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1 Statement of subject matter and purpose for which the monograph was
prepared

1.1 Purpose for which the monograph was prepared (Dossier Document
A)

1.2 Summary and assessment of information relating to collective
provision of dossiers (Dossier Document B)

As BASF is the only notifier, this point is not relevant.

1.3 Identity of the active substance (Annex IIA 1) (Dossier Documents J,
K-II and L-II)

1.3.1 Name and address of applicant(s) for inclusion of the active substance in Annex I
(Annex IIA 1.1)

Applicant: Contact:

BASF Aktiengesellschaft Dr. Karl-Otto Westphalen
Agricultural Center Telephone: +49 (0) 621 60-27560
Product Registration Management Telefax:  +49 (0) 621 60-27559
P.O. Box 120

D-67114 Limburgerhof Alternative person:

Dr. Eberhard Keller
Telephone: +49 (0) 621 60-27343
Telefax: +49 (0) 621 60-27559

Dr. Astrid Gall
Telephone: +49 (0) 621 60-27300
Telefax:  +49 (0) 621 60-28135

1.3.2 Common name and synonyms (Annex IIA 1.3)

Tritosulfuron (ISO, accepted)

1.3.3 Chemical name (Annex IIA 1.4)

IUPAC: 1-(4-methoxy-6-trifluoromethyl-1,3,5-triazin-2-yl)-3-(2-
trifluoromethylbenzenesulfonyl)urea

CAS: N-[[[4-methoxy-6-(trifluoromethyl)-1,3,5-triazin-2-yl Jamino]carbonyl]-2-
(trifluoromethyl)benzenesulfonamide
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1.3.4 Manufacturer's development code number (Annex IIA 1.5)

BAS 635 H, LAB 271272, Reg.-No. 271272, PS 271272

1.3.5 CAS, EEC and CIPAC numbers (Annex IIA 1.6)

CAS: 142469-14-5
CIPAC: 735
EEC: not assigned

EINECS: not assigned

1.3.6 Molecular and structural formulae, molecular mass (Annex IIA 1.7)

Molecular formular: C;3HoF¢NsO4S
Molecular mass: 445.3 g/mol

Structural formula:

1.3.7 Manufacturer or manufacturers of the active substance (Annex IIA 1.2)

Manufacturer:

BASF Aktiengesellschaft
Crop Protection Division
P.O. Box 120

D-67114 Limburgerhof

Person to contact: Dr. Wolfgang Tiirk
Production Crop Protection
Telephone: +49 (0) 621 60-79145
Telefax: +49 (0) 621 60-79519

Manufacturing site:
Pilot plant at BASF AG, Ludwigshafen

1.3.8 Method or methods of manufacture (Annex IIA 1.8)

Confidential information, see Annex C.
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1.3.9 Specification of purity of the active substance (Annex IIA 1. 9)
950 g/kg (minimum purity)

0.2 glkg AMTT (maximum content)

1.3.10 Identity of isomers, impurities and additives (Annex IIA 1.10)

Confidential information, see Annex C.

1.3.11 Analytical profile of batches (Annex IIA 1.11)

Confidential information, see Annex C.

1.4 Identity of the plant protection product (Annex IIA 3.1; Annex IIIA 1)
(Dossier Documents J, K-II, L-I1, K-III, and L- III) (to be included for
each preparation for which an Annex III dossier was submitted)

1.4.1 Current, former and proposed trade names and development code numbers
(Annex IIIA 1.3)

Trade name: BAS 635 00 H, preliminary designator
(country specific alternatives are under consideration)
Code number: Plant protection product: BAS 635 00 H
Adjuvant: BAS 15200 S
(Citowett 2000, Citowett New)
Active Substance: BAS 635 H (Tritosulfuron)
BASF internal No.: Reg.-No. 271272

1.4.2 Manufacturer or manufacturers of the plant protection product (Annex IIIA 1.2)

BASF Aktiengesellschaft
Crop Protection Division

P.O.Box 1 20
67114 Limburgerhof
Germany
Contact person: Dr. Karl Zoller
Production Crop Protection
Tel. No.: (0)6 21/ 60-7 91 46

FaxNo..  (0)621/60-795 19
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1.4.3 Type of the preparation and code (Annex IIIA 1.5)

Combi-pack solid (WG) / liquid (SL): KK

1.4.4 Function (Annex ITIA 3.1; Annex IIIA 1.6)

Herbicide

1.4.5 Composition of the preparation (Annex IIIA 1.4)

Confidential information, see Annex C.

1.5 Use of the plant protection product (Annex ITA 3.2 to 3.4; Annex IIIA
3.1 to 3.7, 3.9, 12.1) (Dossier Documents C, D, and E) (to be included
for each preparation for which an Annex III dossier was submitted)

1.5.1 Field of use (Annex IIA 3.3; Annex IIIA 3.1)

Tritosulfuron (BAS 635 H) is a new active substance developed by BASF Aktiengesellschaft.
The chemical family is sulfonylurea. The formulated product BAS 635 00 H is a water
dispersible granules (WG) containing 714 g/kg tritosulfuron. It is a systemic herbicide for the
post-emergence control of a range of dicotyledonous weeds in cereals (winter and spring
wheat, winter and spring barley, winter rye, oats, triticale) and maize. It will be applied as well
as a solo product as well as in combination with other herbicidal active substances. Up to now
the following combination and solo products are under development:

BAS-code Content of tritosulfuron g/kg Formulation type Other active substance g/kg
BAS 63500 H* 714 WG

BAS 641 01 H** 400 WG cinidon-ethyl, 240

BAS 655 00 H** 250 WG dicamba, 500

BAS 655 01 H** 125 WG dicamba, 600

* representative formulation of EU Dossier

*ox further formulated product under development

1.5.2 Effects on harmful organisms (Annex IIA 3.2; Annex IIIA 3.2)

Only weeds which have emerged at the time of application will be controlled. Optimum
timing is when weeds are still small and have not begun to compete with the crop.

The herbicidal action is mainly over the leaves. Upon uptake by the leaves, tritosulfuron, is to
a limited extent, systemically translocated in the plant (i.e. acropetally and basipetally). The
application of the sulfonylurea tritosulfuron results in the blockage of the enzyme
acetolactate-synthase (ALS) also referred to as acetohydroxy acid synthase. The inhibition of
ALS activity leads to amino acid starvation and to the accumulation of toxic precursors. The
primary effect of the herbicide is the restraint of new growth and cell development of
susceptible weeds. The product is most effective if applied on young growing dicotyledonous
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weeds. Tritosulfuron at the recommended application rates is well tolerated in all tested
cereals and maize varieties.

1.5.3 Summary of intended uses (Annex IIA 3.4; Annex IIIA 3.3 to 3. 7, 3.9)

Tritosulfuron is a systemic herbicide for the post-emergence control of a range of
dicotyledonous weeds in cereals (winter and spring wheat, winter and spring barley, winter
rye, oats, triticale) and maize. The product must be used as a mixture with an additive (e.g.
Citowett New) at a rate of 70 g/ha BAS 635 00 H (containing 50 g as/ha tritosulfuron) and
1.25 1/ha Citowett New. The product is applied as single application at BBCH 21-39 in winter
cereals (TRZAW, HORVW), at BBCH 13-39 in summer cereals (TRZAS, TRZDU, HORVS,
AVESA, SECCE, TTLSS) and at BBCH 12-18 in maize. The recommended water volumes
are 150 to 400 l/ha, resulting in a maximum concentration of the active substance of 0.33 g/l
in the spray liquid.

For the list of uses supported by available data see 2.8.3.1, Appendix III.1

1.5.4 Information on authorisations in EU Member States (Annex IITA 12.1)

Tritosulfuron is a new active substance developed by BASF Aktiengesellschaft, which is
contained in herbicidal plant protection products. This dossier is the application of BASF
Aktiengesellschaft for first inclusion of tritosulfuron in Annex I of EU Directive 91/414/EEC.
Therefore no registrations or authorisations are existent in EU Member States or elsewhere.






Level 2

Tritosulfuron

Overall Conclusions







-11 -
Tritosulfuron — Level 2: Reasoned statement of the overall conclusion 20 August 2002

2 Reasoned statement of the overall conclusions

2.1 Identity

2.1.1 Identity

All points (Annex II and III) have been addressed and the information supplied is acceptable.

1.1.2 Physical and chemical properties

Tritosulfuron (pure and technical active substance) is a white solid. A melting point of approx.
168 °C was determined for PAS. Decomposition of the as was observed at 340 °C. The
vapour pressure (< 1 - 107 hPa) and volatility (< 1.012 - 10® Pa m’ mol”, 20 °C) of
tritosulfuron are very low. Tritosulfuron is hydrolytical and photolytical stable under
environmental conditions. The water solubility and the log P, depends on the pH value
(approx. 1 to 78 g/l, 20 °C and approx. 2.9 to —2.4, respectively). The test substance is soluble
in acetone (> 250 g/l), dichloromethane (25 g/1), ethyl acetate (83 g/l), methanol (23 g/l).
Lowest solubility are observed in toluene (< 10 g/l). The substances is insoluble in N-heptane.
The substance is not highly flammable or autoflammable, not explosive and without oxidising
properties.

BAS 635 00 H is a brown, free flowing water dispersible granule with a faint aromatic odour.
It has neither explosive nor oxidising properties and it is not highly flammable. Its pH-value
of 5.25+0.05 lies within the naturally occurring in the acidic range. The results of the
accelerated storage test and the shelf life test confirm its stability at least for two years under
practical and commercial conditions. Its technical properties indicate no particular problems
when used as recommended.

For the purpose of better efficacy BAS 63500 H is applied together with Citowett 2000
(BAS 152 00 S). The compatibility study according to ASTM method E 1518-93 shows that
the tank mixture is applicable without any problems as recommended.

2.1.3 Details of uses and further information

2.1.3.1 Details of uses

Tritosulfuron is intended to be used in cereals (autumn and spring sown) and in maize. It is a
post-emergence herbicide with systemic action. The product must be used as a mixture with
an additive (e.g. Citowett New) at a rate of 70 g/ha BAS 635 00 H (containing 50 g as/ha
tritosulfuron) and 1.25 1/ha Citowett New. The recommended spray (water) volume is from
150 to 400 1/ha. At the field rate of 50 g as/ha tritosulfuron the concentration is between 0.33
g/l to 0.13 g/1 tritosulfuron in the spray liquid. The maximum number of applications is one.
The timing is between BBCH 13-39 in cereals (spring-sown cereals from BBCH 13-39;
autumn-sown cereals from BBCH 21-39) and between BBCH 12-18 in maize. Application is
confined to the spring season.
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2.1.3.2 Further information

Information on handling, storage, transport or fire, destruction or decontamination, and
emergency measures for the active substance as manufactured and information on packaging,
cleaning procedures, handling, storage, transport or fire, emergency measures, and procedures
for destruction or decontamination for the plant protection product have been supplied and are
acceptable.

2.1.4 Classification and labelling

The following is proposed in accordance with the latest classification and labelling guidance
under Directive 67/548/EEC (i.e. in the 18™ ATP published as Directive 93/21/EEC):

Tritosulfuron (AMTT content < (.02 % )

Hazard symbol: Xi
N dangerous for the environment
Indication of danger: Irritating
Risk phrase: R43 May cause sensitisation by skin contact
R50/53 very toxic for aquatic species/can cause long-term

concerns in water ecosystems

Reasons for classification

For justification of R 43 see B.6.2.6 Skin sensitisation.

For justification of R50/53 see Vol. 1, point 2.6.2 and Vol. 3, point B.9.2 Effects on aquatic
species

The following is proposed in accordance with Directive 78/631/EEC in combination with the
latest classification and labelling guidance under Directive 67/548/EEC (i.e. in the 18th ATP
published as Directive 93/21/EEC):

BAS 635 00 H

Hazard symbol: N dangerous for the environment
Indication of danger: None

Risk phrase: None

R50/53 very toxic for aquatic species/can cause long-term
concerns in water ecosystems

Reasons for classification
For justification see B.6.11: Acute toxicity including irritancy and skin sensitisation of
preparations.

For justification of R50/53 see Vol. 1, 2.6.2 and Vol. 3, point B.9.2 Effects on aquatic species
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2.2 Methods of analysis

2.2.1 Analytical methods for analysis of the active substance as manufactured

Analytical methodology is available for the determination of active substance and impurities
in the technical material as manufactured

Tritosulfuron in the active substance as manufactured is determined by a HPLC external
standard method on a reversed phase column with UV detection.

Organic impurities in the active substance as manufactured are determined by a HPLC
external standard method on a reversed phase column with UV detection.

Tritosulfuron and one impurity in the formulation are determined by HPLC external standard
methods on reversed phase columns with UV detection

The methods are fully validated.

2.2.2 Analytical methods for formulation analysis

Analytical methodology is available for the determination of the active substance and one
impurity in the formulation.

Tritosulfuron and one impurity in the formulation are determined by HPLC external standard
methods on reversed phase columns with UV detection.

The methods are fully validated.

2.2.3 Analytical methods for residue analysis

For the assessment of the analytical methods for the determination of tritosulfuron residues
the following criteria were used:

- The submitted methods enable the enforcement of the following relevant residue limits (at
the time of evaluation):

plants and plant products 0.01 mg/kg proposed MRL for cereal and maize grain and
other food of plant origin

soil 1.0 pg/kg phytotoxic concentration of tritosulfuron to rape
seed

drinking water 0.1 pgl EU drinking water limit

surface water 25.5 pg/l higher aquatic plant

air 225 pg/m* based on a proposed AOELgygemic of 0.75 mg/kg

bw/d
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- Mean recovery rates at each fortification level in the range of 70 to 110 % with a relative
standard deviation of < 20 %

- No interfering blanks (< 30 % of the LOQ)

- Methods must employ the simplest approach, involve the minimum cost, and require
commonly available equipment.

- The enforcement method for food must be suitable for the determination of all compounds
included in the residue definition (see 2.4.1), using an additional confirmatory method if
appropriate.

- The enforcement methods for environmental matrices must be able to analyse for all
compounds of toxicological and/or ecotoxicological significance in soil, water and air (see
2.5.1), using an additional confirmatory method if appropriate.

According to these criteria adequate analytical methods are available for the determination of
tritosulfuron in plant material, soil, drinking water and air (for a summary see [[able 2.2-1).

Table 2.2-1: Methods for the determination of residues
Matrix Method Llr.mt Of. Reference
quantification
Crops wheat: HPLC-UV 0.01 mg/kg Sasturain et al, 2001

grain, plant, straw
maize:
grain, plant, straw

corn, grain LC-MS/MS 0.001 mg/kg Stewart, 2001
wheat: 0.001 mg/kg

grain, middlings

wheat: 0.01 mg/kg

straw, forage, hay

metabolite AMTT

wheat GC-MS 0.001 mg/kg Jordan and

corn Malinsky, 2001
animal milk, muscle, fat, HPLC-UV 0.01 mg/kg Grosshans, 1998
matrices kidney, liver

egg

metabolite AMTT

milk, muscle, fat, GC-MS 0.001 mg/kg Jordan and

kidney, liver Malinsky, 2001
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. Limit of
Matrix Method it ot Reference
quantification
soil as +MO01, 02,03 LC-MS/MS 0.001 mg/kg Richter, 2001a

as + MO01, 02, 03, LC-MS/MS 0.001 mg/kg Smith and Clouser-

AMTT Rouche, 2001
as GC-ECD 0.001 mg/kg Keller, 1998
MO1, 02, 03 0.01 mg/kg

water drinking/surface Richter, 2001b
as + MO1, 03 LC-MS/MS 0.05 ng/l
MO02 + AMTT GC-MS 0.05 ng/l
drinking/leachate =~ GC-MS 0.05 g/l Ziegler, 1998

as + M01, 02, 03

air HPLC-UV 2.8 ug/m’  Zangmeister, 1998

2.3 Impact on human and animal health

Preamble

In the course of toxicity testing for tritosulfuron different batches containing different
impurities were used. In the long-term and the 2-generation studies which were conducted
with batch no. N24 severe effects were observed, including mammary gland tumors and a
high pup mortality in rats, respectively. Further studies with the same batch were conducted in
order to obtain a NOAEL for these effects. Upon checking differences between the batches, it
was shown that batch no. N24 contained an impurity — AMTT — in higher quantities than
batches nos. N34, N42, N53 and N59 (see ). Two long-term rat studies were
conducted with these batches and a 2-generation study in rats was performed with batch no.
N34. These new studies did not show the effects observed before, with regard to mammary
gland tumors and pup mortality. Therefore, it might be considered that AMTT was
responsible for these effects. In order to understand the mechanism that is behind the mode of
action of AMTT, and keeping in mind that AMTT is also a metabolite in soil and water, a
variety of additional studies with AMTT were conducted.

The toxicological evaluation is only supporting an Annex I inclusion of technical tritosulfuron
specified with an AMTT content < 0.02 % (as impurity). Anyhow, the derivation of an ADI
and an ARfD for AMTT is considered necessary because of residues in soil, water and plants.
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Table 2.3-1:

Overview on the content of AMTT and purity of different batches of
tritosulfuron

Batch No.

Purity

Study

Content AMTT

N12

95.6 %

Acute oral/dermal/inhalation toxicity (rat), dermal/eye irritation
(rabbit), skin sensitisation (guinea pig), prenatal toxicity in
Wistar Rats/gavage

0.24 %

N12

96.1 %

Salmonella typhimuriunvE. coli reverse mutation assay

0.16 %

N14

96.4 %

28-day oral (rat+tmouse), 90-day oral (rat+mouse), prenatal
toxicity in Himalayan rabbits/gavage

0.05 %

N24

96.8 %

28-day dermal (rat), 90-day + 12-month oral (dog), Ames-Test,
in vitro gene mutation test in CHO cells, in vitro chromosome
aberration assay in V79 cells, in vitro unscheduled DNA
synthesis (UDS) assay in primary rat hepatocytes, in vivo mouse
micronucleus test, 24-month feeding (rat), supplementary 24-
month feeding (rat), 18-month feeding (mouse), 2-gen.
reproduction study (rat), supplementary 2-gen. reproduction
study (rat), acute and subchronic oral neurotoxicity study (rat)

2.45 %

N24

95.9 %

28-day dermal, rat

245%

N34

99.1 %

24-month feeding (rat), supplementary 24-month feeding (rat), 2-
gen. reproduction study (rat)

0.024 %

N42

98.7 %

12-month feeding (rat), 24-month feeding (rat), supplementary
24-month feeding (rat)

0.02 %

N53

99.8 %

12-month feeding (rat), 24-month feeding (rat), supplementary
24-month feeding (rat)

0.012 %

N59

98.2 %

12-month feeding (rat), 24-month feeding (rat), supplementary
24-month feeding (rat), developmental neurotoxicity study (rat)

0.006 %
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Table 2.3-2:

Overview on study type and batches of tritosulfuron

Study type

Batch No. / Purity

Absorption, distribution, excretion; oral/
intravenous, rat

Triazine-14C labelled tritosulfuron:

437-32: radiochemical/chemical purity > 99 %

537-01; radiochemical purity > 99 %, chemical purity > 98 %.
Phenyl-14C labelled tritosulfuron:

436-23: radiochemical purity > 97 %, chemical purity > 96 %
538-01: radiochemical purity > 99 %, chemical purity > 98 %.
Phenyl-13C labelled tritosulfuron:

481-05; chemical purity > 99 %.

Non radiolabelled tritosulfuron: N14; chemical purity > 96 %

Metabolism

Triazine-14C labelled tritosulfuron:
437-32: radiochemical purity 99.2 %
Phenyl-14C labelled tritosulfuron:
436-23: radiochemical purity 97.0 %
Phenyl-13C labelled tritosulfuron:
481-05: radiochemical purity > 99 %
691-33-1 (unlabelled): 99.8 % (chemical)

Metabolism

Triazine-14C labelled tritosulfuron:
437-1406 (triazin-2,4-14C): radiochemical purity: > 99 %,
chemical purity 97 %

Acute oral toxicity, rat N12:95.6 %
Acute dermal toxicity, rat N12:95.6 %
Acute inhalation toxicity, rat N12:95.6 %
Dermal irritation, rabbit N12:95.6 %
Eye irritation, rabbit N12:95.6 %
Skin sensitisation, guinea pig N12:95.6 %
28-day oral, rat N14:96.4 %
28-day oral, mouse N14:96.4 %
28-day dermal, rat N24:95.9 %
90-day, rat N14:96.4 %
90-day, mouse N14:96.4 %
90-day, dog N24: 96.8 %
12-month, dog N24:96.8 %
Ames Test N24:96.8 %
Ames test N12:96.1 %
CHO N24: 96.8 %
V79, Chinese hamster N24:96.8 %
UDS, Rat hepatocytes N24:96.8 %
Micronucleus test, mouse N24:96.8 %

12-month, rat

N42: 98.7 %; N53: 99.8 %; N59: 98.2 %

24-month, rat

N34:99.1 %; N42: 98.7 %; N53: 99.8 %; N59: 98.2 %

24-month, rat

N24:96.8 %

24-month, mice N24:96.8 %
2-generation, rat N34:99.1 %
2-generation, rat N24:96.8 %
2-generation, rat N24:96.8 %
Developmental toxicity, rat N12:95.6 %
Developmental toxicity, rabbit N14:96.4 %
Acute neurotoxicity, rat N24:96.8 %
Subchronic neurotoxicity, rat N24: 96.8 %
Developmental neurotoxicity, rat N59:98.2 %

20 August 2002
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2.3.1 Effects having relevance to human and animal health arising from exposure to
the active substance or to impurities contained in the active substance or to their
transformation products

2.3.1.1 Metabolism / Toxicokinetics

Tritosulfuron was rapidly and almost completely absorbed after oral administration to male
and female rats at dose levels of 50 and 500 mg/kg bw. The radioactivity was preferably
excreted via the renal route (approx. 70 — 80 % within 48 hours). The bioavailability was in
the range of 90-100 %. The initial plasma half-life was short at both dose levels (5 - 6 hours).
At the low dose level a slower terminal phase (19 - 24 hours) followed. Highest tissue
concentrations were found in the gastro-intestinal tract and the excretion organs. There was no
indication of accumulation of radioactivity in fat or other tissues. The test substance was
metabolised to the sulfonamide 635MO02 of the trifluoromethyl-phenyl ring and its sulfonic
acid 635M23. After hydroxylation at the 4-position of the phenyl ring this compound was
further conjugated with glucuronic acid or sulfate. No significant amounts of AMTT were
produced in the rat by transformation of tritosulfuron.

2.3.1.2 Dermal absorption

The in vivo dermal absorption of tritosulfuron in rats is approximately 3 % or less depending
on the duration of exposure and concentration. The initial rate of absorption through rat
epidermal membranes was at least 2.27 fold greater relative to human epidermal membranes.
Therefore, it can be assumed that human dermal penetration is in the order of 1 %.

2.3.1.3 Acute toxicity studies, local irritation and skin sensitising properties

Tritosulfuron (batch no. N12) is characterised by a low acute oral, dermal and inhalation
toxicity. The substance is neither irritating to the skin nor to the eyes. It is a skin sensitiser in
the Maximisation Test. The results of the acute toxicity studies with tritosulfuron are
summarised in the table below.

Table 2.3-3: Acute toxicity of tritosulfuron

Test Species Result
LDs, oral (Limit test) Rat 4700 mg/kg bw
LDs, dermal (Limit test) Rat > 2000 mg/kg bw
LCs, inhalation (head/nose, 4h, dust aerosol) Rat > 5,4 mg/l air
Skin irritation Rabbit Non irritant
Eye irritation Rabbit Non irritant
Skin sensitisation (Magnusson/Kligman Test) | Guinea pig Sensitising

2.3.1.4 Short-term toxicity

The short-term toxicity of tritosulfuron was investigated in dietary 4-week studies in rats and
mice, 3-month studies in rats, mice and dogs and in a 12-month study in dogs. In addition, the
short-term toxicity following dermal exposure was determined in a 28-day study in rats.
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The 3-month and 12-month dog studies as well as the 28-day dermal study in rats were
conducted with tritosulfuron containing high amounts of AMTT (batch no. N24). The dietary
4-week and 3-month studies in rats and mice were performed with batch no. N14 (purity
96.4 %). See[Table 2.3-1|and [Table 2.3-2|

The signs of toxicity in the mouse were minor and consisted mainly of some clinical chemical
changes (after 3 months: increased urea and decreased serum triglyceride levels in males), as
well as decreased body weights and increased water consumption. In the 3-month toxicity
study cystitis was noted in 3/10 female mice and in one male mouse as well as decreased
adrenal weights in females. Both, in the 28-day study and in the 3-month study the NOAEL
was found to be 3000 ppm (equal to 547 mg/kg bw/d in male mice/692 mg/kg bw/d in female
mice and 770 mg/kg bw/d in male mice/938 mg/kg bw/d in female mice).

The main target organs in the rat were liver and kidney. After 28 days of tritosulfuron
administration the signs of toxicity consisted of decreased body weight gain, increased water
consumption and urinary volume with decreased urinary specific gravity, altered clinical-
chemical parameters, i.e. decreases in glucose, triiodthyronine and triglycerides and an
increase in total bilirubin levels. Histopathological evaluation revealed papillary necrosis and
nephropathies. The NOAEL was found to be 3000 ppm (equal to 296 mg/kg bw/d in males,
313 mg/kg bw/d in females).

After 3 months of administration to rats, increased liver weights, centrilobular hypertrophy in
hepatocytes as well as altered clinical-chemical and hematological parameters and altered
enzyme activities were noted in addition to the results obtained after the 4-week
administration. At the dose level of 15000 ppm, premature deaths were noted in female rats,
most likely due to the occurrence of severe nephropathies. The NOAEL was found to be
1000 ppm (equal to 75 mg/kg bw/d in males, 85 mg/kg bw/d in females).

Overall, the signs of toxicity observed in the dogs were similar to rats and mainly consisted of
centrilobular hypertrophy of liver hepatocytes and single cell necrosis accompanied by
increased organ weights and altered clinical-chemical parameters, i.e. higher platelet counts,
shorter partial thromboplastin times, higher activities of alkaline phosphatase and alanine
aminotransferase, lower levels of triglycerides, cholesterol, creatinine, potassium, calcium,
lower concentrations of total proteins, mainly due to lower albumin levels and higher levels of
inorganic phosphate. In the kidneys, a degeneration of renal tubular epithelium was noted after
the 3-month administration period. Weights of adrenal and thyroid glands were increased. The
NOAEL was found to be 500 ppm (equal to 15 mg/kg bw/d in males, 17 mg/kg bw/d in
females).

Feeding of tritosulfuron to dogs for one year resulted in clinical chemical changes mainly at
the high dose level of 5000 ppm. At this dose level and to a lesser extent at 1000 ppm there
was decreased body weight gain at the beginning of the study. Functional and/or
morphological changes of the liver consisted of decreased urea levels and increased activities
of alkaline phosphatase in female dogs, increased organ weights together with necrosis of
hepatocytes in two males and inflammatory reactions in the liver of females. The NOAEL in
this 12-month dog study was 200 ppm (equal to 6 mg/kg bw/d).

The overall NOAEL in dogs was considered to be 500 ppm (equal to 15 mg/kg bw/d from the
90-day study) based on the LOAEL from the 12-month study.

In a 4-week dermal toxicity study in rats no substance-related systemic adverse effects were
detected up to the highest dose level tested of 1000 mg/kg bw. There were no signs of local
irritation in this study.

A summary of short-term toxicity studies is given in [Table 2.3-4
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Table 2.3-4:

Summary of short-term toxicity studies

0, 200, 1000, 5000 ppm
N24

[6]

Study type / species / dose NOAEL o
levels / batch no. [mg/kg bw/d] LOAEL / Critical effects
8000 ppm: Increased water consumption and urinary
28-day feeding volume, lower sodium, chloride and triglyceride values.

Chbb:THOM Wistar rat 3000 ppm At 15000 ppm (m): Reduced bw, bw gain and food

0, 3000, 8000, 15000 (m) / [296] consumption.

20000 (f) ppm 20000 ppm (f): Papillary necrosis, multifocal vacuolar

N14 degeneration of renal tubules in one female, altered
hematological parameters.

28-day feeding

]3,61C03012 3COr (1)](?).,r ;1)1(():8 ppm 30[0 50417)?m 8000 ppm: Increased water consumption

N14

28-day dermal

Oc’h;)g’ggg 1}40%1551;/112 bw/d [1000] No systemic adverse effects. No signs of local irritation.

N24
5000 ppm: Increased water consumption, slightly lower red

90-day feeding study blood cell p:clfameters; c.entrilob.ular hypertrophy.in .

Chbb-THOM Wistar rat 1000 ppm hepatocytes; increased liver weights, nephropathies (slight).
15000 ppm: Premature deaths (5/10 f), reduced bw and bw

0, 1000, 5000, 15000 ppm [75] . - . .

N14 gain, altered clinical-chemical gnfi.hemato.loglcal .
parameters; altered enzyme activities; papillary necrosis;
nephropathies (severe)

]9306_((31231}1; feé?;gisr;uiz 3000 ppm 8000 ppm: Inf:reased water consumptionf reduqed bw and
bw gain (m), increased urea/decreased triglyceride levels

0, 1000, 3000, 8000 ppm [770] . . .

