | kg a.s./ha
Area treated per day (A): 20 | ha Dermal hands m/l (Dym)): 2.4 | mg/person/kg a.s.
A 2 | % (concentr.) Dermal hands appl. (Dsm)): 0.38 | mg/person/kg a.s.
Dermal absorption (DA): —
8 | % (dilution) Dermal body appl. (Dss)): 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 (In): 0.0006 | mg/person/kg a.s.
AOEL 0.04 | mg/kg bw/d Inhalation appl. (I4): 0.001 | mg/person/kg a.s.
Table A 20: Estimation of operator exposure towards fluxapyroxad using the German
model
Without PPE [ with PPE

Operators: Systemic dermal exposure after application in cereals

Dermal exposure during mixing/loading

Hands Hands

SDEoman = (Dman X AR x A x DA) / BW SDEoma = (Dman x AR x A x PPE P x DA) / BW
(24x0.125x20x2%) /70 (24x0.125 x20x 0.01 x 2%) / 70

External dermal exposure 6 | mg/person External dermal exposure 0.06 | mg/person
External dermal exposure 0.085714 | mg/kg bw/d External dermal exposure 0.000857 | mg/kg bw/d
Systemic dermal exposure 0.001714 | mg/kg bw/d Systemic dermal exposure 0.000017 | mg/kg bw/d
Dermal exposure during application

Hands Hands

SDEoam = (Dagn X AR x Ax DA)/ BW SDEoam) = (Daay X AR x A x PPE P x DA) / BW
(0.38x0.125 x 20 x 8%) / 70 (0.38 x0.125x 20 x 0.01 x 8%) / 70

External dermal exposure 0.95 | mg/person External dermal exposure 0.0095 | mg/person
External dermal exposure 0.013571 | mg/kg bw/d External dermal exposure 0.000136 | mg/kg bw/d
Systemic dermal exposure 0.001086 | mg/kg bw/d Systemic dermal exposure 0.000011 | mg/kg bw/d

Body

Body

SDEOA(B) = (DA(m x AR x A x DA) / BW

SDEoA(m = (DA(B) X AR x A x PPE 2 X DA) / BW

(1.6 x0.125 x 20 x 8%) / 70

(1.6 x 0.125 x 20 x 0.05 x 8%) / 70

External dermal exposure | 4 | mg/person

External dermal exposure |

0.2 | mg/person
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External dermal exposure 0.057143 | mg/kg bw/d External dermal exposure 0.002857 | mg/kg bw/d
Systemic dermal exposure 0.004571 | mg/kg bw/d Systemic dermal exposure 0.000229 | mg/kg bw/d
Head Head

SDEoa«c) = (Dacc) x AR x Ax DA)/ BW SDEoa«) = (Dac) x AR x A x PPE x DA) / BW

(0.06 x 0.125 x 20 x 8%) / 70 (0.06x0.125x20x 1 x 8%) /70

External dermal exposure 0.15 | mg/person External dermal exposure 0.15 | mg/person
External dermal exposure 0.002143 | mg/kg bw/d External dermal exposure 0.002143 | mg/kg bw/d
Systemic dermal exposure 0.000171 | mg/kg bw/d Systemic dermal exposure 0.000171 | mg/kg bw/d

Total systemic dermal exposure: SDEq = SDEoma) + SDEoam) +

SDEOA(B) + SDEOA(c)

Total systemic dermal exposure: SDEo = SDEomm) + SDEoam) +

SDEOA(B> + SDEOA(Q

Total external dermal exposure 11.1 | mg/person Total external dermal exposure 0.4195 | mg/person
Total external dermal exposure | 0.158571 | mg/kg bw/d Total external dermal exposure 0.005993 | mg/kg bw/d
g’;ﬁiﬁﬁtem‘c dermal 0.007543 | mg/kg bw/d Total systemic dermal exposure | 0.000428 | mg/kg bw/d
Operators: Systemic inhalation exposure after application in cereals

Inhalation exposure during mixing/loading

SIEom = (In x AR x Ax IA)/ BW SIEom = (Im x AR x Ax PPE x IA) / BW

(0.0006 x 0.125 x 20 x 100%) / 70 (0.0006 x 0.125 x 20 x 1 x 100%) / 70

External inhalation exposure 0.0015 | mg/person External inhalation exposure 0.0015 | mg/person
External inhalation exposure 0.000021 | mg/kg bw/d External inhalation exposure 0.000021 | mg/kg bw/d
Systemic inhalation exposure | 0.000021 | mg/kg bw/d Systemic inhalation exposure 0.000021 | mg/kg bw/d
Inhalation exposure during application

SIEos = (I x AR x Ax IA)/ BW SIEoa = (I x AR x AXx PPE x IA) / BW

(0.001 x 0.125 x 20 x 100%) / 70 (0.001 x 0.125x 20 x 1 x 100%) / 70

External inhalation exposure 0.0025 | mg/person External inhalation exposure 0.0025 | mg/person
External inhalation exposure 0.000036 | mg/kg bw/d External inhalation exposure 0.000036 | mg/kg bw/d
Systemic inhalation exposure | 0.000036 | mg/kg bw/d Systemic inhalation exposure 0.000036 | mg/kg bw/d
Total systemic inhalation exposure: SIEg = SIEom + SIEoa Total systemic inhalation exposure: SIEg = SIEom + SIEoa
;Ff;ziﬁjéemal inhalation 0.004 | mg/person ;Ffrt)z:)lsi)rcéernal inhalation 0.004 | me/person
z:;?)lszi(éemal inhalation 0.000057 | mg/kg bw/d ;F;Ft)z(i)l;)r(;ernal inhalation 0.000057 | mg/ke bw/d
E ;)l:f:l 1izztemlc inhalation 0.000057 | mg/kg bw/d eT;)Izl lsliesgtermc inhalation 0.000057 | mg/kg bw/d
Total systemic exposure: SEo = SDEg + SIEo Total systemic exposure: SEg = SDEq + SIEq

Total systemic exposure 0.532 | mg/person Total systemic exposure 0.03396 | mg/person
Total systemic exposure 0.007600 | mg/kg bw/d Total systemic exposure 0.000485 | mg/kg bw/d
% of AOEL 19.0 | % % of AOEL 12| %

D reduction factor for gloves is 0.01 (professional appl.)

? reduction factor for protective garment is 0.05 (professional appl.)

Table A 21:
Without PPE

Estimation of operator exposure towards fluxapyroxad using the UK-POEM

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM)

Active substance
Product
Formulation type

Fluxapyroxad
Adexar
organic solvent-based

Concentration of a.s. 62.5 mg/mL
Dose 2 L preparation/ha  (0.125 kg a.s./ha)
Application volume 300 L/ha

Application method
Container

Tractor-mounted/trailed boom sprayer: hydraulic nozzles
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 2 %
Dermal absorption from spray 8 %

EXPOSURE DURING MIXING AND LOADING
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Container size

Hand contamination/operation
Application dose

Work rate

Number of operations

Hand contamination

Protective clothing
Transmission to skin

Dermal exposure to formulation

10 Litres
0,05 mL
2 Litres product/ha
50 ha/day
10 /day
0.5 mL/day
None
100 %
0.5 mL/day

Application technique

DERMAL EXPOSURE DURING SPRAY APPLICATION

Tractor-mounted/trailed boom sprayer: hydraulic nozzles

Application volume 300 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 mlL/day
ABSORBED DERMAL DOSE
Mix/load Application
Dermal exposure 0.5 mL/day 41.55 mL/day
Concen. of a.s. product or spray 62.5 mg/mL 0.417 mg/mL
Dermal exposure to a.s. 31.25 mg/day 17.313 mg/day
Percent absorbed 2 % 8 %
Absorbed dose 0.625 mg/day 1.385 mg/day
INHALATION EXPOSURE DURING SPRAYING
Inhalation exposure 0.01 mL/h
Duration of exposure 6 h
Concentration of a.s. in spray 0.417 mg/mL
Inhalation exposure to a.s. 0.025 mg/day
Percent absorbed 100 %
Absorbed dose 0.025 mg/day
PREDICTED EXPOSURE
Total absorbed dose 2.035 mg/day
Operator body weight 60 kg
Operator exposure 0.034 mg/kg bw/day
Amount of AOEL 84.8 %
With PPE

THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM)

Active substance

Product

Formulation type
Concentration of a.s.

Dose

Application volume
Application method
Container

Work rate/day

Duration of spraying

PPE during mix./loading

PPE during application
Dermal absorption from product
Dermal absorption from spray

Fluxapyroxad

Adexar
organic solvent-based
62.5 mg/mL
2 L preparation/ha  (0.125 kg a.s./ha)
300 L/ha

Tractor-mounted/trailed boom sprayer: hydraulic nozzles
10 litres 63 mm closure

50 ha
6 h
Gloves
Gloves
2 %
8 %

EXPOSURE DURING MIXING AND LOADING
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Container size

Hand contamination/operation
Application dose

Work rate

Number of operations

Hand contamination

Protective clothing
Transmission to skin

Dermal exposure to formulation

10 Litres
0,05 mL
2 Litres product/ha
50 ha/day
10 /day
0.5 mL/day

Gloves

10
0.05

%
mL/day

Application technique

DERMAL EXPOSURE DURING SPRAY APPLICATION
Tractor-mounted/trailed boom sprayer: hydraulic nozzles

Application volume 300 spray/ha
Volume of surface contamination 10 mL/h
Distribution Hands Trunk Legs
65% 10% 25%
Clothing Gloves Permeable Permeable
Penetration 10% 5% 15%
Dermal exposure 0.65 0.05 0.375 mL/h
Duration of exposure 6 h
Total dermal exposure to spray 6.45 mL/day
ABSORBED DERMAL DOSE
Mix/load Application
Dermal exposure 0.05 mL/day 6.45 mL/day
Concen. of a.s. product or spray 62.5 mg/mL 0.417 mg/mL
Dermal exposure to a.s. 3.125 mg/day 2.688 mg/day
Percent absorbed 2 % 8 %
Absorbed dose 0.063 mg/day 0.215 mg/day
INHALATION EXPOSURE DURING SPRAYING
Inhalation exposure 0.01 mL/h
Duration of exposure 6 h
Concentration of a.s. in spray 0.417 mg/mL
Inhalation exposure to a.s. 0.025 mg/day
Percent absorbed 100 %
Absorbed dose 0.025 mg/day
PREDICTED EXPOSURE
Total absorbed dose 0.303 mg/day
Operator body weight 60 kg
Operator exposure 0.005 mg/kg bw/day
Amount of AOEL 126 %
A 3.2 Worker exposure calculations (ITIA1 7.5.1)
A 3.2.1 Calculations for epoxiconazole
Table A 22: Input parameters considered for the estimation of worker exposure
Intended uses: (Cereals [;)i;loR(;:geable foliar residues lug/cm%kg a.s.
[Application rate (AR): 0.125kg a.s./ha [Transfer coefficient (TC): 1500cm?/person/h
Number of applications (NA): 2| [Work rate per day (WR): 2h/d
Body weight (BW): 60kg/person PPE 5%
[Dermal absorption (DA): 60(% ('worst case')
AOEL 0.008mg/kg bw/d
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Table A 23: Estimation of worker exposure towards epoxiconazole using the German re-
entry model

Without PPE " [With PPE ?
Worker (re-entry): Systemic dermal exposure after application in cereals
SDEw = (DFR x TC x WR x AR x NA x DA) / BW SDEy, = (DFR x TC x WR x AR x NA x PPE x DA) / BW
(1 x1500x 2x0.125 x 2 x 60%) / 60 1x1500x2x0.125 x 2 x 5% x 60%) / 60
External dermal exposure 0.75|mg/person External dermal exposure 0.0375|mg/person
External dermal exposure 0.0125mg/kg bw/d External dermal exposure 0.000625[mg/kg bw/d
Total systemic exposure 0.45|mg/person Total systemic exposure 0.0225|mg/person
Total systemic exposure 0.0075mg/kg bw/d Total systemic exposure 0.000375mg/kg bw/d
% of AOEL 93.8/% % of AOEL 4.7%

D acceptable without PPE: Worker wearing long sleeved shirt, long trousers (“permeable”) but no gloves
2 acceptable only with PPE: see 'Instructions for use' (cf. Krebs et al., 2000)

A 3.2.2 Calculations for fluxapyroxad

Table A 24: Input parameters considered for the estimation of worker exposure
Intended uses: Cereals g;;l(l)gzgeable foliar residues 1 | pg/cm%kg a.s.
Application rate (AR): 0.125 | kg a.s./ha Transfer coefficient (TC): 1500 | cm*/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): 8 | % (‘worst case')
AOEL 0.04 | mg/kg bw/d

Table A 25: Estimation of worker exposure towards fluxapyroxad using the German re-

entry model

Without PPE " | with PPE ?
Worker (re-entry): Systemic dermal exposure after application in cereals
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
(1x1500x2x0.125x 2 x 8%) / 60 (Ix1500x2x0.125 x2 x 5% x 8%) / 60
External dermal exposure 0.75 | mg/person External dermal exposure 0.0375 | mg/person
External dermal exposure 0.0125 | mg/kg bw/d External dermal exposure 0.000625 | mg/kg bw/d
Total systemic exposure 0.06 | mg/person Total systemic exposure 0.003 | mg/person
Total systemic exposure 0.00100 | mg/kg bw/d Total systemic exposure 0.00005 | mg/kg bw/d
% of AOEL 25| % % of AOEL 0.1 %

D acceptable without PPE: Worker wearing long sleeved shirt, long trousers (“permeable”) but no gloves
2 acceptable only with PPE: see 'Instructions for use' (cf. Krebs et al., 2000)

A 33 Bystander and resident exposure calculations (I11A1 7.4.1)
A 3.3.1 Calculations for epoxiconazole
Table A 26: Input parameters considered for the estimation of bystander exposure
Intended uses: ICereals Drift (D): 2.77% (FC, 1 m)
0.125kg a.s./h 1jm?2 (adult
Application rate (AR): ga 52 a [Exposed body surface area m? (a ll s)
12.5\mg/m (BSA): 0.21jm? (children)
mg/kg a.s. (6 hours,
. 60kg/person (adults) Specific Inhalation Exposure 0.001 ladults)
Body weight (BW): . (I%,): img/kg a.s. (6 hours,
16.15kg/person (children) 0.000575Chil dren)
Dermal absorption (DA): 60% (‘'worst case')
- - Area Treated (A): 20ha/d (based on FCTM)
Inhalation absorption (IA): 1001%
AOEL: 0.008mg/kg bw/d [Exposure duration (T): Simin
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Table A 27:

Estimation of bystander exposure towards epoxiconazole

Adults

[Children

Bystander: Systemic dermal exposure during/after application in cereals (via spray drift)

SDEg = (AR x D x BSA x DA) / BW

SDE; = (AR x D x BSA x DA) / BW

(12.5x2.77% x 1 x 60%) / 60

12.5x2.77% x 0.21 x 60%) / 16.15

External dermal exposure 0.34625/mg/person External dermal exposure 0.072713jmg/person
External dermal exposure 0.005771jmg/kg bw/d External dermal exposure 0.004502)mg/kg bw/d
Systemic dermal exposure 0.003463mg/kg bw/d Systemic dermal exposure 0.002701mg/kg bw/d

Bystander: Systemic inhalation exposure during/after application in cereals (via spray drift)

SIEg = J*a x AR X AxTxIA)/BW

SIEg = (I*A X AR X AxTxIA)/BW

(0.001 /360 x 0.125 x 20 x 5 x 100%) / 60

0.000575 /360 x 0.125 x 20 x 5 x 100%) / 16.15

External inhalation exposure 0.000035[mg/person External inhalation exposure 0.00002/mg/person
External inhalation exposure 0.000001jmg/kg bw/d External inhalation exposure 0.000001img/kg bw/d
Systemic inhalation exposure 0.000001mg/kg bw/d Systemic inhalation exposure 0.000001mg/kg bw/d

Total systemic exposure: SEg = SDEg + SIEg

Total systemic exposure: SEg = SDEg + SIEg

Total systemic exposure 0.207785[mg/person Total systemic exposure 0.043647/mg/person
Total systemic exposure 0.003463mg/kg bw/d [Total systemic exposure 0.002703mg/kg bw/d
% of AOEL 43.29% % of AOEL 33.78%

Table A 28: Input parameters considered for the estimation of resident exposure
Intended uses: ICereals Drift (D): 2.38% (FC, 1 m)
L 0.125kg a.s./ha . 7300cm?h (adults)
Application rate (AR): 5 [Transfer coefficient (TC): 5 -
0.00125/mg/cm 2600cm*/h (children)
Number of applications (NA): 2| I"Il‘lrll:fl'{"f.ransferable Residues 5(%
60kg/person (adults) [Exposure Duration (H): 2lh
Body weight (BW): ) . Airborne Concentration of
16.15kg/person (children) Vapour (ACV): 0.001 mg/m’
[Dermal absorption (DA): 60/% (‘worst case') . 16.57jm%/d (adults)
- - nhalation Rate (IR): 3 -
Inhalation absorption (IA): 1001% 8.31m’/d (children)
Oral absorption (OA): 501% Saliva Extraction Factor (SE): 50%
IAOEL: 0.008mg/kg bw/d Surface Area of Hands (SA): 20cm?
Frequency of Hand to Mouth 20kvents/h
Freq):
Dislodgeable foliar residues -
DFR): 201%
Ingestion Rate for Mouthing of )
Grass/Day (IgR): 25em/d
Table A 29: Estimation of resident exposure towards epoxiconazole
Adults | Children

Residents: Systemic dermal exposure after application in cereals

(via deposits caused by spray drift)

SDEg = (AR xNAxD x TTR x TC x Hx DA) / BW

SDEg = (AR x NAx D x TTR x TC x Hx DA) / BW

(0.00125 x 2 x 2.38% x 5% x 7300 x 2 x 60%) / 60

(0.00125 x 2 x 2.38% x 5% x 2600 x 2 x 60%) / 16.15

External dermal exposure 0.043435 | mg/person External dermal exposure 0.01547 | mg/person
External dermal exposure 0.000724 | mg/kg bw/d External dermal exposure 0.000958 | mg/kg bw/d
Systemic dermal exposure 0.000434 | mg/kg bw/d Systemic dermal exposure 0.000575 | mg/kg bw/d
Residents: Systemic inhalation exposure after application in cereals (via vapour)

SIEg = (ACy x IR x IA) / BW SIEr = (ACy 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)

SOErm) = (AR x NA x D x TTR x SE x SA x Freq x Hx OA) / BW

(0.00125 x2x % x 5% x 50% x 20 x 20 x 2 x 50%) / 16.15

External oral exposure 0.00119 | mg/person
External oral exposure 0.000074 | mg/kg bw/d
Systemic oral exposure 0.000037 | mg/kg bw/d

Page 45 /55




Adexar - ZV1 026958-00/00

Part B — Section 3 - Core Assessment

zZRMS version

Residents: Systemic oral exposure (object-to-mouth transfer)

SOEg() = (AR x NA x D x DFR x IgR x OA) / BW

(0.00125 x 2 x % x 20% x 25 x 50%) / 16.15

External oral exposure 0.000298 | mg/person
External oral exposure 0.000018 | mg/kg bw/d
Systemic oral exposure 0.000009 | mg/kg bw/d

Total systemic exposure: SEg = SDER + SIEg Total systemic exposure: SEg = SDEg + SIEg + SOErw, + SOEgo)
Total systemic exposure 0.042631 | mg/person Total systemic exposure 0.018336 | mg/person
Total systemic exposure 0.000711 | mg/kg bw/d Total systemic exposure 0.001135 | mg/kg bw/d
% of AOEL 8.88 | % % of AOEL 14.19 | %
A 3.3.2 Calculations for fluxapyroxad
Table A 30: Input parameters considered for the estimation of bystander exposure
Intended uses: Cereals Drift (D): 2.77 | % (FC, 1 m)
0.125 | kg a.s./ha Exposed body surface area 1 | m? (adults)
Applicati te (AR):
pplication rate (AR) 12.5 | mg/m? (BSA): 021 | m? (children)
o . mg/kg a.s. (6 hours,
. 60 | kg/person (adults) Specific Inhalation Exposure 0.001 adults)
Body weight (BW): (I*p): mg/kg a.s. (6 hours
. A)e .S. N
16.15 | kg/person (children) 0.000575 children)
Dermal absorption (DA): 8 | % (‘'worst case'
- P .( ) b ( ) Area Treated (A): 20 | ha/d (based on FCTM)
Inhalation absorption (IA): 100 | %
AOEL: 0.04 | mg/kg bw/d Exposure duration (T): 5 | min
Table A 31: Estimation of bystander exposure towards fluxapyroxad
Adults [ Children
Bystander: Systemic dermal exposure during/after application in cereals (via spray drift)
SDEg = (AR x D x BSA x DA) / BW SDEg = (AR x D x BSA x DA)/ BW
(12.5x2.77% x 1 x 8%) / 60 (12.5x2.77% x 0.21 x 8%) / 16.15
External dermal exposure 0.34625 | mg/person External dermal exposure 0.072713 | mg/person
External dermal exposure 0.005771 | mg/kg bw/d External dermal exposure 0.004502 | mg/kg bw/d
Systemic dermal exposure 0.000462 | mg/kg bw/d Systemic dermal exposure 0.00036 | mg/kg bw/d

Bystander: Systemic inhalation exposure during/after application in cereals (via spray drift)

SIEg = (I*ax ARx AxTxIA)/BW

SIEg = (I*A x AR x Ax T x IA) / BW

(0.001 /360 x 0.125 x 20 x 5 x 100%) / 60

(0.000575 /360 x 0.125 x 20 x 5 x 100%) / 16.15

External inhalation exposure 0.000035 | mg/person External inhalation exposure 0.00002 | mg/person
External inhalation exposure 0.000001 | mg/kg bw/d External inhalation exposure 0.000001 | mg/kg bw/d
Systemic inhalation exposure | 0.000001 | mg/kg bw/d Systemic inhalation exposure 0.000001 | mg/kg bw/d
Total systemic exposure: SEg = SDEg + SIEg Total systemic exposure: SEg = SDEg + SIEp

Total systemic exposure 0.027735 | mg/person Total systemic exposure 0.005837 | mg/person
Total systemic exposure 0.000462 | mg/kg bw/d Total systemic exposure 0.000361 | mg/kg bw/d
% of AOEL 1.16 | % % of AOEL 0.90 | %

Table A 32: Input parameters considered for the estimation of resident exposure
Intended uses: Cereals Drift (D): 2.38 | % (FC, 1 m)
Application rate (AR): 0125 | kg a.s./ha Transfer coefficient (TC): 7300 | em?/h (adults)

0.00125 | mg/cm? 2600 | cm?h (children)
Number of applications (NA): 2 '(l"lEJTl:il'l'iransferable Residues 51%
60 | kg/person (adults) Exposure Duration (H): 2|h
Body weight (BW): 16.15 | ke/person (children) é;r;):l::f AC((:){;;entratmn of 0 -
Dermal absorption (DA): 8 | % (‘worst case') . 16.57 | m*/d (adults)

- - Inhalation Rate (IR): 3 -
Inhalation absorption (IA): 100 | % 8.31 | m’/d (children)
Oral absorption (OA): 68 | % Saliva Extraction Factor (SE): 50 | %

AOEL: 0.04 | mg/kg bw/d Surface Area of Hands (SA): 20 | cm?
Frequency of Hand to Mouth 20 | events/h
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(Freq):

Dislodgeable foliar residues

(DFR): 201 %
Ingestion Rate for Mouthing of )
Grass/Day (IgR): 25 | em7d

Table A 33:

Estimation of resident exposure towards fluxapyroxad

Adults

[ Children

Residents: Systemic dermal exposure after application in cereals

(via deposits caused by spray drift)

SDEg = (AR xNAxD x TTR x TC x Hx DA) / BW

SDEg = (AR x NAxD x TTR x TC x Hx DA) / BW

(0.00125 x 2 x 2.38% x 5% x 7300 x 2 x 8%) / 60

(0.00125 x 2 x 2.38% x 5% x 2600 x 2 x 8%) / 16.15

External dermal exposure 0.043435 | mg/person External dermal exposure 0.01547 | mg/person

External dermal exposure 0.000724 | mg/kg bw/d External dermal exposure 0.000958 | mg/kg bw/d

Systemic dermal exposure 0.000058 | mg/kg bw/d Systemic dermal exposure 0.000077 | mg/kg bw/d

Residents: Systemic inhalation exposure after application in cereals (via vapour)

SIEg = (ACyv x IR x IA) / BW SIEr = (ACy x IR x IA) / BW

(0x 16.57 x 100%) / 60 (0x8.31 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)
SOEgrm) = (AR x NA x D x TTR x SE x SA x Freq x Hx OA) / BW
(0.00125 x2 x % x 5% x 50% x 20 x 20 x 2 x 68%) / 16.15
External oral exposure 0.00119 | mg/person
External oral exposure 0.000074 | mg/kg bw/d
Systemic oral exposure 0.00005 | mg/kg bw/d
Residents: Systemic oral exposure (object-to-mouth transfer)
SOEg(0) = (AR x NA x D x DFR x IgR x OA) / BW
(0.00125 x 2 x % x 20% x 25 x 68%) / 16.15
External oral exposure 0.000298 | mg/person
External oral exposure 0.000018 | mg/kg bw/d
Systemic oral exposure 0.000013 | mg/kg bw/d

Total systemic exposure: SEr = SDEg + SIEg Total systemic exposure: SEgr = SDEg + SIEg + SOErm, + SOEg(o)

Total systemic exposure 0.003475 | mg/person Total systemic exposure 0.002249 | mg/person

Total systemic exposure 0.000058 | mg/kg bw/d Total systemic exposure 0.000139 | mg/kg bw/d

% of AOEL 0.14 | % % of AOEL 035| %

A34 Combined exposure calculations for epoxiconazole and fluxapyroxad

Please, see respective paragraph under 3.6.5.
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Appendix 4 Detailed evaluation of exposure studies relied upon (IITA 7.3.3,
ITTA 7.4.2, 111A 7.5.4, I11IA 7.7)

A4.1 Operator exposure study

A4.1.1 Study 1

Reference: 7.3.3/01

Report Determination of dermal and inhalation operator exposure for

mixing/loading and application of BAS 601 KD F in cereals
Stadler, R., 2007
2007/1033389, 263968, ASB2009-4728

Guideline: OECD Series on Testing and Assessment No. 9 - Guidance document on
the conduct of studies of occupational exposure to pesticides during
agricultural application (Paris 1997)

GLP: Yes
Acceptability: Yes

Materials and methods

Measurements of operator exposure were conducted using a surrogate epoxiconazole-containing
suspension concentrate (SC; BAS 601 KD F) with 100 g/L. epoxiconazole on field crops. The study was
conducted on 10 operators at 10 locations in the Southwest and East of Germany during September and
October 2006. Exposure was monitored during mixing/loading and application of the spray solution, but
it was not detected separately for the two individual tasks.

Operators were considered experienced in pesticide application. Their age was between 32 and 57 years.
Their body weights were in the range of 85 kg to 110 kg with a mean of about 93 kg.

For mixing/loading there were two different scenarios, A and B, which are shortly characterised below:

A Mixing/loading was performed as a standard procedure, i.e. conventional
containers (5 L) of the product were handled by the operators (operator 1B, 2A-
10A) in order to prepare the spray dilution.

B Mixing/loading was performed using two different closed transfer systems
(operator 1A, 2B-10B).

However, data recorded for subset B were not reported here and are not
included into this risk assessment.

Spraying equipment reflecting present standard of application technique, i.e. tractors with closed cabins,
large tanks in the range of 2000 to 5200 liters and large spray booms with a width of 18 to 36 m, was
used. Application was carried out with conventional tractor-mounted or tractor-drawn boom sprayers
fitted with hydraulic nozzles All operators treated about 50 ha per day (48.0 - 53.5 ha/d), 1.25 L/ha of
product were applied and water volumes of 100 — 200 L/ha were used.

Meteorological conditions were monitored during all workdays. Air temperatures ranged from 12°C to
32°C, the range of soil temperatures was 11°C to 25°C. Relative humidity of 55-100% was recorded,
wind speed ranged from 0 m/s to 4 m/s.

Dosimeter

Dermal dosimeter
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Dermal exposure was measured using two layers of whole body dosimeters (inner and outer dosimeter).
Standard work clothing made from cotton/polyester fabric was chosen as the outer layer, whereas the
inner dosimeter consisted of cotton underwear with long arms and legs.

Hand exposure was assessed by analysis of nitrile protective gloves (outer dosimeter) and hand wash
samples (inner dosimeter). Hand wash samples were taken at times when the worker normally washed his
hands. The operators were advised to use protective gloves for mixing/loading only. Therefore, operators
did not need to wear protective gloves during application routinely except that they performed
maintenance work on the sprayer, so that they could get into contact with spray liquid. Right and left
gloves used per operator on a working day were pooled and subjected to a common analysis of the active
substance contained. Hand wash samples to determine actual hand exposure were pooled as well.

At the end of the work period, head exposure was detected by face/neck wipes using 100 % cotton gauze
pads which had been moistened with a mild soap solution. When the operator wished to wear a hat or a
cap he was allowed to do so, but amounts of active substance were not determined on hats or caps.

At the end of the monitoring period outer and inner dosimeters were separated and cut into individual
parts for subsequent analysis, as described below:

Outer dosimeter

Inner dosimeter

Both lower arms

Both lower arms

Both upper arms

Both upper arms

Chest

Chest

Back

Back

Both lower legs

Both lower legs

Both upper legs

Both upper legs

Protective gloves (right and left pooled)

Hand wash samples (right and left one pooled)

Face/neck wipes

Potential dermal exposure (PDE) was calculated from residues on the work jacket, the pair of trousers, the
underwear (vest & long-johns), the face/neck wipes, the hand-wash samples and the protective gloves.
The actual dermal exposure (ADE) was calculated from the residues detected on/in the underwear (long
sleeved vest & long-johns), the faces/neck wipes and the hand-wash samples.

Inhalation dosimeters

Operators were equipped with personal air sampling pumps (TENAX adsorption tubes) combined with an
inhalable fraction sample collector located in the operator's breathing zone. The limit of quantification for
epoxiconazole (LOQ) was 1ng (0.001 pg). Air pump flow was calibrated to 2 L/min. For operators
engaged in moderate physical labour a breathing volume of 20.83 L/min or 1.25 m%h was taken into
account. Thus, a conversion factor of 10.415 [20.83 L/min : 2 L/min = 10.415] was used to estimate
inhalation exposure for operators.