N14 (m), increased adrenal gland weights and cystitis (f)

3000 ppm: Increased platelet count (f day 41); decreased
albumin concentration (f day 41); increased alkaline
phosphatase activity (m day 91), increased rel. adrenal gland
weights (f), centrilobular hypertrophy (m)

90-day feeding study 9000 ppm: Decreased bw and bw gain, altered clinical

Beagle dogs 500 ppm chemical and hematological parameters (increase in alkaline

0, 500, 3000, 9000 ppm [15] phosphatase and alanine aminotransferase activity, decreased

N24 albumin conc.), increased weights of liver, kidney, adrenal
and thyroid glands, centrilobular hypertrophy and
degeneration of hepatocytes; focal and multifocal lesions in
kidneys; degenerative changes of tubular epithelium with
reactive inflammatory response in cortical region of kidneys.
1000 ppm: Initial bw loss (m), increased activity of alkaline

12-month feeding study ;5)}(;E))(s)phata.seI (Q, (lii:)crelased urea con(clerét;ati(()ins (?

Beagle dogs 200 ppm ppm: Initial bw loss (m), retarded bw development (f),

altered clinical chemical and hematological parameters,
increased liver weights, centrilobular necrosis of hepatocytes
(m), inflammatory reactions in livers (f), increased adrenal
gland weights (m)

m: male; f: female; bw: body weight; d: day

2.3.1.5 Genotoxicity studies

The potential genotoxicity of tritosulfuron (batch no. N24) was investigated in a series of both
in vitro and in vivo studies. Batch no. N12 was additionally tested in a bacterial mutagenicity
test. All regular end points for genetic damage (point mutations, chromosome damage and
DNA-damage and repair) were assessed. Tritosulfuron was evaluated for its potential
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genotoxicity in vitro using bacterial and mammalian cell mutagenicity tests, a chromosome
damage (clastogenicity) test and an unscheduled DNA synthesis test. There was no indication
for genotoxic potential. In vivo, the test substance was assessed for the induction of
micronuclei in mice. The results of this study showed that tritosulfuron (N24) has no
chromosome-damaging potential. It is therefore concluded, that tritosulfuron of batches with a
high content of AMTT has no mutagenic or genotoxic properties both in vitro and in vivo.

Table 2.3-5: Summary of mutagenicity studies
Study/strains/species/batch no. Test conditions Results
Ames mutagenicity test; . . .
TA 1535, 100, 1537, 98, E. coli WP2 uyrA | Vithout 8-9 mix Negative
with S-9 mix Negative
N24
Ames mutagenicity test; . . .
TA 1535, 100, 1537, 98, E. coli WP2 uyrA | Vithout 8-9 mix Negative
NI2 with S-9 mix Negative
CHO/HPRT mutagenicity test without S-9 mix Negative
N24 with S-9 mix Negative
In Vltrq cyt.ogem?tlcs: chromosome without S-9 mix Negative
aberration in Chinese hamster V79 cells . . .
with S-9 mix Negative
N24
Invitro UDS, rat hepatocytes .
N24 - Negative
In vivo chromosome aberration: 0, 125, 250 and 500 mg/kg bw .
Mouse micronucleus test . . Negative
N24 (intraperitoneally)

2.3.1.6 Long-term toxicity / carcinogenicity studies

The 12-month chronic toxicity study (batches nos. N42, N53, N59) and two 24-month
carcinogenicity studies in rats (batches nos. N34, N42, N53, N59) conducted with
tritosulfuron containing low quantities of AMTT and the 18-month carcinogenicity study in
mice which was conducted with tritosulfuron containing high quantities of AMTT (batch no.
N24) did not show a carcinogenic potential.

In the 12-month chronic toxicity study in rats the administration of 7000 ppm of tritosulfuron
resulted in an increase in water consumption in both sexes, a mild anemic process as well as
clues to slight impairment of renal function in females which was evidenced by increases in
urinary volume with decreased urinary specific gravity. Males at this dose level showed
slightly increased incidence of chronic interstitial nephritis in the kidneys and slightly
increased incidence of pericholangitis in the liver. Increased number of animals with
‘anogenital region smeared with urine’ and/or ‘inflammation in the anogenital region’ was
seen at 7000 and 3500 ppm. These findings indicate that the kidney is the main target organ
for tritosulfuron toxicity in chronic rat studies, which is in accordance with the subchronic rat
toxicity studies. The NOAEL was found to be 1000 ppm (equal to 51.7 mg/kg bw/d in males
and 68.4 mg/kg bw/d in females.

In a 24-month carcinogenicity study in rats conducted with tritosulfuron containing low
quantities of AMTT the main findings consisted in an increase in water consumption and the
clinical finding ‘anogenital region smeared with urine’ in both sexes at 3500 ppm. The
NOAEL was found to be 1000 ppm (equal to 48 mg/kg bw/d in males and 64 mg/kg bw/d in
females).

In a supplementary 24-month carcinogenicity study in rats conducted with doses of 0 ppm and
7000 ppm (equal to 327 mg/kg bw/day in males, 463 mg/kg bw/day in females) tritosulfuron
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containing low quantities of AMTT the main changes consisted in the clinical observation
“anogenital region smeared with urine” and/or “inflammation in the anogenital region”, an
increase in water consumption, as well as changes in certain red blood cell parameters
(polychromasia, anisocytosis and microcytosis) in females. In the kidney, papillary necrosis
was noted in either sex, pyelonephritis in males and angiectasis in renal papilla in females. In
addition, male animals had cystitis and urothelial hyperplasia in the urinary bladder.

A carcinogenicity study in mice was conducted with tritosulfuron containing high quantities
of AMTT. Animals of the high dose group (7500 ppm) were prematurely sacrificed after 16
months of treatment without further examinations. At 3750 ppm there was increased water
consumption. Decreased body weight gain was seen at all dose levels. The NOAEL was found
to be below 250 ppm (equal to < 36 mg/kg bw/d in males, < 44 mg/kg bw/d in females).

In 24-month carcinogenicity studies in rats conducted with a batch of tritosulfuron containing
high levels of AMTT (N24: 2.45 %) neoplastic lesions were found in the mammary glands,
1.e. adenocarcinomas and fibroadenomas. Non-neoplastic lesions consisted in effects on the
testes (degeneration of the germinal epithelium, sperm stasis, focal calcification of
seminiferous tubules), on the uterus and mammary gland (diffuse hyperplasia) and in
increased haematopoiesis in the bone marrow at 3500 ppm. Rats of the high dose groups
(7000 ppm) were prematurely sacrificed after 16 months of treatment without further
examinations.

The main toxicological profile of tritosulfuron could also be confirmed in these long-term
studies conducted with tritosulfuron containing high levels of AMTT. Water consumption was
increased and body weight gain was decreased. Changes of white cell (leukocytosis, mainly
lymphocytosis, increased numbers of polymorphonuclear granulocytes) and red cell
parameters (anemia, increases in reticulocytes), distinct changes in clinico-chemical
parameters (increases in alanine aminotransferase, calcium, cholesterol, decreases in
triglycerides, alkaline phosphatase, increases or decreases of proteins, i.e. globulins and
albumin) as well as urinary parameters (polyuria with decreased specific gravity, cloudy
and/or discoloured urine samples, increased numbers of epithelial cells, granular casts and
macrohematuria) were recorded.

It was concluded that tritosulfuron with a high AMTT content did show a carcinogenic
potential in Wistar rats.

A summary of long-term toxicity and carcinogenicity studies with tritosulfuron is shown in

able 2.3-6
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Table 2.3-6:

Summary of long-term toxicity and carcinogenicity studies with

tritosulfuron
Study type / species / dose NOAEL o
levels /batch no. [mg/kg bw/d] LOAEL / Critical effects
. 3500 ppm: Anogenital region smeared with urine
iéi:ltl;nrt:tsfiecdligﬁ's"tfug%M) and/or “inflammation in the anogenital region.
0: 100: 1000 350'0. 7000 1000 ppm 7000 ppm: Increased water consumption and
o ’ ’ [51.7] urinary volume (f), decreased urinary specific
%ir; N53. N59 gravity (f), anemia (f), chronic interstitial nephritis
’ ’ in the kidneys (m), pericholangitis in liver (m)
24-month feeding study ) . . . .
s Ch THOM) | o pom | 5000 Aol gion s v i
0; 100; 1000; 3500 ppm [48] properties ’
N34, N42, N53, N59 '
Anogenital region smeared with urine,
Supplementary 24-month inflammation in the anogenital region, increased
feeding study 1000 ppm water consumption, changes in red blood cell
Wistar rats (Chbb: THOM) [48] parameters (f), papillary necrosis in the kidney,
0; 7000 ppm pyelonephritis (m), cystitis and urothelial
N34, N42, N53, N59 hyperplasia in urinary bladder (m), angiectasis in
renal papilla (f), no carcinogenic properties.
250 ppm: Lower body weight, increased incidence
of palpable masses in the skin
1000 ppm: Additionally increased water
24-month feeding study consumption, changes of hematological and
Wistar rats (Chbb: THOM) <250 ppm clinico-chemical parameters.
0; 250; 1000; 3500; 7000 [<11.8] 3500 ppm: Additionally, increased mortality in
ppm ’ females, abnormal clinical signs, changes of
N24 urinary parameters, effects on testes, uterus and
mammary gland
7000 ppm: Premature sacrifice after 16 months.
Mammary gland tumors at all dose levels.
24-month feeding study
Wistar rats (Chbb: THOM) 100 ppm
0; 50; 100 ppm 5] No effects
N24
18-month feeding study 250 and 1000 ppm: Decreased bw and bw gain.
B6C3F1 CrIBR mice <250 ppm 3750 ppm: Additionally increased water
0; 250; 1000; 3750; 7500 [< 36] consumption.
ppm 7500 ppm: Premature sacrifice after 16 months
N24 No carcinogenic properties.

m: male; f: female; bw: body weight; d: day

2.3.1.7 Reproductive toxicity / developmental (teratogenicity) studies

The reproduction toxicity of tritosulfuron was investigated in a 2-generation reproduction
study containing low quantities of AMTT (batch. no. N34) as well as in prenatal toxicity
studies in rats (batch no. N12) and rabbits (batch no. N14). Two multigeneration studies on
rats were conducted with tritosulfuron containing high quantities of AMTT (batch no. N24).

In the 2-generation study in rats, tritosulfuron containing low quantities of AMTT had no
adverse effects on reproductive performance or fertility of the Fy and F, parental animals of all
substance treated groups. Oestrus cycle data, mating behaviour, conception, gestation,
parturition, lactation and weaning as well as sperm parameters, sexual organ weights, gross
and histopathological findings of these organs were similar between the treated rats and the
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corresponding controls. Slight signs of general toxicity occurred in both parental generations
(Fo and F;) at 3600 ppm evidenced by an increased incidence of urine smeared fur. In the
presence of slight maternal toxicity, Fi, Fip and F, pups had minimally lower body weight
gain and an increased incidence of dilated renal pelves at necropsy. No substance-related
clinical, gross or histopathological findings were noted at 600 and 100 ppm. The NOAEL for
parental and reproductive toxicity was found to be 600 ppm (equivalent to 40 mg/kg bw/d).

Two studies were carried out with tritosulfuron containing high levels of AMTT (batch no.
N24) in rats. In these studies multiple effects on reproduction were seen, the most striking
being the increased pup mortality also in the absence of maternal toxicity. Fertility was not
affected at any dose level.

In summary, the main findings were: Reproductive performance was impaired in the mid and
high dose group F, parental females and in the F; parental females of all treatment groups
substantiated by an increased pup mortality of the F;,/F;, pups at 700 and 3500/2100 ppm,
and of the F, pups at all dose levels, especially during early postnatal life. The number of
stillborn pups was also increased at the high dose level. As a consequence, the viability index
and the lactation index were reduced. The high pup mortality led to total litter losses in several
dams. General toxicity occurred in both parental generations at 700 ppm and 3500/2100 ppm
(increased number of animals with fur smeared with urine, reduced food consumption,
reduced body weight and body weight gain, increased water consumption). Hematology
showed mild adverse effects on the red blood cells of females at 3500 ppm (decreased red
blood cell count and hematocrit). Concerning pathology, none of the altered organ weights
could be correlated with a histopathological finding in these organs. A NOAEL for
reproductive toxicity was not achieved. The NOAEL for parental toxicity was set at 100 ppm
(equal to 10 mg/kg bw/d).

A supplementary study investigating dose levels of 25 and 50 ppm was performed. In this
study F, pup mortality was increased at 50 ppm in the absence of parental toxicity. The
NOAEL for parental toxicity was 50 ppm (eqivalent to 4.8 mg/kg bw/d), the NOAEL for
reproductive toxicity was 25 ppm (equivalent to 2.4 mg/kg bw/d).

In the prenatal toxicity studies, different batches of tritosulfuron were administered to rats
(batch. no. N12) and rabbits (batch no. N14). In the rat fetuses a slightly higher incidence of
hydrourethers in combination with renal pelvis dilatations were noted at 360 mg/kg bw/d.
Maternal toxicity was substantiated by decreases in body weight gain. The NOAEL for
maternal and developmental toxicity was 120 mg/kg bw/d. Tritosulfuron was not teratogenic
in rats.

In the prenatal toxicity study in Himalayan rabbits signs of developmental toxicity were
observed at the highest dose level only (450 mg/kg bw/d) in the form of a slightly increased
occurrence of one skeletal variation (accessory 13" rib). At this dose level there was overt
maternal toxicity (reduced food consumption, decreases in body weight gain, discoloured
urine/hematuria). The NOAEL for maternal and developmental toxicity was found to be
150 mg/kg bw/d. Tritosulfuron was not teratogenic in rabbits.

The summary of reproduction toxicity studies with tritosulfuron are shown in
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Table 2.3-7:

Summary of reproduction toxicity studies with tritosulfuron

Study type / species / dose NOAEL o
levels / batch no. [mg/kg bw/d] LOAEL /Critical effects
2-generation study Parental and reproductive ?’flfé)niﬁrgxicit : Clinical signs (urine smeared
Wistar rat (Chbb: THOM) toxicity: fur) y: &
0, 100, 600, 3600 ppm 600 ppm ) . S .
N34 [40] Reproductive toxicity: Decreased bw gain,

increased incidence of dilated renal pelves

2-generation study

Wistar rats (Chbb: THOM)
0; 100; 700; 3500/2100 ppm
N24

Parental toxicity:

100 ppm [10]
Reproductive toxicity:
<100 ppm [< 10]

100 ppm: Increased pup mortality (F2 pups)

700 + 3500/2100 ppm:

Parental toxicity: Abnormal clinical signs,
increased water consumption, decreased bw,
changes of hematological and clinico-chemical
parameters.

Reproductive toxicity: Increased number of stillborn
pups and pup mortalities, decreased bw, delayed
physical development

2-generation study

Parental toxicity:

; i 50 ppm:
Wistar rats (Chbb: THOM) 50 ppm [4..8] . Parental toxicity: None
0; 25; 50 ppm Reproductive toxicity: Reproductive toxicity: Tncreased F mortali
N24 25 ppm [2.4] eproductive toxicity: Increased F, pup mortality
Developmental toxicity Maternal toxicity: 360 mg/kg bw/d:
Wistar rat (Chbb:THOM) [120] Maternal toxicity: Decreased bw gain.
0, 40, 120, 360 mg/kg bw/d Developmental toxicity: Hydrourethers/renal
days 6-15 Developmental toxicity: | pelves dilatation.
N12 [120] Tritosulfuron is not teratogenic

Developmental toxicity

Maternal toxicity:

450 mg/kg bw/d:
Maternal toxicity: Decreased food intake (days 7-

Himalayan rabbit [150] 13 p.i.), decreased bw gain, discoloured

0, 50, 150, 450 mg/kg bw/d urine/hematuria.

days 7-19 Developmental toxicity: | Developmental toxicity: Slightly increased
N14 [150] incidence of accessory 13t" rib(s)

Tritosulfuron is not teratogenic

m: male; f: female; bw: body weight; p.p. post partum

2.3.1.8 Neurotoxicity / Delayed neurotoxicity studies

The acute and subchronic neurotoxicity studies in rats were conducted with tritosulfuron
containing high quantities of AMTT (batch no. N24). The developmental neurotoxicity study
in rats was conducted with tritosulfuron containing low quantities of AMTT (batch. no. N59).

In the acute neurotoxicity study, the only clinical sign of toxicity (urine-smeared anogenital
region) was seen at the high dose level (2000 mg/kg bw). There were no other test substance
related effects at any dose level. No signs of neurotoxicity were observed. The NOAEL for
general toxicity was found to be 1000 mg/kg bw. The NOAEL for neurotoxicity was
2000 mg/kg bw.

In the 90-day neurotoxicity study in rats, increased water consumption at 3500 ppm and
500 ppm, reduced food consumption at 3500 ppm and a smeared anogenital region at 3500
ppm were the only test substance related findings. No signs of neurotoxicity were observed.
The NOAEL for general toxicity was found to be 100 ppm (equal to 7 mg/kg bw/d). The
NOAEL for neurotoxicity was 3500 ppm (equal to 243 mg/kg bw/d).

In a developmental neurotoxicity study the only effects that were observed were an urine-
smeared anogenital region, body weight loss during first day of treatment, reduced body
weight during gestation period and reduced food consumption during gestation in the dams as
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well as slightly reduced mean body weight changes during the last week of lactation in the
offspring at 8000 ppm. No signs of developmental neurotoxicity were noted up to the highest
concentration. The NOAEL for maternal/neonatal toxicity was found to be 1000 ppm (equal
to 65 mg/kg bw/d). The NOAEL for developmental neurotoxicity was 8000 ppm (equal to
509 mg/kg bw/d).

In conclusion, tritosulfuron is not neurotoxic to adult animals (batch no. N24) as well as to the
developing animal (batch no. N59). A summary of the neurotoxicity studies is presented in

able 2.3-8

Table 2.3-8:

Summary of neurotoxicity studies with tritosulfuron

Study type / species / dose
levels / batch no.

NOAEL
[mg/kg bw/d]

LOAEL / Critical effects

Acute oral neurotoxicity
study

Wistar rat (Chbb:THOM)

0, 500, 1000, 2000 mg/kg bw
single dose, gavage

N24

Neurotoxicity: [2000]
General toxicity: [1000]

2000 mg/kg bw: Clinical signs (urine smeared
anogenital region).

Neurotoxicity: None
Tritosulfuron is not neurotoxic.

90-day subchronic
neurotoxicity

Wistar rat (Chbb:THOM)
0, 100, 500, 3500 ppm
N24

Neurotoxicity: 3500 ppm
[243]

General toxicity: 100 ppm
(7]

500 ppm: Increased water consumption

3500 ppm: reduced food consumption and bw,
increased water consumption, urine smeared
anogenital region

Neurotoxicity: None

Tritosulfuron is not neurotoxic.

Developmental neurotoxicity
Wistar rats (Crl:CD(SD)IGS
BR)

0, 200, 1000, 8000 ppm

day 6 (p.c.)-21 (p.p.)

N59

Developmental
neurotoxicity: 8000 ppm
[509]

Maternal/neonatal
toxicity: 1000 ppm

[65]

Developmental neurotoxicity: None

8000 ppm - Maternal/neonatal toxicity: Clinical
signs (urine smeared anogenital region), decreased
bw gain

Tritosulfuron is not neurotoxic to adult rats as well
as to the developing rat

m: male; f: female; bw: body weight; p.c.: post coitum; p.p.: post partum

2.3.1.9 Further toxicological studies

635M02 (Reg.-No. 292 564; BH 635-2) is a soil metabolite and was detected in the rat
metabolism study. It was tested in three mutagenicity assays as well as in acute oral tests. The
metabolite was found to be not mutagenic in the Salmonella typhimurium/Escherichia coli
reverse mutation assay, not mutagenic in vitro in the CHO/HPRT mutation assay and not
chromosome-damaging (clastogenic) under in vitro conditions in V79 cells. Two acute oral
studies were conducted. The one with test substance preparation in 0.5 % Tylose and aqua
bidest resulted in an oral LDsy of 1000 mg/kg bw, the other with test substance preparation in
olive oil resulted in an oral LDs, of > 2000 mg/kg bw.
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Table 2.3-9:

Summary of toxicity studies of metabolite 635M02 (Reg.-No. 292 564)

Study/strains/species

Test material/conditions

Results

Acute oral toxicity in rats
Wistar rats (Chbb: THOM (SPF))

Batch No. 00831-201, purity: 98.2 %,
Test substance preparation in 0.5 % Tylose CB
30.000 in aqua bidest

LDso: 1000 mg/kg bw

Acute oral toxicity of TBSA in rats
Wistar rats (Chbb: THOM (SPF))

Batch No. 26778/99; 26778/101,
Purity: > 98.5 %,
Test substance preparation in olive oil DAB 10

LDso: > 2000 mg/kg bw

Salmonella typhimurium/ Batch No. 00831-201, Not mutagenic
Escherichia coli reverse mutation Purity: 98.2 %.
assay

S. typhimurium strains TA 100, TA
1535, TA 1537, TA 98 and E. coli
strain WP2 uvrA

Gene mutation assay in Chinese
hamster ovary (CHO) V79 cells in
vitro (V79 / HPRT)

Batch No. 00831-201,
Purity: 98.2 %.

Not mutagenic

In vitro chromosome aberration
assay in V79 cells

Batch No. 00831-201,
Purity: 98.2 %

Not mutagenic

635M03 (Reg.-No. 335 182; BH 635-3) is a soil metabolite. It was detected in the rat
metabolism study as a transient metabolite. It was tested in three mutagenicity assays as well
as in an acute oral test and a 90-day feeding study. 635M03 was found to be not mutagenic in
the Salmonella typhimurium/Escherichia coli reverse mutation assay, not mutagenic in vitro in
the CHO/HPRT mutation assay and not chromosome-damaging (clastogenic) under in vitro
conditions in V79 cells. An acute oral toxicity study revealed an LDsy of > 5000 mg/kg bw.
The NOAEL in a 90-day dietary rat study was 15000 ppm (equal to 1187 mg/kg bw).

Table 2.3-10: Summary of toxicity studies of metabolite 635M03 (Reg.-No. 335 182)

Results
LDsy: > 5000 mg/kg bw

Test material/conditions
Batch No. 00831-274,
Purity: 98.7 %;
Batch 01185-044, purity 99.4 %.
Batch No. 01185-269,
Purity: 99.2 %.

Study/strains/species
Acute oral toxicity in rats
Wistar rats (Chbb: THOM (SPF))

No substance related effects
NOAEL: 15000 ppm (1187
mg/kg bw/d)

Not mutagenic

Subchronic toxicity study in Wistar rats
[CRL:WI(GLX/BRL/HAN)IGS BR].
Administration in the diet for 3 months
Salmonella typhimurium/Escherichia
coli reverse mutation assay

S. typhimurium strains TA 100, TA
1535, TA 1537, TA 98 and E. coli strain
WP2 uvrA

Gene mutation assay in Chinese hamster
V79 cells in vitro (V79 / HPRT )

In vitro chromosome aberration assay in
Chinese hamster V79 cells

Batch No. 00831-274,
Purity: 98.7 %.

Batch No. 01185-085,
Purity: 99.8 %.
Batch No. 01185-085,
Purity: 99.8 %.

Not mutagenic

Not mutagenic

635M01 (Reg.-No. 335 184; BH 635-4) is a soil metabolite. It was detected in the rat
metabolism study. It was tested in three mutagenicity assays as well as in an acute oral test. It
was found to be not mutagenic in the Salmonella typhimurium/Escherichia coli reverse
mutation assay, not mutagenic in vitro in the CHO/HPRT mutation assay and not
chromosome-damaging (clastogenic) under in vitro conditions in V79 cells. An acute oral
toxicity study revealed an LDs, of > 5000 mg/kg bw.
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Table 2.3-11: Summary of toxicity studies of metabolite 635M01 (Reg.-No. 335 184)

Study/strains/species Test material/conditions Results
Acute oral toxicity in Wistar rats Batch No. 01185-088, LDso: > 5000 mg/kg bw
(Chbb:THOM (SPF)) Purity: 97.0 %
Salmonella typhimurium/Escherichia coli Batch No. 00831-277, Not mutagenic
reverse mutation assay Purity: 97.9 %

S. typhimurium strains TA 100, TA 1535, TA
1537, TA 98 and E. coli strain WP2 uvrA

Gene mutation assay in Chinese hamster V79 | Batch No. 01185-088, Not mutagenic
cells in vitro (V79 / HPRT ) Purity: 97.0 %

Chinese hamster ovary (CHO) cells

In vitro chromosome aberration assay in V79 | Batch No. 01185-088, Not mutagenic
cells (cells derived Chinese hamster) Purity: 97.0 %

635M17 (Reg.-No. 373 906) is a plant metabolite. It was detected in the rat metabolism study
in minor quantities. It was tested in three mutagenicity assays as well as in an acute oral test. It
was found to be not mutagenic in the Salmonella typhimurium/Escherichia coli reverse
mutation assay, not mutagenic in vitro in the CHO/HPRT mutation assay and not
chromosome-damaging (clastogenic) in vivo. There were no indications of any impairment of
chromosome distribution in the course of mitosis.

An acute oral toxicity study revealed an LDsy of > 2000 mg/kg bw.

Table 2.3-12: Summary of toxicity studies of metabolite 635M17 (Reg.-No. 373 906)

Study/strains/species Test material/ conditions Results
Acute oral toxicity study in Wistar rats Batch No. 01742-22, LDsy: >2000 mg/kg bw
Crl: WI(GLX/BRL/HAN)IGS BR (SPF) Purity: 98.3 %.
Salmonella typhimurium/Escherichia coli reverse Batch No. 01742-22, Not mutagenic
mutation assay (standard plate test and preincubation | Purity: 98.3 %.

test)
S. typhimurium strains TA 100, TA 1535, TA 1537,
TA 98 and E. coli strain WP2 uvrA

In vitro gene mutation test in Chinese hamster ovary | Batch No. 01742-22, Not mutagenic
(CHO) cells (HPRT Locus Assay) Purity: 98.3 %.

Cytogenetic study in vivo in the mouse micronucleus | Batch No. 01742-22, Not mutagenic
test after two intraperitoneal administrations (NMRI | Purity: 98.3 %.

mice)

AMTT (635M04) was an impurity in the batch no. N24 (2.45 %). It is also a metabolite in the
rat, soil and water. A separate metabolism study was conducted with AMTT, it was tested in
an acute oral test, as well as in three mutagenicity tests. Furthermore, in order to prove that the
effects seen in the 2-generation study using tritosulfuron batch no. N24 was due to high
AMTT content, it was tested in a pre/postnatal toxicity study. In order to understand the
mechanism by which AMTT exerts its effects it was subjected to two additional studies: a
subchronic toxicity study with estrus cycle determination as well as hormone analysis and
determination of the binding capacity to the estrogen receptor.

AMTT does not accumulate in rats, but is effectively excreted. The major metabolite AHTT is
generated by demethylation and is detected as different tautomeric structures. The oral LDsg
was found to be > 200 < 2000 mg/kg bw. Estrus cycle determination, hormone analysis as
well as PCNA resp. BrdU and TUNEL-stain analysis of mammary glands and a density
calculation of estrogen (EQ)— and progesterone receptors in uterus and vagina revealed no
treatment-related changes in a subchronic toxicity study. AMTT is not mutagenic in the
Salmonella typhimurium/Escherichia coli reverse mutation assay, not mutagenic in vitro in the
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CHO/HPRT mutation assay and did not induce micronuclei as determined by the
micronucleus test with bone marrow cells of the mouse and therefore is considered to be non-
mutagenic in this micronucleus assay. The oral application of AMTT induced severe maternal
and developmental toxicity at 20 mg/kg bw/day and at 50 mg/kg bw/day in a pre/postnatal
screening study. Therefore, AMTT might be responsible for the effects observed in the 2-
generation study with tritosulfuron containing high levels of AMTT, with respect to pup
mortality. In the presence of endogenous estrogens, the bonding capacity of tritosulfuron and
AMTT to the estrogen receptor is regarded as extremely low. A biological effect of the

substances, the activation of the receptor-mediated gene expression, is extremely unlikely.

Table 2.3-13:

(CAS-Nr. 5311-05-07)

Summary of supplementary studies with AMTT (635M04)

Study/strains/species

Test material/ conditions

Results

Study of the biokinetics and
metabolism in Wistar rats
Chbb: THOM (SPF)

14C-AMTT;

Batch No. 687-1008, chemical
purity > 98 %, radiochemical
purity: > 95 %.

Rapid exceretion, major metabolite:
AHTT

Study on the acute oral toxicity
of AMTT in Wistar rats
Chbb:THOM (SPF)

Batch No. 27 939/16, purity:
92.3 % -94.2 %.

LDso: > 200 < 2000 mg/kg bw

Subchronic toxicity study with
estrus cycle determination and
hormone analysis in female
Wistar rats (Chbb: THOM (SPF))
Administration in the diet up to
32 weeks

0, 40, 120 ppm

Batch No. 01185-097,
purity: 99.9 %

LOAEL: 40 ppm (3.6 mg/kg bw/d):
Estrus cycle determination, hormone
analysis, PCNA resp. BrdU and TUNEL—-
stain analysis of mammary glands and a
density calculation of estrogen (Ea)— and
progesterone receptors in uterus and
vagina revealed no treatment-related
changes.

Ames Salmonella/mammalian-
microsome mutagenicity test and
Escherichia coli / mammalian
microsome reverse mutation
assay (standard plate test and
preincubation test)

S. typhimurium strains TA 100,
TA 1535, TA 1537, TA 98 and
E. coli strain WP2 uvrA

Batch No. 27 939/16,
purity: 92.3 % - 94.2 %.

Not mutagenic

Gene mutation assay in Chinese
hamster ovary (CHO) V79 cells
invitro (V79/HPRT) with
AMTT

Batch No. 01185-097,
purity: 99.9 %.

Not mutagenic

Micronucleus assay in bone
marrow cells of the mouse
(NMRI) after a single
intraperitoneal administration

Batch No. 27939-141
CP031929,
purity: 99.8 %.