Storage of dosimeters

Body dosimeters were removed, cut and kept in a cool box for transport to the laboratory. Samples were
subsequently stored deep-frozen until analysis. Air samplers were stored in darkness at ambient
temperatures until analysis.

Field recoveries and analytical procedures

The stability of the test item under field; storage and transport conditions in or on the sampling materials
(coverall, inner dosimeters, facial swabs, protective gloves if necessary and air sampling filers) was
assessed. For this purpose, the test item was applied under laboratory and under field conditions onto the
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different sampling materials at two different concentrations (i.e. at the 10-fold and 100-fold of the LOQ).
Subsequently, recoveries were analytically determined.

Active substance from all sampling materials — except for air samplers - was extracted using either
methanol or methanol/water (1 : 1). The Tenax absorber tubes were extracted with acetone. Respective
extracts were reduced to dryness and subsequently diluted in methanol : water (1:1). Aliquots of the
extracts were appropriately analysed by LC/MS/MS.

Results and discussion

Analvtical confirmation of the concentration of epoxiconazole in BAS 601 KD F
Three different batches of BAS 601 KD F were used in the study. The analytical confirmation of active
substance concentrations gave the following results (Table A 34).

Table A 34: Analytical results for epoxiconazole concentrations in used BAS 601 KD F
batches
Batch-No. Nominal content epoxiconazole [g/L] Analysed content epoxiconazole [g/L]
2032 100 91
2036 100 92.2
2037 100 94.5

The mean analytical concentration was 92.6 g epoxiconazole/L in the three batches. Therefore, a
correction factor (i.e. 1.08) was used to adjust all raw data in order to account for the difference in
nominal active substance concentration of 100 g/L. and actual epoxiconazole concentration.

Results of field or laboratory fortifications

The results of field, transport and concurrent laboratory fortification analyses demonstrated the storage
and transport stability of the test item. Field recovery and lab recovery data for body dosimeters were in
the range of 74 to 99% of the active substance initially applied. For air sampler units, recoveries were
between 95 to 102%. Results are presented below (Table A 35).

Table A 35: Field and concurrent laboratory fortification rates
Matrix Field recovery Lab Recovery Correction Factor *
Inner dosimeter 74 % 78 % 1.35
Face wipe 98 % 99 % n.n.
Hand wash solution 92 % 99 % n.n.
Outer dosimeter 92 % 95 % n.n.
Gloves 88 % 87 % n.n.
Air sampler 95 % 102 % n.n.

# According to guidelines a correction factor will not be necessary if the recovery values are within the 70 - 120% range
Nevertheless, based on the obtained recovery data a correction factor of 1.35 was applied to account for
incomplete field and laboratory recoveries for inner body dosimeters. For all other matrices raw data were

not corrected.

A summary of the amounts of epoxiconazole on outer and inner body dosimeters, in hand wash solutions,
on/in gloves, in face and neck wipes as well as on air sampler absorption tubes is given in Table A 36.
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Table A 36: Summary of operator exposure towards epoxiconazole when mixing/loading
and spraying BAS 601 KD F in field crops

Operator |Outer body | Inner body | Head | Gloves | Hands | Inhalation | Actual der- [Potential dermal
[ngl [ngl® [ng] [ngl [ng] | [mg] ™™ |mal exposure/  exposure
[ug] EEEY [pg] EETY
1B 62.92 17.50 0.32 2805.00 12.00 0.45 32.20 3129.55
2A 134.27 2.01 0.34 4371.00 1.40 2.25 4.05 4869.74
3A 86.28 2.03 0.07 566.00 1.00 0.43 3.34 707.81
4A 450.43 2.96 0.43 2772.00 7.30 0.20 11.54 3491.77
5A 58.55 0.92 0.04 2565.00 2.00 0.08 3.19 2836.63
6A 713.19 4.10 0.73 8190.00 94.60 0.36 107.39 9722.83
TA 28.98 4.16 0.32 822.00 2.10 0.08 7.10 926.16
8A 663.00 3.96 1.12 7704.00 2.60 0.21 8.29 9044.65
9A 1217,23 8.42 0.42 3420.00 54.50 0.09 68.41 5076.62
10A 32.58 1.36 0.22 365.00 0.80 0.06 2.57 431.96
Geo.mean 159.18 3.29 0.28 2240.99 4.72 0.22 10.60 2679.56
75" percentile 609.86 4.14 0.43 4133.25 10.82 0.41 27.04 5024.90

Data corrected for field recovery (factor 1.35, please, see text)
" Data adjusted for operator breathing volume of 20.83 L/min

“* Actual dermal exposure: inner body + head + hands; potential dermal exposure: outer body + inner body + head + gloves +
hands; data corrected for actual epoxiconazole concentration in BAS 601 KD F (factor 1.08, please, see text)

Comments of ZRMS: [The study is considered acceptable, according to guidelines, used for evaluation
Text of report has been modified and data have been re-calculated by the RMS,
applicant used a different breathing volume, i.e. 14 L/min, for operators, for

example.
A4.1.2 Study 2
Reference: 7.3.3/02
Report: Determination of operator exposure (passive dosimetry) during typical activities

associated with a ground boom application of BAS 480 31 F to cereal crops at farm
locations in the United Kingdom and Germany,

Blaschke, U., 2008,

2010/1089364, 344806, ASB2013-9336

Guideline: OECD Series on Testing and Assessment No. 9 - Guidance document on the
conduct of studies of occupational exposure to pesticides during agricultural
application (Paris 1997)

GLP Yes

Acceptability: Yes

Materials and methods

Measurements of operator exposure were conducted using a surrogate epoxiconazole-containing
suspension concentrate (SC; BAS 480 31 F) with 125 g/L. epoxiconazole on field crops. The study was
conducted on 15 operators at 13 locations in Germany and UK during May and June 2008. Exposure was
monitored during mixing/loading and application of the spray solution (scenario A: operator 1-15). In
addition, 14 operators were monitored during mixing/loading only (scenario B). However, data recorded
for scenario B were not reported here and are not included into this risk assessment.

Operators were considered experienced in pesticide application. Their body weights were in the range of
72 kg to 145 kg with a mean of about 104 kg.

Spraying equipment reflecting present standard of application technique, i.e. tractors with closed cabins,

large tanks in the range of 2000 to 4000 liters and large spray booms with a width of 18 to 30 m, was
used. Application was carried out with conventional tractor-mounted or tractor-drawn boom sprayers
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fitted with standard hydraulic nozzles or with drift-reducing nozzles. All operators treated 50 ha per day,
1 L/ha of product was applied and water volumes of about 90 — 105 L/ha were used.

Meteorological conditions were monitored during all workdays. Air temperatures ranged from 11°C to
32°C. Relative humidity of 23—-80% was recorded, wind speed ranged from O m/s to 2.5 m/s.

Dosimeter

Dermal dosimeter

Dermal exposure was measured using two layers of whole body dosimeters (inner and outer dosimeter).
Standard work clothing made from cotton/polyester fabric was chosen as the outer layer, whereas the
inner dosimeter consisted of cotton underwear with long arms and legs.

Hand exposure was assessed by analysis of nitrile protective gloves (outer dosimeter) and hand wash
samples (inner dosimeter). Hand wash samples were taken at times when the worker normally washed his
hands. The operators wore protective gloves during mixing/loading and also when handling contaminated
surfaces, i.e. they did not need to wear protective gloves during application routinely. Right and left
gloves used per operator on a working day were pooled and subjected to a common analysis of the active
substance contained. Hand wash samples to determine actual hand exposure were pooled as well.

At the end of the work period, head exposure was detected by face/neck wipes using 100 % cotton gauze
pads which had been moistened with a mild soap solution. When the operator wished to wear a hat or a
cap he was allowed to do so, but amounts of active substance were not determined on hats or caps.

At the end of the monitoring period outer and inner dosimeters were separated and cut into individual
parts for subsequent analysis, as described below:

Outer dosimeter

Inner dosimeter

Both lower arms

Both lower arms

Both upper arms

Both upper arms

Chest

Chest

Back

Back

Both lower legs

Both lower legs

Both upper legs

Both upper legs

Protective gloves (right and left pooled)

Hand wash samples (right and left one pooled)

Face/neck wipes

Potential dermal exposure (PDE) was calculated from residues on the work jacket, the pair of trousers, the
underwear (vest & long-johns), the face/neck wipes, the hand-wash samples and the protective gloves.
The actual dermal exposure (ADE) was calculated from the residues detected on/in the underwear (long
sleeved vest & long-johns), the faces/neck wipes and the hand-wash samples.

Inhalation dosimeters

Operators were equipped with personal air sampling pumps (TENAX adsorption tubes) combined with an
inhalable fraction sample collector located in the operator's breathing zone. Air pump flow was calibrated
to 1.5 L/min. For operators engaged in moderate physical labour a breathing volume of 20.83 L/min or
1.25 m3h was taken into account. Thus, a conversion factor of 13.887 [20.83 L/min : 1.5 L/min = 13.887]
was used to estimate inhalation exposure for operators.
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Storage of dosimeters

Body dosimeters were removed, cut and kept in a cool box for transport to the laboratory. Samples were
subsequently stored deep-frozen until analysis. Air samplers were stored in darkness at ambient
temperatures until analysis.

Field recoveries and analytical procedures

The stability of the test item under field; storage and transport conditions in or on the sampling materials
(coverall, inner dosimeters, facial swabs, protective gloves if necessary and air sampling filters) was
assessed. For this purpose, the test item was applied under laboratory and under field conditions onto the
different sampling materials at three different concentrations (i.e. at the 10-fold, 100-fold or 1000-fold of
the LOQ, depending on the matrix). Subsequently, recoveries were analytically determined.

Active substance from all sampling materials — except for air samplers - was extracted using either
methanol or methanol/water (1 : 1). The Tenax absorber tubes were extracted with acetone. Respective
extracts were further diluted in acetone. Aliquots of all extracts were appropriately analysed by
LC/MS/MS.

Results and discussion

Analvytical confirmation of the concentration of epoxiconazole in BAS 601 KD F
One batch of BAS 480 31 F was used in the study. The analytical confirmation of active substance
concentration gave the following result (Table A 34).

Table A 37: Analytical results for epoxiconazole concentrations in used BAS 480 31 F
batches
Batch-No. Nominal content epoxiconazole [g/L] Analysed content epoxiconazole [g/L]
2547585 125 126.1

No correction for a difference in nominal active substance concentration of 100 g/L and actual
epoxiconazole concentration is necessary.

Results of field or laboratory fortifications

The results of field, transport and concurrent laboratory fortification analyses demonstrated the storage
and transport stability of the test item. Field recovery and lab recovery data for body dosimeters were in
the range of 77.5 to 99 % of the active substance initially applied. For air sampler units, recoveries were
between 98 to 106 %. Results are presented below (Table A 35).

Table A 38: Field and concurrent laboratory fortification rates
Matrix Field recovery * Lab Recovery * Correction Factor #

Inner dosimeter 100 % +5.5 % 97.5 % £ 8.6 % n.n.
Face wipe 105.7 % £ 20.6 % 93.0% + 6.0 % n.n.
Hand wash solution 109.8 % + 13.4 % 983 % +8.2 % n.n.
Outer dosimeter 939 % +6.1 % 99.1 % +£7.8 % n.n.
Gloves 728 % +198 % *

Gloves 77.5 % +14.5 % ** 866 %£8.3 % 1.29
Air sampler 98.3 % £16.9 % 106.0 % + 4.3 % n.n.

* Mean values

* ‘worst case’, all values included

++except gloves which were blown from the table by a sudden wind gust

# According to guidelines a correction factor will not be necessary if the recovery values are within the 70 - 120% range.
However, no correction was applied in cases were the upper range was exceeded as the uncorrected values would result in a
conservative overestimation of exposure.
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Based on the obtained recovery data a correction factor of 1.29 was applied to account for incomplete
field and laboratory recoveries for gloves. For all other matrices raw data were not corrected.

A summary of the amounts of epoxiconazole on outer and inner body dosimeters, in hand wash solutions,
on/in gloves, in face and neck wipes as well as on air sampler absorption tubes is given in Table A 36.

Table A 39: Summary of operator exposure towards epoxiconazole when mixing/loading
and spraying BAS 480 31 F in field crops

Operator QOuter body | Inner body Head Gloves Hands | Inhalation |Actual dermal| Potential dermal
[ng] [ngl [ngl [ngl” [mgl [ng] ™ | exposure [pg] exposure

1 434.50 1.30 0.05 598.56 8.74 0.39 10.09 1043.15

2 4222.00 16.99 0.64 | 11537.76 141.00 0.08 158.63 15918.39

3 653.40 2.27 0.50 2383.92 7.54 0.22 10.31 3047.63

4 236.00 8.16 0.50 1806.00 52.20 0.54 60.86 2102.86

5 282.50 2.48 0.27 12.18 13.24 0.07 15.99 310.67

6 534.30 2.58 0.31 326.11 13.02 0.11 15.90 876.31

7 287.50 1.87 0.09 4633.68 3.56 0.64 5.52 4926.70

8 2645.00 10.49 0.25 1186.80 13.04 0.42 23.78 3855.58

9 392.20 1.63 0.15 794.90 3.26 14.46 5.03 1192.13

10 148.30 13.03 0.81 2745.12 15.34 0.86 29.18 2922.60

11 138.50 1.12 0.26 710.02 33.40 1.22 34.78 883.30

12 212.20 1.70 0.31 3952.56 11.42 0.72 13.43 4178.19

13 1041.00 6.10 0.49 | 70279.20 18.74 0.50 25.33 71345.53

14 6525.00 7.70 4.,52 | 29102.40 910.00 0.26 967.22 36594.62

15 2050.00 3.62 3.64 | 37668.00 224.00 0.21 231.26 39949.26
Geo.mean 620.21 3.71 0.47 2321.39 23.09 0.42 29.81 3901.27
75" percentile 1545.50 7.93 0.57 8085.72 42.80 0.68 47.82 10422.55

Data corrected for field recovery (factor 1.29, please, see text)
" Data adjusted for operator breathing volume of 20.83 L/min

“* Actual dermal exposure: inner body + head + hands; potential dermal exposure: outer body + inner body + head + gloves +
hands

Comments of ZRMS: [The study is considered acceptable, according to guidelines, used for evaluation
Text of report has been modified and data have been re-calculated by the RMS,
applicant used a different breathing volume for operators, i.e. 14 L/min,, for
example.

General conclusion on the applicability of the surrogate studies to assess operator exposure under
the current use conditions of BAS 701 00 F

The surrogate field exposure studies conducted used liquid formulations applied to field crops using
ground-boom sprayers with hydraulic nozzles. In the studies the exposure during mixing/loading and
application was monitored together. The results are considered representative of equipment intended for
large areas, i.e. corresponding to the data used in the UK agronomic parameters (50 ha/day). The
application rate was 125 g a.i./ha with application volumes between 90 to 180 L/ha. The exposure data
were generated using current standard application equipment (e.g. tractors with closed cabins in
combination with large-tank ground-boom sprayers and wide spray booms). Thus, the use conditions of
the field exposure studies is representative of the use conditions of BAS 701 00 F as it is applied today.