Not mutagenic

AMTT and BisSH - Pre-/
postnatal screening toxicity study
in Wistar rats [Chbb: THOM
(SPF)] — Oral administration

(gavage)

Batch No. CP031929,
purity: 99.8 %, BisSH; batch
No. CP 031930, purity: 99.7 %

Severe maternal and developmental
toxicity at 20 mg/kg bw/d and at 50 mg/kg
bw/d AMTT

Study of a possible bond of
AMTT and tritosulfuron to the
estrogen receptor in the cytosol
from the endometrial RUCA-I
adenocarcinoma cell line

Endometrial RUCA-I-
adenocarcinoma cell line of the
rats

Extremely low bonding capacity of
tritosulfuron and AMTT to the estrogen
receptor in the presence of endogenous
estrogens
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2.3.1.10 Human Data

Since industrial production has not yet commenced no data on medical surveillance of the
manufacturing personnel is available. The personnel who are handling developmental
compounds are surveyed by regular medical examinations. This surveillance programme is
not aimed to specifically identify tritosulfuron related symptoms or diseases. Poisoning
incidents or clinical cases are not reported.

2.3.2 Acceptable Daily Intake (ADI )

2.3.2.1 ADI for tritosulfuron (AMTT max. 0.02 %)

From the studies conducted with tritosulfuron containing low concentrations of AMTT
(batches nos. N34, N42, N53, N59) there is no evidence for carcinogenic, teratogenic or
reproduction disturbing properties of the active substance. The overall NOAEL is
approximately 50 mg/kg bw/d from the long-term and 2-generation studies in rats. The
standard assessment factor of 100 is considered appropriate. This results in a proposed ADI of
0.5 mg/kg bw.

2.3.2.2 ADI for AMTT

From the studies conducted with tritosulfuron containing high concentrations of AMTT (batch
no. N24) there is evidence for carcinogenic and reproduction disturbing properties. In vitro
and in vivo mutagenicity studies which were conducted with this batch were negative. With
regard to carcinogenic properties the lowest NOAEL is 5 mg/kg bw/d from the 24-month
feeding study in rats. Calculated for an amount of 2.45 % AMTT the NOAEL is 0.123 mg/kg
bw/d.

The NOAEL for reproductive toxicity was 25 ppm (equivalent to 2.4 mg/kg bw/d) based on
increased F, pup mortality at 50 ppm. Calculated for the amount of AMTT the overall
NOAEL is 0.06 mg/kg bw/d. A safety factor of 100 is considered appropriate. This results in a
proposed ADI of 0.0006 mg/kg bw.

2.3.3 Acceptable Operator Exposure Level (AOEL)

2.3.3.1 Systemic AOEL for tritosulfuron (AMTT max. 0.02 %)

Tritosulfuron (batch no. N12) is of low acute oral, dermal and inhalation toxicity. Under the
condition of following the rules of good agricultural practice the risk of an acute intoxication
by tritosulfuron can be ruled out. Likewise, batches tested for chronic toxicity/carcinogenicity
and reproductive toxicity in rats with a minimum purity of 98.2 % and a maximal AMTT
content of 0.024 % proved to be devoid of carcinogenic and reproductive disturbing
properties.

The AOEL is usually derived on the basis of so-called mid-term toxicity studies, i.e. the
subacute/subchronic toxicity studies. The lowest NOAEL is 75 mg/kg bw/d from the 90-day
feeding studies in rats (batch no. N14). Since the extent of absorption after oral administration
is almost complete, correction from the oral AOEL to a systemic AOEL is not needed.
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Applying the standard assessment factor of 100 in accordance with current EU assessment
practice this results in a systemic AOEL of 0.75 mg/kg bw/d.

Note: The NOAELs from the 90-day and 12-month studies in dogs were lower than the
NOAEL from the 90-day study in rats. The overall NOAEL in dogs was considered to be
500 ppm (equal to 15 mg/kg bw/d from the 90-day study). The conservative approach would
be to derive the AOEL on the basis of this NOAEL but both short-term studies in dogs were
conducted with tritosulfuron containing high levels of AMTT (batch no. N24). Since the rat
was proved to be more sensitive against high AMTT levels it was considered more
appropriate to derive the AOEL from the lowest NOAEL in rats treated with low AMTT
levels.

2.3.3.2 Systemic AOEL for AMTT

The derivation of an AOEL for AMTT is not necessary because the Annex I inclusion is only
supported for tritosulfuron specified with an AMTT content < 0.02 %.

2.3.4 Acute Reference Dose (ARfD)

2.3.4.1 ARID for tritosulfuron (AMTT max. 0.02 %)

On the basis of its toxicological profile, tritosulfuron containing low concentrations of AMTT
is unlikely to present an acute hazard for consumers. The acute oral toxicity of tritosulfuron
(batch no. N12) is low and there are no acute toxicological alerts seen in repeated dose
toxicity studies.

2.3.4.2 ARID for AMTT

FAO/WHO (2000) stated that there is a need to establish an ARfD if developmental/
reproductive effects are observed, except when these are clearly a consequence of maternal
toxicity, and if hormonal or other biochemical alterations are observed in studies with
repeated doses, which might conceivably be elicited also by a single dose. From the studies
conducted with tritosulfuron containing high levels of AMTT there is evidence for
carcinogenic as well as reproduction disturbing properties. Since the critical endpoint in the 2-
generation reproduction toxicity study was pup mortality it is considered necessary to derive
an ARfD especially for a sensitive sub-population (e.g. pregnant women) and the unborn
offspring. It is proposed to derive an ARfD on the same basis as the ADI value applying a
safety factor of 100. This results in an ARfD of 0.0006 mg/kg bw (same as ADI).

2.3.5 Drinking water limit

The determination of a MAC value is not necessary, because according to Directive
91/414/EC only the ADI and AOEL values have to be determined. Therefore, the
establishment of a maximum admissible concentration for drinking water from an ADI value
is not yet confirmed by a harmonized EU proposal. In addition to that, the maximum
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admissible concentration of an active substance is 0.1 pg/l, as established by the Directive
89/778/EEC.

2.3.6 Impact on human or animal health arising from exposure to the active substance
or to impurities contained in it

According to the toxicological properties of tritosulfuron containing low concentrations of
AMTT as impurity (max. 0.02 %), harmful effects on the health of operators, bystanders,
workers or consumers are not to be expected when the plant protection product is used in
accordance with good plant protection practice.

The available data for tritosulfuron containing a maximum of 0.024 % AMTT do not support
evidence of carcinogenic and the fertility or development damaging properties of the active
substance. Likewise tritosulfuron containing high levels of AMTT (batch N24) is devoid of a
genotoxic potential.

The potential operator exposure was estimated for the intended uses. The estimated systemic
exposure to tritosulfuron accounts for 0.094 % (German model) or 1.31 % (UK-POEM) of the
proposed systemic AOEL if no PPE is used. Thus, the estimated exposures does not present
an undue risk.

In view of a single rather than a repeated scenario as it is the situation of field applicators, it is
not likely that the potential exposure of bystanders will exceed the AOEL.

The active substance intake by consumers was estimated according to the BBA guideline. The
theoretical maximum daily intake (TMDI) accounted for only a part of the ADI which

represents a large margin of safety for consumers.

In view of the recommended uses and application techniques, harmful effects on the health of
domestic or wild animals are not to be expected.

2.4 Residues

2.4.1 Definition of the residues relevant to MRLs

2.4.1.1 Plants

The metabolism and distribution of tritosulfuron was investigated in maize using phenyl and
triazine labelled tritosulfuron. In most samples tritosulfuron was the main component. In
addition, a range of metabolites were detected at low absolute concentrations. The metabolite
AMTT (635M04) was not detected in the maize metabolism study. Therefore, parent only is
included in the residue definition.

Residue definition plant: parent tritosulfuron

2.4.1.2 Animals

The metabolism of tritosulfuron has been investigated in lactating goats and laying hens using
phenyl and triazine labelled tritosulfuron. After administration of an exaggerated dose
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residues were found at very low levels consisting of unchanged parent compound and three
major metabolites (635M02, 635M04, 635M09). With focus on the metabolite 635M04
(AMTT), it can be assumed that this compound would be present in animal matrices at levels
below 0.001 mg/kg after feed up-take with realistic residues and therefore, it would not be
detected by any residue analytical method.

The parent compound was detected at significant proportions in all matrices, even though it
occurred at very little absolute residue levels.

Residue definition animal products: parent tritosulfuron

2.4.2 Residues relevant to consumer safety

Chronic dietary intake levels were estimated using the proposed MRL value derived from
supervised residue trials. The results obtained on the basis of the German and WHO European
regional diet were compared with the proposed ADI value of 0.5 mg/kg bw for tritosulfuron
with a maximum content of 0.02 % AMTT. In case of this low AMTT content, a chronic
dietary consumer risk is unlikely.

TMDI (WHO European diet 1998): 0.0002 mg/kg bw/day — 0.04 % of the ADI
TMDI (German diet): 0.0004 mg/kg bw/day — 0.07 % of the ADI

2.4.3 Residues relevant to worker safety

BAS 63500 H is intended as a post emergence herbicide in cereals. Thus it is normally
applied at times when it is not necessary to enter crops shortly after spraying. To assess cases
where re-entry is not avoidable, the worker exposure has been calculated using a model
proposed by the German BBA (Hoernicke et al., 1998).

Considering both the application regimen and the estimated operator and worker exposure
data for the active ingredient in the product, re-entry operations does not present an undue risk
to the worker.

2.4.4 Proposed EU MRLs and compliance with existing MRLs

The proposed MRL for plants is based on an assessment of the submitted residue data.

MRL proposal: 0.01 mg/kg for cereal and maize grain and other food of plant origin.

2.4.5 Proposed EU import tolerances and compliance with existing import tolerances

No import tolerances have been proposed in the EU or applied for in any EU Member State.

2.4.6 Basis for differences, if any, in conclusion reached having regard to established
or proposed CAC MRLs

Not applicable since no Codex MRLs have been established yet.
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2.5 Fate and behaviour in the environment

2.5.1 Definition of the residues relevant to the environment

The major metabolites in soil are 635M01, 635M02 and 635M03. Metabolite 635M04
(AMTT) did not occur in soil degradation studies in the laboratory or in the field > 10 % and
was not expected to occur in significant amounts in groundwater. The entry of the metabolites
635M01, 635M02 and 635MO03 in ground water can not be excluded, because the
concentrations exceeded 0.1 pg/l in lysimeter studies and model calculations. 635MO01,
635M02 (both > 10 %) and 635MO03 (< 10 %) can occur in surface water. In sediment
metabolite 635M01 can be formed in significant amounts.

Therefore tritosulfuron and the metabolites 635M01, 635M02 and 635MO03 should be
included in the definition of the residues relevant to the environment.

The metabolites 635M01, 635M02 and 635MO03 shows no biological activity, but the
toxicological relevance in groundwater is open for metabolite 635MO01 and 635MO02.
Ecotoxicological studies (chronic earthworm test) have to be submitted for 635M01, 635M02
and 635MO03 for the risk assessment in soil. The ecotoxicological risk assessment of
metabolite 635MO01 in surface water is not yet finished (Lemna study required).
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Table 2.5-1: Overview about metabolites
Code Active substance Soil
BAS 635 H tritosulfuron
Metabolites Occurrence Risk assessment
Code Structural formula Persistence, crop rotation Ecotoxicology
soil aerobic (20 °C): Effects on succeeding crops not Earthworms:
o, lab: max. 56 % after 60 d relevant (see B 3.2.8). LCsp > 1000 mg/kg; no acute risk
635M01 ©i AL A e DTs01ab: 23 -184d (n=7) Maximum residues in wheat straw
O//S\\/O U0 T |DTsogeq: EU: 30 - 336 d, USA: | of 0.056 mg/kg after a plant back | Data on long-term risk have to be
o 65->621d interval of 30 days are of no submitted
toxicological concern.
soil aerobic (20 °C): Effects on succeeding crops not Earthworms:
cr, lab: max. 23 % after 118 d relevant (see B 3.2.8). LCsp > 1000 mg/kg; no acute risk
DTs0 1ab: 28 - 96 d (n =4) Maximum residues in wheat straw
635M02 @[ _NH, DTs fietla: EU: 36 - 216 d, USA: |0f 0.015,0.02 and 0.035 mg/kg Data on long-term risk have to be
O//S\\O 76 ->614d after plant back intervals of 30, submitted
120 and 365 days, respectively are
of no toxicological concern.
soil aerobic (20 °C): Effects on succeeding crops not Earthworms:
CF, lab: max. 15 % after 120 d relevant (see B 3.2.8). LCsp > 1000 mg/kg; no acute risk
635M03 A H " DTs01ab: 32 -~1 a(n=4) Maximum residues in wheat straw
0//5\\ \[( \H/ DTso fiela: USA: 53 ->417d of 0.008 mg/kg after a plant back | Data on long-term risk have to be
° 6 N interval of 30 days are of no submitted
toxicological concern.
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Code Active substance .
BAS 635 H tritosulfuron Seil
Metabolites Occurrence Risk assessment
Code Structural formula Persistence, crop rotation Ecotoxicology
soil aerobic (20 °C): Effects on succeeding crops not Earthworms:
lab: max. 6 % after 90 d relevant (see B 3.2.8) LCso 671 mg/kg; no acute risk
HZNYNYCFS DTs01ap: 98 (n=1) Maximum residups in bean plants
635MO04 N| P DTso fieta: EU: 11 - 133 d, USA: |0of 0.011 mg/kg, in wheat forage of
Y 5-69d 0.013 mg/kg and in straw of 0.029
OCH, mg/kg after a plant back interval of
30 days are of no toxicological
concern.
- soil anaerobic: The formation of metabolite 635M19 seemed to be no relevant process
A At _cn | lab: max. 16 % after 28 d under realistic outdoor conditions (spring application). Therefore, this
635M19 N T TYT DTs50: not available metabolite should be classified as non-relevant.
Ground water
Oceurrence Risk assessment
Pesticidal activity Toxicology Ecotoxicology
lysimeter (ug/l): no herbicidal activity | Relevance cannot be |data have to be
- max. annual av. conc.: 0.1-1.04 | (see chapter B.9.11) excluded on the base | submitted for the most
635M01 ©;/“ A | modelling (ug/l): of limited data (only  |sensitive aquatic
N T If T max. annual av. conc.: 0.091 acute oral toxicicty organism Lemna
and mutagenicity tests) | gibba.
oF lysimeter (ug/l): no herbicidal activity |Relevance cannot be | not ecotoxicologically
‘ max. annual av. conc.: 0.02-0.11 | (see chapter B.9.11) excluded on the base | relevant
635M02 _NH, modelling (pg/l): of limited data (only
o//S\\O max. annual av. conc.: 0.347 acute oral toxicicty
and mutagenicity tests)
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Code Active substance Soil
BAS 635 H tritosulfuron
Metabolites Occurrence Risk assessment
Code Structural formula Persistence, crop rotation | Ecotoxicology
CF, lysimeter (ug/l): no herbicidal activity | Non-relevant not ecotoxicologically
635M03 g max. annual av. conc.: 0.07-0.57 | (see chapter B.9.11) metabolite relevant
O,/S\\ \[( \H/ modelling (ug/l):
° o N max. annual av. conc.: 0.240
HZNYNYCFS lysimeter (ug/l): Not relevant Relevant metabolite not ecotoxicologically
635MO04 N| P max. annual av. conc.: <0.1 relevant
he modelling (ug/l):
OCH, max. annual av. conc.: 0.017
NIR lysimeter (ug/l): No data
max. annual av. conc.: 0.32-0.68
Surface water and sediment
Risk assessment
Occurrence -
Ecotoxicology
water-sediment study: data have to be submitted for the most sensitive aquatic organism
©i°a water: max. 28.1 % after 100 d | Lemna gibba
635M01 M A A s | sed.: max. 35 % after 100 d
2 T T T PEC calculation (drift):
water: 0.149 ng/l
CFs water-sediment study: not ecotoxicologically relevant
water: max. 15 % after 14 d
635M02 CES( e PEC calculation (drift):
° o water: 0.055 pg/l
HZNYNYCFs PEC ?alculation (runoff): not ecotoxicologically relevant
635M04 NYN water: max. 0.039 ng/l
OCH,
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2.5.2 Fate and behaviour in soil

The degradation of tritosulfuron in aerobic soil studies is characterised by a rather low
mineralization rate of the phenyl ring (0 % after 91 d, < 3 % after 358 d) and by a much higher
mineralization of the triazine ring (5 % after 90 d, 21 % after 358 d). 17 up to 25 % of the
radioactivity was not extractable after 90 days of incubation. The amounts of bound residues
increased up to 28 % and 43 % on day 358 for triazine and phenyl labeled substance,
respectively.

This reflects the basic metabolic degradation pathway of tritosulfuron. The major pathway
starts with the opening of the triazine ring after demethylation forming the metabolite 635M01
with a maximum amount of 56 % (after 60 d). It is followed by a successive shortening of the
amino side chain (via 635M03 with a maximum amount of 15 % after 121 d) until formation
of the sulfonamide metabolite 635M02 (maximum amount of 23 % after 118 d). This
metabolite is preferably bound to the soil matrix. Metabolite 635M04 (AMTT) could be
detected in soil in maximum amounts of 6.3 % after 90 d. Photolytical degradation leads to
the same degradation products, however, all metabolites were formed in amounts less than
10 % of applied radioactivity. Under anaerobic conditions, the reduced amount of oxygen in
the soil seems to slow down the reactions at the triazine moiety. Therefore, the demethylated
tritosulfuron (635M19), which could only be postulated during aerobic degradation and is
unstable, did appear in the anaerobic metabolism study in measurable amounts (16 % after
28 d). Here again, the triazine ring opened and 635MO1 is by far the most important
metabolite with amounts up to 53 % of applied radioactivity on day 120. The basic pathway is
the same, but the degradation of tritosulfuron was slow. A mineralisation to CO, was not
detected during the incubation period of 120 days. The DTsy values of tritosulfuron were
between 61 - 82 days (1* order kinetics).

Tritosulfuron degraded in soil under laboratory conditions (20 °C and 40 % MWHC) with
DTS5 values (1% order) ranging from 16 to 56 days in microbially active soils (n = 6), in one
soil a DTsy value of 141 days was determined. Photolysis does not significantly influence the
degradation rate. In the laboratory studies the major metabolites 635M01 (DTsy 23 - 184 d),
635M02 (28 - 96 d), 635M03 (32 - 347 d) and 635M04 (AMTT) (98 d) are more stable in soil
than the active substance.

Field studies were conducted in three regions in Germany, two Spanisch sites and one
Swedish site with a duration of one year. Using 1** order kinetics DTs, values between 11 and
21 days (DTyg 40 - 70 d) were calculated for tritosulfuron. The following DTsy values were
calculated for the metabolites (if possible): 635MO01: 30 - 336 d, 635M02: 36 - 216 d and
635M04 (AMTT): 11 - 133 d. 635M03 could only be found in trace amounts under field
conditions.

An additional field study in the U.S.A. at four field sites with a duration of 540 days
confirmed the DTsy values measured in the European field studies. The DTsy values of
tritosulfuron calculated with a non-linear approach (Gustafson and Holden) range from 3 to
15 days. For the metabolites following DTs, values were calculated (if possible): 635MO1:
65 ->621d, 635M02: 76 - > 614 d and 635M03: 53 - > 417. Metabolite 635M04 (AMTT)
has shorter half lives in soil (5 - 69 d).

All the results presented indicate that tritosulfuron is not stable in an active soil environment
and therefore, no risk of persistence exists.

Adsorption studies show that tritosulfuron as well as its metabolites 635M01, 635M02,
635M03 and 635M04 (AMTT) can be classified as potentially mobile in soil. There seemed to
be an influence of the pH value of the soils on the adsorption. The lower the pH value of the
soil, the more adsorption of tritosulfuron and its metabolites 635M01, 635M02, 635M03 and
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635M04 (AMTT) on the soil occurs. The following Kpc-values were determined:
tritosulfuron: 2 - 11 I/kg, 635MO01: 18 - 184 I/kg, 635M02: 16 -79 1/kg, 635M03: 18 - 51 1/kg
and 635M04 (AMTT): 8 -57 I/kg. These results were supported for the as by the column
leaching studies. Therefore, lysimeter studies were performed. The results clearly showed, that
there was no substantial displacement of the active substance into deeper soil layers or ground
water. The concentrations of the active substance found in the leachates were clearly below
0.1 pg/l. Three metabolites (635MO01, 635M02 and 635M03) exceeded the concentration of
0.1 pg/l in yearly average with maximum annual average concentration of 1.04, 0.11 and
0.57 ng/l, repectively. Metabolite 635M04 (AMTT) was detected in only one out of 26
leachate samples at a concentration of < 0.1 pg/l. These results were confirmed by FOCUS-
PELMO (1.1.1) calculations.

In acid soils no leaching of tritosulfuron and 635M04 (AMTT) is expected. However, the
leaching behaviour in neutral or alkaline soils needs to be addressed further. The metabolites
635M01, 635M02 and 635M03 show a significant leaching potential. Regardless of the soil
type, entries into groundwater > 0.1 pg/l cannot be excluded. While these metabolites are
neither biological active nor ecotoxicological relevant, their toxicological relevance still needs
to be addressed.

2.5.3 Fate and behaviour in water

Tritosulfuron is hydrolytically almost stable at pH 5 and 7 (DTso > 70 d at 25 °C). Under
acidic conditions (pH 4), a slow degradation is observed (DTsy 56 d). Cleavage of the
sulfonylurea chain results in the formation of 635M02 (maximum 26 % at 35 d) and 635M04
(AMTT, maximum 22 % at 31 d). 635M02 can be further degraded in the water phase of
natural water bodies as shown in the water sediment study. Under alkaline conditions (pH 9),
a faster degradation is observed (DTso 20 d). The opening of the triazine ring is the preferred
reaction which leads to a formation high amounts of 635M01 (maximum 34 % on day 31 at
pH 9). Direct photolysis of tritosulfuron could not be observed under continous irradiation
with a xenon lamp. Metabolite 635M01 was photo-degraded with a half life of 3.6d in a
sensitzing aquatic environment.

In a water/sediment study mineralisation was low (0.7 and 5.0 % after 100 d) and bound
residues increased to a maximum of 9.8 % of the applied radioactivity. Tritosulfuron degraded
in the water phases with DTsy values between 32 and 67 days and in the total system with
DTso values between 36 and 77 days. Minor amounts of the active substance were found in
the sediment (12 - 13 % between 14 and 28 d). 635M01, again the most important metabolite
with a maximum of 29 % of the applied radioactivity in the water phase and a maximum of
35 % in the sediment phase, constantly increased in the course of incubation. 635M02 with
maximum values up to 15 % of the applied radioactivity on day 14 in the water phases
degraded with half lives of 67 and 132 days. Metabolite 635M03 showed maximum amounts
of 3.9 % after 100 days. All these results show that in case tritosulfuron reaches the water of a
natural water body, it disappears from the water phase and is degraded.
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2.5.4 Fate and behaviour in air

The vapur pressure of tritosulfuron is < 1 - 10~ Pa and the Henry constant is < 1 - 10”7 Pa m’
mol ™. Investigation about the volatilisation from plant surfaces (3 %, 24 h) and soil surfaces
(2 %, 24 h) showed a very low potential for the active substance to be displaced into the
atmosphere. Even if small amounts of tritosulfuron reach the troposphere, the half life would
be very short. The photochemical half life for reactions with OH-radicals was determined to
be less than 5.2 hours.

2.6 Effects on non-target species

2.6.1 Effects on terrestrial vertebrates

Studies were conducted with technical tritosulfuron of different batch numbers. According to
the toxicity values (get out from the studies with different batch no. as listed below) the
toxicity of tritosulfuron to birds and mammals is very low. Thereby it is to mention that an
Annex [ inclusion is only supported when impurities of AMTT in technical tritosulfuron is
below 0.02 %. Otherwise, long-term risk to mammals is not acceptable.

Taking into account the intended use and impurities of AMTT lower than 0.02 % even under
worst case assumptions all toxicity-exposure-ratios are far above the Annex-VI-triggers, i.e.
the risk to terrestrial vertebrates is acceptable.

Acute toxicity to mammals: LDs 4700 mg as/kg bw (rat)
(batch no. N12, AMTT content: 0.16-0.24 %)
Long-term toxicity to mammals: NOAEL 600 mg as/kg diet (from rat multi-gen.study)
(batch no. N34, AMTT content: 0.024 %)

All studies with birds were done with the batch no N24 (AMTT content: 2.45 %):

Acute toxicity to birds: LDs > 2000 mg as’kg bw (bobwhite quail)
Acute toxicity to birds: LDs > 2000 mg as’kg bw (mallard duck)
Dietary toxicity to birds: LCso > 5000 mg as’kg diet (bobwhite quail)
Dietary toxicity to birds: NOEC 5000 mg as/kg diet (bobwhite quail)
Dietary toxicity to birds: NOEC 625 mg as/kg diet (mallard duck)
Dietary toxicity to birds: LCsy > 5000 mg as/kg diet (mallard duck)
Reproductive toxicity to birds: NOAEL 1000 mg as/’kg diet (bobwhite quail)
Reproductive toxicity to birds: NOAEL 300 mg as/kg diet (mallard duck)

2.6.2 Effects on aquatic species

The toxicity data which have been evaluated so far are not sufficient for conducting a final
risk assessment. All metabolites tested are clearly less toxic than the active substance and
should currently be regarded as ecotoxicologically not relevant. However, the most important
metabolite 635M01 (BH 635-4) was not tested with the most sensitive group of organisms,
higher aquatic plants, in the tests with the active substance. Due to the low log P, and
partioning into sediment no further data on bioaccumulation and toxicity to sediment-dwellers
must be submitted. The active substance is more toxic than the formulated product for the
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most sensitive organism L. gibba. Therefore no further testing with the product is needed.
However, a Lemna study with the metabolite 635M01 (BH 635-4) should be submitted to
conduct a final risk assessment. Therefore, only a preliminary risk assessment has been
conducted so far.

The metabolites 635-M01 and 635-M 02 were measured in considerable amounts in the
water/sediment study but both were less toxic than the active substance. However, for the
most important metabolite 635-MO01 the effects on the species showing the highest sensitivity
to tritosulfuron, L. gibba needs to be addressed.

Currently, higher aquatic plants (L. gibba EC50 0.026 mg/l) and algae (P. subcapitata EC50
0.23 mg/1) are the most sensitive group of organisms and 0.026 mg/L is relevant for the risk
assessment. Fish and Daphnia were clearly less sensitive (acute EC50 > 100 mg/l; long-
term/chronic NOEC 21.5 and 56 mg/l). The TER-value of 54 in a distance of 1 m is higher
than the relevant trigger of 10 indicating an acceptable risk to non-target aquatic organisms.
Therefore, no risk mitigation measures are to be set.

Tritosulfuron must be labelled with N and R 50/53.

2.6.3 Effects on bees and other arthropod species

2.6.3.1 Effects on bees

To determine the possible side effects of tritosulfuron on honeybees 2 laboratory studies were
performed, one with the active substance and one with a formulated product. Both studies
have been performed under GLP-conditions according to EPPO-guideline No.170. The
determined LDsy values for oral and contact toxicity indicate that tritosulfuron is not toxic to
honeybees. Hazard quotients were calculated according to EPPO/CoE-RiskAssessment
Scheme: LDsy' x g as/ha. All quotients are below the trigger of 50. This indicates that
honeybees will not be put at risk when tritosulfuron containing products are used according to
the applied intended uses.

2.6.3.2 Effects on other arthropod species

Non-target arthropods are likely to be exposed to formulated tritosulfuron by direct spray,
contact or fresh or dry residues. Oral uptake of contaminated pollen, nectar and honey dew,
prey or via host organisms is considered of minor importance. As a tier one worst-case
exposure scenario, the predicted environmental exposure of non-target arthropods is assumed
to be equivalent to the maximum nominal field rate. The nominal field rate is 70 g BAS 635
00 H/ha (corresponding to 50 g as tritosulfuron/ha) + 1250 ml BAS 152 00 S/ha.

Two tests with Typhlodromus pyri were conducted. In the test on glass plates (ANA 2001-
480) an LRsy of 40.1 g BAS 635 00 H + 716.1 ml/ha BAS 152 00 S was determined. On
natural substrate (ANA 2001-486) in both tested rates of 3.5 g/ha BAS 635 00 H + 62.5 ml/ha
BAS 152 00 S and 70 g/ha BAS 635 00 H + 1250 ml/ha BAS 152 00 S no effects on mortality
and reproduction were observed. Aphidius rhopalosiphi was tested at 210 g/ha BAS 635 00 H
+ 3750 ml/ha BAS 152 00 S and showed at this rate a mortality of 10 % and a reduction of the
parasitisation capacity of 30 %. The tests with the plant dwelling species Chrysoperla carnea
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and the soil dwelling species Poecilus cupreus, Aleochara bilineata and Pardosa spec.
showed no or low effects up to 70 g BAS 635 00 H + 1250 ml/ha BAS 152 00 S.

The available data indicate that T. pyri was the most sensitive species. As in the test on natural
substrate no effects on mortality and no reduction of fertility were observed, the risk for non-
target terrestrial arthropods is considered acceptable.

2.6.4 Effects on earthworms and other soil macro-organisms

The studies on the acute toxicity of tritosulfuron and the formulation BAS 635 00H + BAS
152 00 S indicate that the acute toxicity for earthworms is low. The TER values are above the
relevant trigger of 10. Thus the acute risk for earthworms is considered acceptable. No
reproduction test has been conducted as DTy values are < 100 days.

The metabolites 635M02 (BH 635-2), 635M03 (BH 635-3), 635M01 (BH635-4) and 635M04
(BH 635-5) were tested in acute tests and the TER values are above the relevant trigger of 10
and demonstrate an acceptable acute risk.

Acute toxicity: LCso > 1000 mg/kg (technical tritosulfuron)
LCsp > 1000 mg/kg (formulation BAS 635 H + BAS 152 00 S)
(corresponds to 34.2 mg as tritosulfuron)
LCsp > 1000 mg/kg (metabolite 635M02 (BH 635-2))
LCsp > 1000 mg/kg (metabolite 635M03 (BH 635-3))
LCsp > 1000 mg/kg (metabolite 635M01 (BH 635-4))
LCsp =671 mg/kg (metabolite 635M04 (BH 635-5))

As the metabolites 635M02 (BH 635-2), 635M03 (BH 635-3) and 635MO01 (BH 635-4) show
a slow degradation pattern in soil with DTgo-values > 100 days, the longterm risk of these
metabolites for earthworms has to be addressed.

2.6.5 Effects on soil micro-organisms

The influence of the mixture BAS 635 00 H + BAS 152 00 S on nitrogen and carbon
conversion is < 25 % compared to the untreated control. The metabolites 635M02 (BH 635-
2), 635M03 ( BH 635-3), 635M01 (BH 635-4) and 635M04 (BH 635-5) have been tested
concerning N-mineralisation in two different loamy sand soils. The effect was < 25 %
compared to the control for all metabolites. For the metabolites no carbon conversion was
tested.

When applying tritosulfuron containing plant protection products according to the
recommended pattern of use, no lasting effects on microbial activities are to be expected.

2.6.6 Effects on other non-target organisms (flora and fauna)

Effects on non-target terrestrial plants

Tritosulfuron is an active substance belonging to the sulfonylureas. It is a systemic herbicide
acting via the blockage of the enzyme acetolactate-synthase (ALS). The herbicidal action is
mainly via the leaves. The application rate is 70 g product/ha (corresponding to 50 g
tritosulfuron/ha) + 1.25 1/ha adjuvant. The product is intended to be used in cereals and maize.
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A seedling emergence test (PFL2001-66) was done with 6 plant species with the formulation
BAS 635 00 H (71.4 % tritosulfuron) in a mixture with the adjuvant BAS 152 00 S (40 %
purity). Assessment of phytotoxicity was done 7, 14 and 21 days after treatment, plant height
and fresh weight were evaluated after 21 days. The most sensitive species was Phacelia
tanacetifolia.

A vegetative vigor test (PFL 2001-67) was done with 6 plant species with the formulation
BAS 635 00 H (71.4 % tritosulfuron) in a mixture with the adjuvant BAS 152 00 S (40 %
purity). The highest tested dose was 49.5 g BAS 635 00 H + 884 ml BAS 152 00 S/ha for
Brassica napus and Linum usitatissmum and 35 g BAS 635 00 H + BAS 152 00 S for all
other species. Assessment of phytotoxicity was done 7, 14 and 21 days after treatment, plant
height and fresh weight were evaluated after 21 days. The most sensitive species was Brassica
napus with an EDsy of 4.3 g BAS 635 00 H + 76.4 ml BAS 152 00 S/ha.

Field tests with Brassica napus (PFL 2001-68), Pisum sativum (PFL 2001-69) and Linum
usitatissimum (PFL 2001-70) were conducted. The most sensitive species was Brassica napus
with a field EDsp of 8.7 g BAS 635 00 H + 156 ml BAS 152 00 S.

The risk assessment is based on the EDs of Brassica napus of 4.3 g BAS 635 00 H + 76.4 ml
BAS 152 00 S/ha, which was the most sensitive species in the vegetative vigor test in the
laboratory, and on the EDsy of 8.7 g BAS 635 00 H + 156 ml BAS 152 00 S/ha in the field.
The TER of 4.5 for the field test is considered acceptable.

Risk assessment for BAS 635 00 H + BAS 152 00 S concerning non-target terrestrial plants
based on the species Brassica napus

Distance from | Drift (%) | Amount of TER laboratory |TER field
treated area drift (g (EDs 4.3 g/ha) (EDs 8.7 g/ha)
(m) product/ha)

1 2.77 1.94 2.2 4.5

5 0.57 0.399 10.8 21.8
Herbicidal activity

The metabolites 635 MO1 (BH 635-4), 635 M02 (BH 635-2), 635 M03 (BH 635-3) and 635
MO04 (BH 635-5) were tested in the greenhouse at pre-emergence application. The tests were
done with 6 species (5 dicotyledonous and one monocotyledonous species) with 3 replicates
in comparison with an untreated control. Four application rates were tested. The metabolites
635 M04 and 635 M02 showed some effects on Matricaria inodora, but these were low at the
lowest test rate of 0.0625 kg/ha. This rate is much higher than the maximum expected amount

of the metabolites in soil taking into account the molecular weight (the theoretical maximum
amount of 635 M04 is 21.8 g/ha and for 635 M02 it is 25.3 g/ha).

2.6.7 Effects on biological methods of sewage treatment

Data on Pseudomonas putida show that no unacceptable effects on biological methods of
sewage treatment plants are to be expected.
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2.7 Overall conclusion (metabolism schemes)
2.7.1 Toxicology (laboratory animals)
Figure 2.7-1: Metabolic pathway of tritosulfuron in rats
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2.7.2 Residues (plant, plant products, livestock animals)

Figure 2.7-2: Metabolic pathway of tritosulfuron in maize
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Figure 2.7-3: Metabolic pathway of tritosulfuron in rotational crops
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Figure 2.7-4: Metabolic pathway of tritosulfuron in goats and hens
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2.7.3 Fate and behaviour in the environment (soil, water, air)

Figure 2.7-5: Proposed metabolism of tritosulfuron in soil under aerobic conditions
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Figure 2.7-6: Proposed hydrolytic pathway of tritosulfuron
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Figure 2.7-7: Proposed route of degradation of tritosulfuron in

systems
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2.8 Appendices

2.8.1 Appendix I: Standard terms and abbreviations
Part 1 Technical Terms

A ampere

ACH acetylcholine

AChE acetylcholinesterase

ADI acceptable daily intake

ADP adenosine diphosphate

AE acid equivalent

AFID alkali flame-ionisation detector or detection
A/G albumin/globulin ratio

ai active ingredient

ALDs approximate median lethal dose, 50 %
ALT alanine amitrotransferase (SGPT)
AMD automatic multiple development
ANOVA analysis of variance

AOEL acceptable operator exposure level
AP alkaline phosphatase

approx approximate

ARC anticipated residue contribution
ARfD acute reference dose

as active substance

AST aspartate aminotransferase (SGOT)
ASV air saturation value

ATP adenosine triphosphate

BCF bioconcentration factor

bfa body fluid assay

BOD biological oxygen demand

bp boiling point

BSAF biota-sediment accumulation factor
BSE bovine spongiform encephalopathy
BSP bromosulfophthalein

Bt Bacillus thuringiensis

Bti Bacillus thuringiensisisraelensis
Btk Bacillus thuringiensis kur staki

Btt Bacillus thuringiensis tenebrionis
BUN blood urea nitrogen

bw body weight

c centi- (x 107)

°C degree Celsius (centigrade)

CA controlled atmosphere

CAD computer aided design

CADDY computer aided dossier and data supply (an electronic dossier

interchange and archiving format)
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cd candela

CDA controlled drop(let) application
cDNA complementary DNA

CEC cation exchange capacity

cf confer, compare to

CFU colony forming units

ChE cholinesterase

Cl confidence interval

CL confidence limits

cm centimetre

CNS central nervous system

COD chemical oxygen demand

CPK creatinine phosphatase

cv coefficient of variation

Cv ceiling value

CXL Codex Maximum Residue Limit (Codex MRL)
d day

DES diethylstilboestrol

DFR dislodgeable foliar residue

DMSO dimethylsulfoxide

DNA deoxyribonucleic acid

dna designated national authority

DO dissolved oxygen

DOC dissolved organic carbon

dpi days past inoculation

DRES dietary risk evaluation system

DTso period required for 50 percent dissipation (define method of estimation)
DTyo period required for 90 percent dissipation (define method of estimation)
dw dry weight

DWQG drinking water quality guidelines

€ decadic molar extinction coefficient
ECs effective concentration

ECD electron capture detector

ECU European currency unit

EDsg median effective dose

EDI estimated daily intake

ELISA enzyme linked immunosorbent assay
e-mail electronic mail

EMDI estimated maximum daily intake
EPMA electron probe micro analysis

ERC environmentally relevant concentration
ERL extraneous residue limit

F field

Fo parental generation

F, filial generation, first

F, filial generation, second

FIA fluorescence immuno assay

FID flame ionisation detector

FOB functional observation battery
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fp
FPD

FPLC

GAP
GC
GC-EC
GC-FID
GC-MS
GC-MSD
GEP
GFP
GGT
GI

GIT
GL
GLC
GLP
GM
GMO
GMM
GPC
GPPP
GPS
GSH
GV

h

H

ha

Hb
HCG
Hct
HDT

hl
HEED
HID
HPAEC
HPLC

HPLC-MS
HPPLC
HPTLC
HRGC

Hs

Ht

|

Iso

freezing point

flame photometric detector

fast protein liquid chromatography

gram

glasshouse

good agricultural practice

gas chromatography

gas chromatography with electron capture detector
gas chromatography with flame ionisation detector
gas chromatography-mass spectrometry

gas chromatography with mass-selective detection
good experimental practice

good field practice

gamma glutamyl transferase

gastro-intestinal

gastro-intestinal tract

guideline level

gas liquid chromatography

good laboratory practice

geometric mean

genetically modified organism

genetically modified micro-organism
gel-permeation chromatography

good plant protection practice

global positioning system

glutathion

granulose virus

hour(s)

Henry's Law constant (calculated as a unitless value) (see also K)
hectare

haemoglobin

human chorionic gonadotropin

haematocrit

highest dose tested

hectolitre

high energy electron diffraction

helium ionisation detector

high performance anion exchange chromatography
high pressure liquid chromatography

or high performance liquid chromatography

high pressure liquid chromatography — mass spectrometry
high pressure planar liquid chromatography

high performance thin layer chromatography

high resolution gas chromatography
Shannon-Weaver index

haematocrit

indoor

inhibitory dose, 50 %

median immobilisation concentration
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ICM
1D
IEDI
IGR
im
inh
ip
IPM
IR
ISBN
ISSN
v
IVF

b

LAN
LASER
LBC
LC
LC-MS
LCso
LCA
LCLo
LC-MS-MS
LDsq
LDLo
LDH
LOAEC
LOAEL
LOD
LOEC
LOEL
LOQ
LPLC
LSC
LSD
LSS

LT

m

M

pm

MC

integrated crop management

ionisation detector

international estimated daily intake

insect growth regulator

intramuscular

inhalation

intraperitoneal

integrated pest management

infrared

international standard book number
international standard serial number
intravenous

in vitro fertilisation

kilo

Kelvin or Henry's Law constant (in atmospheres per cubic meter per
mole) (see also H)13

adsorption constant

apparent desorption coefficient

organic carbon adsorption coefficient
organic matter adsorption coefficient
kilogram

litre

local area network

light amplification by stimulated emission
loosely bound capacity

liquid chromatography

liquid chromatography-mass spectrometry
lethal concentration, median

life cycle analysis

lethal concentration low

liquid chromatography with tandem mass spectrometry
lethal dose, median; dosis letalis media
lethal dose low

lactate dehydrogenase

lowest observable adverse effect concentration
lowest observable adverse effect level
limit of detection

lowest observable effect concentration
lowest observable effect level

limit of quantification (determination)
low pressure liquid chromatography
liquid scintillation counting or counter
least squared denominator multiple range test
liquid scintillation spectrometry

lethal threshold

metre

molar

micrometer (micron)

moisture content
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MCH
MCHC
MCV
MDL
MFO
ug
mg
MHC
min
ml
MLT
MLD

NMR

NOAEC
NOAEL
NOEC
NOED
NOEL
NOIS
NPD
NPV
NR
NTE
oC
OCR
ODP
ODS
OM

op

mean corpuscular haemoglobin

mean corpuscular haemoglobin concentration
mean corpuscular volume

method detection limit

mixed function oxidase

microgram

milligram

moisture holding capacity

minute(s)

millilitre

median lethal time

minimum lethal dose

millimetre

month(s)

Mol

margin of safety

melting point

maximum residue expected

maximum residue limit or level
messenger ribonucleic acid

mass spectrometry

material safety data sheet

maximum tolerated dose

normal (defining isomeric configuration)
no adverse effect level

not detected

no effect daily intake (mg/kg body wt/day)
no effect level

no effect residue level

nanogram

nanometer

nuclear magnetic resonance

number

no observed adverse effect concentration
no observed adverse effect level

no observed effect concentration

no observed effect dose

no observed effect level

notice of intent to suspend
nitrogen-phosphorus detector or detection
nuclear polyhedrosis virus

not reported

neurotoxic target esterase

organic carbon content

optical character recognition
ozone-depleting potential
ozone-depleting substances

organic matter content
organophosphorus pesticide
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Pa
PAD
2-PAM
pc

PC
PCV
PEC
PECa
PECs
PECsw
PECgw
PED

PHED
PHI
PIC
pic
PIXE

PNEC
po

POP

ppb
PPE
ppm
ppp
ppq
ppt
PSP
PrT
PRL
PT
PTDI
PTT
QSAR

RBC
REI

RfD
RH
RLsg
RNA
RP
rpm
rRNA
RRT

Pascal

pulsed amperometric detection

2-pralidoxime

paper chromatography

personal computer

haematocrit (packed corpuscular volume)

predicted environmental concentration

predicted environmental concentration in air

predicted environmental concentration in soil

predicted environmental concentration in surface water
predicted environmental concentration in ground water
plasma-emissions-detector

pH-value

pesticide handler's exposure data

pre-harvest interval

prior informed consent

phage inhibition capacity

proton induced X-ray emission

negative logarithm (to the base 10) of the dissociation constant
predicted no effect concentration

by mouth (per os)

partition coefficient between n-octanol and water

persistent organic pollutants

parts per billion (10”)

personal protective equipment

parts per million (10°°)
plant protection product
parts per quadrillion (10
parts per trillion (10™'%)
phenolsulfophthalein
prothrombin time
practical residue limit
prothrombin time
provisional tolerable daily intake

partial thromboplastin time

quantitative structure-activity relationship
correlation coefficient

coefficient of determination

red blood cell

restricted entry interval

ratio of fronts

reference dose

relative humidity

residual lifetime

ribonucleic acid

reversed phase

reversed phase material

ribosomal ribonucleic acid

relative retention time

—24)
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RSD relative standard deviation

S second

SAC strong adsorption capacity

SAP serum alkaline phosphatase

SAR structure/activity relationship

SBLC shallow bed liquid chromatography

sc subcutaneous

sce sister chromatid exchange

SD standard deviation

SE standard error

SEM standard error of the mean

SEP standard evaluation procedure

SF safety factor

SFC supercritical fluid chromatography

SFE supercritical fluid extraction

SIMS secondary ion mass spectroscopy

SOP standard operating procedure

sp species (only after a generic name)

SPE solid phase extraction

SPF specific pathogen free

spp subspecies

sq square

SSD sulphur specific detector

SSMS spark source mass spectrometry

STEL short term exposure limit

STMR supervised trials median residue

t tonne (metric ton)

tin half-life (define method of estimation)
T3 tri-iodothyroxine

T4 thyroxine

TADI temporary acceptable daily intake

TBC tightly bound capacity

TCD thermal conductivity detector

TCLo toxic concentration low

TID thermionic detector, alkali flame detector
TDLo toxic dose low

TDR time domain reflectrometry

TER toxicity exposure ratio

TER; toxicity exposure ratio for initial exposure
TERst toxicity exposure ratio following repeated exposure
TERLt toxicity exposure ratio following chronic exposure
tert tertiary (in a chemical name)

TEP typical end-use product

TGGE temperature gradient gel electrophoresis
TIFF tag image file format

TLC thin layer chromatography

Tlm median tolerance limit

TLV threshold limit value

TMDI theoretical maximum daily intake



- 60 -

Tritosulfuron — Level 2: Reasoned statement of the overall conclusion
Appendix 1 — Standard Terms and Abbreviations

TMRC
TMRL
TOC
Tremcard
tRNA
TSH
TWA
UDS
UF
ULV
uv
\/A%
WBC
wk

wt

w/v

W/W
XRFA

IV VA AY

theoretical maximum residue contribution
temporary maximum residue limit
total organic chlorine

Transport emergency card
transfer ribonucleic acid

thyroid stimulating hormone (thyrotropin)
time weighted average
unscheduled DNA synthesis
uncertainty factor (safety factor)
ultra low volume

ultraviolet

volume ratio (volume per volume)
white blood cell

week

weight

weight per volume

weight per weight

X-ray fluorescence analysis

year

less than

less than or equal to

greater than

greater than or equal to

Part 2 Organisations and Publications

ACPA
ASTM
BA
BART
CA
CAB
CAC
CAS
CCFAC
CCGP
CCPR
CCRVDF
CE
CIPAC

COREPER
EC

ECB
ECCA
ECDIN

American Crop Protection Association

American Society for Testing and Materials

Biological Abstracts (Philadelphia)

Beneficial Arthropod Registration Testing Group
Chemical Abstracts

Centre for Agriculture and Biosciences International
Codex Alimentarius Commission

Chemical Abstracts Service

Codex Committee on Food Additives and Contaminants
Codex Committee on General Principles

Codex Committee on Pesticide Residues

Codex Committee on Residues of Veterinary Drugs in Food
Council of Europe

Collaborative International Pesticides Analytical
Council Ltd

Comité des Representants Permanents

European Commission

European Chemical Bureau

European Crop Care Association

Environmental Chemicals Data and Information of the European

Communities

20 August 2002
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ECDIS European Environmental Chemicals Data and Information System

ECE Economic Commission for Europe

ECETOC European Chemical Industry Ecology and Toxicology Centre

ECLO Emergency Centre for Locust Operations

ECMWF European Centre for Medium Range Weather Forecasting

ECPA European Crop Protection Association

EDEXIM European Database on Export an Import of Dangerous Chemicals

EHC (number) Environment Health Criteria (number)

EHCD Environmental Health Criteria Document

EINECS European Inventory of Existing Commercial Chemical Substances

ELINCS European List of New Chemical Substances

EMIC Environmental Mutagens Information Centre

EPA Environmental Protection Agency

EPO European Patent Office

EPPO European and Mediterranean Plant Protection Organisation

ESCORT European Standard Characteristics of Beneficials Regulatory Testing

EU European Union

EUPHIDS European Pesticide Hazard Information and Decision Support System

EUROPOEM European Predictive Operator Exposure Model

FAO Food and Agriculture Organisation of the UN

FOCUS Forum for the Co-ordination of Pesticide Fate Models and their Use

FRAC Fungicide Resistance Action Committee

GATT General Agreement on Tariffs and Trade

GAW Global Atmosphere Watch

GCOS Global Climate Observing System

GCPF Global Crop Protection Federation (formerly known as GIFAP)

GEDD Global Environmental Data Directory

GEMS Global Environmental Monitoring System

GIEWS Global Information and Early Warning System for Food and Agriculture

GIFAP Groupement International des Association Nationales de Fabricants de
Produits Agrochimiques (now known as GCPF)

GRIN Germplasm Resources Information Network

HRAC Herbicide Resistance Action Committee

IARC International Agency for Research on Cancer

IATS International Academy of Toxicological Science

IBT Industrial Bio-Test Laboratories

ICBB International Commission of Bee Botany

ICBP International Council for Bird Preservation

ICES International Council for the Exploration of the Seas

ICPBR International Commission for Plant-Bee Relationships

ILO International Labour Organisation

IMO International Maritime Organisation

IOBC International Organisation for Biological Control of noxious Animals
and Plants

IPCS International Programme on Chemical Safety

IRAC Insecticide Resistance Action Committee

IRC International Rice Commission

ISCO International Soil Conservation Organisation

ISO International Organisation for Standardisation
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IUPAC
JECFA
JFCMP

JMP
JMPR

NATO
NAFTA
NCI
NCTR
NGO
NTP
OECD
OLIS
PAN
RNN
RTECS
SCPH
SETAC
SI
SITC
TOXLINE
UN
UNEP
WCDP
WCP
WCRP
WEFP
WHO
WTO
WWF

International Union of Pure and Applied Chemistry
FAO/WHO Joint Expert Committee on Food Additives
Joint FAO/WHO Food and Animal Feed Contamination Monitoring
Programme

Joint Meeting on Pesticides (WHO/FAO)

Joint Meeting of the FAO Panel of Experts on Pesticide Residues in
Food and the Environment and the WHO Expert Group on Pesticide
Residues (Joint Meeting on Pesticide Residues)

North Atlantic Treaty Organisation

North American Free Trade Agreement

National Cancer Institute (USA)

National Centre for Toxicological Research (USA)
non-governmental organisation

National Toxicology Programme (USA)

Organisation for Economic Co-operation and Development
On-line Information Service of OECD

Pesticides Action Network

Re-registration Notification Network

Registry of Toxic Effects of Chemical Substances (USA)
Standing Committee on Plant Health

Society of Environmental Toxicology and Chemistry
Systeme International d'Unites

Standard International Trade Classification

Toxicology Information On-line

United Nations

United Nations Environment Programme

World Climate Data Programme

World Climate Programme

World Climate Research Programme

World Food Programme

World Health Organisation

World Trade Organisation

World Wide Fund for Nature
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2.8.2 Appendix II: Specific terms and abbreviations

DAP days after planting

DAT days after treatment

DMSO dimethylsulphoxide

ERR extractable radioactive residue

PAS pure active substance

RRR residual radioactive residue

TAS technical active substance

TRR total radioactive residue

BrdU 5-Bromodeoxyuridine

CHO Chinese hamster ovary

HPRT Hypoxanthine-phosphoribosyl-transferase
PCNA Proliferating cell nuclear antigen

TUNEL Terminal deoxyribosyl-transferase mediated

dUTP(deoxyuridinetriphosphate) nick end labelling
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List of metabolites of tritosulfuron found in different matrices
Trivial
Chemical Name . .
Code Structure [CAS]/or IUPAC Name Name, Codes | Found in matrix
used
635MO01 CF, 1-(carbamoylamidino)-3-(2- 335184 rat,
©: " " H trifluoromethyl-benzenesulfonyl) urea | (BH 635-4) maize,
N N N NH rotat. crops,
KTYT o
© o0 o N o So1l,
" water, sediment
635M02 CFs 2-trifluoromethyl-benzenesulfonamide TBSA, rat, goat, hen,
©: 292 564 rotat. crops,
N (BH 635-2) soil,
77\ .
water, sediment
635M03 s 1-amidino-3-(2-trifluoromethyl- 335182 rotat. crops,
/HTHTNH benzenesulfonyl) urea (BH 635-3) SOH&'
2 water, sediment
N\ :
/ \O [¢] H
635M04 AN N CFs 2-amino-4-methoxy-6- AMTT, rat, goat, hen,
T \|Nr (trifluoromethyl)-1,3,5-triazine 231 700 rotat. crops,
Y (BH 635-5) soil, water
OMe
635M06 CF, 3-Hydoxy-6- trifluoromethyl- n.a. maize,
/@[ benzenesulfonamide rotat. crops
P NH,
HO , S R
o’ Yo
635M07 CF, 5-(hexopyranosyloxy)-2- n.a. maize
/@: (trifluoromethyl)benzene-sulfonamide 347 666
_NH
Glc—oO P
o 7N (e}
635M08 CFy N-(Methoxycarbonyl)-2- n.a. rat
©E H trifluoromethyl-benzenesulfonamide
_N OCH,
//S N
T
635M09 HN N N o cH, N—[4-methoxy-6—.(triﬂu0r0methyl)- n.a. goat, hen
Y Y Y 1,3,5-triazin-2-ylJurea 347 667
o NyN
CF,
635M10 NH O Amino {[amino(imino)methyl]amino}o n.a. rotat. crops
)J\ xomethane 432 8983
H,N N NH,
H
635M11 HN YN Y o 2-amino-4-hydroxy-6-trifluoromethyl- 276 164 rat,
I\ 1,3,5-triazine (BH 635-14) water
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Trivial
Chemical Name . .
Code Structure [CAS]/or IUPAC Name Name, Codes | Found in matrix
used
635M12 CFy 3-{[({[[(aminocarbonyl)amino]- n.a. rotat. crops
/©; o0 (imino)methyl]amino } carbonyl)-
Glce—0O - 2 - .
N hig Y Y amlno]sulfonyl}—4-(tr1ﬂuor9methyl)—
o HN 0O phenyl hexopyranoside
635M13 @i:e 3-{[({[4-methoxy-6-(trifluoro-methyl)- n.a. maize,
H  H L .
o Ry NN CF, 1,3,5-triazin-2-yl]amino } - rotat. crops
see N T Y Y carbonyl)amino]sulfonyl}-4-
0 0 NN (trifluoromethyl)phenyl
OMe hexopyranoside
635M15 3-{[({[4-methoxy-6-(trifluoro-methyl)- n.a. rat
\©[ 1,3,5-triazin-2-yl]amino} -
,, N \n/ Y m/ carbonyl)amino]sulfonyl}-4-
o N (trifluoromethyl)phenyl
j); hexopyranoside
635M16 1-{[({[[(aminocarbonyl)amino]- n.a. rat
\©[ " (imino)methyl]amino } carbonyl)-
’ amino]sulfonyl}-4-hydroxy-2-
// % \L]/ \L]/ \[or (trifluoromethyl) benzene
H
635M17 1-[(4-methoxy-6-trifluoromethyl)- 373 906 rat,
/©: B 1,3,5-triazin-2-yl]-3-(5-hydroxy-2- (BH 635-16) maize,
/, ) \ﬂ/ Y Y trifluoromethyl-benzenesulfonyl) urea rotat. crops,
Y water
OMe
635M18 ©Fs 1-{[(aminocarbonyl)amino]-sulfonyl} - n.a. rat,
B N, 2-(trifluoromethyl) benzene rotat. crops
s
o’ Vg s
635M19 e 2-hydroxy-4-(trifluoromethyl)-6- n.a. rat,
{[({[2(trifluoromethyl)phenyl]- soil,
// % \ﬂ/ Y Y sulfonyl}amino)carbonyl]amino} - water
Y 1,3,5-triazine
OH
635M21 CFs 1-[(4-amino-6-trifluoromethyl)-1,3,5- 362 561 rat
@: N N N cF, triazin-2-yl]-3-(2-trifluoro-methyl- (BH 635-15)
P \n/ Y T benzenesulfonyl) urea
o o0 o N ﬁ/ N
NH,
635M23 s 2-(trifluoromethyl)benzene 324 543 rat,
©:?i o sulfonic acid (BH 635-1as | rotat. crops
0 Na-Salt)
(¢)
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Chemical Name . .
Code Structure [CAS]/or IUPAC Name Name, Codes | Found in matrix
used
635M24 | cecoonTe e n.a n.a rat
Ly
635M25 CFs n.a n.a rat
S GlcCOOH
72N\
o o
635M28 e.g. [3-{[({[[(aminocarbonyl) n.a rat
amino](imino)methyl]amino}-
o, T T T carbonyl)amino]sulfonyl}-4-
(trifluoromethyl)phenyl] cysteine
635M29 ° o [3-{[({[4-methoxy-6-(trifluoromethyl)- n.a rat
Hoxf\s@[s/n (NN 1,3,5-triazin-2-
e e O . |
Sty yl]amino} carbonyl)amino]sulfonyl}-4-
owe (trifluoromethyl)phenyl] cysteine
635M30 °‘°°°°H7°:©:°F3 n.a. n.a rat
R
L.
635M31 | so"—° 2-methoxy-4-{[({[4-methoxy-6- n.a. rat
N ., (trifluoromethyl)-1,3,5-triazin-2-
// S \ﬂ/ Y Y yl]lamino} carbonyl)amino]sulfonyl}-5-
h Y " (trifluoromethyl)phenyl hydrogen
oMme sulfate
635M32 | Hoso 4-{[({[4-methoxy-6-(trifluoromethyl)- n.a. rat
\©: M 1,3,5-triazin-2-
// ) \ﬂ/ Y Y yl]lamino} carbonyl)amino]sulfonyl}-3-
Y (trifluoromethyl)phenyl hydrogen
Owme sulfate
635M34 n.a n.a. rat

gy
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2.8.3 Appendix III: Listing of end points

2.8.3.1 Appendix III.1: Chapter 1 (identity, physical and chemical properties, details of

uses, further information, classification and labelling)

Active substance (ISO Common Name)

Function (e.g. fungicide)
Rapporteur Member State

Identity (Annex IIA, point 1)

Chemical name (IUPAC)

Chemical name (CA)

CIPAC No

CAS No

EEC No (EINECS or ELINCS)

FAO Specification (including year of publication)
Minimum purity of the active substance as
manufactured (g/kg)

Identity of relevant impurities (of toxicological,
environmental and/or other significance) in the
active substance as manufactured (g/kg)
Molecular formula

Molecular mass

Structural formula

Tritosulfuron (ISO)

Herbicide

Federal Republic of Germany

1-(4-methoxy-6-trifluoromethyl-1,3,5-triazin-2-yl)-3-(2-

trifluoromethyl-benzenesulfonyl)urea

N-[[[4-methoxy-6-(trifluoromethyl)-1,3,5-triazin-2-
yl]amino]carbonyl]-2-(trifluoromethyl)benzene-

sulfonamide

735

142469-14-5

not assigned

n. a. (new active substance)

950

AMTT: 0.2 g/kg (max. content)

C13H9F6N5O4S

4453
CF H H
3 QU _N_ _N._ _N. _OMe
S m/ AN
\ |
O o N_ N

CF,
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Physical-chemical properties (Annex IIA, point 2)