Table A 40 depicts the pooled exposure data from both above described studies normalised to individual
body weights as well as to work rates of 50 ha per day. Since the application rate (125 g active
substance/ha) is the same in case of the two exposure studies and intended uses of BAS 701 00 F no
further normalisation of the data is considered necessary.
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Table A 40: Extrapolated dermal and inhalative exposure of described operator exposure
studies (see above) with ground boom sprayers standardised for a work rate of
50 ha/day and normalised to the individual body weight

Operator Body weight Treated area Actual dermal Potential dermal |Exposure via inhalation
[kgl [ha] exposure adjusted to | exposure adjusted to adjusted to 50 ha
50 ha [pg/kg bw] 50 ha [ug/kg bw] [ug/kg bw]

1B 86 48.60 0.3852 37.44 0.0054

2A 87 49.40 0.0471 56.65 0.0262
3A 90 49.80 0.0373 7.90 0.0048
4A 96 48.00 0.1252 37.89 0.0022
5A 85 51.90 0.0362 32.15 0.0009
6A 96 50.00 1.1186 101.28 0.0037
7A 110 51.00 0.0633 8.25 0.0007
8A 100 50.00 0.0829 90.45 0.0021
9A 85 50.00 0.8048 59.72 0.0011
10A 95 50.00 0.0271 4.55 0.0006

1 85 50.00 0.1187 12.26 0.0046

2 119 50.00 1.3331 133.63 0.0007

3 81 50.00 0.1273 37.60 0.0027

4 124 50.00 0.4908 16.89 0.0044

5 95 50.00 0.1683 3.24 0.0007

6 138 50.00 0.1152 6.33 0.0008

7 102 50.00 0.0541 48.28 0.0063

8 104 50.00 0.2286 36.97 0.0040

9 145 50.00 0.0347 8.21 0.0997

10 100 50.00 0.2918 29.10 0.0086

11 91 50.00 0.3822 9.69 0.0134

12 102 50.00 0.1317 40.95 0.0071

13 102 50.00 0.2483 699.41 0.0049

14 102 50.00 9.4825 358.70 0.0026

15 72 50.00 3.2119 554.80 0.0029
Geo.mean 98.40 0.2005 34.12 0.0033
75" percentile 102.00 0.3852 59.72 0.0054
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4 METABOLISM AND RESIDUES DATA
4.1 Evaluation of the active substances

4.1.1 Epoxiconazole

Table 4.1-1: Identity of the active substance

Structural formula

()

N
E

Common Name Epoxiconazole
CAS number 133855-98-8
4.1.1.1 Storage stability

A summary of the storage stability data on epoxiconazole is given in the following table. Data that have
been previously evaluated at EU level are described in detail in the DAR (Germany 2005, ASB2010-
10473) and were evaluated in the framework of the peer review of the pesticide risk assessment of the
active substance (ASB2012-3620).

Table 4.1-2: Stability of residues (Annex ITA, point 6.1)

Stability of Epoxiconazole Residues of epoxiconazole in wheat straw and grain were
stable at -20°C, wheat plant at -12°C for at least 24
months (RIP2003-1503).

Residues of epoxiconazole in wheat plant, wheat straw
wheat grain, pea, peach, rape seed, sugar beet and head
cabbage were stable at -20°C for at least 24 months
(RIP2003-1533).

Residues of epoxiconazole in animal matrices (milk,
muscle, liver, kidney and fat) were stable at -18°C for up
to 12 months (RIP2003-1534).

4.1.1.2 Metabolism in plants and plant residue definition(s)

A summary of the metabolism of epoxiconazole in plants is given in the following table. Data have been
evaluated at EU level in the DAR (Germany 2005, ASB2010-10473), in an addendum to the DAR
(Germany 2013, ASB2013-7187), in EFSA’S conclusion of the peer review (EFSA 2008; ASB2012-
3620) and in EFSA’s Reasoned Opinion concerning the modification of the existing MRLs for
epoxiconazole in various cereals (EFSA 2011, ASB2012-3291).
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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

Crops investigated include: cereals, fruits, roots/tubers,
coffee.

- Cereals (wheat, RIP2003-1512; RIP2003-1514): foliar
application ['*C]-labelled triazole, 2 x 0.12 kg as/ha (GS
BBCH 37 and BBCH 47-49)

At harvest TRR were highest in straw (7-9.5 mg as-eq/kg)
and lowest in grain (0.045 mg as-eq/kg). In grains the greater
part of the radioactivity were re associated or incorporated
into the starch fraction. No parent was found in grains.

- Cereals (wheat, RIP2003-1508, RIP2003-1510, RIP2003-
1511): foliar application; ['*C]-label in oxirane ring,

1 x 0.25 kg as/ha.

At harvest TRR was highest in roots (ca. 3 mg as-eq/kg) and
lowest in ears and grain (0.027 and 0.036 mg as-eq/kg,
respectively). Unchanged parent made up the majority of the
residue in forage and straw: In grains the greater part of the
radioactivity were re associated or incorporated into the
starch fraction.

- Fruits (bananas, RIP9700204, RIP9700205, RIP9700245):
foliar application, 4 x 150 g as/ha, [*C]-labelled
chlorophenyl- and fluorophenyl ring.

Parent epoxiconazole was the main component of the
residues in bananas and whole fruits (70 % TRR).

- Root/tuber vegetables (sugar beet, RIP2000-4): foliar
application, 2 x 150 g as/ha, “C-labelled fluorophenyl ring
Parent epoxiconazole was the main component in sugar beet
leaves (>90 % TRR) and in sugar beet roots (77 % TRR).

- Coffee beans (RIP9700244): foliar application, 150 and

100 g as/ha, *C-labelled chlorophenyl- and fluorophenyl ring
Residues <0.01 mg/kg, only epoxiconazole.

- Coffee beans and leaves (ASB2011-10921): 2 foliar
applications at 0.375 and 0.250 kg as/ha, both oxirane-2-'4C
label and the triazole-3(5)-'“C label.

Parent epoxiconazole main component in coffeee beans (37-
62% TRR) and coffee leaves (73-86% TRR).

The extent of epoxiconazole metabolism in plant is very
limited, partly accompanied by uptake of triazole metabolites
from soil and accumulation in wheat grain.

In residue field studies a shift of the (-)/(+) enantiomer ratio
was observed in samples of wheat, barley maize, pea) to (+),
ranging from 1:1 to 1:4. In metabolism studies however no
significant change of the ratio was seen in wheat (grain,
forage) and coffe (beans, leaves) (ASB2011-10918)..
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Rotational crops RIP2003-1513: [Triazole-3(5)-'*C] label, 510 g a.s./ha to
bare soil; PBI: 30, 120, 365 days; rotated crops: spring wheat,
beans, carrots, lettuce

TRRs were 0.065-0.147 mg as-eq/kg in lettuce, 0.072-0.200
mg as-eq/kg in carrot roots, 0.089-0.191 mg as-eq/kg in green
beans and 1.137-0.744 mg as-eq/kg in wheat grain.
Composition of residues was investigated for 30 day PBI
samples of the above mentioned study (RIP2003-1519).
Uptake factors from soil (TRR in rotational crop divided by
TRR of soil) were 7.3 for wheat grain and 7.5 for wheat
straw. In grain TA and TRR made up 54% and 26% of the
TRR respectively; unlike for grain unchanged parent was the
major component in straw (39% TRR) whereas TAA was
10% TRR and triazolyl-hydroxy-propionic acid was 16%
TRR.

RIP2003-1537: Chlorophenyl and fluorophenyl labels, 400
g/ha to bare soil; PBI: 30, 120, 365 days, rotated crops:
radish, lettuce, wheat

Formation of polar degradates at low individual
concentrations. No structure could be elucidated. Besides
these fractions unchanged parent was the major component of
the residue.

ASB2011-10925: [Triazole-3(5)-'*C] label, 400 g/ha to bare
soil; PBI: 29, 120, 365 days, rotated crops radish, leaf lettuce,
spring wheat

TRRs were 0.04-0.016 mg as-eq/kg in lettuce leaf and at
comparable levels in radish roots; higher residues were seen
in wheat forage (0.23-0.48 mg as-eq/kg) and wheat chaff and
grain (0.79-1.82 mg as-eq/kg, highest at PBI 120 d). Main
compo-nent of the residue was TA, formed probably after
uptake of triazole (not found in plant material) from soil.

Metabolism in rotational crops similar to Yes
metabolism in primary crops? (yes/no)

Distribution of the residue in peel/ pulp Not applicable

Processed commodities (nature of residue) Epoxiconazole was found hydrolytically stable under the
representative processing conditions (RIP2003-1535).

Residue pattern in raw and processed Yes
commodities similar? (yes/no)

Plant residue definition for monitoring Epoxiconazole (Reg. (EC) No 396/2005)

Plant residue definition for risk assessment Epoxiconazole (provisional)

The residue definition and dietary risk assessment is
considered provisional due to i) uncertainties in the
enantiomer ratio in plants and animals and ii) pending
approach on how to tackle the impact of triazole derivative
metabolites (TDM) in dietary risk assessment.

Conversion factor(s) (monitoring to risk Not concluded
assessment)
4.1.1.3 Metabolism in livestock and animal residue definition(s)

A summary of the metabolism of epoxiconazole in livestock is given in the following table. Data that
have been previously evaluated at EU level are described in detail in the DAR (Germany 2005,
ASB2010-10473), in EFSA’s conclusion of the peer review (EFSA 2008; ASB2012-3620) and in EFSA’s
Reasoned Opinion concerning the modification of the existing MRLs for epoxiconazole in various cereals
(EFSA 2011, ASB2012-3291).
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Table 4.1-4: Metabolism in livestock (Annex ITA, point 6.2.2 to 6.2.5 and 6.7.1)

Animals covered - Lactating goats (RIP2003-1507): 5 days, 0.5 and 10
mg/kg bw/day, 17 and 344 mg/kg feed, ['*C]-oxirane label
Lactating goats (RIP2003-1516): 5 days, 0.5 mg/kg
bw/day, ['*C]-oxirane label

Lactating goats (RIP2003-1517): 5 days, 10 mg/kg
bw/day ['*C]-oxirane label

Most of the applied radioactivity was excreted. Transfer
into milk, muscle and fat was low. Higher residues were
seen in kidney and particularly liver. Major part of the
residues was unchanged parent (50-60% TRR in muscle
and fat, 33% in liver and 22% in kidney).

- Lactating goats (ASB2011-10922, ASB2011-10923):
[*4C]-triazole label, 12 mg/kg feed (0.35 mg/kg b.w.), 14
days.

In milk 0.17-0.21% of TAR was found. 1.65 mg as-eq/kg,
0.24 mg as-eq/kg , 0.07 mg as-eq/kg and 0.04 mg as-eq/kg
were found in liver, kidney, fat and muscle tissues,
respectively. 1,2,4-triazole (M52; up to 70% TRR) and
480MO06 were found at significant levels (12.5% in fat; not
confirmed at higher dose rates probably due to laborious
sample work-up); traces of parent (<10% in all samples).
Extensive cleavage of parent compound was observed. No
indication of accumulation in milk or tissues was seen.

- Laying hens (RIP2000-551): [**C]-oxirane label, 12 and
229 mg/kg feed, 6 days

Laying hens (RIP2003-1518): ['4C]-oxirane label, 12 and
229 mg/kg feed, 6 days.

Most of the applied radioactivity was excreted. In tissues,
highest residues were determined in fat and liver. Major
part in all animal tissues was parent (48-99 % in muscle,
fat, skin and eggs of hens and 14 % TRR in hen liver). No
accumulation in tissues was observed. Like for rats and
plants there was a tendency also in goat metabolism of
reduction of the (-) enantiomer compared to the (+) isomer
enantiomer (ASB2011-10918).

Time needed to reach a plateau concentration in milk | 5-7 days

and eggs
Animal residue definition for monitoring Epoxiconazole (Reg. (EC) No 396/2005)
Animal residue definition for risk assessment Epoxiconazole (provisional)

The residue definition and dietary risk assessment is
considered provisional due to i) uncertainties in the
enantiomer ratio in plants and animals and ii) pending
approach on how to tackle the impact of triazole
derivative metabolites (TDM) in dietary risk assessment.

Conversion factor(s) (monitoring to risk assessment) | Not concluded

Metabolism in rat and ruminant similar (yes/no) Yes
Fat soluble residue: (yes/no) Yes (log Pojw =3.3)
4.1.1.4 Residues in rotational crops

A summary of the field rotational crop studies on epoxiconazole is given in the following table. Data that
have been previously evaluated at EU level are described in detail in the DAR (Germany 2005,
ASB2010-10473), in EFSA’s conclusion of the peer review (EFSA 2008; ASB2012-3620) and in EFSA’s
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Reasoned Opinion concerning the modification of the existing MRLs for epoxiconazole in various cereals

(EFSA 2011, ASB2012-3291).

Table 4.1-5: Residues in rotational crops (Annex IIA, point 6.6.3)

Field studies

RIP2003-1538, RIP2003-1539 (addendum to RIP2003-
1538): field study, Japan, application to wheat at 3x0.375
kg/ha with 7 day intervals, after harvest rotational crops
rice, cucumber, spinach, potato, radish, soybean, sugar
beet were planted

RIP2003-1526: field study, UK, 12 sites, application to
winter wheat, winter barley or spring barley, 3-4x 0.125-
0.188 kg/ha, rotational crops cereals, potatoes, oilseed
rape, turnips.

Field studies show that under normal agricultural
conditions parent residues were below the LOQ

(0.05 mg/kg) in edible parts of rotational crops cultivated
after cereals, which have been treated with exaggerated
application rates of epoxiconazole (compared to cGAP).
Thus, significant epoxiconazole residues are not expected
in food and feed commodities obtained from succeeding
crops (consequent to uses in compliance with cGAP). The
occurrence of triazole metabolites was not investigated.

4.1.1.5 Residues in livestock

An actual calculation of the dietary burden (based on residue data reported in the EU and all relevant uses
authorized in Germany) is provided in the following table.

Table 4.1-6: Calculation of the dietary burden (based on residue data reported in the EU)
Feedstuff % DM Percent of daily livestock diet (dry feed basis) Residue Intake (mg/kg, dry feed basis)
Chicken Dairy cattle ~ Beef cattle Pig (mg/ke) Chicken  Dairy Beef Pig

1.9 kg bw 550 kg bw 350 kg bw

75 kg bw cattle cattle

daily maximumdaily maximumdaily maximumdaily maximum

feed DM)  feed (DM)  feed (DM)
120 g 20 kg 15kg

feed (DM) 3 kg

Kale/Cabbage 14 5 - -
Sugar beet leaves
and tops

Silage 20 - 80 -
Grains except
maize

Bran (wheat and

16 - - 30

86 70 - -

- 0.110° 0.039 - - -
25 1.440° - - 2.700 2.250
- 0.730°¢ - 2.920 - -
- 0.140¢ 0.114 - - -

rye) 89 - - - 15 0.168°¢ - - - 0.028
Straw (cereals) 86 - 20 50 - 15.400° - 3.581 8.953 -

Pulses 86 5 - - - 0.100¢ 0.006 - - -

Beet roots 20 20 - 20 60 0.050" 0.050 - 0.050 0.150
Intake (mg/kg dry weight feed) 0.209 6.501 11.703  2.428
Intake (mg/kg bw/d) 0.013 0.236 0.502 0.097
Intake (mg/animal/d) 0.025 130.03 175.55 7.285

2HR, based on GAP 3 x 125 g/ha, PHI 28 days
"HR, , EFSA 2012 (ASB2012-9643)

¢STMR, EFSA 2012 (ASB2012-9643)
4STMR, , EFSA 2012 (ASB2012-9643)
¢STMR , EFSA 2012 (ASB2012-9643)

THR, , EFSA 2012 (ASB2012-9643)

¢HR , EFSA 2012 (ASB2012-9643)
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Table 4.1-7: Conditions of requirement of livestock feeding studies on epoxiconazole
Ruminant: Poultry: Pig:
Expected intakes by livestock 20.1 mg/kg diet (dry |yes yes yes
weight basis) (yes/no — If yes, specify the level) 6.5 (cow), 11.7 0.21 2.4
(beef)
Potential for accumulation (yes/no): No No No
Metabolism studies indicate potential level of Yes Yes, butonly at | Yes
residues >0.01 mg/kg in edible tissues (yes/no) highly overdosed
rates

A summary of the available livestock feeding studies is given in the following table. The studies have
been evaluated at EU level and outcomes are described in detail in the DAR (Germany 2005, ASB2010-
10473), in EFSA’S conclusion of the peer review (EFSA 2008; ASB2012-3620) and in EFSA’s Reasoned
Opinion concerning the modification of the existing MRLs for epoxiconazole in various cereals (EFSA

2011, ASB2012-3291).

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

Cow: 5, 15, 50 Hen: 0.2, 0.6, 2, 4 | See ruminant:

RIP2003-455 ASB2011-10924

Relevant dosing level (mg/kg feed dry matter) in
feeding study

Dairy: 5 0.2 5
Beef: 15

Expected residue levels in animal matrices (mg/kg):

Muscle <0.01 <0.01 <0.01
Liver 0.12 <0.01 0.04
Kidney 0.013 <0.01 <0.01
Fat <0.01 <0.01 <0.01
Milk 0.0015 -- --
Eggs -- <0.01 --
4.1.2 Fluxapyroxad
Table 4.1-9: Identity of the active substance
Structural formula . ?NHS

Common Name

Fluxapyroxad (BAS 700 F)

CAS number

907204-31-3

4.1.2.1 Storage stability

A summary of the storage stability data on fluxapyroxad is given in the following table. Data on frozen
storage stability have been evaluated in the context of the peer review of fluxapyroxad (EFSA, 2012,

ASB2012-3723) and were described in detail in the DAR (UK, 2011, ASB2013-4548).
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Table 4.1-10: Stability of residues (Annex ITA, point 6.1)

Stability of fluxapyroxad and its metabolites
M700F002, M700F008 and M700F048

Deep freeze (-20°C) stability of residues of Fluxapyroxad
was demonstrated for at least 24 months in apples,
tomatoes, triticale (whole plant), soya bean (seed),
avocado (fruit), peas (dry seed), cereals (grain, straw),
potatoes, grapes and lemons (ASB2010-7936).

Deep freeze (-20°C) stability of residues of the metabolite
M700F002 was demonstrated for at least 27 months in
apples, tomatoes, triticale (whole plant), soya bean (seed),
avocado (fruit), peas (dry seed), cereals (grain, straw),
potatoes, grapes and lemons (ASB2010-7937).

Deep freeze (-20°C) stability of residues of the metabolite
M700F008 was demonstrated in a two years study in
wheat (whole plant, grain, straw), soyabean (seeds), beans
(dried seeds), lemons (ASB2013-1037).

Deep freeze (-20°C) stability of residues of the metabolite
M700F048 was demonstrated in a two years study in apple
(fruit, juice), avocado (fruit), grape (fruit, raisins), lemon
(fruit), tomato (fruit), dried pea (seed), soyabean (seed,
refined oil), potato (tuber, crisps), cereals (grain, straw,
whole plant), barley (beer) (ASB2013-1038).

4.1.2.2 Metabolism in plants and plant residue definition(s)

A summary of the results of metabolism studies is given in the following table. Except for the study on
wheat involving seed treatment, all studies reflect foliar treatments. They have been evaluated in the
context of the peer review of fluxapyroxad (EFSA, 2012, ASB2012-3723) and were described in detail in

the DAR (UK, 2011, ASB2013-4548).

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

Cereals, fruiting vegetables, oilseeds, all with [U-*C
aniline] and [pyrazole-4-1“C] label

- Spring wheat (ASB2010-7941): 2x 125 g as/ha foliar
spray

- Spring wheat (ASB2012-7150): 75 g as/100 kg seed;
equiv. to 135 g as/ha

- Tomato (ASB2010-7939): 3x 100 g as/ha foliar spray,
17, 10 and 3 days before harvest

- Soybean (ASB2010-7940): 3x 60 g as/ha foliar spray
at BBCH 16/17, 51-59 and 71-75, sampling of hay
22-34 DALA, beans at 34 DALA

Metabolism studies conducted on three crop groups show
that the metabolic pathway was comparable. Whilst the
metabolic pattern was complex, in nearly all matrices
fluxapyroxad was the major component of the residue.
Only metabolites M700F002 and M700F048 represented
amounts > 10 % TRR (in soybean seeds only). M700F002
is generated by cleavage of the carboxamide bond and
desmethylation of the pyrazole ring, whereas M700F048
is generated by N-glucosidation of desmethyl metabolite
M700F008. At levels < 10 % TRR the intermediate
product M700F008, the “M700F005-like group”
encompassing M700F005, M700F006, M700F041 and
M700F042 and also M700F036, a structurally similar
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metabolite to M700F008 and M700F005, as well as
numerous other substances resulting from conjugation,
loss of the fluorine atom etc. occurred.

Following foliar application, only limited translocation of
the applied radioactivity into the non-treated plant parts
was observed.

Metabolic patterns were comparable for foliar application
and seed treatment (wheat).

Rotational crops

Confined studies conducted with the aniline labelled
(ASB2010-7958) and pyrazole labelled substance
(ASB2010-7957) involving application of 250 g as/ha to
bare soil; rotational crops spinach, radish and wheat sown
at PBIs of 30, 120/149 and 365 days

Translocation of radioactivity from soil into crops was
observed for all PBI’s and both labels.

Main metabolic pathways were the hydroxylation of the
biphenyl moiety and the N-desmethylation of the pyrazole
moiety. The metabolic pathway in succeeding crops is
similar to that observed in primary crops albeit TRRs in
rotational crops were much lower than in plants treated
after foliar spraying. The main component of the residue
was parent substance and no compounds specific to
rotational crops were identified.

Metabolism in rotational crops similar to metabolism |yes
in primary crops? (yes/no)
Distribution of the residue in peel/ pulp Not applicable

Processed commodities (nature of residue)

Stable at standard hydrolysis conditions simulating typical
processing operations (ASB2010-7954).

Residue pattern in raw and processed commodities | yes
similar? (yes/no)
Plant residue definition for monitoring Fluxapyroxad

This is in line with Reg. (EC) No 396/2005.

Plant residue definition for risk assessment

Fluxapyroxad

This is in line with the EFSA Conclusion on the peer
review of the risk assessment of fluxapyroxad (ASB2012-
3723).

Conversion factor(s) (monitoring to risk assessment)

none

4.1.2.3

Metabolism in livestock and animal residue definition(s)

A summary of the specifics and the results of metabolism studies of fluxapyroxad in livestock is outlined
in the following table. Data has been evaluated in the context of the peer review of fluxapyroxad (EFSA,
2012, ASB2012-3723) and was described in detail in the DAR (UK, 2011, ASB2013-4548).

Table 4.1-12:

Metabolism in livestock (Annex ITA, point 6.2.2 to 6.2.5 and 6.7.1)

Animals covered

Studies with fluxapyroxad

- Lactating goat (ASB2010-7944, ASB2010-7945):
aniline and pyrazole label, 11.4-11.6 mg/kg feed DM,
equivalent to 0.4 mg/kg bw/day, eight consecutive
days

- Laying hens (ASB2010-7942, ASB2010-7943):
aniline label, 11.5 mg/kg feed DM, equivalent to 1.59
mg/kg bw/day, 12 consecutive days
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In both species fluxapyroxad was rapidly excreted, mainly
via faeces. An accumulation was not observed.
Transformation into several metabolites was observed.
Main components of the residue were fluxapyroxad and
its metabolite M700F008.

Two main transformation steps were identified:
N-desmethylation of the pyrazole ring (resulting in
M700F008) and hydroxylation of the biphenyl moiety
(resulting in M700F005, M700F006, M700F041 and
M700F042). No cleavage of the carboxamid bond was
seen in animals, while cleavage products like M700F001
and M700F002 have been found in primary and
succeeding plants.

Studies with metabolite M700F002

Lactating goat (ASB2010-7946): pyrazole label, 11-12.5
mg/kg feed, equivalent to 0.4 mg/kg bw/day, 8 days

The test item was rapidly excreted and was the only
compound detected in the investigated matrices. Thus,
metabolite M700F002 is not subject to biotransformation
in goats. The residues transferred into milk and
tissues/organs was low, with highest in kidneys at a level
that was less than 0.02% of the administered dose.

Laying hens (ASB2013-1039): pyrazole label, 13 mg/kg
feed, corresponding to a daily mean of 0.84 mg/kg bw, 10
consecutive days

Rapid excretion of the test item was observed (82.3% until
sacrifice); Residue transfer into edible tissues and eggs
was low: TRR was 0.004 mg/kg in eggs, 0.004 mg/kg in
liver, 0.002-0.003 mg/kg in muscle, 0.002-0.006 mg/kg in
fat tissues. The unchanged test item was the major
component in all extracts.

Time needed for fluxapyroxad to reach a plateau Milk: 5 days (livestock feeding study), but residue level
concentration in milk and eggs did not persist over post feeding phase.
Eggs: 10 days (hen metabolism study)

Animal residue definition for monitoring Fluxapyroxad
This is in line with Reg. (EC) No 396/2005.

Animal residue definition for risk assessment Fluxapyroxad and M700F008, expressed as fluxapyroxad
This is in line with the EFSA Conclusion on the peer
review of the risk assessment of fluxapyroxad (ASB2012-

3723).
Conversion factor(s) (monitoring to risk assessment) | Not concluded
Metabolism in rat and ruminant similar (yes/no) yes
Fat soluble residue: (yes/no) Yes

Fluxapyroxad is slightly fat soluble (log Pow at pH 7 =
3.13). Feeding studies indicate parent residues in fat at
0.024 mg/kg.

4.1.2.4 Residues in rotational crops

A summary of the field rotational crop studies on fluxapyroxad is given in the following table. Residues
in rotational crops were also discussed in the framework of the peer review of the active substance
fluxapyroxad (EFSA, 2012, ASB2012-3723) and data were described in detail in the DAR (UK, 2011,
ASB2013-4548). MRLs have been implemented in EU residue legislation for some crop groups due to
expected root uptake of residues from soil.
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Table 4.1-13: Residues in rotational crops (Annex IIA, point 6.6.3)

Field studies ASB2010-7959 (interim report): sites in Spain, Italy,
Greece and Germany, 2008 — 2009, application of 250 g
as/ha onto bare soil, rotational crops cereals (wheat), root
crops (carrot/radish) and leafy crops (cauliflower/broccoli,
spinach/lettuce) planted at PBIs of 30, 120 and 365 days;
samples taken at BBCH 32-65 (wheat forage), BBCH 89
(wheat grain/straw) or BBCH 49 (other crops) and
analysed for fluxapyroxad and M700F001; M700F002.

No significant residue levels of metabolites M700F002,
M700F008 and M700F048 were recovered in the edible
parts of the rotated crops at any of the PBIs (<0.01-0.02
mg/kg). In contrast, significant residues of unchanged
fluxapyroxad were quantified in carrot roots (up to 0.08
mg/kg) and in immature lettuce and cauliflower leaves
(0.03 and 0.06 mg/kg, respectively). The highest residues
of fluxapyroxad were seen in straw at up to 0.42 mg/kg.

In order to account for possible residues in rotated crops,
MRL values were established for leafy vegetables (0.03
mg/kg), root and tuber vegetables except for tropical and
potatoes (0.1 mg/kg), bulb vegetables (0.1 mg/kg), and
brassica vegetables (0.07 mg/kg) (EFSA, ASB2012-
3265).

4.1.2.5 Residues in livestock

An actual calculation of the dietary burden is provided in Table 4.1-14 . It considers the relevant uses
authorized in Germany but is dominated by residues anticipated in imported commodities from outside
the EU. The estimate widely reflects the calculations issued recently in an EFSA Reasoned Opinion in the
framework of MRL modifications according to article 6 of Reg. (EC) No 396/2005 (ASB2012-3265).

Table 4.1-14: Calculation of the dietary burden (based on all relevant uses authorized in
Germany and granted import tolerances)
Feedstuff % Percent of daily livestock diet (dry feed basis) Residue Intake (mg/kg, dry feed basis)
DM Chicken Dairy cattle  Beef cattle Pig (mg/kg) Chicken Dairy Beef Pig
1,9 kg bw 550 kg bw 350 kg bw 75 kg bw cattle  cattle

daily maximumdaily maximumdaily maximumdaily
feed (DM) feed (DM) feed (DM) maximum

120 g 20 kg 15 kg feed (DM)
3kg
sugar beet leaves 16 - 30 30 25 4179 0.000 7.819 7.819 8.516
barley grain 86 70 40 50 75 0.54v 0.440 0.251 0.126 0471
barley straw 86 - 20 50 - 10.11¥ 0.000 2351 5.878  0.000
pulses 8 10 -- -- - 0.06" 0.007 0.000  0.000  0.000
sugar beet 20 20 10 -- - 0.07% 0.070 0.035 0.000 0.000
Intake (mg/kg dry weight feed) 0.517 1046 13.82  6.987
Intake (mg/kg bw/d) 0.033 0.380 0592  0.279
Intake (mg/animal/d) 0.062 209.1 2073  20.96

YEFSA, 2011 (ASB2012-3265)
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Table 4.1-15:

Conditions of requirement of livestock feeding studies on fluxapyroxad

Ruminant: Poultry: Pig:
Expected intakes by livestock 20.1 mg/kg diet (dry |yes yes yes
weight basis) (yes/no — If yes, specify the level) 10.5 (dairy) 0.52 7.0
13.8 (beef)
Potential for accumulation (yes/no): no no no
Metabolism studies indicate potential level of yes yes yes (ruminant study)
residues >0.01 mg/kg in edible tissues (yes/no)

A brief summary of the available livestock feeding studies is given in the following table. Details of the
studies were discussed in the context of the peer review of fluxapyroxad (EFSA, 2012, ASB2012-3723)
as well as in the exercise of evaluating requests for import tolerances (ASB2012-3265) and were
described in detail in the DAR (UK, 2011, ASB2013-4548).

Table 4.1-16:

Results of livestock feeding studies (Annex ITA, point 6.4)

Ruminant: Poultry: Pig:
Feeding levels (mg/kg feed dry matter) in feeding |Dairy cows: Laying hens: See ruminant
studies 3.2+0, 0.3+0.025,

6.1+0.1, 18.2+0.3, {0.6+0.05,

60.3+1.0; co- 1.840.15, 6.0+0.5;

dosing parent+ co-dosing parent+

M700F002 M700F002

(ASB2010-7953) |(ASB2010-7951,

amendments:

ASB2010-7952,
ASB2011-8313)

Relevant dosing level (mg/kg feed dry matter) in
feeding study

6.140.1; 18.2+0.3

0.3+0.025;
0.6+0.05

6.140.1; 18.2+0.3

Expected residue lev

els in animal matrices (mg/kg):

Muscle <0.01 <0.01 <0.01
Liver 0.026 <0.01 <0.01
Kidney <0.01 - <0.01
Fat 0.044 <0.01 <0.01
Milk 0.005 - -
Eggs - 0.003 -

4.2 Evaluation of the intended uses

4.2.1 Selection of critical use and justification

The critical GAP used for consumer intake and risk assessment is presented in Table 4.2-1.