Melting point (state purity) 166.5 —169.4 °C (99.8 %)

Boiling point (state purity) -

Temperature of decomposition approx. 340 °C

Appearance (state purity) white crystalline solid, odourless (99.8 %)
Relative density (state purity) dio =1.678 (99.8 %)

Surface tension 64.6 mN/m 1.0 % (w/w) (93.8 %, at 20 °C)

71.3 mN/m 0.5 % (w/w) and
71.0 mN/m 2.0 % (w/w) (99.8 %, both at 20 °C)

Vapour pressure (in Pa, state temperature) 1.0 x 107 (20 °C), 99.8 %

Henry’s law constant (Pa m® mol™) <1.012x 10* (20 °C)

Solubility in water (g/1 or mg/l, state temperature) 38.6 mg/l pH 4.7 (deionized water)
78.3 mg/l pH 10.2
0.94 mg/l pH 1.7 all at 20 °C

Solubility in organic solvents (in g/l or mg/l, all at Toluene <10 gl
20 °C). Dichloromethane 25 g/l
Methanol 23 g/l
Aceton 250-300 g/1
Ethyl acetate 83-86 g/l
Acetonitrile 90-94 g/
1-Octanol 13 g/l
2-Propanol <10 g/l
olive oil <10 g/l
Partition co-efficient (log Pow) (state pH and 2.93 non ionised form
temperature) 293pH2.7,2.85pH 4,0.62 pH 7, -2.38 pH 10
all at 20 °C
Hydrolytic stability (DTs) (state pH and PH4:39-56d (25°C),pH 5:>62d(25°C)
temperature) PHT7:>62d(25°C)
pH 9: 17-20 d (25 °C)
Dissociation constant pK, 4.69 (20 °C), 99.7 %
UV/VIS absorption (max.) (if absorption > 290 nm | pH 0.5:
state € at wavelength) 202 nm (€ 24440), 212 nm (€ 21412), 226 nm (€ 25172),
254 nm (g 7037), 300 nm (g 212)
pH 6.7:

202 nm (€ 18331), 215 nm (€ 18515), 237 nm (€ 21494),
260 nm (€ 13021), 300 nm (€ 144)

pH 13.3:

219 nm (€ 18151), 235 nm (€ 15825), 260 nm (€ 11908),
300 nm (g 1890)

Photostability (DTsg) (aqueous, sunlight, state pH) stable over 15 days at pH 5 and pH 7

Quantum yield of direct phototransformation in <1.05x 10 (pH 5)
water at A > 290 nm <2.23x 10" (pH 7)
Flammability not highly flammable

Explosive properties none
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List of uses supported by available data

Crop and/ | Member Product F Pests or PHI Remarks:
or State name G Group of pests Formulation Application Application rate per treatment (days)
situation or or Controlled
Country 1
Type Conc. method growth | number interval kg as/hL water L/ha kg as/ha
(a) (b) (c) of g kind stage & min between (1) (m)
(d-f) as’kg (f-h) season max applicatio min max min max min max
(i) () (k) ns (min)
Maize Northern | BAS 635 00 H F Dicotyledonous WG 714 spraying 12-18 1 - 0.013-0.033 150-400 0.05 F
Europe weeds
Maize Southern | BAS 63500 H F Dicotyledonous WG 714 spraying 12-18 1 - 0.013-0.033 150-400 0.05 F
Europe weeds
Cereals, Northern | BAS 635 00 H F Dicotyledonous WG 714 spraying 21-39 1 - 0.013-0.033 150-400 0.05 F
winter Europe weeds
Cereals, Southern | BAS 63500 H F Dicotyledonous WG 714 spraying 21-39 1 - 0.013-0.033 150-400 0.05 F
winter Europe weeds
Cereals, Northern | BAS 635 00 H F Dicotyledonous WG 714 spraying 13-39 1 - 0.013-0.033 150-400 0.05 F
summer Europe weeds
Cereals, Southern | BAS 635 00 H F Dicotyledonous WG 714 spraying 13-39 1 - 0.013-0.033 150-400 0.05 F
summer Europe weeds
(a) For crops, the EU and Codex classifications (both) should be used; where relevant, the use situation (h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant - type of equipment
should be described (e.g. fumigation of a structure) used must be indicated
(b) Outdoor or field use (F), glasshouse application (G) or indoor application (I) (i) gkgorgl
(c) e.g. biting and suckling insects, soil born insects, foliar fungi, weeds (j) Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 8263-3152-4), including where relevant, information on season at time of application
(e) GCPF Codes - GIFAP Technical Monograph No 2, 1989 (k) Indicate the minimum and maximum number of application possible under practical conditions of use
(f) All abbreviations used must be explained () PHI - minimum pre-harvest interval

(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench (m) Remarks may include: Extent of use/economic importance/restrictions
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Classification and proposed labelling (Annex IIA, point 10)

with regard to physical/chemical data none
with regard to toxicological data R43

with regard to fate and behaviour data none
with regard to ecotoxicological data R50, R53
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2.8.3.2 Appendix II1.2: Chapter 2 (methods of analysis)

Analytical methods for the active substance (Annex IIA, point 4.1)

Technical as (principle of method) HPLC-UV
Impurities in technical as (principle of method) HPLC-UV
Plant protection product (principle of method) HPLC-UV

Analytical methods for residues (Annex IIA, point 4.2)

Food/feed of plant origin (principle of method and HPLC-UV 0.01 mg/kg (wheat, maize)
LOQ for methods for monitoring purposes) LC-MS/MS 0.001 mg/kg (wheat, maize)
Food/feed of animal origin (principle of method and | HPLC-UV 0.01 mg/kg (milk, muscle, fat, egg,
LOQ for methods for monitoring purposes) kidney, liver)
Soil (principle of method and LOQ) LC-MS/MS 0.001 mg/kg

GC-ECD 0.001 mg/kg
Water (principle of method and LOQ) LC-MS/MS 0.05 pg/1

GC-MS 0.05 pg/l
Air (principle of method and LOQ) HPLC-UV 2.8 pg/m?
Body fluids and tissues (principle of method and not relevant
LOQ)
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2.8.3.3 Appendix II1.3: Chapter 3 (impact on human and animal health)

Absorption, distribution, excretion and metabolism in mammals (Annex IIA, point 5.1)

Rate and extent of absorption
Distribution

Potential for accumulation
Rate and extent of excretion
Metabolism in animals

Toxicologically significant compounds

(animals, plants and environment)

Acute toxicity (Annex IIA, point 5.2)

Rat LDs, oral

(N12)

Rat LDs, oral**

Rat LDsy dermal (N12)
Rat LCs, inhalation (N12)
Skin irritation (N12)
Eye irritation (N12)

Skin sensitisation (test method used and result)

(N12)

Short term toxicity (Annex IIA, point 5.3)

Target / critical effect
Lowest relevant oral NOAEL/NOEL
Lowest relevant oral overall NOAEL/NOEL*

(N14)

(N24)
Lowest relevant dermal NOAEL/NOEL*
Lowest relevant inhalation NOAEL / NOEL

(N24)

Genotoxicity* (Annex IIA, point 5.4)

(N24)

Rapid and complete (> 90 % based on urinary and bile

excretion over 48 h)

Widely distributed

Low potential for accumulation

Rapid (approx. 80 % via urine and 12 % via feces over
48 h)

Limited (hydroxylation at the 4-position of the phenyl
ring followed by conjugation; cleavage of the triazine

ring and degradation to sulfonamide and sulfonate)

Parent compound and metabolites (especially AMTT (2-

amino-4-trifluoromethyl-6-methoxy-1,3,5-triazine).

4700 mg/kg bw

> 200 < 2000 mg/kg bw

> 2000 mg/kg bw

> 5.4 mg/1 air (dust aerosol, 4 h, )

Not irritating

Not irritating

Sensitising (M&K test) R43

Liver, kidney/centrilobular hypertrophy, nephropathy

90-day, rat: 1000 ppm (75 mg/kg bw/d)

90-day & 12-month, dog: 500 ppm (15 mg/kg bw/d )
AMTT: 0.37 mg/kg bw/d

28-day, rat: 1000 mg/kg bw

No data-not necessary

No evidence of genotoxic potential
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Long term toxicity and carcinogenicity (Annex IIA, point 5.5)

Target / critical effect

Lowest relevant NOAEL / NOEL (N34-59)
Lowest relevant NOAEL / NOEL* (N24)
Carcinogenicity (N34-59)
Carcinogenicity* (N24)

Kidney, liver/interstitial nephritis, pericholangitis

2-year, rat: 1000 ppm (48 mg/kg bw/d)

2-year, rat: 100 ppm (5 mg/kg bw/d)
AMTT: 0.123 mg/kg bw/d

No evidence of a carcinogenic potential

Mammary gland tumours in rats

Reproductive toxicity (Annex IIA, point 5.6)

Reproduction target / critical effect (N34)

Reproduction target / critical effect* (N24)
Lowest relevant reproductive NOAEL / NOEL

(N34)
Lowest relevant reproductive NOAEL / NOEL*

(N24)

Developmental target / critical effect

(N12/N14)

Lowest relevant developmental NOAEL / NOEL
(N12/14)

Lower bw gain, increased incidence of dilated renal
pelves

Pup mortality in absence of maternal toxicity

2-gen. rat: 600 ppm (40 mg/kg bw/d)

2-gen. rat: 25 ppm (2.4 mg/kg bw/d, premating period)
AMTT: 0.06 mg/kg bw/d

Slightly increased incidences of hydrourethers in
combination with renal pelves dilatation (rat) and of
accessory 13t" rib(s) (rabbits).

Tritosulfuron is not teratogenic

120 mg/kg bw/d (rat)
150 mg/kg bw/d (rabbit)

Neurotoxicity / Delayed neurotoxicity (Annex IIA, point 5.7)

Acute oral and 90-day neurotoxicity™ (N24)

Developmental neurotoxicity (N59)

Lowest relevant NOAEL for neurotoxicity™

No signs of neurotoxicity

No developmental neurotoxicity

90-day rat: 3500 ppm (243 mg/kg bw/d)
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Other toxicological studies (Annex IIA, point 5.8)

Medical data (Annex IIA, point 5.9)

Supplementary studies with metabolites;:

635M02: LD50 oral rat: 1000 mg/kg bw (0.5 % Tylose
CB 30.000 in aqua bidest); > 2000 mg/kg bw (olive oil);
Ames test, CHO-HPRT test, in vitro chromosome
aberration test: negative

BH 635-3: LD50 oral rat: > 5000 mg/kg bw; subchronic
study in rats: no effects; Ames test, CHO-HPRT test, in
vitro chromosome aberration test: negative

635MO01: LD50 oral rat: > 5000 mg/kg bw; Ames test,
CHO-HPRT test, in vitro chromosome aberration test:
negative

Reg.-No. 373 906: LD50 oral rat: > 2000 mg/kg bw;
Ames test, CHO-HPRT test, in vivo mouse micronucleus
test: negative

Supplementary studies with the impurity AMTT
(635M04):

Biokinetik and metabolism study in rats: rapid excretion,
major metabolite AHTT (635M11); LD50 oral rat: > 200
<2000 mg/kg bw; subchronic study with estrus cycle
determination and hormone analysis in female rats: no
changes in estrus cycle and hormone analysis parameters;
Ames test, CHO-HPRT test, mouse micronucleus test:
negative; pre-/postnatal screening toxicity study in rats:
maternal and developmental toxicity at 20 and 50 mg/kg
bw/d; Study of a possible bond of AMTT and
tritosulfuron to the estrogen receptor in the cytosol from
the endometrial RUCA-I adenocarcinoma cell line:
extremely low bonding capacity of tritosulfuron and

AMTT to the estrogen receptor in the presence of

endogenous estrogens

Limited data (new compound); no human health
problems reported
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Summary (Annex IIA, point 5.10)

ADI

ADI skk

AOEL systemic
AOEL systemic**
ARfD

ARﬂ:) sk

Dermal absorption (Annex IIIA, point 7.3)

Value Study Safety
factor
0.5 mg/kg bw 2-gen. rat & 24-month rat 100
0.0006 mg/kg bw 2-gen. rat 100
0.75 mg/kg bw/d 90-day rat 100
Not allocated- Not necessary
Not allocated- Not necessary
0.0006 mg/kg bw 2-gen. rat 100

| 1% (in vivo rat, in vitro rat/human)

Acceptable exposure scenarios (including method of calculation)

Operator

Workers
Bystanders

* batch no. N24 is containing 2.45 % AMTT

** AMTT

Intended uses acceptable (operator exposure < systemic
AOEL; German model and UK-POEM without PPE)

Intended uses acceptable

Intended uses acceptable
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2.8.3.4 Appendix I11.4: Chapter 4 (residues)

Metabolism in plants (Annex IIA, point 6.1

Plant groups covered

Rotational crops

Plant residue definition for monitoring
Plant residue definition for risk assessment

Conversion factor (monitoring to risk assessment)

and 6.7, Annex IIIA, point 8.1 and 8.6)

maize

radish, lettuce, wheat

tritosulfuron

tritosulfuron

none

Metabolism in livestock (Annex IIA, point 6.2 and 6.7, Annex IIIA, point 8.1 and 8.6)

Animals covered

Animal residue definition for monitoring

Animal residue definition for risk assessment
Conversion factor (monitoring to risk assessment)
Metabolism in rat and ruminant similar (yes/no)

Fat soluble residue: (yes/no)

goat, hen

tritosulfuron

tritosulfuron

Not applicable

Yes

no

Residues in succeeding crops (Annex IIA, point 6.6, Annex IIIA, point 8.5)

30, 120, 365 days plant back interval after application of
60 g as/ha to soil.

The total radioactive residues were low for carrot root
(£0.011 mg/kg / parent: < 0.001 mg/kg), green beans

(< 0.005 mg/kg), lettuce head (< 0.022 mg/kg/ parent:

< 0.006 mg/kg) and wheat grain (< 0.019 mg/kg / parent:
< 0.001 mg/kg)) after all 3 plant back intervals.

In carrot foliage and bean plants only few samples
showed residues of tritosulfuron slightly above

0.01 mg/kg.

The metabolite AMTT (635M04) was detected in almost
all samples of the triazine label but mostly at low
absolute concentrations (< 0.01 mg/kg). Only after plant
back intervals of 30 days in early samplings of bean plant
and wheat forage and in wheat straw amounts in the

range of 0.011 — 0.029 mg/kg were found.

Stability of residues (Annex IIA, point 6 introduction, Annex IIIA, point § introduction)

Food of plant origin (maize grain, maize forage, wheat
grain, wheat straw, radish root): tritosulfuron was stable

over a period of 3 years.
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Residues from livestock feeding studies (Annex IIA, point 6.4, Annex IIIA, point 8.3)

Intakes by livestock = 0.1 mg/kg diet/day: Ruminant: Poultry: Pig:
yes/no yes/no yes/no

Muscle No ruminant No hen feeding No pig feeding

Liver feeding study study conducted study

Kidney conducted conducted.

Fat Metabolism in

Milk rat and

Eggs ruminant

similar
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Summary of critical residues data (Annex IIA, point 6.3, Annex IIIA, point 8.2)

Crop Northern or Trials results relevant to the critical GAP Recommendation/comments MRL STMR
Mediterranean
Region (a) (b)
Summer barley N 7x <0.01 mg/kg grain 0.01 mg/kg 0
S 5x <0.01 mg/kg
Winter barley N 11 x<0.01 mg/kg grain 0.01 mg/kg 0
S 8x <0.01 mgkg
Summer wheat N 3x <0.01 mg/kg grain 0.01 mg/kg
Winter wheat N 15 x <0.01 mg/kg grain 0.01 mg/kg
S 10 x <0.01 mg/kg
Durum wheat S 6x <0.01 mg/kg grain 0.01 mg/kg
Winter rye N 1x <0.01 mg/kg grain 0.01 mg/kg
Maize N 15 x<0.01 mg/kg grain 0.01 mg/kg
S 21 x<0.01 mg/kg

(a) Numbers of trials in which particular residue levels were reported e.g. 3 x <0.01, 1 x0.01,6x 0.02, 1 x0.04, 1 x0.08,2x0.1,2x0.15,1x0.17
(b) Supervised Trials Median Residue i.e. the median residue level estimated on the basis of supervised trials relating to the critical GAP
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Consumer risk assessment (Annex IIA, point 6.9, Annex IIIA, point 8.8)

ADI

TMDI (European Diet) (% ADI)
NEDI (% ADI)

Factors included in NEDI

ARfD

Acute exposure (% AR{D)

0.5 mg/kg bw/d for tritosulfuron with max 0.02 % AMTT

0.07 % (German diet) / 0.04 % (WHO diet)

not calculated

Not assigned

Not applicable

Processing factors (Annex IIA, point 6.5, Annex IIIA, point 8.4)

Crop/processed crop

Number of studies Transfer factor % Transference *

Not conducted

* Calculated on the basis of distribution in the different portions, parts or products as determined through balance

studies

Proposed MRLs (Annex IIA, point 6.7, Annex IIIA, point 8.6)

barley, oats, maize, rye, triticale, wheat

0.01 mg/kg
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2.8.3.5 Appendix IIL.5: Chapter S (fate and behaviour in the environment)

Route of degradation (aerobic) in soil (Annex IIA, point 7.1.1.1.1)

Mineralisation after 100 days

Non-extractable residues after 100 days

Relevant metabolites - name and/or code, % of

applied (range and maximum)

5 % after 90 d, (21 % after 358 d), triazine label
0 % after 91 d (< 3 % after 358 d), phenyl label
0 % after 122 d, phenyl label

17-25 % after 90 d (both labels)
43 % after 358 d (phenyl label
28 % after 358 d (triazine label)

635M01 max. 56 % after 60 d (n=15)
635M03 max. 15 % after 120 d (n=15)
635M02 max. 23 % after 118 d (n=15)
635M04 (AMTT) max 6 % after 90 d (n=1)

Route of degradation in soil - Supplemental studies (Annex IIA, point 7.1.1.1.2)

Anaerobic degradation

Soil photolysis

tritosulfuron: 33 % (phenyl) and 24 % (triazine)
remained after 120 d, bound residues 6 %
major metabolites:

635MO01 max. 53 % after 120 d

635M19 max. 16 % after 28 d

after 15 d: 78 - 81 % tritosulfuron remained, 3 - 5 %
bound residues, < 1 % CO,, no major metabolites
(> 10 %)

Rate of degradation in soil (Annex IIA, point 7.1.1.2, Annex IIIA, point 9.1.1)

Method of calculation

Laboratory studies (range or median, with n value,

with 1 value)

ModelMaker 3.0.3/3.0.4 (Cherwell Scientific Publishing
Limited); TOPFIT pharmacokinetic analysis; Timme and
Frehse, 1% order kinetics, DTs, of metabolites calculated

from studies with tritosulfuron

DTs41a0 (20 °C, aerobic) in days:

soil as  635MO01 635M02 635M03 635M04
Li35b  31/32 110/184 96 347/737 98
Lufa2.2 16 65 37 203 nc
US-soil 19 59 44 32 nc
Bruch 38 23 28 nc nc
Canad. (124) 44 nc nc nc
Speyer 20 115 nc nc nc
mean 26 86 51 330 -

P (low) 0970 0.886  0.900  0.893  0.962
r (high) 0.997 0979  0.951  0.977 -

tritosulfuron: DT, (20°C, aerobic): 53 - 125 d (409 d)

tritosulfuron: DTsq,, (10°C, aerobic, calc.): 42 -271d

tritosulfuron: DTsg,, (20°C, anaerobic): 61 - 82 d

degradation in the saturated zone: not relevant
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Field studies (state location, range or median with n

value)

Soil accumulation and plateau concentration

DTsor: 10 locations (3 Germany, 2 Spain, Sweden,
California, South Dakota, Indiana, Texas )

method of calculation: EU: 1% order, USA: non-linear
tritosulfuron: EU: 11 -21d, USA:3-15d

635M01: EU: 30 -336d, USA: 65->621d
635M02: EU: 36 -216d, USA: 76 -> 614 d
635MO03: EU: nc, USA: 53 ->417d

635M04 (AMTT): EU: 11-133d, USA:5-69d

tritosulfuron DTy EU: 37 - 77 d

based on degradation studies, no accumulation is

expected

Soil adsorption/desorption (Annex IIA, point 7.1.2)

K¢ /Koe
Kq

pH dependence (yes / no) (if yes type of depen-

dence)

soils: 5 German, 2 US

Koc (mean) Ky I/n
tritosulfuron 4 - 11 (7) 0.04-0.16 0.76-0.98
635M01 18184 (89) 0.32—-1.47 0.90-0.96
635M02 16-79 (40) 0.18—-0.52 0.92-0.98
635M03 18-51 (30) 0.11-042 0.85-0.97
635M04 8-57 (21) 0.1-0.29 0.90-0.98

yes, decreasing sorption with increasing pH
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Mobility in soil (Annex IIA, point 7.1.3, Annex IIIA, point 9.1.2)

Column leaching

Aged residues leaching

Lysimeter/ field leaching studies

PEC (soil) (Annex IIIA, point 9.1.3)

Method of calculation

Application rate

guideline: BBA 1V, 4-2
precipitation: 200 mm in 2 days
86 % in leachate (all unchanged tritosulfuron)

guideline: BBA 1V, 4-2
precipitation: 200 mm in 2 days, aeging 30 d

40 % in leachate (mostly unchanged tritosulfuron)

5 lysimeters, location: Limburgerhof, RP, Germany
application: 50 g (**C-phenyl) as/ha in spring, 1% year
(lys 5, 6, 16, 17), 1° + 2™ year (lys 18)
annual rainfall incl. add. irrigation (mm): 802 - 836
annual leachate volume (1): 200 - 487
annual average concentrations (highest concentration
during the study) [pg/1]:

lysS5 lys6 lys16 lys17 lys18
tritosulfuron 0.04 0.02 0.02 0.02 0.04
635M01 0.54 039 0.1 0.36 1.04
635M02 0.09 0.09 0.02 0.06 0.11
635M03 026 020 0.07 022 057
635M04* <0.05 <0.05 <0.1 <0.05 <0.05
635M17 0.05 0.02  0.05 0.03 0.08
NIR 042 032 059 064 0.68
“C(as-eq) 144 122 075 113 250
* analysed by GC/MS, not possible to detect as '“C,

because of the labeling position

First order kinetics (with the worst case field half-life
standardised to 15° C): tritosulfuron: 49 d, 635MO01:

133 d, 635M02: 171 d, 635M03: 187 d, 635M04: 34 d
Maximum amounts of metabolites formed in field studies
(% of as): 635MO01: 30 %, 635M02: 27 %, 635M03:

16 %, 635M04: 19 %

5 cm soil layer, bulk density of 1.5 kg/l

Single application to maize and cereals

tritosulfuron: 0.05 kg as/ha (no interception)
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PEC Single Single Single Single Single Single
(mg/kg) application | application | application | application | application | application
Actual twa Actual twa Actual twa
tritosulfuron 635M01 635M02
Initial 0.067 0.067 0.020 0.020 0.018 0.018
Shortterm 24 h 0.066 0.066 0.020 0.020 0.018 0.018
2d 0.065 0.066 0.020 0.020 0.018 0.018
4d 0.063 0.065 0.020 0.020 0.018 0.018
Long term 7d 0.060 0.063 0.019 0.020 0.017 0.018
28d 0.045 0.055 0.017 0.019 0.016 0.017
50d 0.033 0.048 0.015 0.018 0.015 0.016
100d 0.016 0.036 0.012 0.016 0.012 0.015
PEC, Single Single Single Single
(mg/kg) application application application application
Actual twa Actual twa
635M03 635M04 (AMTT)
Initial 0.011 0.011 0.013 0.013
Short term 24 h 0.011 0.011 0.012 0.013
2d 0.011 0.011 0.012 0.012
4d 0.011 0.011 0.012 0.012
Longterm 7d 0.010 0.011 0.011 0.012
28d 0.010 0.010 0.007 0.010
50d 0.009 0.010 0.005 0.008
100 d 0.007 0.009 0.002 0.005

Route and rate of degradation in water (Annex IIA, point 7.2.1)

Hydrolysis of active substance and relevant pH 4 (25 °C):

metabolites (DTsg) (state pH and temperature) tritosulfuron: 56 d (phenyl), 39 d (triazine)
635MO01 (11 % after 35 d)

635M02 (26 % after 35 d)

635M04 (22 % after 31 d)

pH 7 (25 °C):
tritosulfuron : > 62 d
635M04 : no hydrolysis in sterile buffer at pH 6.5 and

7.5 and in natural water pH 8.1

pH 9 (25 °C):

tritosulfuron: 20 d (phenyl), 17 d (triazine)
635MO01 (34 % after 31 d)

635M19 (28 % after 23 d)
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Photolytic degradation of active substance and

relevant metabolites

Readily biodegradable (yes/no)
Degradation in - DT, water
water/sediment - DTy, water
- DT5o whole system
- DTy, whole system
Mineralization
Non-extractable residues
Distribution in water / sediment systems (active
substance)
Distribution in water / sediment systems (meta-
bolites)

Suntest apparatus, 15 days continuous irradiation
tritosulfuron: stable (15 d, 22 °C, pH 5 and 7)
635M0O1: sensitized water : DT5,=3.6d

no

32-67d
107 - n.c.
36-77d

n.c.

<5 % after 100 d

<5% -10 % after 100 d

sediment: max. 14 % after 14 d, max. 13 % after 28 d

water: 635M01  max. 28.1 % after 100 d
635M02  max. 15 % after 14 d
635M03  max. 3.8 % after 100 d

sediment: 635M01  max. 35 % after 100 d
635M02  max. 0.9 % after 100 d
635M03  max. 4.8 % after 100 d

PEC (surface water) (Annex IIIA, point 9.2.3)

Method of calculation

Application rate

Main routes of entry

static water body, depth: 30 cm

tritosulfuron: 1% order kinetics (67 d), metabolites: no
degradation

Maximum amounts of metabolites formed (% as):

in water-sediment study (drift-entry): 635MO01: 28 %,
635M02: 15 %, 635M04: not formed in w/s-study.
Mean of maximum amounts of metabolites formed in
field soil (runoff entry): 635MO1: 14 %, 635M02: 15 %,
635M04: 12 %

The PEC, ., are based on the worst case of the PEC;;a1

calculated for spray drift and runoff events

Single application of 0.050 kg as/ha to maize and cereals

Spray Drift:

2.77 % of the applied as (90" percentiles for field crops
with 1 m buffer)

Runoff:

0.5 % of the concentration (as) in soil at day 3 after
application or 0.5 % of the max. concentrations of
metabolites observed reach the water body with a volume
of 130000 1.

Interception of 25 % of the applic. rate and a dilution

factor of 0.5 are considered for calculation.
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PEC Single Single Multiple Multiple
application application application application
Actual Time weighted Actual Time weighted
average average
tritosulfuron (drift entry) 635M01 (drift entry)

Initial 0.46 0.46 0.103 0.103

Short term 24 h 0.46 0.46 0.103 0.103

2d 0.45 0.46 0.103 0.103
4d 0.44 0.45 0.103 0.103
Longterm 7d 0.43 0.45 0.103 0.103
14d 0.40 0.43 0.103 0.103
21d 0.37 0.41 0.103 0.103
28d 0.35 0.40 0.103 0.103
42d 0.30 0.37 0.103 0.103

PEC Single Single Multiple Multiple

application application application application
Time weighted Time weighted Actual Time weighted
average average average
635M02 (runoff) 635M02 (drift) 635M04 (runoff)

Initial 0.055 0.034 0.039 0.039

Short term 24 h 0.055 0.034 0.039 0.039

2d 0.055 0.034 0.039 0.039

4d 0.055 0.034 0.039 0.039

Longterm 7d 0.055 0.034 0.039 0.039
14d 0.055 0.034 0.039 0.039

21d 0.055 0.034 0.039 0.039

28d 0.055 0.034 0.039 0.039

42d 0.055 0.034 0.039 0.039

PEC (sediment)

Method of calculation sediment: 2 cm layer, 1.3 kg/l bulk density (wet
sediment), entry route as for surface water (drift and
runoff), pattern of decline reflecting that measured in the
water sediment study.