It is noted that although a table of GAPs for member states other than Germany was submitted
(ASB2013-9458), it was stated by the applicant that no such authorization applications outside Germany

have been submitted.
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Table 4.2-1:

Uses in DE and Critical Use in the central zone used for consumer intake and risk assessment (ASB2013-9457)

1 2 3 5 6 7 8 9 10 | 11 12 13
Use- | Member | Crop and/ F Pests or Group of pests | Application Application rate PHI Remarks:
No. state(s) or situation G controlled . (days)
or Method/ Timing / Ma}x. pumber L product/ ha g, as/ha Water @ e.g. safener/synergist per
(crop destination / |1 (additionally: Kind Growth stage | (min. interval |a) max. rate / L/ha ha
purpose of crop) developmental stages of of crop & betw‘een. appl. a) max. rate per )
(b) the pest or pest group) (d-f) season applications) | b) max. total rate / | appl. min / max e.g. recommended or
(a) a) per use crop/season mandatory tank mixtures
(© (g) b) per crop/ b) max. total rate
season (h) per crop/season G
001; |[DE wheat F brown leaf rust of cereals | spraying BBCH30-69 |a)2 (min.21d) |a)2 a) 125 Epoxiconazole | 100/400 F
003 (Puccinia recondita); from spring b)2 b) 4 125 Fluxapyroxad
tan spot of cereals b) 250 Epoxiconazole
(Drechslera tritici- 250 Fluxapyroxad
repentis)
002; |DE wheat F stripe rust of grasses spraying BBCH 30-61 |a)2(min.21d) |[a)2 a) 125 Epoxiconazole | 100/400 F
005- (Puccinia striiformis); from spring b)2 b) 4 125 Fluxapyroxad
007 powdery mildew b) 250 Epoxiconazole
(Erysiphe graminis), 250 Fluxapyroxad
leaf spot of wheat
(Septoria tritici);
septoria leaf spot of wheat
004 DE wheat F stem break of cereals spraying BBCH30-32 |a)l a)2 a) 125 Epoxiconazole | 100/400 F
(Pseudocercosporella from spring b)2 b) 4 125 Fluxapyroxad
herpotrichoides) b) 250 Epoxiconazole
250 Fluxapyroxad
009- |DE barley F powdery mildew spraying BBCH30-61 |[a)2(min.21d) [a)2 a) 125 Epoxiconazole | 100/400 F
013 (Erysiphe graminis); from spring b)2 b) 4 125 Fluxapyroxad
brown rust of barley b) 250 Epoxiconazole
(Puccinia hordei); 250 Fluxapyroxad
net blotch (Pyrenophora
teres); leaf blotch of
cereals (Rhynchosporium
secalis); Ramularia leaf
spot disease (Ramularia
collo-cygni)
014 DE barley F decrease of non-parasitic | spraying BBCH32-61 |a)l a)2 a) 125 Epoxiconazole | 100/400 F
leaf spots from spring b)2 b) 4 125 Fluxapyroxad
b) 250 Epoxiconazole
250 Fluxapyroxad
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1 2 3 5 6 7 8 9 10 11 12 13
Use- | Member | Crop and/ F Pests or Group of pests | Application Application rate PHI Remarks:
No. state(s) or situation G controlled . (days)
or Method/ Timing / Mz}x. 1‘1umber L product/ ha g, as’/ha Water ) e.g. safener/synergist per
(crop destination / |1 (additionally: Kind Growth stage | (min. interval |a) max. rate / L/ha ha
purpose of crop) developmental stages of of crop & betw‘een. appl. a) max. rate per i
(b) the pest or pest group) (d-f) season applications) | b) max. total rate / | appl. min / max e.g. recommended or
(a) a) per use crop/season mandatory tank mixtures
(© (g) b) per crop/ b) max. total rate
season (h) per crop/season G
015; |DE rye F powdery mildew spraying BBCH30-61 |a)2(min.21d) |[a)2 a) 125 Epoxiconazole | 100/400 F
018 (Erysiphe graminis); from spring b)2 b) 4 125 Fluxapyroxad
leaf blotch of cereals b) 250 Epoxiconazole
(Rhynchosporium secalis) 250 Fluxapyroxad
017 DE rye F brown leaf rust of cereals | spraying BBCH30-69 |[a)2(min.21d) [a)2 a) 125 Epoxiconazole | 100/400 F
(Puccinia recondita) from spring b)2 b) 4 125 Fluxapyroxad
b) 250 Epoxiconazole
250 Fluxapyroxad
019; |DE triticale F powdery mildew spraying BBCH30-61 |[a)2(min.21d) [a)2 a) 125 Epoxiconazole | 100/400 F
022 (Erysiphe graminis); from spring b)2 b) 4 125 Fluxapyroxad
septoria-species (Septoria b) 250 Epoxiconazole
spp.) 250 Fluxapyroxad
020 DE triticale F stem break of cereals spraying BBCH30-32 |a)l a)2 a) 125 Epoxiconazole | 100/400 F
(Pseudocercosporella from spring b)2 b) 4 125 Fluxapyroxad
herpotrichoides) b) 250 Epoxiconazole
250 Fluxapyroxad
021 DE triticale F brown leaf rust of cereals | spraying BBCH 30-69 |[a)2(min.21d) [a)2 a) 125 Epoxiconazole | 100/400 F
(Puccinia recondita) from spring b)2 b) 4 125 Fluxapyroxad
b) 250 Epoxiconazole
250 Fluxapyroxad
Remarks: (a) For crops, the EU and Codex classifications (both) should be used; where relevant, (g) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997,
the use situation should be described (e.g. fumigation of a structure) Blackwell, ISBN 3-8263-3152-4), including where relevant, information on season
(b)  Outdoor or field use (F), glasshouse application (G) or indoor application (I) at time of application
(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds (h) The minimum and maximum number of application possible under practical
(d) All abbreviations used must be explained conditions of use must be provided
(e) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, (1) PHI - minimum pre-harvest interval
drench () Remarks may include: Extent of use/economic importance/restrictions
(f) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the

plants - type of equipment used must be indicated
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4.2.2 Wheat, rye, triticale

4.2.2.1 Residues in primary crops

In the following tables the results of those supervised residue trials are outlined which were selected for
the assessment of the GAP in wheat, rye and triticale. For the detailed evaluation of the residue trials, it is
referred to Appendix 2.

Table 4.2-2: Overview of the selected supervised residue trials for epoxiconazole in wheat

Commodity |Region ® | Outdoor/ |Individual trial results (mg/kg) STMR HR Median CF @
Indoor mg/kg) ® mg/kg) ©

Enforcement Risk assessment (mgfkg) (mgfkg)
(epoxiconazole) (epoxiconazole)

wheat grain NEU outdoor 7 x<0.01;4x0.02; 7 x <0.01; 4 x 0.02; 0.015 0.03 1.0
3x0.03 3x0.03

wheat straw NEU outdoor 1.1;14;,2x1.6; 1.7 1.1;1.4;,2x1.6;1.7; 2.25 4.2 1.0
1.8;2.1;2.4;2.5; 1.8;2.1;2.4;2.5;
2x2.8;3.0,3.6;42 2x2.8;3.0;3.6;4.2

(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.

Table 4.2-3: Overview of the selected supervised residue trials for fluxapyroxad in wheat

Commodity | Region® | Outdoor/ Individual trial results (mg/kg) STMR HR Median CF @
Indoor mg/kg) ® mg/kg) ©

Enforcement Risk assessment (mg/kg) (mgfkg)
(fluxapyroxad) (fluxapyroxad)

wheat grain NEU outdoor <0.01;3x0.01; <0.01;3x0.01; 0.02 0.06 1.0
3x0.02;4x0.03; 3x0.02; 4 x0.03;
0.04; 0.06 0.04; 0.06

wheat straw NEU outdoor 0.32;0.4;0.41; 0.44; 0.32; 0.4;0.41; 0.44; 0.95 6.1 1.0
0.94;2x095;2x1.0; {0.94;2x0.95;2x1.0;
1.6;1.8;2.8;6.1 1.6;1.8;2.8;6.1

(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.

A number of further studies were also available reflecting the conditions of the GAP. They were,
however, used as supplementary information only, due to reduced standards of documentation and a less
sensitive analytical method (LOQ at 0.05 mg/kg in grain).

Residue data on wheat may also be used by means of extrapolation (SANCO 7525/VI1/95 rev.9) to
evaluate uses in rye and triticale.

4.2.2.2

Distribution of the residue in peel/pulp

Not relevant for the commodities under consideration.

4.2.2.3

Residues in processed commodities

The following table summarizes the results of wheat processing studies for epoxiconazole. More details
are outlined in Appendix 2.
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Table 4.2-4:

Overview of the available processing studies for epoxiconazole in wheat grain

Processed commodity | Number of |Individual PFs Median |Mean PF | Comments
studies (mg/kg) PF @ (b)

low grade flour 4 0.5;1.0; <2; 2.0 1.5 1.4 BASF 2003/1000945,

study 02 10 47 003

wholemeal flour 1.0; 1.0; 1.25; >2 1.13 1.3

wholemeal bread <0.5:0.66; 1.0; 1.0 0.83 0.8 RIP2003-1536

total bran 3.0;3.5;>5;53 4.25 3.7

flour type 550 <0.3; <0.5; <0.5; 1.0 0.5 0.6

(a):
(b):

study.

study.

The median processing factor is obtained by calculating the median of the individual processing factors of each processing

The mean processing factor is obtained by calculating the mean of the individual processing factors of each processing

The following table summarizes the results of wheat processing studies for fluxapyroxad, which have
already been described in detail in the DAR (UK 2011, ASB2013-4548). More details are outlined in

Appendix 2.
Table 4.2-5:

Overview of the available processing studies for fluxapyroxad in wheat grain

Processed commodity | Number of |Individual PFs Median PF | Mean PF | Comments
studies (mg/kg) @ (b)
Bran 4 studies, 2.69; 2.87; 3.07; 3.49 2.97 3.1 BASF Doc ID 2009/7003065
2 replicates each
Bread, white 0.10;0.11;0.11; 0.34 0.11 0.17
‘Whole meal 0.81;0.86;1.02; 1.42 0.94 1.04
Bread, whole meal 0.54;0.58; 0.71; 0.98 0.65 0.71
Germ 0.74; 1.0; 1.37; 2.57 1.19 1.4
(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing
study.
(b): The mean processing factor is obtained by calculating the mean of the individual processing factors of each processing
study.
4.2.24 Proposed pre-harvest intervals, withholding periods

No specific pre-harvest interval (PHI) is proposed as PHI is defined by the growth stage of application.

4.2.3

Barley

In the following tables the results of that supervised residue trials are outlined which were selected for the
assessment of epoxiconazole and fluxapyroxad in barley. For the detailed evaluation of the residue trials,
it is referred to Appendix 2.

Table 4.2-6:

Overview of the selected supervised residue trials for epoxiconazole in barley

Commodity | Region® | Outdoor/ Individual trial results (mg/kg) STMR HR Median CF @
Indoor mg/kg) ® m, ©

Enforcement Risk assessment (mg/kg) (mg/ke)
(epoxiconazole) (epoxiconazole)

barley grain NEU outdoor 2 x0.05; 0.06; 2 x0.05; 0.06; 0.085 0.24 1.0
2 x 0.07; 0.08; 0.09; 2 x0.07; 0.08; 0.09;
2x0.1;0.11;0.17; 2x0.1;0.11;0.17;
0.24 0.24

barley straw NEU outdoor 0.74;0.78; 1.0; 1.3; 0.74;0.78; 1.0; 1.3; 1.85 15 1.0
14;1.7,2.0;2.2;2.5; |1.4;1.7;2.0;2.2;2.5;
2.9;6.6; 15 2.9;6.6; 15

(a):

NEU, SEU, EU or Import (country code).
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(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.

Table 4.2-7: Overview of the selected supervised residue trials for fluxapyroxad in barley

Commodity |Region® | Outdoor/ Individual trial results (mg/kg) STMR HR Median CF @
Indoor mg/kg) ® m, ©
Enforcement Risk assessment (mg/kg) (mg/kg)
(fluxapyroxad) (fluxapyroxad)
barley grain NEU outdoor 0.02;0.046; 2 x 0.05; {0.02; 0.046; 2 x 0.05; 0.085 0.24 1.0
2 x0.08; 0.09; 0.11; 2 x0.08; 0.09; 0.11;
0.13;0.17;0.18; 0.24 0.13;0.17;0.18; 0.24
barley straw NEU outdoor 0.09;0.11; 0.12; 0.19; {0.09;0.11;0.12;0.19; 0.585 2.5 1.0
0.44;0.47;0.7; 0.74; 0.44; 047, 0.7, 0.74;
1.2;1.5;1.8;2.5 1.2;1.5;1.8;2.5

(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.

4.2.3.1

Not relevant for the commodities under consideration.

Distribution of the residue in peel/pulp

4.2.3.2

The following table gives summarizes the results of processing studies for epoxiconazole residues in
wheat grain. More details are outlined in Appendix 2.

Residues in processed commodities

Table 4.2-8: Overview of the available processing studies for epoxiconazole in barley grain

Processed commodity | Number of |Individual PFs Median |Mean PF | Comments
studies (mg/kg) PF @ (b)

beer 4 2 x <0.05; <0.06; <0.08 0.06 0.06 BAS 2003/1000946

trub (flocs) 2.3;3.0,3.53;44 3.27 3.31 RIP2003-1532

yeast 0.65;0.84;1.0; 1.6 0.92 1.02

brewer’s malt 0.47;0.6; 0.62; 0.65 0.61 0.59

pearl barley 0.35;0.36; 0.5; 0.55 0.4 0.44

offal 8.2;8.6;10.8;11.4 9.7 9.75
(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing
(b): "SIEES }Ill.lean processing factor is obtained by calculating the mean of the individual processing factors of each processing

study.

The following table gives summarizes the results of processing studies on fluxapyroxad residues in barley
grain, which have already been described in detail in the DAR (UK, 2011 ASB2013-4548). More details
are outlined in Appendix 2.
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Table 4.2-9: Overview of the available processing studies for fluxapyroxad in barley grain
Processed commodity | Number of |Individual PFs Median |Mean PF | Comments
studies (mg/kg) PF @ (b)
Pot Barley 4 studies, 2 0.09; 0.11; 0.21; 0.39 0.16 0.20 BASF Doc ID 2009/7003177
Bran replicates each I 173: 2.05: 2.39 1.89 191 ASB2010-7956
Flour 0.10; 0.10; 0.24; 0.45 0.17 0.22
Brewing Malt 0.01; 0.01; 0.01; 0.02 0.01 0.01
Malt Sprouts 0.16; 0.26; 0.30; 0.53 0.28 0.31
Spent Grain 0.20; 0.25; 0.26; 0.37 0.255 0.27
Spent Hops 0.11;0.17;0.17; 0.34 0.17 0.20
Brewer” yeast 0.10; 0.32; 0.35; 0.40 0.335 0.29
Beer 0.09;0.11; 0.21; 0.39 0.16 0.20
(a): The median processing factor is obtained by calculating the median of the individual processing factors of each processing
(b): "s[tll:g }rlr.lean processing factor is obtained by calculating the mean of the individual processing factors of each processing
study.
4.2.3.3 Proposed pre-harvest intervals, withholding periods

No specific pre-harvest interval (PHI) is proposed as PHI is defined by the growth stage of application.