Application rate Single application of 0.050 kg as/ha to maize and cereals

PEC . tritosulfuron 635M01

[mg/kg] drift (1 m buffer) drift (1 m buffer)

| maximum PEC,4 0.00066 at day 28 | 0.00042 at day 100
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PEC (ground water) (Annex IIIA, point 9.2.1)

Method of calculation and type of study (e.g. lysimeter studies and modelling using FOCUS-PELMO
modelling, monitoring, lysimeter ) v.1.1.1 (all locations) and MACRO FOCUS v1.2.1
(Chateaudun)
Application rate 0.05 kg as/ ha
PEC(e)
Maximum concentration lysimeter: tritosulfuron: 0.07 pg/l
635M01: 1.24 ng/l
635M02: 0.18 pg/l
635M03: 0.91 pg/l
635M04: 0.09 pg/l
635M17 0.17 pg/l
modelling: not calculated
Average annual concentration lysimeter: tritosulfuron: 0.04 pg/l
635MO01: 1.04 pg/l
635M02: 0.11 pg/l
635M03: 0.57 ng/l
635M04: <0.1 pg/l
635M17: 0.08 pg/l

modelling: see below

Method of calculation and type of study Modelling using FOCUS-PELMO v.1.1.1
Application rate 0.05 kg as/ ha to winter cereals in early spring
with 50 % interception

Location Application | Predicted 80th percentile concentration (Jg/1)

time tritosulfuron 635M01 635M02 635M03 635M04
Chateaudun 01/04 0.008 0.01 0.156 0.097 0.001
Hamburg 01/04 0.066 0.040 0.218 0.166 0.008
Jokionen 01/06 0.082 0.018 0.216 0.129 0.008
Kremsmiinster 01/04 0.079 0.059 0.207 0.153 0.014
Okehampton 01/04 0.089 0.067 0.189 0.152 0.014
Piacenza 01/04 0.074 0.071 0.232 0.178 0.009
Porto 10/03 0.006 0.002 0.058 0.032 0.001
Sevilla 10/03 0.000 0.000 0.007 0.002 0.000
Thiva 10/03 0.000 0.001 0.105 0.053 0.000
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Method of calculation and type of study Modelling using FOCUS-PELMO v1.1.1

Application rate 0.05 kg as/ ha to spring cereals 3 weeks after emergence
with 25 % interception
Location Application | Predicted 80th percentile concentration (jig/1)
time tritosulfuron 635M01 635M02 635M03 635M04

Chateaudun 31/03 0.004 0.006 0.179 0.097 0.001
Hamburg 22/04 0.063 0.046 0.324 0.237 0.009
Jokionen 01/06 0.143 0.018 0.296 0.166 0.009
Kremsmiinster 22/04 0.075 0.065 0.305 0.213 0.011
Okehampton 22/04 0.099 0.064 0.309 0.224 0.017
Porto 31/03 0.002 0.001 0.060 0.025 0.000

Method of calculation and type of study Modelling using FOCUS-PELMO v1.1.1

Application rate 0.05 kg as/ ha to maize 3 weeks after emergence
with 25 % interception
Location Application | Predicted 80th percentile concentration (Hg/1)
time tritosulfuron 635M01 635M02 635M03 635M04

Chateaudun* 22/05 0.015 0.012 0.212 0.124 0.002
Hamburg 26/05 0.084 0.048 0.347 0.240 0.013
Kremsmiinster 26/05 0.050 0.033 0.273 0.183 0.006
Okehampton 15/06 0.083 0.050 0.298 0.223 0.011
Piacenza* 05/06 0.062 0.091 0.254 0.218 0.010
Porto 22/05 0.001 0.000 0.036 0.010 0.000
Sevilla* 28/03 0.000 0.000 0.000 0.000 0.000
Thiva* 11/05 0.000 0.000 0.060 0.023 0.000

*Scenarios with irrigation

Method of calculation and type of study Modelling using MACRO FOCUS v1.2.1

Location: Chateaudun

Application rate 0.05 kg as/ ha to winter cereals in early spring (50 %
interception), spring cereals 3 weeks after emergence

(25 % interception), to maize 3 weeks after emergence

(25 % interception)

Crop

Application time

Predicted 80th percentile concentration (Jg/1)

(julian days) tritosulfuron 635M04 (AMTT)
Winter cereals 91 0.012 0.002
Spring cereals 90 0.017 0.003
Maize 144 0.064 0.009
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Fate and behaviour in air (Annex IIA, point 7.2.2, Annex III, point 9.3)

Direct photolysis in air

Quantum yield of direct phototransformation

Photochemical oxidative degradation in air

Volatilization

PEC (air)

Method of calculation

PEC,

Maximum concentration

Definition of the Residue (Annex IIA, point 7.3)

Relevant to the environment

no data, not required

<1.05x 10™* (pH 5)
<223x 10" (pH 7)

calculation according to Atkinson (AOP, ver 1.51,
Syracuse), DTsy: 5.2 h (12 h-day)

from plant surfaces: 3 % (24 h)

from soil: 2 % (24 h)

not calculated due to low volatility and rapid

photochemical oxidative degradation

not calculated

tritosulfuron and metabolites 635MO01, 635M02 and
635M03

Metabolites 635M01, 635M02 and 635M03 show no
biological activity. The ecotoxicological risk assessment
635M01, 635M02 and 635MO03 is not yet finished. The
toxicological relevance of 635M01 and 635M02 is open.

Monitoring data, if available (Annex IIA, point 7.4)

Soil (indicate location and type of study)

Surface water (indicate location and type of study)

Ground water (indicate location and type of study)

Air (indicate location and type of study)

none

none

none

none
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2.8.3.6 Appendix II1.6: Chapter 6 (effects on non-target species)

Effects on terrestrial vertebrates (Annex IIA, point 8.1, Annex IIIA, points 10.1 and 10.3)

Acute toxicity to mammals

Reproduction toxicity to mammals

Acute toxicity to birds

Dietary toxicity to birds

Reproductive toxicity to birds

LDs, = 4700 mg as/kg bw/d (rat) (batch no. N12)

NOAEL 600 mg as/kg diet (two-generation-test, rat)
(batch no. N34)

LDs, > 2000 mg as/kg bw/d (mallard duck, bobwhite
quail) (batch no. N24)

LCso > 5000 mg as/kg diet (mallard duck, bobwhite
quail) (batch no. N24)

NOAEL = 300 mg as/kg diet (one-generation-test,
mallard duck) (batch no. N24)

Toxicity/exposure ratios for terrestrial vertebrates (Annex IIIA, points 10.1 and 10.3)

study, rat)

(two-generation-

Application Crop Category Time-scale TER Annex VI
rate (e.g. insectivorous Trigger
(kg as/ha) bird)
005kgasha _: maize/cereals { herbivorousbird i acute i >1429 i 10
005kgasha i maize/cereals | herbivorous bird | swbacwte {11l i 10
0.05 kg as’ha | maize/cereals 1 herbivorous bird i long-term/ r 53 1 5
I I reproduction
(one-generation-
______________________________________________________________________ Looswdy) b
0.05kgasha ; maize/cereals | insectivorousbird i  acute | -3448 10
005kgasha i maize/cereals {inscotivorousbird | shortterm {431 {10
0.05 kg as/ha | maize/cereals w insectivorous bird i long-term / r 207 1 5
: : reproduction
(one-generation-
_________________________________________ bhoswdy E b
0.05kgas/ha | maize/cereals { herbivorous mammal | acute L3357 110
0.05 kg as/ha maize/cereals herbivorous mammal long-term/ I 107 I 5
I I reproduction
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Toxicity data for aquatic species (most sensitive species of each group)
(Annex A, point 8.2, Annex IIIA, point 10.2)

Group Test substance Time-scale Endpoint Toxicity

(mg/L)
Laboratory tests
__C_-_@@_rp_i_q___________________5_?_C_t_i_ve_S}l_bs_t_a_r_@?_____,i_?_c_u_tjc_____________f_M__Qttﬂl_i!y_l_i_c_éo_____________i__>__1_99 _________
L.macrochirus A i" iMortalityECy {>100
O.mykiss L P iMotalityECs, i>100
A S jchronic i Mortality NOEC 215
M A iGrowthNOEC P25
A S t' . iBchaviourNOEC 215
Domegna 4" jacwe  ilmmobilizationECsy =100
A e {chronic { Mortality NOEC {100
™ g iGrowthNOEC  is6
A L i" ______iReproduction NOEC 156
Aflosaquae  i"  ichromic  iBiomassECsy 058
o A L iGrowhECy S
P.subcapitata i" i iBiomasECy 1023
o A L jGrowhECy 1109
Lgbba o Lt jBiomasECy 100255
L o L i GrowthECyy 10.0476
Popuida S facwte  iGrowthECy | >10000
B. rerio ! 635M04 (BH 635- | " ! Mortality ECs, L 170
________________________ {S,AMTT,Metab) & & i
0. mykiss | 635M02 (BH 635- 1" | Mortality ECs | > 100
________________________ 2Metab) bbb
D.magna S L jMoralityECsy {>100
P.subcapitata S ichronic  {BiomassECy) __ {>100
R S [ i GrowthECs =100
0. mykiss | 635M03 (BH 635- | acute ! Mortality ECs, > 100
________________________ {3 Metab) b
D.magna o L {MomalityECsy _ i>100
P.subcapitata S ichronic i Biomass ECy i>100
L S it iGrowthBCy i>100
0. mykiss ! 635MO1 (BH 635- | acute ! Mortality ECs, L > 100
________________________ P4 Metab) b
D.magna o [ i Mortality ECsy i>100
P.subcapitata S ichronic | i BiomassECso 1 >100
L S it iGrowthECy i>100
D. magna ! 635M04 (BH 635- | " ! Mortality ECs, L > 100
________________________ Ps,Metab) i i
P.subcapitata S ichronic | i BiomassECso 1 >100
" P P ! Growth ECs L > 100
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omyiiss {BAS63500H  iacute | Mortality ECyy B R
D.megna it  Mortality ECsy ___ >100
Posbcapitata it chronic |  BiomassECxy 1042
NS S L {GrowthECyy 1271
O. mykiss : 70 gBAS 63500 H : acute Mortality ECs :>100
{ + 1.5 L BAS 15200 | :

______________________________ T SN SN S
D.omagna ] | Mortality ECyy ____ 1>100
Lgbba it chronie  Fronds ECyo 100355
" o o ! Growth ECs £ 0.0618

Microcosm or mesocosm tests

Toxicity/exposure ratios for the most sensitive aquatic organisms (Annex IIIA, point 10.2)

Application Crop Organism Time-scale | Distance TER Annex VI
Rate (m) Trigger
(kg as/ha)
005 {fielderop jlL.gbba jchronic 10 s 410
" i " i " i " i 1 i 54 i 10
Bioconcentration
Bioconcentration factor (BCF) not relevant; logPow < 3

Annex VI Trigger for the bioconcentration factor

Clearance time (CTsg)
(CTgo)

Level of residues (%) in organisms after the 14 day

depuration phase

Effects on honeybees (Annex IIA, point 8.3.1, Annex IIIA, point 10.4)

Acute oral toxicity LDso =200 pg/bee (active substance)

LDsy = 121.62 pg/bee (formulation: BAS 63500 H + BAS 15200 S)
Acute contact toxicity LDso =200 pg/bee (active substance)

LDsy=> 100 pug/bee (formulation: BAS 63500 H + BAS 15200 S)
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Hazard quotients for honey bees (Annex IIIA, point 10.4)

Application rate Crop Route Hazard quotient Annex VI
(kg as/ha) Trigger
Laboratory tests (active substance)
_________ 005 | omaizecereals {  oral i 025 i 50
_________ 0.05 i maizecereals i  comtact ! 025 i 50
Laboratory tests (formulation: BAS 635 00 H + BAS 152008)
_________ 005 i  maizecereals .  oral . 04l . 50
0.05 maize, cereals contact 0.5 50

Not required

Effects on other arthropod species (Annex IIA, point 8.3.2, Annex IIIA, point 10.5)

Species Stage Test Dose Endpoint Effect Annex VI
Substance (kg as/ha) (%) Trigger
Laboratory tests
T. pyri i protonymphs | BAS 63500 | 0.002-0.05 | mortality | LRs):28.6 gas/ha 30
: i H+BAS ! | fertility : :
bdAS2008 i h
T. pyri protonymphs « 0.05 mortality 0 30
(natural : : : ! fertility 136 :
sbstrate) L e I e e o
A. thopalos. | imagines « 0.150 irmortality 10 : 30

! parasitation | 30

| capacity

C. carnea larvae P 1 0.05 i mortality i 0 130
________________ ety GO
P.cupreus : imagines P 1 0.05 i mortality 0 130
________________ i ifooduptke PO i
A. bilineata imagines P 1 0.05 | parasitation : 14 130
________________ b Gemacity b
Pardosa sp. adult e 0.05 mortality 0 1 30

 food uptake | 0 (+23)

Field or semi-field tests

Not required
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Effects on earthworms (Annex IIA, point 8.4, Annex IIIA, point 10.6)

Acute toxicity LCsy > 1000 mg as/kg (technical tritosulfuron)

LCsy > 1000 mg/kg (metabolite 635M02 (BH 635-2))
LCs > 1000 mg/kg (metabolite 635M03 (BH 635-3))
LCsy > 1000 mg/kg (metabolite 635M01 (BH 635-4))
LCsp = 671 mg/kg (metabolite 635M04 (BH 635-5))
LCsy > 34.2 mg as/kg (formulation BAS 635 00 H +
BAS 152 00 S)

Reproductive toxicity -

Toxicity/exposure ratios for earthworms (Annex IIIA, point 10.6)

Application rate Crop Time-scale TER Annex VI
(kg as/ha) Trigger

0.05 maize, cereals ! Acute ' >510 ' 10

Effects on soil micro-organisms (Annex IIA, point 8.5, Annex IIIA, point 10.7)

Nitrogen mineralisation No effects > 25 % up to 0.35 kg BAS 63500 H+ 6.25 L
BAS 15200 S

Carbon mineralisation No effects > 25 % up to 0.35 kg BAS 63500 H+ 6.25 L
BAS 15200 S

Effects on terrestrial non-target plants (Annex IIA, point 8.6, Annex IIIA, point 10.8)

Greenhouse test Brassica hapus (most sensitive species):

ED;;4.3 g BAS 635 00 H+ 76.4 ml BAS 152 00 S
Field test Brassica hapus (most sensitive species):

ED;s, 8.7 g BAS 635 00 H+ 126 ml BAS 152 00 S

Toxicity/exposure ratios for terrestrial non-target plants (Annex IIIA, point 10.8)

Distance from Drift Amount of drift | TER lab. TER field
treated area (%) (g product/ha) (Brassica napus, (Brassica napus,
(m) EDs 4.3 g/ha) EDs 8.7 g/ha)

1 2.77 1.94 2.2 4.5

5 0.57 0.399 10.8 21.8
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3 Proposed decision with respect to the application for inclusion of the
active substance in Annex I

3.1 Background to the proposed decision

Tritosulfuron, 1-(4-methoxy-6-trifluoromethyl-1,3,5-triazin-2-yl)-3-(2-trifluoromethyl-benz-
enesulfonyl)urea (IUPAC), as a sulfonylurea is a herbicidal active substance. It is intended to
be used in agriculture. The formulated product is a water dispersible granules (WG)
containing 714 g/kg tritosulfuron.

It is a systemic herbicide for the post-emergence control of a range of dicotyledonous weeds in
cereals (winter and spring wheat, winter and spring barley, winter rye, oats, triticale) and
maize. Only weeds which have emerged at the time of application will be controlled.
Optimum timing is when weeds are still small and have not begun to compete with the crop.

Analytical methodology is available for the determination of the active substance and the
impurities in the technical material as manufactured and for the active substance in the
formulation. The methods are fully validated.

Residues of the as can be determined by LC-UV or MS/MS 1n all matrices. For soil and water
also GC-MS methods are available.

The metabolism and distribution of tritosulfuron was investigated in maize. In most samples
tritosulfuron was the main component. The metabolite AMTT (635M04) was not detected in
the maize metabolism study. Therefore, parent only is included in the residue definition.

The metabolism of tritosulfuron was investigated in lactating goats and laying hens. The
parent compound was detected at significant proportions in all matrices, even though it
occurred at very little absolute residue levels. With focus on the metabolite AMTT (635M04),
it can be assumed that this compound would be present in animal matrices at levels below
0.001 mg/kg after feed up-take with realistic residues and therefore, it would not be detected
by any residue analytical method. The residue definition for food of animal origin is proposed
as parent compound only.

The residue situation for the intended uses of tritosulfuron in cereals and maize is covered by
a sufficient number of residue trials. No residues above the LOQ are to be expected in grain of
cereals and maize. There appears to be no chronic dietary consumer risk for tritosulfuron with
a maximum content of 0.02 % AMTT.

The available data on mammalian toxicology, mutagenicity and animal metabolism are
considered to adequately support the risk evaluation of tritosulfuron in humans.

Concerning toxicology and metabolism all studies required by Directive 91/414/EEC are
available and were conducted according to Guideline requirements under Good Laboratory
Practice regulations.

In the course of toxicity testing for tritosulfuron different batches containing different
impurities were used. In the long-term and the 2-generation studies which were conducted
with a batch containing high quantities of AMTT severe effects were observed, including
mammary gland tumors and a high pup mortality in rats, respectively. The studies were
repeated with batches containing lower levels of AMTT. These studies did not show the
effects observed before, with regard to mammary gland tumors and pup mortality. Therefore,
it might be considered that AMTT was responsible for these effects.
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Laboratory and field test indicate that tritosulfuron is not stable in the environment. There is
no potential for accumulation of tritosulfuron in soil or water/sediment. Both parent as well as
soil metabolites are potentially mobile in soil according to results of column leaching studies.
The results of subsequent lysimeter studies clearly showed, that there was no substantial
displacement of the active substance into deeper soil layers or ground water. The
concentrations of the active substance found in the leachates were clearly below 0.1 pg/l.
Three metabolites (635M01, 635M02 and 635M03) exceeded the concentration of 0.1 pg/l in
yearly average. Metabolite 635M04 (AMTT) was detected in only one out of 26 leachate
sample at a concentration of < 0.1 pug/l. Calculations with simulations models confirmed the
results of the lysimeter study. The assessment of the leaching potential of tritosulfuron and
metabolites on soils with high pH values is not yet finished. The metabolites 635MO01,
635M02 and 635M03 show no biological activity. The toxicological relevance of 635M01 and
635M02 in groundwater and the final ecotoxicological risk assessment of 635M01, 635M02
and 635M03 in soil and of metabolite 635MO01 in surface water is still open.

According to the recommended use pattern risk to terrestrial vertebrates (birds and mammals),
bees and other non-target arthropods, soil micro-organisms, non-target higher terrestrial
plants, and biological methods of sewage treatments is considered to be low.

According to the low P,y-value there is no risk concerning the accumulation of the active
substance in food chain.

A first risk assessment was conducted to effects on earthworms and aquatic organisms. Low
risk for these organisms have been concluded yet. However, for final risk assessment further
studies have to be submitted.

3.2 Proposed decision concerning inclusion in Annex I

Concerning the submitted data a postponement of the inclusion of the active substance
tritosulfuron in Annex 1 of Directive 91/414/EEC is recommended pending submission and
evaluation of further information about the leaching behaviour in soils with a high pH value,
effects on aquatic and non-target terrestrial organisms and the toxicological relevance of
metabolites 635MO01 and 635M02 in groundwater.

Concerning “Toxicology and Metabolism” and ”Ecotoxicology”, the Annex I inclusion is only
supported for technical tritosulfuron with a specified AMTT content of < 0.02 % (as

impurity).
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3.3 Rational for the postponement of the decision to include the active
substance in Annex I, or for the conditions and restrictions to be
associated with a proposed inclusion in Annex I, as appropriate

Data should be submitted for the evaluation of the leaching potential of tritosulfuron and
metabolites in soils with a high value.

Data on the effects of the metabolite 635M01 (BH 635-4) on a higher aquatic plant and the
metabolites 635M02 (BH 635-2), 635M03 (BH 635-3), and 635M01 (BH 635-4) on
earthworm reproduction should be submitted for risk assessment.

Further data is required for the assessment of the toxicological relevance of metabolites
635M01 and 635M02 in groundwater.






Level 4
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Demand for Further Information
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4 Further information to permit a decision to be made, or to support a
review of the conditions and restrictions associated with the proposed
inclusion in Annex I

4.1 Data which are necessary for an unrestricted inclusion in Annex I of
Council Directive 91/414/EEC

Identity of the active substance
None.

Physical and chemical properties of the active substance
None.

Data on application and further information
Data on application
None.

Further information
None.

Classification and labelling
None.

Methods of analysis
Analytical methods for formulation analysis
None.

Analytical methods for residue analysis
None.

Toxicology and metabolism

With reference to the Draft working document “Guidance document on the assessment of the
toxicological relevance of metabolites in groundwater of active substances regulated under
council directive 91/414 EEC” (Sanco/221/2000, presently rev. 7, 7" March 2002), for
evaluation of the toxicological relevance of the metabolites 635M01 and 635M02 the
following studies are required in addition to the already submitted studies:

* Repeat-dose oral toxicity studies in rats of at least 28 days of duration each and at least 10
animals/sex/group (investigation parameters according to a 90-day oral toxicity study in
rodents / revised OECD guideline 408). Dose levels selected should be based on the dose
levels tested in the most relevant short-term studies with the parent compound.

Residue data
None.

Environmental fate and behaviour
None.
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Ecotoxicology
Annex II, point 8.2.8:

Test with the metabolite 635M01 (BH 635-4) on higher aquatic plants.

Justification:
Lemna is the most sensitive organism in the tests with the active substance. Data on higher
aquatic plants for the metabolite 635M01 (BH 635-4) were not submitted.

Annex IIA, point 8.4.2:
Tests on effects of the metabolites 635M02 (BH 635-2), 635M03 (BH 635-3) and 635M01
(BH 635-4) on reproduction of earthworms.

Justification:
Slow degradation of metabolites 635M02 (BH 635-2), 635M03 (BH 635-3) and 635M01 (BH
635-4) in soil.

4.2 Data which should be submitted for an assessment on Member State
level

Identity of the active substance
Annex IIA, point 1.10:
The IUPAC name of the impurities must be given.

Physical and chemical properties of the active substance
None.

Data on application and further information
Data on application
None.

Further information
None.

Classification and labelling
None.

Methods of analysis
Analytical methods for formulation analysis
None.

Analytical methods for residue analysis

Annex IIA, point 4.2.1:

In the proposed enforcement method for plant material (method 405/1, Sasturain, 2001) is
stated for the extraction step, that if the recovery is low, 5 ml of the buffer solution must be
added prior extraction. Clarification is needed for the cases where unknown samples will be
analysed.
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Annex IIA, point 4.2.1:

In the ILV (IF-97-22870-00, Schulz, 1999) is stated that in the clean up procedure in the phase
partitioning at acidic conditions ethyl acetate is used instead of i-octane for grain samples. A
clarification is needed, because the different polarity of these two solvents.

Annex IIA, point 4.2.1:
Figures of the relevant mass spectra are missing in the methods using the LC-MS/MS
technology.

Annex IIA, point 4.2.1:
Figures of the relevant mass spectra are missing in the methods using the GC-MS technology.

Annex IIA, point 4.2.1:

Validation data for crops with high water and high acid content are missing.

Justification:

According to the guidance document SANCO/825/00 validation data for all four mentioned
crop groups must be submitted, in the case that the use is not restricted to one of them.

Toxicology and metabolism

Specification of batch and purity of the test substances (Reg.-No. 231 700 and Reg.-No. 271
272) used in the study “Vollmer G. 2000; Study of a possible bond of AMTT and tritosulfuron
to the estrogen receptor ... "(BASF RegDoc#2000/1019272).

Residue data
Submission of the results of the storage stability study for the metabolite AMTT after
finalisation.

Environmental fate and behaviour
None.

Ecotoxicology
None.
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20 August 2002

A.1l ldentity (Annex I1A 1,

3.1t034; Annex111A 1,3.1t03.7,39and 12.1)

Author(s) Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownerﬁ-

Fietz, G. AllA-1.11

1998

Characterization of BAS 635 H Batch N34 by
HPLC-Method CP 217.

BASF Docl D 1998/1001137

GLP, unpublished

CHE2001-562

BAS

Guentner, A. AllA-1.11

1998

Determination of the total N-Nitrosamine con-
tent and the content of Flouride, Bromide,
Sulfate, Phosphate, Nitrite, Nitrat and Chlori-
dein"BAS635H".

BASF DoclD 2001/1003843

GLP, unpublished

CHE2001-568

BAS

Hassink, J. AllA-1.8

2001

Tritosulfuron TC

Description of the Manufacturing Process.
BASF Docl D 2001/1003807

not GLP, unpublished

CHE2001-560

BAS

Hassink, J. AllA-1.9

2001

Tritosulfuron TC

Composition of the Technical Active Ingre-
dient.

BASF Docl D 2001/1003808

not GLP, unpublished

CHE2001-561

BAS

Hassink, J. AllA-1.11

2000

Characterization of BAS 635 H Batch N 59 by
HPLC-Method CP 217 (Al) and CP300 (By-
products).

BASF Docl D 2000/1018876

GLP, unpublished

CHE2001-567

BAS

Hassink, J. AllA-1.11

2000

Determination of technical impuritiesin BAS
635 H Batch N 53 by HPL G-Method CP300.
BASF Docl D 2000/1018874

GLP, unpublished

CHE2001-565

BAS

Hassink, J. AllA-1.11

2000

Reanalysis of BAS 635 H Batch N 53 by
HPLC-Method CP217.

BASF Docl D 2000/1018875

GLP, unpublished

CHE2001-566

BAS

! Only notifier listed
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A.1 Identity
Author(s) Annex Year | Title Data | Owner!
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Hassink, J. AllA-1.11 1998 | Characterization of BAS 635 H (Reg.No. Y BAS

271272), Batch N42 by HPLC-Method CP
217, Determination of Technical Impurities
(HPLC-Method CP 300) and Water.

BASF Docl D 1998/1001139

GLP, unpublished

CHE2001-564

Hassink, J. AllA-1.11 1998 | Determination of Technical impuritiesin TGAI Y BAS
BAS 635 H (Reg. No. 271272) Batch N34 by
HPLC-Method CP 300.

BASF Docl D 1998/1001138

GLP, unpublished

CHE2001-563

Codes of owner

BAS: BASF Aktiengesellschaft
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A.2 Physical and chemical properties (Annex [1A 2; Annex I11A 2)

Author(s) Annex Year |Title Data Ownera-
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),

published or not
BBA registration number Y/N
Daum, A. AllA-2.6 2001 | Determination of the solubility in water of Y BAS
Tritosulfuron (BAS 635 H, Reg.N0.271272).
2001/1001015
GLP, unpublished
CHE2001-500
Daum, A. AllA-2.5 2000 | UV-, NMR-,IR-, MS-Spectra of Tritosulfuron Y BAS
PAl (BAS 635 H, Reg. N0.271272.
2000/1018472
GLP, unpublished
CHE2001-499

Kaestel, R. AllA-2.1.1; | 1996 | Physical and chemical properties Report for Y BAS

AllA-2.2; 271 272.

AllA-2.4; 96/10136

AllA-2.12; GLP, unpublished

AllA-2.14 CHE2001-497

Kaestel, R. AllA-2.2 1994 | Physical and chemical properties Report for Y BAS

271 272.
94/10728
GLP, unpublished
CHE2001-498

Kaestel, R. AlllA-2.1; 1998 | Shelf Lifein Original Container of BAS 635 Y BAS
AlllA-2.4; 00OH
AlllA-2.7, Physical Properties Report [24 month-storage].

AlllA-2.8.1; 98/10679
AlllA-2.8.2; GLP, unpublished
AlllA-2.8.3; PHY2001-611
AlllA-2.8.5;

AlllIA-2.8.6;

AlllA-4.1

Kaestel, R. AlllA-2.1; 1997 | Physical and chemical properties Report for Y BAS

AlllIA-2.4; BAS 63500 H.
AlllA-2.5; 97/10398
AlllA-2.6; GLP, unpublished
AlllA-2.7; PHY 2001-607
AlllA-2.8.1;

AlllA-2.8.2;
AlllA-2.8.3;
AlllIA-2.8.5;
AlllA-2.8.6;
AlllIA-2.8.8

2 Only notifier listed
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A.2 Physical and chemical properties
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Author(s)

Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner?

Kaestel, R.

AlllA-2.7

2000

Accelerated Storage Stability of BAS 63500 H
Final Report.

2000/1000089

GLP, unpublished

PHY 2001-609

BAS

Kaestel R.

AllA-2.3.1

1994

Physical and chemical properties.
1994/10728

GLP, unpublished

LUF2001-191

BAS

Koenig, W.

AlllA-2.7

1998

Storage Stability in Original Container of BAS
635 00 H 24 month-storage; Analytical Re-
sults.

98/10855

GLP, unpublished

PHY 2001-610

BAS

Kroehl, T.

AllA-2.14

2001

Determination of the Surface Tension (Ring-
/Plate-Method).

2001/1010679

not GLP, unpublished

CHE2001-504

BAS

Kronl, T.

AllA-2.3.1

2001

Method of determining the vapor pressure, CF-
P 006.

2001/1010678

not GLP, unpublished

LUF2001-192

BAS

Loeffler, U.

AllA-211.1,
AllA-2.11.2,
AllA-2.13;
AllA-2.15

1996

Safety characteristics of the active ingredient
271 272.

96/10135

GLP, unpublished

CHE2001-503

BAS

Loeffler, U.

AlllA-2.2;
AlllA-2.3

1996

Safety characteristics of the crop protection
product BAS 635 00 H.

96/11117

GLP, unpublished

PHY 2001-608

BAS

Ohnsorge U.

AllA-2.3.2;
AllA-7.2.2

2000

Physical and chemical properties (Henry's law
constant).

2000/1013447

not GLP, unpublished

LUF2001-188

BAS

Scharf J.

AllA-2.9.2;
AllA-2.9.3;
AllA-7.2.1.2

1998

Aqueous photolysis of BAS635H at pH 5 and
pH 7.

1998/10981

GLP, unpublished

LUF2001-186

BAS
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A.2 Physical and chemical properties
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Author(s)

Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner?

Scharf J.

AllA-2.10;
AllA-7.2.2

1995

Photochemical oxidative degradation of BAS
635 H.

1995/11094

not GLP, unpublished

LUF2001-190

BAS

Scharf J.

AllA-2.10;
AllA-7.2.2

1998

Laboratory study on the volatilization of BAS
635 H after application of BAS635 00 H on
soil and plant surfaces.

1998/10982

GLP, unpublished

LUF2001-189

BAS

Schneider, K.-
H.

AlllA-2.9

1999

Physical and Chemical Compatibility in A-
gueous Tank Mixtures of BAS 63500 H +
BAS 15200 S.

1999/1005345

not GLP, unpublished

PHY2002-73

BAS

Schneider, K.-
H.