4.3 Consumer intake and risk assessment

4.3.1 Epoxiconazole

The consumer intake and risk assessment is based on the 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 Comment Input value Comment
(mg/kg) (mg/kg)
all commodities as laid | variable MRLs, as laid down | -- -
down in Annex I to Reg. in Reg (EU) No
(EC) No 396/2005 978/2011
wheat, rye grain 0.015 STMR
barley grain 0.085 STMR
Table 4.3-2: Consumer risk assessment (Annex ITA, point 6.9, Annex IITA, point 8.8)
ADI 0.008 mg/kg bw
TMDI (% ADI) according to EFSA PRIMo 97.2 % (based on DK child diet)
NTMDI (% ADI) according to NVS II 73.6 % (based on DE child 2-4 years)
IEDI (EFSA PRIMo) (% ADI) not necessary
NEDI (NVS II) (% ADI) not necessary
Factors included in IEDI and NEDI none
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ARfD 0.023 mg/kg bw

IESTI (EFSA PRIMo) (% ARID) wheat: 0.9% (based on UK, 4-6 years)

rye: 0.4% (based on UK infant)

barley: 2.7% (based on NL adult, 60 kg bw)
(no processing factors were considered)

NESTI (NVS II) (% ARfD) wheat: 1% (based on DE child, 2-4 years)

rye: 0.4% (based on DE general population)

barley: 2% (based on DE general population)
(no processing factors were considered)

Factors included in IESTI and NESTI none

As triazole metabolites (TDM) are not unique to epoxiconazole and a common approach on EU level is
still outstanding, no risk assessment was performed on TDM which may be formed from epoxiconazole
in plant metabolism and soil. To this end the risk assessment is provisional in nature.

4.3.2 Fluxapyroxad

The consumer intake and risk assessment is based on the appropriate input values given in Table 8.3-3
and the toxicological reference values stated in Table 8.3-4. 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 Comment Input value Comment
(mg/kg) (mg/kg)
all commodities as laid | variable MRLs, as laid down | -- -
down in Annex I to Reg. in Reg (EU) No
(EC) No 396/2005 978/2011
wheat, rye grain 0.02 STMR
barley grain 0.085 STMR
Table 4.3-4: Consumer risk assessment (Annex ITA, point 6.9, Annex IITA, point 8.8)
ADI 0.02 mg/kg bw
TMDI (% ADI) according to EFSA PRIMo 63.5 % (based on DE children, 2-4 years, mean body
weight)
NTMDI (% ADI) according to NVS II 65.9 % (based on DE children, 2-4 years, individual
consumption/body weight ratio)
IEDI (EFSA PRIMo) (% ADI) not necessary
NEDI (NVS II) (% ADI) not necessary
Factors included in IEDI and NEDI none
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ARfD 0.25 mg/kg bw

IESTI (EFSA PRIMo) (% ARID) wheat: 0.1% (based on UK, 4-6 years)

rye: 0.1% (based on UK infant)

barley: 0.2% (based on NL adult, 60 kg bw)
(no processing factors were considered)

NESTI (NVS II) (% ARfD) wheat:  <0.1% (based on DE child, 2-4 years)
rye: <0.1% (based on DE child, 2-4 years)
barley: 0.2% (based on general population)

(no processing factors were considered)

Factors included in IESTI and NESTI none

4.4 Proposed maximum residue levels (MRLs)

No new MRLs are required for the commodities of plant origin under consideration (grain of wheat, rye,
triticale and barley).

Based on the residue trials in wheat the following MRL would be needed:
MRULokcp:erox = 0.05 mg/kg (covered by established MRL of 0.6 mg/kg in wheat/triticale and rye)
MRLokcp:rLux = 0.09 mg/kg (covered by established MRL of 0.4 mg/kg in wheat/triticale and rye)

Based on the residue trials in barley the following MRL would be needed.
MRLokcperox = 0.4 mg/kg (covered by established MRL of 1.5 mg/kg in barley)
MRLokcp:rLux = 0.4 mg/kg (covered by established MRL of 2 mg/kg in barley)

With STMR for wheat/rye grain (0.04 mg/kg) and barley grain (0.14 mg/kg), and HR for wheat/rye straw
(15.4 mg/kg) and barley straw (15.4 mg/kg) having been considered in EFSA’s Reasoned opinion on the
modification of existing MRLs for epoxiconazole in products of animal origin (ASB2012-9643), the
existing EU MRLs set out for commodities of animal origin (and reflecting that feed intake) are not
affected by the uses under consideration.

With STMR for wheat/rye grain (0.12 mg/kg), barley grain (0.54 mg/kg), and HR for wheat/rye straw
(8.2 mg/kg) and barley straw (10.11 mg/kg) having been considered in EFSA’s Reasoned opinion on
setting of new MRLs for fluxapyroxad in various commodities of plant and animal origin (ASB2012-
3265), the existing EU MRLs set out for commodities of animal origin (and reflecting that feed intake)
are not affected by the uses under consideration.

4.5 Conclusion

The data available are considered sufficient for risk assessment.

The limit values as laid down in EU residue legislation (Reg. (EU) No 978/2011) for residues of
epoxiconazole in/on wheat and rye grain (0.6 mg/kg) and barley (1.5 mg/kg) are sufficient to cover
residues anticipated consequent to the intended use of the product on these crops.

The limit values as laid down in EU residue legislation (Reg. (EU) No 978/2011) for residues of
fluxapyroxad in/on wheat and rye grain (0.4 mg/kg) and barley (2 mg/kg) are sufficient to cover residues
anticipated consequent to the intended use of the product on these crops.

The chronic and the short-term intake of epoxiconazole and fluxapyroxad residues consequent to the
intended uses are unlikely to present a public health concern.

As far as consumer health protection is concerned, the RMS Germany (BfR) agrees with the authorization
of the intended uses.
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Appendix 1 Reference list

Table A 1: Reference list

Annex point/ Author(s) Year Title Owner How
reference No Report-No. considered in
Authority registration No dRR *
EFSA 2008 Conclusion regarding the peer review of the pesticide risk Add

assessment of the active substance epoxiconazole
EFSA Scientific Report (2008) 138, 1-80
ASB2012-3620

EFSA 2011 Reasoned Opinion - Modification of the existing MRLs for Add
Epoxiconazole in various cereals

EFSA Journal 2011;9(3):2095 ! EFSA-Q-2010-01117
EFSA Journal 2011;9(3):2095, 1-33

ASB2012-3291

EFSA 2011 Reasoned opinion: Setting of new MRLs for Fluxapyroxad (BAS Add
700 F) in various commodities of plant and animal origin
EFSA Journal 2011;9(6):2196 ! EFSA-Q-2010-01476
EFSA Journal 2011;9(6):2196., 1-68

ASB2012-3265

EFSA 2011 Conclusion on the peer review of the pesticide risk assessment of Add
the active substance Fluxapyroxad (BAS 700 F)

EFSA Journal 2012;10(1):2522 ! EFSA-Q-2011-00395
EFSA Journal 2012;10(1):2522

ASB2012-3723

EFSA 2012 Reasoned opinion on the modification of the existing MRLs for Add
Epoxiconazole in products of animal origin

EFSA Journal 2012;10(6):2795 ! EFSA-Q-2011-01259
ASB2012-9643

Germany 1900 Epoxiconazole (Draft Assessment Report) Add
(RMS) GLP: Open Published: no

ASB2010-10473
Germany 1995 Epoxiconazole: Draft Assessment Report - confirmatory data, Add
(RMS) Vol.1 und Vol.3 B5,B7,B8,B9

ASB2013-7187
United 2011 Fluxapyroxad: Draft Assessment Report Add
Kingdom ASB2013-4548
(RMS)

KIIA 6.1.1 Funk, H.; 2001 Investigation of the stability of residues of BAS 480 F in plant BAS Y

Mackenroth, matrices under normal storage conditions
Ch. 2001/1015032 ! 58237

GLP: yes

Published: no
BVL-1865451,
RIP2003-1533

KIIA 6.1.1 Lehmann, A. | 2009 Investigation of the storage stability of M700F008 in plant matrices BAS N
2009/1072400 ! 370501
GLP: Open

Published: no
BVL-2154426,
ASB2010-7935

KIIA 6.1.1 Lehmann, A.; | 2011 Investigation of the storage stability of M700F008 in plant matrices BAS Y
Mackenroth, 2011/1124183
C. GLP: yes

Published: no
BVL-2383629,
ASB2013-1037

KIIA 6.1.1 Radzom, M. 2009 Investigation of the storage stability of the BAS 700 F metabolite BAS N
M700F048 in plant matrices and processed commodities
2009/1072399 ! 362486

GLP: yes

Published: no

BVL-2154425,

ASB2010-7938
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KIIA 6.1.1

Radzom, M.

2010

Investigation of the storage stability of BAS 700 F in plant matrices
2010/1009624 ! 315768

GLP: yes

Published: no

BVL-2154423, BVL-2378585,

ASB2010-7936

BAS

Y

KIIA 6.1.1

Radzom, M.

2010

Investigation of the storage stability of the BAS 700 F metabolite
M?700F002 in plant matrices

2010/1009625 ! 324239

GLP: yes

Published: no

BVL-2154424, BVL-2378621,

ASB2010-7937

BAS

KIIA 6.1.1

Radzom, M.;
Mackenroth,
C.

2009

Investigation of the storage stability of the BAS 700 F metabolite
M700F002 in plant matrices

2009/1072398 ! 324239

GLP: yes

Published: no

BVL-1985770, ASB2010-8858

BAS

KIIA 6.1.1

Rawle, N. W;
Jones, S. D.

1999

Stability of residues of Epoxiconazole (BAS 480 F) in tissues of
animal origin stored at less than -18°C

99/11191 ! CEMR-875

GLP: yes

Published: no

BVL-2218156,

RIP2003-1534

BAS

KIIA 6.1.1

Richter, M.

2011

Investigation of the storage stability of BAS 700 F metabolite
M700F048 in plant matrices and processed commodities
2011/1125600

GLP: yes

Published: no

BVL-2383631,

ASB2013-1038

BAS

KIIA 6.1.1

Tilting, N.

1992

Two years storage stability study of Epoxiconazole residues in
wheat and soil

92/11693 ! DE/F/LST01/90 ! 3608

GLP: Open

Published: no

BVL-2218074,

RIP2003-1503

BAS

KIIA 6.2.1

Bretz, M.;
Ockert, M.;
GlaBgen, W.
E.

2009

Metabolism of BAS 700 F in soybean
2009/1017387 ! 315733

GLP: yes

Published: no

BVL-2154428,

ASB2010-7940

BAS

KIIA 6.2.1

Bross, M.

2009

Metabolism of 14C-BAS 700 F in wheat after foliar treatment
2009/1048403 ! 315732

GLP: yes

Published: no

BVL-2154429,

ASB2010-7941

BAS

KIIA 6.2.1

Grosshans, F.;
Schopfer, C.;
Bross, M.;
Kuhnke, G.

2010

Metabolism of 14C-BAS 700 F in wheat after seed treatment
application

2009/1112531

GLP: yes

Published: no

BVL-2378634,

ASB2012-7150

BAS

KIIA 6.2.1

Hafemann, C.;
Labib, S.

2009

Metabolism of 14C-BAS 480 F in coffee
2009/1074837 ! 345838

GLP: Yes

Published: No

BVL-2089394, ASB2011-10921

BAS

Add

KIIA 6.2.1

Hamm, R. T.

1988

Uptake of 14C-BAS 480 F by spring wheat
88/10368 ! P87-E007

GLP: Open

Published: no

BVL-2218080,

RIP2003-1508

BAS
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KIIA 6.2.1 Hamm, R. T. 1995 Plant uptake study with 14C-BAS 480 F (Chlorophenyl-U-14C) in BAS Y
banana

95/11005 ! 13577
GLP: yes
Published: no
BVL-2097985,
RIP9700204

KIIA 6.2.1 Hamm, R. T. 1995 Plant uptake study with 14C-BAS 480 F (Fluorophenyl-U-14C) in BAS Y
banana

95/11006 ! 15302

GLP: Open Published: Open
BVL-1865456,

RIP9700205

KIIA 6.2.1 Hamm, R. T. 1997 Plant uptake of 14C-BAS 480 F by coffee plants and BAS Y
characterization of the radioactive residues in coffee beans
97/10535 ! 15305/26003

GLP: yes

Published: no

BVL-2087518,

RIP9700244

KIIA 6.2.1 Hamm, R. T. 1999 Metabolism of BAS 480 F in sugar beet BAS Y
49241 1 1999/11655
GLP: yes
Published: no
BVL-2218076,
RIP2000-4

KIIA 6.2.1 Hofmann, M. | 1990 Plant uptake study with 14C-BAS 480 00 F in spring wheat BAS Y
90/0245 | P89-E050 ! 2754
GLP: yes

Published: no
BVL-2218084,
RIP2003-1514

KIIA 6.2.1 Keller, E. 1991 Characterizations and identifications of metabolites of 14C-205 BAS Y
259 (14C-BAS 480 F) in spring wheat
91/10285 ! P88-M004 ! 2995

GLP: yes

Published: no

BVL-2218089,

RIP2003-1511

KIIA 6.2.1 Keller, E. 1991 The metabolism of 14C-205 259 (14C-BAS 480 F) in wheat BAS Y
91/11289 ! P90-MO001 ! 3180
GLP: yes

Published: no
BVL-2218088,
RIP2003-1512

KIIA 6.2.1 Rabe, U. 2009 Metabolism of BAS 700 F in tomatoes BAS Y
2009/1017901 ! 315734
GLP: yes

Published: no
BVL-21544217,
ASB2010-7939

KIIA 6.2.1 Reinhard, K. 1996 Metabolism of 14C-Epoxiconazol (BAS 480 F) in banana BAS Y
96/10929 ! 13578
GLP: yes
Published: no
BVL-2097987,
RIP9700245

KITA 6.2.1 Ritter, A. 1989 14C-LAB 205 259 (14C-BAS 480 F): Analyses of plant parts of BAS Y
spring wheat grown under greenhouse and outdoor conditions
89/10169 | RCC 093420 ! P87-C018

GLP: yes

Published: no

BVL-2218091,

RIP2003-1510
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KIIA 6.2.1 Schreiner, D.; | 2011 Re-analysis of samples which were generated during wheat and BAS N
Deppermann, soybean metabolism studies with 14C-BAS 700 F (BASF DocID
2009/1048403 and BASF DocID 2009/1017387)

2011/1141383

GLP: yes

Published: no

BVL-2383627,

ASB2013-1036

z

KIIA 6.2.2 2009 14C-BAS 700 F: Absorption, distribution and excretion after BAS Y
repeated oral administration in laying hens
2009/1065025 ! 02B0440/076006

GLP: yes

Published: no

BVL-2154430,

ASB2010-7942

KIIA 6.2.2 2010 "C-Reg.No. 5435595 (metabolite of BAS 700 F) - Absorption, BAS N
distribution and excretion after repeated oral administration in
laying hens

2009/1083000

GLP: yes

Published: no

BVL-2383636,

ASB2013-1040

KIIA 6.2.2 1999 The metabolism of 14C-Epoxiconazole (14C-BAS 480 F) in laying BAS Y
hens

99/10202 ! P93-M003
GLP: yes

Published: no
BVL-2218150,

RIP2000-551

KIIA 6.2.2 2010 The metabolism of 14C-M700F002 (metabolite of BAS 700 F) in BAS Y
laying hens
2009/1078621
GLP: yes
Published: no
BVL-2383635,

ASB2013-1039

KIIA 6.2.2 2009 The metabolism of 14C-BAS 700 F in laying hens BAS Y
2009/1069223 ! 315779
GLP: yes

Published: no
BVL-2154431,

ASB2010-7943

KIIA 6.2.2 1993 The metabolism of 14C-Epoxiconazole in hens BAS Y
93/11221 ! BSF/511 | BSF 511
GLP: yes

Published: no

BVL-2218151,

RIP2003-1518

KIIA 6.2.2 2009 Magnitude of residues in eggs and tissues of laying hens following BAS Add
multiple oral administration of BAS 700 F and M700F002
(Amendment 1 dated 10.02.2010)

2010/1029664 ! 214965 ! 30467 1 2009/1074799 ! 315796

ASB2010-7952

KIIA 6.2.2/
KIIA 6.2.3

2011 Epoxiconazole (BAS 480 F): Enantiomer ratio in commodities of BAS Add
plant and animal origin

2011/1102465

GLP: No Published: No

BVL-2089369, BVL-2089396, BVL-2089404, BVL-2089427,
ASB2011-10918

KIIA 6.2.2

2010 Magnitude of residues in tissues and eggs of laying hens following BAS Add
multiple oral administrations of Epoxiconazole
2010/1140930 ! 358577 ! IF-10/01559733
GLP: Yes Published: No

BVL-2089428, ASB2011-10924
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KIIA 6.2.3

2004

14C-BAS 480 F - Absorption, distribution and excretion after
repeated oral administration in lactating goats

2005/1027565 ! 036004Bb0051 ! 02B0277/036004

GLP: Yes

Published: No

BVL-2089402,

ASB2011-10922

BAS

Add

KIIA 6.2.3

2007

The metabolism of 14C-BAS 480 F (Epoxiconazole) in lactating
goats

2005/1027545 1 151738

GLP: Yes Published: No

BVL-2089403, ASB2011-10923

BAS

KIIA 6.2.3

2009

14C-BAS 700 F: Absorption, distribution and excretion after
repeated oral administration in lactating goats

2009/1065024 ! 02B0440/076005

GLP: yes

Published: no

BVL-2154432,

ASB2010-7944

BAS

KIIA 6.2.3

1989

Dosing of lactating goat with 0.5 mg (14-C)-LAB 205 259 ((14-C)-
BAS 480-F)/kg body weight (incl. Addendum 1 dated 1990-06-20)
89/10196 ! P88-C003 ! NA 88 9764

GLP: n0

Published: no

BVL-2218149,

RIP2003-1516

BAS

KIIA 6.2.3

1989

Dosing of lactating goat with 10 mg 14-C-LAB 205259 ((14-C)-
BAS 480 F)/kg body weight

89/10197 ! P88-C0O03 ! NA 88 9764

GLP: no

Published: no

BVL-2218148, RIP2003-1517

BAS

KIIA 6.2.3

2009

The metabolism of 14C-M700F002 (metabolite of BAS 700 F) in
lactating goats

2009/1074682 ! 362496

GLP: yes

Published: no

BVL-2154434, ASB2010-7946

BAS

KIIA 6.2.3

2009

Metabolism of 14C-BAS 700 F (14C-Reg.No. 5094351) in
lactating goat

2009/1074074 ' 315778

GLP: yes

Published: no

BVL-2154433, ASB2010-7945

BAS

1990

The metabolism of 14C-LAB 205 259 in lactating goats
90/10170 ! P88-MO12 ! P88-MO13 ! 2770

GLP: yes

Published: no

BVL-2218152, RIP2003-1507

BAS

KIIA 6.3

Balluff, M.

2001

Field residue study for the determination of residues of the active
ingredient(s) after the maximum number of applications under
open field conditions with BAS 480 27 F in winter cereals in
Southern Europe, 2000

2001/1009088 ! 20003013/E1-FPWC

GLP: yes

Published: no

BVL-1865487, RIP2003-1529

BAS

KIIA 6.3

Beck, J.;
Lehmann, A.;
Mackenroth,

0

2003

Study on the residue behaviour of Epoxiconazole in winter wheat
after application of BAS 480 27 F under field conditions in France
(S), Germany, United Kingdom and Spain, 2002

2002/1008783 ! 134503

GLP: yes

Published: no

BVL-1865480,

RIP2003-1528

BAS
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KIIA 6.3 Beck, J.; 1995 Study on the residue behaviour of BAS 481 03 F in cereals under BAS Y
Tilting, N.; field conditions in Germany, 1992
Mackenroth, 95/10661 ! DE/FR/01/92
C. GLP: yes

Published: no
BVL-1865486,
RIP2003-1527

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F in wheat and triticale BAS Y
P. after application of Fa 5094351 18 F under field condition in
France, UK, Spain and Germany, 2007

2007/1050092 ! 284416

GLP: yes

Published: no

BVL-2154436,

ASB2010-7948

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F in barley after BAS Y
P. application of Fa 5094351 18F under field condition in France,
UK, Spain and Germany, 2007

2007/1050093 ! 284410

GLP: yes

Published: no

BVL-2154438,

ASB2010-7950

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F and Epoxiconazole BAS Y
P. in wheat and triticale after application of BAS 701 00 F, BAS 700
00 F and BAS 480 31 F under field condition in France, Italy,
Spain, Greece, Netherlands and Germany, 2008

2009/1012124 1315842

GLP: yes

Published: no

BVL-2438209,

ASB2010-8862

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F in barley after BAS Y
P. application of BAS 700 00 F, under field condition in France, Italy,
Spain, UK, Greece, Netherlands and Germany, 2008
2009/1012125 ! 315850

GLP: yes

Published: no

BVL-2154437,

ASB2010-7949

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F in wheat and triticale BAS Y
P. after application of BAS 700 00 F, under field condition in France,
Italy, Spain, UK and Germany, 2008

2009/1012126 ! 315849

GLP: yes

Published: no

BVL-2154435,

ASB2010-7947

KIIA 6.3 Erdmann, H.- | 2009 Study on the residue behaviour of BAS 700 F and Epoxiconazole BAS Y
P. in barley after application of BAS 701 00 F, BAS 700 00 F and
BAS 480 31 F under field condition in France, Italy, Spain, Greece,
Netherlands and Germany, 2008

2009/1012127 ! 315843

GLP: yes

Published: no

BVL-2438210,

ASB2010-8863

KIIA 6.3 Fuchs, A.; 1996 Study on the residue behaviour of Epoxiconazole in sugar beet BAS N
Tilting, N.; after treatment with BAS 480 21 F under field conditions in France
Raunft, E. and Spain, 1994
96/10275 ! EU/FR/04/94
GLP: yes

Published: no
BVL-2218153,
RIP9700207
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KIIA 6.3 Hauck, E. J.; 2012 Study on the residue behaviour of Fluxapyroxad and Metconazole BAS N
Holzer, S. in wheat after treatment with BAS 712 00 F, BAS 700 00 F and

BAS 555 00 F under field conditions in Germany, the United
Kingdom, Spain, Italy, Northern France, The Netherlands, South
France and Greece, 2011

2012/1016602 ! 385605

GLP: yes

Published: no

BVL-2449736,

ASB2013-9474

KIIA 6.3 Hauck, E. J.; 2012 Residue behaviour of Fluxapyroxad and Metconazole in wheat BAS N
Holzer, S. after treatment with BAS 712 00 F, BAS 700 00 F, BAS 555 00 F
under field conditions in Germany, the United Kingdom, Spain,
Italy, France, The Netherlands, Greece 2011 - 1. Addendum
2012/1124490 ! 385605

GLP: yes

Published: no

BVL-2449737,

ASB2013-9475

KIIA 6.3 Jones, St. 2002 Study on the residue behaviour of BAS 480 F in cereals after BAS N
application of BAS 480 27 F under field conditions in France (S),
Italy, 2001

2001/1006146 ! 4890 ! 58241

GLP: yes

Published: no

BVL-1865449, RIP2003-1530

KIIA 6.3 Jones, St. 2003 Study on the residue behaviour of BAS 480 F in wheat and barley BAS N
after application of BASF 480 27 F under field conditions in
France (South) and Spain, 2002

2002/1014334 ! 141736

GLP: yes

Published: no

BVL-1865488,

RIP2003-1531

KIIA 6.3 Perny, A. 2004 Study on the residue behaviour of Fenpropimorph and BAS N
Epoxiconazole on sugar beets after application of BAS 481 08 F
under field conditions in Greece and Spain, 2003

2004/1024749 1 138622

GLP: yes

Published: no

BVL-1865459,

RIP2006-2761

KIIA 6.3 Rauntt, E.; 1996 Study on the residue behaviour of Epoxiconazole in sugar beet BAS N
Fegert, A. after treatment with BAS 480 21 F under field conditions in
Belgium, France, Germany, Spain and the Netherlands, 1995
96/10280 ! EU/FR/04/95

GLP: yes

Published: no

BVL-2218161,

RIP9700208

KIIA 6.3 Reichert, N. 2006 Study on the residue behaviour of BAS 480 F in wheat after BAS Y
treatment with BAS 480 31 F under field conditions in Germany,
Sweden, England, Northern and Southern France and Italy, 2004
2006/1018052 ! 174997 ! IF-04/00168928

GLP: yes

Published: no

BVL-1865481,

RIP2007-465

KIIA 6.3 Reichert, N. 2006 Study on the residue behaviour of BAS 480 F in barley after BAS Y
treatment with BAS 480 31 F under field conditions in Germany,
Denmark, England, Northern and Southern France, Spain, Italy and
Greece, 2004

2006/1018053 ! 175003 ! IF-04/00166114

GLP: yes

Published: no

BVL-1865482,

RIP2006-2759
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KIIA 6.3 Reichert, N. 2006 Study on the residue behaviour of BAS 480 F in barley after BAS Y

treatment with BAS 480 31 F under field conditions in Germany,
Sweden, England, Southern France and Northern France, 2005
2006/1029385 ! 189121 ! IF-05/00343235

GLP: yes

Published: no

BVL-1865450,

RIP2006-2760

KIIA 6.3 Reichert, N. 2006 Study on the residue behaviour of BAS 480 F in wheat after BAS Y
treatment with BAS 480 31 F under field conditions in Germany,
Denmark, England and Northern France, 2005

2006/1029386 ! 189118 ! IF-05/00343181

GLP: Open Published: Open

BVL-1865489,

RIP2007-469
KIIA 6.3 Schroth E.; 2011 Study on the residue behavior of BAS 700 F after seed treatment BAS N
Martin, E. (with BAS 700 02 F) with different loading rates in wheat under

field conditions in Germany, United Kingdom, France (North and
South), Greece, Italy and Spain, 2010

2010/1224092

GLP: yes

Published: no

BVL-2138082, BVL-2378646,

ASB2012-7151

KIIA 6.3 Schroth, E. 2005 Study on the residue behavior of Epoxiconazole on sugar beets BAS N
after application of BAS 480 31 F under field conditions in Spain
and Greece, 2004

2004/1032625 ! 174994 ! 04/PF/005

GLP: yes

Published: no

BVL-1865491,

RIP2006-2762

KIIA 6.3 Schulz, H. 1995 Determination of the residues of Epoxiconazol in sugar beet BAS N
following treatment with BAS 480 21 F under field conditions in
Italy 1994

95/10732 ! IF-94/05829-00

GLP: yes

Published: no

BVL-2218162,

RIP9700206

KIIA 6.3 Schulz, H. 2007 1st Addendum to report: Study on the residue behaviour of BAS BAS Y
480 F in wheat after treatment with BAS 480 31 F under field
conditions in Germany, Sweden, England, Northern and Southern
France and Italy, 2004

2007/1009641 ! 174997 ! IF-04/00168928

GLP: yes

Published: no

BVL-1865472,

RIP2007-467

KIIA 6.3 Steggles, H. 1993 Residues of Epoxiconazole in winter wheat, winter barley and BAS Y
A. spring barley after applications of BAS 48013F and BAS 48021F
in 1992

93/10702 ! REF 192 ! TR 608

GLP no

Published: no

BVL-2218176,

RIP2003-1520

KIIA 6.3 Steggles, H. 1993 Residues of Epoxiconazole in winter wheat, winter barley and BAS Y
A. spring barley after applications of BAS 48021F in 1992
93/10704 ! REF 191 ! TR 607
GLP: no

Published: no
BVL-2218165,
RIP2003-1521
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KIIA 6.3

Steggles, H.
A.

1993

Residues of Epoxiconazole and Fenpropimorph in winter wheat,
winter barley and spring barley after applications of BAS 48106F
in 1992

93/10705 ! REF 190 ! TR 606

GLP: no

Published: no

BVL-2218174,

RIP2003-1522

BAS

Y

KIIA 6.3

Steggles, H.
A.

1993

Residues of Epoxiconazole in winter wheat and spring barley
following a single application of BAS 48013F in the UK in 1991
93/10709 ! REF 181 ! TR 601

GLP: no

Published: no

BVL-2218175,

RIP2003-1523

BAS

KIIA 6.3

Steggles, H.
A.

1993

Residues of Epoxiconazole in barley following sequential
applications of BAS 48013F in the UK during 1991
93/10710 ! REF 180 ! TR 600

GLP: no

Published: no

BVL-2218154,

RIP2003-1524

BAS

KIIA 6.3

Steggles, H.
A

KIIA 6.4.1

1993

Residues of Epoxiconazole in winter wheat following sequential
applications of BAS 48013F in the UK during 1991

93/10712 ! REF 179 ! TR 599

GLP: no

Published: no

BVL-2218171,

RIP2003-1525

BAS

KIIA 6.4.1

2009

Magnitude of residues in eggs and tissues of laying hens following
multiple oral administration of BAS 700 F and M700F002
2009/1074799 1214965 ! 30467 ! 315796

GLP: yes

Published: no

BVL-2154439,

ASB2010-7951

BAS

KIIA 6.4.2

2010

Magnitude of residues in eggs and tissues of laying hens following
multiple oral administration of BAS 700 F and M700F002 -
Amendment no. 1

2010/1029664 ! 214965 ! 315796 ! 2009/1074799 ! 30467

GLP: yes

Published: no

BVL-2154440,

ASB2011-8313

BAS

KIIA 6.4.2

1998

Epoxiconazole feeding study in cows: Magnitude of the residue in
tissues and milk

CEMR-753 ! 98/10605

GLP: yes

Published: no

BVL-2218155,

RIP2003-455

BAS

2009

Magnitude of residues in milk and tissues of dairy cows following
multiple oral administrations of BAS 700 F and metabolite
M700F002

2009/1074798 1285774 130583 ! 31595

GLP: yes

Published: no

BVL-2154441,

ASB2010-7953

BAS

KIIA 6.5.1

Hassink, J.

2009

BAS 700 F: Hydrolysis at 90°C, 100°C and 120°C
2009/1049060 ! 324302

GLP: yes

Published: no