AlllA-2.9

2001

Physical and Chemical Compatibility in A-
gueous Tank Mixtures of BAS 63500 H +
BAS 152 00 S with other products.
2001/1001033

not GLP, unpublished

PHY 2001-612

BAS

Singh M.

AllA-2.9.1;
AllA-7.2.1.1

1997

Hydrolysis of 14C-BAS 635 H (triazine label)
in aqueous media.

1996/5091

GLP, unpublished

WAS2001-211

BAS

Singh M.

AllA-2.9.1;
AllA-7.2.1.1

1997

Hydrolysis of 14C-BAS 635 H (phenyl 1abel)
in agueous media.

1996/5057

GLP, unpublished

WAS2001-210

BAS

Tuerk, W.

AllA-2.7

1994

Determination of the solubility of Reg.-No.
271272 technical active ingredient (TAI) in
organic solvents at 20°C.

94/11101

GLP, unpublished

CHE2001-501

BAS

Tuerk, W.

AllA-2.8

1994

Determination of the Octanol/Water-partition
Coefficient of Reg.No. 271272 by HPLC.
94/10658

GLP, unpublished

CHE2001-502

BAS
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A.2 Physical and chemical properties

Author(s) Annex Year | Title Data | Owner?
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Tuerk, W. AllA-2.1.1; | 1994 | Determination of the appearance, the melting Y BAS
AllA-2.1.3; point and thermal conversions of Reg.-No.
AllA-2.4 271272 (PAI).
94/11228

GLP, unpublished
CHE2001-496
Tuerk W. AllA-2.9.4 | 1994 | Determination of the pKa of Reg.No. 271272 Y BAS
in water at 20°C.
1994/10525

GLP, unpublished
WAS2001-216

Codes of owner

BAS: BASF Aktiengesellschaft
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A.3 Further information (Annex I1A 3; Annex I11A 3, 4 and 6)

Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownera-

Anonymous

AllA-3.6

1999

Detecting herbicide resistance Guidelines for
conducting diagnostic tests and interpreting
results. HRAC.
www.plantprotection.org/HRAC/detecting.html
(2001-09-14), 1999

not GLP, published

BI02001-311

Anonymous

AllA-3.6

2001

Herbicide Resistance Action Committee. Part-
nership in the management of resistance.
HRAC.
www.plantprotection.org/HRAC/Partnership.ht
ml(2001-09-14)

not GLP, published

BI102001-310

Anonymous

AllA-3.6

2001

Guideline to the management of herbicide
resistance, HRAC guidelines.
www.plantprotection.org/HRAC/Guideline.htm
[(2001-09-14)

not GLP, published

BI102001-309

Claude, J.-P.,
Cornes, D.

AllA-3.6

1999

Status of ALS-Resistance in Europe (Poster).
11. EWRS Symposium, Basel, 1999, 1999
not GLP, published

B102001-304

Preston, C.

Devine, M. D.,

AllA-3.6

2000

The molecular basis of herbicide resistance.
Sheffield Academic Press, England, Cobb, A.
H., Kirkwood, R. C., Herbicides and their
mechanism of action, 2000, 73-104

not GLP, published

B102001-303

Gerlach, H.

AllA-3.7

2001

Safety data sheet - BAS 635 H.
2001/1004138

not GLP, unpublished
CHE2001-505

BAS

Heap, I.

AllA-3.6

2001

Herbicide resistant weed summary table (2001-
01-08).

www. weedre-
search.com/Case/reference.asp(2001-09-14),
2001

not GLP, published

B102001-306

% Only notifier listed
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A.3 Further information

Author(s) Annex Year | Title Data | Owner®
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Heap, I. AllA-3.6 2001 | Herbicide resistant weed summary table (2001- N -
01-08).

www. weedre-
search.com/summary/M OAsummary.asp(2001-

09-14), 2001
not GLP, published
BI102001-305
Kaestel, R. AlllA-2.1; 1998 | Shelf Lifein Original Container of BAS 635 Y BAS
AlllA-2.4; 00H
AlllA-2.7, Physical Properties Report [24 month-storage].
AlllA-2.8.1; 98/10679
AlllA-2.8.2; GLP, unpublished
AlllA-2.8.3; PHY2001-611
AlllA-2.8.5;
AlllA-2.8.6;
AlllA-4.1
Kudsk, P.etal. |AllA-3.6 1995 | Sulfunylurearesistance in Stellaria medialL. N -
Weed research, 35, 1995, 19-24
not GLP, published
BI102001-307
Powles, S. B., |AIllA-3.6 1995 | Herbicide cross-resistance and multiple re- N -
Preston, C. sistance in plants, Monograph 2, HRAC publi-
cations.
www.plantprotection.org/HRAC/mono2.html (2
001-09-14), 1995
not GLP, published
BI102001-308
Schenk, W. AllA-3.9 2000 | Possible Procedures of the Decontamination of Y BAS
Water from BAS 635 H.
2000/1013207

not GLP, unpublished
CHE2001-506
Stedler, R. AlllA-4.2 2001 | "BAS 63500 H" (Tritosulfuron); Effectiveness Y BAS
of Procedures for Cleaning Application E-
quipment and Protective Clothing.
2001/1001640

not GL P, unpublished

PHY 2001-613

Codes of owner

BAS: BASF Aktiengesell schaft
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A.4 Classification, packaging and labelling

A.4 Classification, packaging and labelling (Annex 1A 10; Annex II1A
12.3 and 12.4)

No references submitted.
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A.5 Methodsof analysis (Annex I1A 4; Annex I11A 5)

Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownerﬁ-

Benz, A. and
Mackenroth, C.

AlllA-5.2

2001

Validation of BASF Method No. 472/0: De-
termination of BAS 615 H and BH 615-3in
Cereal Forage, Grain and Straw

Study Code 96355.

2001/1000994

GLP, unpublished

MET2001-383

BAS

Binski, C. and
Perez, R.

AllA-4.2.1

2000

Independent Method Validation of BASF
Technical Procedure 405/1 (April 1998 Draft)
for BAS 635 H Residuesin Corn and Wheat
Study No. 98052.

2000/5219

GLP, unpublished

MET2001-374

BAS

Ddotzer, R.

AllA-4.1

1994

Validation of HPLC method CP 217 for deter-
mination of BAS 635 H (Reg.No. 271 272) in
BAS 635 H technical

Laboratory Study Code: PCP03052.
1994/10405

GLP, unpublished

CHE2002-12

BAS

Dotzer, R.

AllA-4.1

1994

Analytical method CP-No. 217:
Determination of Reg.No. 271 271 (BAS 635
H) in technical Reg.No. 271 272 by HPLC.
1994/1000351

not GLP, unpublished

CHE2002-11

BAS

Grosshans, F.

AllA-421

1998

The Validation of BASF Method 413/0: De-
termination of BAS 635 H (Reg. No. 271272)
in Animal Matrices

Study Code 19468.

98/10979

GLP, unpublished

MET2001-375

BAS

Hassink, J.

AllA-4.1

2000

Additional analyses for statistical verification
of analytical method CP 217.

2000/1018732

GLP, unpublished

CHE2002-15

BAS

* Only notifier listed



- 11 -
Tritosulfuron — Annex A: List of tests and studies
A.5 Methods of analysis

20 August 2002

Author(s)

Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner?

Hassink J.

AllA-4.1

2001

Validation of analytical method CP 300:
Determination of technical by-productsin
BASF technical grade BAS 635 H (Reg.No.
271 272).

2001/1001004

GLP, unpublished

CHE2002-9

BAS

Hassink J.

AllA-4.1

2001

Analytical Method CP 300

Determination of by-products in technical BAS
635 H using HPLC.

2001/1001008

not GLP, unpublished

CHE2002-7

BAS

Jordan, J. and
Malinsky, S.

AllA-4.2.1

2001

Method Validation of BASF Analytical Me-
thod D0O002 entitled "Method for the Determi-
nation of BH 635-5 (AMTT) 2-amino-4-
methoxy-6-(trifluoromethyl)-1,3,5 triazine
Residuesin Plant and Animal Matrices by
GC/IMS"

Study No. 59280.

2001/5000983

GLP, unpublished

MET2001-371

BAS

Keller, W.

AllA-4.2.2

1998

Validation of Analytical Method No. 390
Total Method for Determination of BAS 635 H
Residuesin Sail

Study No. 24395.

98/10097

GLP, unpublished

MET2001-377

BAS

Malinsky, S.

AllA-421

2000

Independent Method Validation of BASF A-
nalytical Method No. 413/0: "Determination of
BAS 635 H in Animal Matrices' at BASF
Study No. 98127.

1999/5054

GLP, unpublished

MET2001-376

BAS

Richter, T.

AllA-4.2.2

2001

Validation of Analytical Method 406/0 for the
Determination of BAS 635 H and the following
Metabolitesin Soil: BH 635-2 (Reg.no.
292564), BH 635-3 (Reg.no. 335182), BH
635-4 (Reg.no. 335184)

Study code 39262.

2000/1013299

GLP, unpublished

MET2001-378

BAS
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Author(s)

Annex
point/
reference
number

Title

source (where different from company)
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GLP or GEP status (where relevant),
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BBA registration number

Data
protection
claimed

Y/N

Owner?

Richter, T.

AllA-4.2.3

2001

Method 433/0; Validatiion of Analytical Me-
thod 433/0 for the determination of BAS 635 H
(Reg.no. 271272), BH 635-2 (Reg.no.
292564), BH 635-3 (Reg.no. 335182), BH
635-4 (Reg.no. 335184) and BH 635-5
(reg.n0.231700) in tap and surface water

Study Code 37274.

2000/1013298

GLP, unpublished

MET2001-381

BAS

Sasturain, J.

AllA-4.2.1;
AlllA-5.2

1999

Validation of BASF Method No. 438/0: De-
termination of Bentazon and its Metabolites 6-
OH-Bentazon and 8-OH-Bentazon in Maize
Matrices

Study Code 59041.

99/11014

not GLP, unpublished

MET2000-68

BAS

Sasturain, J.

AlllA-5.2

1999

Validation of BASF Method No. 444/0: De-
termination of Dicamba and its Metabolite 5-
OH Dicambain Maize Matrices

Study Code 59649.

99/11013

not GLP, unpublished

MET?2001-384

BAS

Sasturain, J.;
Bross, M. and

Mackenroth, C.

AllA-4.2.1

2001

Validation of BASF Method No. 405/1:
Method for the Determination of BAS 635 H
(LAB 271 272) in Plant Matrices (Wheat,
Maize)

Study Code 19438.

2001/1000996

GLP, unpublished

MET2001-369

BAS

Schulz, H.

AllA-421

1999

Determination of BAS 635 H in Wheat - Vali-
dation of the BASF Method No. 405/1

Study No. IF-97/22870-00.

99/11493

GLP, unpublished

MET2001-373

BAS

Smith, K. and
Clouser-Roche,
A.

AllA-4.2.2

2001

Determination of BAS 635 H and Metabolites
BH 635-2, BH 635-3, BH 635-4 and BH 635-5
in Soil by LC/IMS/MS

Method No. D9907.

1999/5128

GLP, unpublished

MET2001-379

BAS
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Author(s) Annex Year | Title Data | Owner’
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Stewart, J. AllA-4.2.1 | 2001 | Validation of BASF Method D0003/1: Y BAS

Analytical Method for Determination of Resi-
dues of BAS 635 H in Plant Matrices using
LC/IMSMS

Study No. 64186.

2001/5001043

GLP, unpublished

MET?2001-370

Weeren, R.D. | AllIA-4.21 1998 | Examination of the Applicability of DFG Me- Y BAS
and Pelz, S. thod S19 for the Determination of BAS 635 H

Final report BAS-9804V, Az. 67460/98.

98/11322

GLP, unpublished
MET2001-372
Zangmeister, W. | AllA-4.2.4 | 1998 | Validation of BASF Analytical Method 394 - Y BAS
Determination of BAS 635 H in Air by HPLC
Study No. 24402.

98/10659

GLP, unpublished

MET2001-382

Ziegler, G. AllA-4.2.3 | 1998 | Validation of Analytical Method No. 401 Y BAS
Total Method for the Determination of BAS
635 H (271 272) Residues and its Metabolites
292 564, 335 182 and 335 184 in Water
Study Code 24398.

98/10663

GLP, unpublished

MET2001-380

Ziegler, H. AlllIA-5.1 1999 | Analytical Method CF-A 588: Y BAS
Quantitative determination of the substance
Reg.No. 231700 in BAS 635 00 H by HPLC.
1999/1004107

not GLP, unpublished

CHE2002-18

Ziegler, H. AlllA-5.1 2000 | Development and validation of the analytical Y BAS
method CF-A 588:

Determination of Reg.No. 231 700 in water
dispersible granules (BAS 635 00 H).
2000/1000323

GLP, unpublished

CHE2002-19
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Author(s) Annex Year | Title Data | Owner’
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Ziegler, H. AlllIA-5.1 1998 | Validation of the analytical method CF-A Y BAS
506/1:

Determination of Reg.No. 271 272 in water
dispersible granules (BAS 635 00 H).
1998/10813

GLP, unpublished

CHE2002-17

Ziegler, H. AlllA-5.1 1997 | Analytical Method CF-A 506/1: Y BAS
Quantitative determination of active ingredient
Reg.No. 271 272 in BAS 635 00 by HPLC.
1997/1000591

not GLP, unpublished

CHE2002-16

Codes of owner

BAS: BASF Aktiengesellschaft
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A.6 Toxicology and metabolism (Annex I1A 5; Annex |I1A 7)

Author(s) Annex Year |Title Data Ownera-
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),

published or not
BBA registration number Y/N
Anonym AlllA-7.2.3.1| 1998 | Policy # 003 - Science advisory council for N -
exposure - Regarding: Agricultural default
transfer coefficients.
United States Environmental Protection Agen-
cy, 1998
#BASF 98/11675
not GLP, published
TOX2001-891
Cotton, H. AllA-5.1 2001 | (14C)-BAS 635 H: Rates of penetration Y BAS
through rat and human skin using an in vitro
system.
729/206 ! 2001/1006076
GLP, unpublished
TOX2001-896
Czich, A. AllIA-5.8.1 | 1999 | In vitro chromosome aberration assay in Chi- Y BAS
nese hamster V79 cells with reg. no. 335 182
(BH 635-3).
633600 ! 32M0576/969428 ! #BASF 99/11504
GLP, unpublished
TOX2001-944
Engelhardt, G. | AllA-5.8.1 | 2001 | Amendment no. 3 to the report salmonella Y BAS
typhimurium/escherichia coli reverse mutation
assay (standard plate test and preincubation
test) with PS 335 182.
40M0576/964420 ! 2001/1007726
GLP, unpublished
TOX2001-942
Engelhardt, G. | AlIlA-5.8.1 2000 | Amendment no. 1 to the report salmonella Y BAS
typhimurium/escherichia coli reverse mutation
assay (standard plate test and preincubation
test) with PS 335 182.
40M0576/964420 ! 2000/1019291
GLP, unpublished
TOX2001-941
Engelhardt, G. | AIlA-5.8.1 1999 | Amendment no. 1 to the report salmonella Y BAS
typhimurium/escherichia coli reverse mutation
assay (standard plate test and preincubation
test) with PS 335 182.
40M0576/964420 ! 1999/11629
GLP, unpublished
TOX2001-940

® Only notifier listed
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Annex
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GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner®

Engelhardt, G.

AllA-58.2

1997

Amendment no. 1 to the report on the study of
AMTT, techn. cas-nr. [5311-05-7] (ZHT test
substance no.: 96/38) in the salmonella typhi-
murium/escherichia coli reverse mutation assay
(standard plate test and preincubation test).
40M0038/964034 ! 1997/1000920

GLP, unpublished

TOX2001-961

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-54.1

1998

In vitro chromosome aberration assay with
BAS635H inV79cells.
32M0167/954100 ! 98/11437

GLP, unpublished

TOX2001-912

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-54.1

1998

In vitro gene mutation test with BAS 635 H in
CHO cdlls (HPRT locus assay).
50M0167/954099 ! 98/11436

GLP, unpublished

TOX2001-911

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-54.1

2000

Salmonella typhimurium / escherichia coli
reverse mutation assay (standard plate test and
preincubation test) with BAS 635 H.
40M0290/944382 | 2000/1018507

GLP, unpublished

TOX?2001-910

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-54.1

1998

In vitro unscheduled DNA synthesis (UDS)
assay with BAS 635 H in primary rat hepato-
cytes.

81M0167/954145 ! #BASF 98/10811

GLP, unpublished

TOX2001-913

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-54.1

1998

Report on the study of BAS635H (ZHT test
substance no.: 95/167-1) in the Ames Test
(salmonella/mammalian-microsome mutageni-
city test - Standard plate test and preincubation
test).

40M0167/954105 ! 1998/11634

GLP, unpublished

TOX2001-909

BAS

Engelhardt, G.
and Hoffmann,
H.D.

AllA-5.4.2

1998

Cytogenetic study in vivo with BAS 635 H in
the mouse micronucleus test single intraperito-
neal administration.

26M0167/954101 ! #BASF 98/10581

GLP, unpublished

TOX2001-914

BAS
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reference report no. claimed
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published or not
BBA registration number Y/N
Engelhardt, G. | AllA-5.8.1 | 1998 | Salmonella typhimurium/escherichia coli re- Y BAS
and Hoffmann, verse mutation assay (standard plate test and
H.D. preincubation test) with PS 335 182.
40M0576/964420 ! #BASF 98/10810
GLP, unpublished
TOX2001-939
Engelhardt, G. | AllIA-5.8.1 | 1999 | In vitro chromosome aberration assay with Y BAS
and Hoffmann, reg.-no. 292 564; BH 635-2in V79 cells.
H.D. 32M0599/964427 | 1999/11684
GLP, unpublished
TOX2001-935
Engelhardt, G. | AllA-5.8.1 | 2000 | Salmonellatyphimurium / escherichia coli Y BAS
and Hoffmann, reverse mutation assay (standard plate test and
H.D. preincubation test) with reg.-no. 373 906.
40M0298/004076 ! 2001/1006087
GLP, unpublished
TOX2001-952
Engelhardt, G. | AllA-5.8.1 | 2000 | Cytogenetic study in vivo with reg. no. 373 906 Y BAS
and Hoffmann, in the mouse micronucleus test after two intra-
H.D. peritoneal administrations.
26M0298/004077 ! 2000/1018736
GLP, unpublished
TOX2001-954
Engelhardt, G. | AIlA-5.8.1 2000 | In vitro gene mutation test with reg.-no. 373 Y BAS
and Hoffmann, 906 in CHO cells (HPRT locus assay).
H.D. 50M0298/004079 ! 2001/1006073
GLP, unpublished
TOX2001-953
Engelhardt, G. | AIlA-5.8.1 1999 | In vitro chromosome aberration assay with Y BAS
and Hoffmann, reg.-no. 335 184 (BH 635-4) in V79 cells.
H.D. 32M0577/964426 ! 1999/11685
GLP, unpublished
TOX2001-950
Engelhardt, G. | AIlA-5.8.1 1998 | Salmonella typhimurium/escherichia coli re- Y BAS
and Hoffmann, verse mutation assay (standard plate test and
H.D. preincubation test) with reg. no. 335 184 (BH
635-4).
40M0577/964422 ! 1998/11635
GLP, unpublished
TOX2001-948
Engelhardt, G. | AIlA-5.8.1 1999 | Salmonellatyphimurium / escherichia coli Y BAS
and Hoffmann, reverse mutation assay (standard plate test and
H.D. preincubation test) with reg.-no. 292 564; BH
635-2.
40M0599/964425 ! 1999/11412
GLP, unpublished
TOX2001-933
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protection
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Data Owner®

Y/N

Engelhardt, G.
and Hoffmann,
H.D.

AllA-5.8.2

1996

Report on the study of AMTT, techn. cas-nr.
[5311-05-7] (ZHT test substance no.: 96/38) in
the Ames salmonella/mammalian.microsome
mutagenicity test and escherichia coli / mam-
malian-microsome reverse mutation assay
(standard plate test and preincubation test).
40M0038/964034 ! 1996/1000679

GLP, unpublished

TOX?2001-960

Y BAS

Gamer, A.O.
and Hoffmann,
H.D.

AllA-5.2.3

1995

Study on the acute inhalation toxicity LC50 of
reg. no. 271 272 as adust aerosol in rats 4-hour
exposure.

1310290/947009 ! #BASF 95/10410

GLP, unpublished

TOX2001-899

Y BAS

Gamer, A.O.
and Hoffmann,
H.D.

AllA-5.8.1

2000

Reg. no. 373906 - Acute ora toxicity study in
Wistar rats.

10A0298/001071 ! 2001/1006074

GLP, unpublished

TOX?2001-955

Y BAS

Gamer, A.O.
and Hoffmann,
H.D.

AlllA-7.1.3

1997

BAS 635 00 H - Acute inhalation toxicity study
in Wistar rats 4-hour dust exposure.
1310278/967008 ! #BASF 97/10289

GLP, unpublished

TOX?2001-887

Y BAS

Hafemann, C.

AllA-5.1

2000

The metabolism of 14C-BAS 635 H (reg. no.
271272) inrats.

19461 ! 2000/1013501

GLP, unpublished

TOX2001-893

Y BAS

Hellwig, J. and
Hildebrand, B.

AllA-5.6.2

1998

BAS 635 H - Prenatal toxicity in Himalayan
rabbits after oral administration (gavage).
40R0385/94040 ! #BASF 98/10227

GLP, unpublished

TOX2001-928

Y BAS

Hellwig, J. and
Hildebrand, B.

AllA-5.6.2

1996

Reg. no. 271 272 - Prenatal toxicity in Wistar
rats after oral administration (gavage).
30R0290/94017 ! #BASF 96/10210

GLP, unpublished

TOX2001-927

Y BAS

Kirsch, P. and
Hildebrand, B.

AllA-5.2.1

1995

Study on the acute oral toxicity of reg. no. 271
272inrats.

10A0290/941062 ! #BASF 95/10634

GLP, unpublished

TOX2001-897

Y BAS
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Kirsch, P.and | AllA-5.2.2 | 1995 | Study on the acute dermal toxicity of reg. no. Y BAS
Hildebrand, B. 271272 inrats.
11A0290/941063 ! #BASF 95/10635
GLP, unpublished
TOX2001-898
Kirsch, P.and | AlIlA-5.8.1 | 1995 | Study on the acute oral toxicity of TBSA in Y BAS
Hildebrand, B. rats.
10A0148/941038 ! #BASF 95/11408
GLP, unpublished
TOX2001-936
Kuehlem, C. AlllA-7.1.1 | 1997 | Study on the acute oral toxicity of BAS 635 00 Y BAS
and Hellwig, J. Hinrats.
10A0278/961084 ! #BASF 97/10617
GLP, unpublished
TOX2001-885
Kuehlem, C. AlllA-7.1.2 | 1997 | Study on the acute dermal toxicity of BAS 635 Y BAS
and Hellwig, J. OO H inrats.
11A0278/961085 ! #BASF 97/10523
GLP, unpublished
TOX2001-886
Kuehlem, C. AlllA-7.1.4 | 1997 | Study on the acute dermal irritation/corrosion Y BAS
and Hellwig, J. of BAS635 00 H in rabbit.
14H0278/962156 ! #BASF 97/10490
GLP, unpublished
TOX2001-888
Kuehlem, C. AlllA-7.1.5 | 1997 | Study on the acute eye irritation of BAS 635 Y BAS
and Hellwig, J. 00 H in rabbit.
13H0278/9621567 ! #BASF 97/10491
GLP, unpublished
TOX2001-889
Leibold, E.and | AllA-5.1 2001 | Investigation of the formation of AMTT after Y BAS
Hoffmann, H.D. oral administration of 14C-BAS 635 H inrats.
02B0380/996010 ! 2000/1013503
GLP, unpublished
TOX2001-894
Leibold, E., AllA-5.82 | 2001 | 14C-eg. no. 231 700 - Study of the biokinetics Y BAS
Hafemann, C. and metabolismin rats.
and Hoffmann, 02B0491/986012 ! 2000/1018485
H.D. GLP, unpublished
TOX2001-956
Leibold, E., AllA-5.1 1998 | 14C-BAS 635 H - Study of the dermal absorp- Y BAS
Hoffmann, H.D. tionin rats.
and Hildebrand, 01B0020/956022 ! #BASF 98/10802
B. GLP, unpublished
TOX2001-895
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Leibold, E., AllA-5.1 1998 | 14C-BAS 635 H - Study of the biokineticsin Y BAS
Hoffmann, H.D. rats.
and Hildebrand, 02B0300/946013 ! #BASF 98/10506
B. GLP, unpublished
TOX2001-892
Mellert, W. AllA-5.7 2001 | BAS 635 H - Subchronic oral neurotoxicity Y BAS
study in Wistar rats administration in the diet
for 3 months.
50S0167/95102 ! 2001/1006068
GLP, unpublished
TOX2001-931
Mellert, W., AllA-58.1 | 2001 | Reg.-no. 335182 (BH 635-3) - Subchronic Y BAS
Deckardt, K., toxicity study in Wistar rats administration in
Gembardt, Ch. the diet for 3 months.
and Van Ra- 50C0576/96195 ! 2001/1006072
venzwaay, B. GLP, unpublished
TOX2001-947
Mellert, W., AllA-53.1 | 1998 | BAS 635 H - Repeated dose dermal toxicity Y BAS
Deckardt, K., study in Wistar rats administration for 4 weeks.
Gembardt, Chr. 33S0167/95101 ! #BASF 98/10479
and Hildebrand, GLP, unpublished
B. TOX2001-905
Mellert, W., AllA-5.3.1 1996 | Reg. no. 271 272 - Repeated dose oral toxicity Y BAS
Deckardt, K., study in B6C3F1 CrIBr mice administration in
Kaufmann, W. the diet for 4 weeks.
and Hildebrand, 40S0385/94030 ! #BASF 96/10430
B. GLP, unpublished
TOX2001-904
Mellert, W., AllA-5.3.1 1997 | Reg. no. 271 272 - Repeated dose oral toxicity Y BAS
Deckardt, K., study in Wistar rats administration in the diet
Kaufmann, W. for 4 weeks.
and Hildebrand, 30S0385/94029 ! #BASF 97/10819
B. GLP, unpublished
TOX2001-903
Mellert, W., AllA-5.3.2 1997 | BAS 635 H - Subchronic oral toxicity study in Y BAS
Deckardt, K., B6C3F1 Crl BR mice administration in the diet
Kaufmann, W. for 3 months.
and Hildebrand, 60S0385/94034 ! #BASF 97/11511
B. GLP, unpublished
TOX2001-907
Mellert, W., AllA-5.3.2 2000 | BAS 635 H - Subchronic oral toxicity study in Y BAS
Deckardt, K., Wistar rats administration in the diet for 3
Kaufmann, W. months.
and Hildebrand, 50S0385/94036 ! 2000/1003966
B. GLP, unpublished
TOX2001-906
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Mellert, W., AllA-5.5 2001 | BAS 635 H - Supplementary carcinogenicity Y BAS
Deckardt, K., study in Wistar rats administration in the diet
Kaufmann, W. for 24 months.
and Van Ra- 8250167/95080 ! 2001/1006065
venzwaay, B. GLP, unpublished
TOX2001-922
Mellert, W., AllA-5.5 2001 | BAS 635 H - Carcinogenicity study in Wistar Y BAS
Deckardt, K., rats administration in the diet for 24 months.
Kaufmann, W. 8250167/95022 ! 2001/1006064
and Van Ra- GLP, unpublished
venzwaay, B. TOX2001-921
Meéllert, W., AllA-5.5 2001 | BAS 635 H - Supplementary chronic toxicity Y BAS
Deckardt, K., study in Wistar rats administration in the diet
Kaufmann, W. for 24 months.
and Van Ra- 8250167/95081 ! 2001/1006061
venzwaay, B. GLP, unpublished
TOX2001-918
Mellert, W., AllIA-5.8.2 | 2001 | AMTT - Subchronic toxicity study with estrus Y BAS
Deckardt, K., cycle determination and hormone analysisin
Kaufmann, W. female Wistar rats administration in the diet up
and Van Ra- to 32 weeks.
venzwaay, B. 99S0100/98131 ! 2001/1006078
GLP, unpublished
TOX2001-959
Mellert, W., AllA-5.5 2001 | BAS 635 H - Carcinogenicity study in Y BAS
Deckardt, K., B6C3FL/CrIBR mice administration in the diet
Kiittler, K. and for 18 months.
Van Ravenzwa- 76S0167/95021 ! 2001/1006084
ay, B. GLP, unpublished
TOX2001-923
Mellert, W., AllA-5.5 2001 | BAS 635 H - Chronic toxicity study in Wistar Y BAS
Deckardt, K., rats administration in the diet for 24 months.
Pappritz, G. and 8250167/95023 ! 2001/1006060
Van Ravenzwa- GLP, unpublished
ay, B. TOX2001-917
Mellert, W., AllA-5.5 2001 | BAS 635 H - Carcinogenicity study in Wistar Y BAS
Deckardt, K., rats administration in the diet for 24 months.
Pappritz, G. and 8250042/98025 ! 2001/1006062
Van Ravenzwa- GLP, unpublished
ay, B. TOX2001-919
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Mellert, W., AllA-5.5 2001 | BAS 635 H - Supplementary carcinogenicity Y BAS
Deckardt, K., study in Wistar rats administration in the diet
Pappritz, G. and for 24 months.
Van Ravenzwa- 82C0042/98049 ! 2001/1006063
ay, B. GLP, unpublished
TOX2001-920
Mellert, W., AllA-5.5 2001 | BAS 635 H - Chronic toxicity study in Wistar Y BAS
Deckardt, K., rats administration in the diet for 12 months.
Pappritz, G. and 70C0042/98065 ! 2001/1006059
Van Ravenzwa GLP, unpublished
ay, B. TOX2001-916
Meéllert, W., AllA-5.7 1998 | BAS 635 H - Subchronic oral neurotoxicity Y BAS
Kaufmann, W. study in Wistar rats administration in the diet
and Hildebrand, for 3 months.
B. 50S0167/95102 ! #BASF 98/10678
GLP, unpublished
TOX2001-930
Mellert, W., AllA-5.7 1998 | BAS 635 H - Acute oral neurotoxicity study in Y BAS
Kaufmann, W. Wistar rats.
and Hildebrand, 20S0167/95103 ! 98/11438
B. GLP, unpublished
TOX2001-929
Menges, S., AllA-5.3.2 2000 | BAS 635 H - Subchronic oral toxicity study in Y BAS
Schilling, K., Beagle dogs administration in the diet for 3
Deckardt, K., months.
Kaufmann, W. 31D0167/95044 ! 2000/1012355
and Hildebrand, GLP, unpublished
B. TOX2001-908
Menges, S., AllA-5.5 2000 | BAS 635 H - Chronic oral toxicity study in Y BAS
Schilling, K., Beagle dogs administration in the diet for 12
Deckardt, K., months.
Kaufmann, W. 33D0167/95074 ! 2000/1012356
and Hildebrand, GLP, unpublished
B. TOX2001-915
Nemec, M.D. AllA-5.7 2001 | Dietary developmental neurotoxicity study of Y BAS
BAS635H inrats.
WIL-403001 ! 2001/1006071
GLP, unpublished
TOX2001-932
Poelloth, C. AllA-5.8.2 1997 | Amendment no. 1 to the report study on the Y BAS
acute oral toxicity of AMTT, techn. in rats.
10A0038/961019 ! 1997/1000919
GLP, unpublished
TOX2001-958
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Podlloth, C. and | AIlA-5.8.2 | 1996 | Study on the acute oral toxicity of AMTT, Y BAS
Hellwig, J. techn. cas-nr. [5311-05-7] inrats.
10A0038/961019 ! 1996/1000678
GLP, unpublished
TOX2001-957
Rossbacher, R. | AllA-5.2.4 | 1995 | Study on the acute dermal irritation/corrosion Y BAS
and Hellwig, J. of reg. no. 271 272 in rabbits.
14H0290/942094 ! #BASF 95/10533
GLP, unpublished
TOX2001-900
Rossbacher, R. | AllA-5.25 | 1995 | Study on the acute eye irritation of reg. no. 271 Y BAS
and Hellwig, J. 272 in rabbits.
13H0290/942095 ! #BASF 95/10532
GLP, unpublished
TOX2001-901
Rossbacher, R. | AllA-5.2.6 | 1995 | Report on the maximization test for the sensiti- Y BAS
and Hellwig, J. zing potential of reg. no. 271 272 in guinea
pigs.
30H0290/942096 ! #BASF 95/10523
GLP, unpublished
TOX2001-902
Schilling, K., AllA-5.6.1 | 2001 | BAS 635 H - Two-generation reproduction Y BAS
Deckardt, K., toxicity study in Wistar rats continuous dietary
Gembardt, Chr. administration.
and Van Ra- 70R0167/95088 ! 2001/1006077
venzwaay, B. GLP, unpublished
TOX2001-925
Schilling, K., AllA-5.6.1 2001 | BAS 635 H - Supplementary two-generation Y BAS
Gembardt, C. reproduction toxicity study in Wistar rats con-
and Van Ra- tinuous dietary administration.
venzwaay, B. 70R0167/95110 ! 2001/1006067
GLP, unpublished
TOX2001-926
Schilling, K., AllA-5.6.1 2001 | BAS 635 H - Two-generation reproduction Y BAS
Gembardt, Chr. toxicity study in Wistar rats continuous dietary
and Van Ra- administration.
venzwaay, B. 70R0042/98010 ! 2001/1006066
GLP, unpublished
TOX2001-924
Schilling, K., AllA-5.8.2 2001 | AMTT and BisSH - Pre-/postnatal screening Y BAS
Gembardt, Chr. toxicity study in Wistar rats oral administration
and Van Ra- (gavage).
venzwaay, B. 19R0100/98014 ! 2001/1003834
not GLP, unpublished
TOX2001-964
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Author(s)

Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

protection
claimed

Data Owner®

Y/N

Volkner, W.

AllA-5.8.2

1998

Micronucleus assay in bone marrow cells of
the mouse after a single intraperitoneal admi-
nistration of AMTT.

614800 ! 26M0100/989050 ! #BASF 98/11043
GLP, unpublished

TOX2001-963

Y BAS

Vollmer, G.

AllA-58.2

1999

Study of a possible bond of reg. no. 231700
and reg. no. 271272 to the estrogen receptor in
the cytosol from the endometrial RUCA-I ade-
nocarcinomacell line.

99P0100/989150 and 99P0042/989151

not GLP, unpublished

TOX?2001-965

Y BAS

Wiemann, C.

AllA-58.1

1998

Amendment no. 1 - Reg.-no. 335 182 (BH 635-
3): Acute oral toxicity inrats.
10A0576/961216 | 1999/11221

GLP, unpublished

TOX2001-946

Y BAS

Wiemann, C.

AllA-58.1

1999

Amendment no. 1 - Reg.-no. 292564; BH 635-
2: Acute oral toxicity in rats.
10A0599/961217 ! 1999/10381

GLP, unpublished

TOX2001-938

Y BAS

Wiemann, C.

and Hellwig, J.

AllA-5.8.1

1999

Reg. no. 335 184 (BH 635-4): Acute oral toxi-
city inrats.

10A0577/961218 ! #BASF 99/10213

GLP, unpublished

TOX2001-951

Y BAS

Wiemann, C.

and Hellwig, J.

AllA-5.8.1

1998

Reg.-no. 335 182 (BH 635-3): Acute oral toxi-
city inrats.

10A0576/961216 ! #BASF 98/10843

GLP, unpublished

TOX2001-945

Y BAS

Wiemann, C.

and Hellwig, J.

AllA-5.8.1

1999

Reg.-no. 292564; BH 635-2: Acute oral toxi-
city inrats.

10A0599/961217 ! #BASF 99/10099

GLP, unpublished

TOX2001-937

Y BAS

Wiemann, C.

and Hellwig, J.

AlllA-7.1.6

2000

BAS 63500 H - Modified Buehler test (9 in-
ductions) in guinea pigs.

33H0167/992193 ! 2000/1013137

GLP, unpublished

TOX2001-890

Y BAS
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Author(s) Annex Year | Title Data | Owner’
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Wollny, H.-E. | AlIA-5.8.1 1999 | Gene mutation assay in Chinese hamster V79 Y BAS
cellsinvitro (V79 /HPRT) with reg.-no. 335
184; BH 635-4.

640403 | 50M0577/969431 | 1999/12016
GLP, unpublished

TOX?2001-949

Wollny, H.-E. | AlIA-5.8.1 1999 | Gene mutation assay in Chinese hamster V79 Y BAS
cellsinvitro (V79 /HPRT) with reg.-no. 335
182; BH 635-3.

640402 ! 50M0576/969430 ! 1999/12026
GLP, unpublished

TOX2001-943

Wollny, H.-E. | AlIA-5.8.1 1999 | Gene mutation assay in Chinese hamster V79 Y BAS
cellsinvitro (V79 /HPRT) with reg.-no. 292
564; BH 635-2.

640401 ! 50M0599/969429 ! 1999/11691
GLP, unpublished

TOX2001-934

Wollny, H.-E. | AlIA-5.8.2 1999 | Gene mutation assay in Chinese hamster V79 Y BAS
cellsinvitro (V79 /HPRT) with AMTT.
631700 ! 50M0100/989153 ! 1999/10870
GLP, unpublished

TOX?2001-962

Codes of owner

BAS: BASF Aktiengesellschaft
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A.7 Residuedata (Annex I1A 6; Annex |I1A 8 and 12.2)

Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownera-

Beck J., Bross,
M., Macken-
roth, C,

AllA-6.3

2000

Study on the residue behaviour of BAS 615 H
and BAS 635 H in cereals after treatment with
BAS 641 00 H under field conditions in Belgi-
um, France, Germany, Great Britain , Spain,
Sweden and the Netherlands, 1998.
2000/1012391

GLP, unpublished

RIP2001-602

BAS

Beck J., Bross,
M., Macken-
roth, C.

AllA-6.3

2000

Study on the residue behaviour of BAS 615 H
and BAS 635 H in cereals after treatment with
BAS 641 00 H under field conditions in Fran-
ce, Germany, Great Britain, Spain and Sweden,
1997.

2000/1014843

GLP, unpublished

RIP2001-600

BAS

Goetz A.J.

AllA-6.5.1

1996

Hydrolysis of 14C-BAS 635 H at 100 °C and
pH5.

96/5200

GLP, unpublished

RIP2001-612

BAS

Hofmann M.

AllA-6.1

1997

Plant uptake study with BAS 635 H (triazin-
2,4-14C) and maize

userate: 180 g a.i./ha.

97/10843

GLP, unpublished

RIP2001-588

BAS

Hofmann M.

AllA-6.1

1997

Plant uptake study with BAS 635 H (triazin-
2,4-14C) and maize

userate: 120 g a.i./ha.

97/10838

GLP, unpublished

RIP2001-587

BAS

Hofmann M.

AllA-6.1

1997

Plant uptake study with 14C-BAS 635 H (Phe-
nyl-U-14C) and maize

userate: 180 g a.i./ha.

97/10844

GLP, unpublished

RIP2001-586

BAS

® Only notifier listed
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Author(s) Annex Year | Title Data | Owner®
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not

BBA registration number Y/N
Hofmann M. AllA-6.1 1997 | Plant uptake with 14C-BAS 635 H (phenyl-U- Y BAS
14C) and maize
userate: 120 g a.i./ha.
97/10837

GLP, unpublished
RIP2001-585
Hofmann M. AllA-6.1 1998 | Plant uptake study with 14C-BAS 635H and Y BAS
maize

userate: 180 g ai./ha

[phenyl-U-14C and triazine-2,4-14C].
98/10630

GLP, unpublished

RIP2001-584

Hofmann M. AllA-6.6 1998 | Nachbaustudie mit 14C-271272 (triazin-2,4- Y BAS
14C)

BAS 635 H - Alterung: 365 Tage.
98/10633

GLP, unpublished

RIP2001-617

Hofmann M. AllA-6.6 1998 | Nachbaustudie mit 14C-271272 (triazin-2,4- Y BAS
14C)

BAS 635 H - Alterung: 120 Tage.
98/10634

GLP, unpublished

RIP2001-619

Hofmann M. AllA-6.6 1998 | Crop rotation study with 14C-271272 (triazin- Y BAS
2,4-14C)

BAS 635 H - Aging: 120 days.
2000/1014897

GLP, unpublished
RIP2001-620

Hofmann M. AllA-6.6 1998 | Nachbaustudie mit 14C-271272 (phenyl-U- Y BAS
14C)

BAS 635 H - Alterung: 365 Tage.
98/10631

GLP, unpublished

RIP2001-621

Hofmann M. AllA-6.6 1998 | Crop rotation study with 14C-271272 (phenyl- Y BAS
U-14C)

BAS 635 H - Aging: 365 days.
2000/1014900

GLP, unpublished
RIP2001-622
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Author(s) Annex Year | Title Data | Owner®
point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not

BBA registration number Y/N
Hofmann M. AllA-6.6 1998 | Nachbaustudie mir 14C-271272 (phenyl-U- Y BAS
14C)

BAS 635 H - Alterung: 120 Tage.
98/10632

GLP, unpublished

RIP2001-623

Hofmann M. AllA-6.6 1998 | Crop rotation study with 14C-271272 (triazin- Y BAS
2,4-14C)

BAS 635 H - Aging: 365 days.
2000/1014898

GLP, unpublished
RIP2001-624

Hofmann M. AllA-6.6 1998 | Crop rotation study with 14C-271272 (phenyl- Y BAS
U-14C)

BAS 635 H - Aging: 120 days.
2000/1014899

GLP, unpublished
RIP2001-618

Hofmann M. AllA-6.6 1996 | Crop rotation study with 14C-271272 (triazin- Y BAS
2,4-14C)

BAS 635 H - Aging: 30 days.
2000/1014896

GLP, unpublished
RIP2001-616

Hofmann M. AllA-6.6 1996 | Nachbaustudie mit 14C-271272 (triazin-2,4- Y BAS
14C)

BAS 635 H - Alterung: 30 Tage.
96/10170

GLP, unpublished

RIP2001-615

Hofmann M. AllA-6.6 1996 | Crop rotation study with 14C-271272 (Phenyl- Y BAS
U-14C)

BAS 635 H - Aging: 30 days.
2000/1014894

GLP, unpublished
RIP2001-614

Hofmann M. AllA-6.6 1996 | Nachbaustudie mit 14C-271272 (phenyl-U- Y BAS
14C)

BAS 635 H - Alterung: 30 Tage.
96/10165

GLP, unpublished

RIP2001-613

Jordan J. AllA-6.0 2001 | Storage stability of AMTT (BH 635-5) in Y BAS
wheat matrices and radish root.
2001/5001046

GLP, unpublished
RIP2001-611
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Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner®

Kohl W.

AllA-6.2

1999

The metabolism of 14C-BAS 635 H (14C-Reg.
No. 271272) in laying hens.

99/10272

GLP, unpublished

RIP2001-594

BAS

Kohl W.

AllA-6.2

2000

The metabolism of 14C-BAS 635 H (14C-Reg.
No. 271272) in lactating goats.

2000/1013502

GLP, unpublished

RIP2001-591

BAS

Leibold E.

AllA-6.2

1997

Amendment No. 1 to the report:

14C-BAS 635 H- Study of the absorption,
distribution and excretion after repeated oral
administration in laying hens.

97/11241

GLP, unpublished

RIP2001-593

BAS

Leibold E.,
Hoffmann, H.
D., Hildebrand,
B.

AllA-6.2

1997

14C-BAS 635 H- Study of the absorption,
distribution and excretion after repeated oral
administration in lactating goats.

97/11172

GLP, unpublished

RIP2001-590

BAS

Leibold E.,
Hoffmann H.
D., Hildebrand,
B.

AllA-6.2

1997

14C-BAS 635 H - Study of the absorption,
distribution and excretion after repeated oral
abministration in laying hens.

97/11170

GLP, unpublished

RIP2001-592

BAS

Meumann H.,
Bross, M., Ma-
ckenroth, C.

AllA-6.3

2000

Study on the residue behaviour of BAS 639 00
H and BAS 635 01 H in maize under field
conditions in Belgium, France, Germany, Great
Britain and Spain, 1997.

2000/1012389

GLP, unpublished

RIP2001-607

BAS

Meumann H.,
Bross, M., Ma-
ckenroth, C.

AllA-6.3

2000

Study on the residue behaviour of BAS 635 H
after application of BAS 635 01 H and BAS
635 GJH in maize under field conditionsin
Germany, France and Sweden, 1998.
2000/1012399

GLP, unpublished

RIP2001-609

BAS
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Author(s)

Annex
point/
reference
number

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner®

Meumann H.,
Bross, M., Ma-
ckenroth, C.

AllA-6.3

2000

Study on the residue behaviour of BAS 639 00
H in maize under field conditionsin Germany,
the Netherlands and Spain, 1996.
2000/1012388

GLP, unpublished

RIP2001-606

BAS

Raunft E., Benz,
A., Mackenroth,
C.

AllA-6.3

2001

Study on the residue behaviour of BAS 615 H
and BAS 635 H in cereals after treatment with
BAS 635 00 H and BAS 641 01 H under field
conditions in Denmark, Spain and Great Bri-
tain, 2000.

2000/1014857

GLP, unpublished

RIP2001-598

BAS

Reinhard K.

AllA-6.1

1998

Metabolism of 14C-BAS 635 H in corn.
98/11379

GLP, unpublished

RIP2001-589

BAS

Sasturain J.,
Mackenroth, C.

AllA-6.3

2001

Determination of the residues of BAS 635 H
after application of BAS 641 01 H (BAS 635
H, BAS 615 H) in spring barley and spring
wheat in 1998.

2000/1012397

not GLP, unpublished

RIP2001-601

BAS

Schulz H.

AllA-6.3

2001

Determination of the residues of BAS 641 H
and BAS 635 H in wheat and barley following
treatment with BAS 641 01 H, BAS63500 H
and BAS 152 00 S under field conditionsin
Italy and France 2000.

2000/1014884

GLP, unpublished

RIP2001-597

BAS

Schulz H.

AllA-6.3

2001

Determination of the residues of BAS655H in
wheat and barley following treatment with
BAS 65500 H and BAS 152 00 S under field
conditionsin Italy and France 2000.
2000/1014888

GLP, unpublished

RIP2001-599

BAS
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point/ source (where different from company) protection
reference report no. claimed
number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Schulz H. AllA-6.3 2001 | Determination of the residues of Reg. No. 271 Y BAS

272 and Bentazone in maize following treat-
ment with BAS 635 00 H, BAS 351 40 H and
BAS 152 00 S under field conditions in France
1999.

2001/1000919

GLP, unpublished

RIP2001-604

Schulz H. AllA-6.3 2000 | Determination of the residues of BAS 635 H in Y BAS
maize following treatment of BAS 639 00 H
and BAS 635 01 H under field conditionsin
Italy 1997.

2000/1012398

GLP, unpublished

RIP2001-608

Schulz H. AllA-6.3 2001 | Determination of the residues of BAS 655 H in Y BAS
wheat and barley following treatment with
BAS 65500 H and BAS 152 00 S under field
conditionsin Italy and France 1999.
2001/1000922

GLP, unpublished

RIP2001-596

Schulz H. AllA-6.3 2001 | Determination of the residues of BAS641 H in Y BAS
wheat and barley following treatment with
BAS 641 01 H and BAS 152 00 S under field
conditions in Germany and France 1999.
2001/1000920

GLP, unpublished

RIP2001-595

Stewart JM. AllA-6.0 2001 | Storage stability of BAS 635 H in plant matri- Y BAS
ces.
2001/5001045
GLP, unpublished
RIP2001-610
Treiber S. AllA-6.3 2001 | Determination of the residues of BAS635H in Y BAS
mai ze following treatment with BAS 635 00 H
under field conditions in Germany, Denmark,
France, Great Britain, the Netherlands and
Spain, 2000.

2000/1014858

GLP, unpublished

RIP2001-605
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BBA registration number Y/N
Treiber S. AllA-6.3 2000 | Study on the residue behaviour of BAS 635 H Y BAS

in maize after treatment with BAS 635 00 H
under field conditionsin Germany and Spain,
1999.

2000/1012406

GLP, unpublished

RIP2001-603

Veit P. AllA-6.6 2001 | Quantification and identification of radioactive Y BAS
residues in rotantional crop after treatment with
14C-BAS 635 H (14C-271272).

2001/1000995

GLP, unpublished

RIP2001-625

Codes of owner

BAS: BASF Aktiengesellschaft
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Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownera-

R.

Becker-Arnold

AllA-7.1.3.3

1998

Outdoor lysimeter study with 14C-BAS 635 H.
1998/11268

GLP, unpublished

BOD2001-515

BAS

Beigel C.

AlllA-9.2.1

2001

Calculation of predicted environmental con-
centrations (PECgw) for BAS 635 H and me-
tabolites BH 635-2, BH 635-3, BH 635-4 and
BH 635-5 in groundwater using FOCUS.
2000/1018546

not GLP, unpublished

BOD2002-32

BAS

Dressel J.

AllA-
71122

2001

Estimation of standardized transformation rates
of BAS 635 H and metabolites BH 635-2, BH
635-3, BH 635-4 and BH 635-5 from field
dissipation studies.

2000/1018554

not GLP, unpublished

BOD2001-502

BAS

Goetz N. von

AllA-7.21.2

1999

Aqueous photolysis of BH 635-4 under sensiti-
sing conditions.

1999/10089

GLP, unpublished

LUF2001-187

BAS

Gottesbueren B.

AllA-
71121

1998

Estimation of the transformation coefficients of
BAS 635 H during aerobic metabolism in soil.
1998/10617

not GLP, unpublished

BOD2001-494

BAS

Gottesbiiren, B.

AlllA-9.1;
AlllA-9.2

2001

Calculation of predicted environmental con-
centrations (PECsed) for BAS 635 H and me-
tabolite BH 635-4 in sediment.
2000/1018552

not GLP, unpublished

BOD2001-520

BAS

Gottesbiren B.

AllA-
71121

2001

Calculation of the DT50-values of BAS 635 H
at 10°C derived from DT50-values at 20°C.
2001/1008965

not GL P, unpublished

BOD2001-499

BAS

" Only notifier listed
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point/ source (where different from company) protection
reference report no. claimed
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published or not
BBA registration number Y/N
Hauck T. AlllA-9.1.3 | 2001 | Calculation of predicted environmental con- Y BAS
centrations for BAS 635 H and metabolites BH
635-2, BH 635-3, BH 635-4 and BH 635-5in
soil.
2000/1017054
not GLP, unpublished
BOD2001-519
Jackson, S, AllA- 2001 | Field dissipation of BAS 635..H in terrestrial Y BAS
Smith, K. and 71122 use patterns.
McDonell, J. BASF 2000/5285
GLP, unpublished
BOD2001-731
Keller, W. AllA- 1998 | Storage stability of BAS 635 H (271272) resi- Y BAS
7.1.122 duesin soil.
BASF 98/10899
GLP, unpublished
BOD2001-516
Keller W. AllA-7.1.3.1; | 1994 | Leaching behaviour of 14C-271272 without Y BAS
AllA-7.1.3.2 soil ageing and after aerobic ageing for 30
days.
1994/10924
GLP, unpublished
BOD2001-514
Kellner O. AllA- 1997 | The aerobic soil metabolism of bas 635 H Y BAS
7.1.1.11; (14C-Triazine).
AllA- 1997/11242
71121 GLP, unpublished
BOD2001-486
Kellner O. AllA- 1998 | The aerobic soil metabolism of BAS 635 H Y BAS
71111 (14C-phenyl).
AllA- 1998/10619
71121 GLP, unpublished
BOD2001-484
Kellner O. AllA- 1998 | The anaerobic soil metabolism of BAS 635 H Y BAS
7.1.1.12; (14C-triazine).
AllA- 1998/10893
71121 GLP, unpublished
BOD2001-491
Kellner O. AllA- 1998 | The anaerobic soil metabolism of BAS 635 H Y BAS
7.11.12; (14C-phenyl).
AllA- 1998/10891
71121 GLP, unpublished
BOD2001-490
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Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner’

Kellner O.

AllA-
71121

2001

Amendment 1

Soil degradation rates of 14C-BAS 635 H
(incl. metabolites BH 635-2,-3,-4) under labo-
ratory conditions.

2001/1008970

GLP, unpublished

BOD2001-498

BAS

Kellner O.

AllA-
71121

2001

Amendment 1

The anaerobic soil metabolism of BAS 635 H
(14C-triazine).

2001/1008968

GLP, unpublished

BOD2001-497

BAS

Kellner O.

AllA-
71121

2001

Amendment 1

The anaerobic soil metabolism of BAS 635 H
(14C-phenyl).

2001/1008969

GLP, unpublished

BOD2001-496

BAS

Kellner O.

AllA-
71121

1998

Estimation of the transformation coefficients of
BAS 635 H, BH 635-2, BH-3, BH-4 and BH-5
during aerobic soil metabolism of 14C-BAS
635 H (Phenyl and Triazine label).
1998/10662

not GLP, unpublished

BOD2001-495

BAS

Kellner O.

AllA-
71122

2001

Field soil dissipation of BAS635 H (271 272)
in formulation BAS 639 00 H.

2000/1013301

GLP, unpublished

BOD2001-501

BAS

Kellner O.

AllA-
71122

1998

Examination of soil dissipation of BAS 635 H
(271272) under field conditions after treatment
with formulation BAS 639 00 H.

1998/11244

GLP, unpublished

BOD2001-500

BAS

Ohnsorge U.

AllA-2.3.2;
AllA-7.2.2

2000

Physical and chemical properties (Henry's law
constant).

2000/1013447

not GLP, unpublished

LUF2001-188

BAS
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Author(s)

Annex
point/
reference
number

Y ear

Title

source (where different from company)
report no.

GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Owner’

Platz K.

AlllA-9.2.3

2001

Calculation of predicted environmental con-
centrations (PECsw) for BAS 635 H and meta-
bolites BH 635-2, BH 635-3, BH 635-4 and
BH 635-5 in static surface waters.
2000/1018549

not GLP, unpublished

WAS2001-218

BAS

Richter T.

AllA-7.1.3.3

2001

Determination of residues of BH 635-5 in
severa lysimeter leachates.
2000/1013300

GLP, unpublished

BOD?2001-504

BAS

Richter, Th.

AllA-
71122

2001

Evaluation of residue stability of BAS 635 H
(271272) and the following metabolites
335184, 335182, 292564 in soil samples under
usual storage conditions.

BASF 2000/1013302

GLP, unpublished

BOD2001-517

BAS

Scharf J.

AllA-2.9.2;
AllA-2.9.3;
AllA-7.2.1.2

1998

Aqueous photolysis of BAS 635 H at pH 5 and
pH 7.

1998/10981

GLP, unpublished

LUF2001-186

BAS

Scharf J.

AllA-7.2.1.2

1996

Absorption coefficient of BAS635H at pH 4,
pH7 and pH 9.

1996/10021

GLP, unpublished

LUF2001-185

BAS

Scharf J.

AllA-2.10;
AllA-7.2.2

1995

Photochemical oxidative degradation of BAS
635 H.

1995/11094

not GLP, unpublished

LUF2001-190

BAS

Scharf J.

AllA-2.10;
AllA-7.2.2

1998

Laboratory study on the volatilization of BAS
635 H after application of BAS 635 00 H on
soil and plant surfaces.

1998/10982

GLP, unpublished

LUF2001-189

BAS

Schwarz K.

AllA-
72131

1995

Determination of the biodegradability of
REG.NO. 271 272 in the CO2-evol ution test.
1995/10805

GLP, unpublished

WAS2001-213

BAS
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Seher A. AllA-7.1.2 | 1998 | Soil adsorption/desorption study of 292564 Y BAS
(BH 635-2).
1998/10713

GLP, unpublished
BOD2001-509
Seher A. AllA-7.1.2 | 1998 | Soil adsorption/desorption study of 335184 Y BAS
(BH 635-4).
1998/10612

GLP, unpublished
BOD2001-511
Seher A. AllA-7.1.2 | 1998 | Soil adsorption/desorption study of 231700 Y BAS
(BH 635-5).
1998/11370

GLP, unpublished
BOD2001-512
Seher A. AllA-7.1.2 |1999 | Addendum 1 Y BAS
Soil adsorption/desorption study of 231700
(BH 635-5).

1998/11413

GLP, unpublished

BOD2001-513

Seher A. AllA-7.1.2 | 1998 | Soil adsorption/desorption study of 335182 Y BAS
(BH 635-3).
1998/10714

GLP, unpublished
BOD2001-510
Seher A. AllA-7.1.2 1999 | Adsorption/desorption - Study of 271272 (BAS Y BAS
635 H), 292564 (BH 635-2), 335182 (BH 635-
3), 335184 (BH 635-4) and 231700 (BH 635-
5) on alysimeter soil.

1999/10085

GLP, unpublished

BOD2001-508

Seher A. AllA-7.1.2 | 1997 | Addendum 2 Y BAS
Soil adsorption/desorption study of 271272
(BAS 635 H).

1997/11062

GLP, unpublished

BOD2001-507

Seher A. AllA-7.1.2 | 1996 | Addendum 1 Y BAS
Soil adsorption/desorption study of 271272
(BAS 635 H).

1996/10748

GLP, unpublished

BOD2001-506
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Data
protection
claimed

Y/N

Owner’

Seher A.

AllA-7.1.2

1996

Soil adsorption/desorption study of 271272
(BAS 635 H).

1996/10455

GLP, unpublished

BOD2001-505

BAS

Singh M.

AllA-2.9.1;
AllA-7.2.1.1

1997

Hydrolysis of 14C-BAS 635 H (triazine label)
in agueous media.

1996/5091

GLP, unpublished

WAS2001-211

BAS

Singh M.

AllA-2.9.1;
AllA-7.2.1.1

1997

Hydrolysis of 14C-BAS 635 H (phenyl label)
in aqueous media.

1996/5057

GLP, unpublished

WAS2001-210

BAS

Smith, K.

South, N.L. and

AllA-
71122

2001

Freezer storage stability study with BAS 635
H, BH 635-2, BH 635-3, BH 635-4 and BH
635-5 in sediment.

BASF 2000/5279

GLP, unpublished

BOD2001-518

BAS

Staudenmaier
H.

AllA-
7.1.1.1.1;
AllA-
71121

1999

Degradation behaviour of BAS635H in lysi-
meter soil.

1999/11823

GLP, unpublished

BOD2001-485

BAS

Staudenmaier
H.

AllA-7.1.3.3

2001

Outdoor lysimeter study with 14C-BAS 635 H.
2000/1013297

GLP, unpublished

BOD2001-503

BAS

Staudenmaier

AllA-
72132

2001

Amendment 1

Degradation of BAS 635 H in aerobic aguatic
environment.

2001/1008967

GLP, unpublished

WAS2001-215

BAS

Staudenmaier
H.

AllA-
72132

1998

Degradation of BAS 635 H in aerobic aguatic
environment.

1998/10950

GLP, unpublished

WAS2001-214

BAS

Tong T.R.

AllA-7.2.1.1

2001

Hydrolysis of 14C-BH 635-5 (AMTT) ina
gueous solution.

2000/5260

GLP, unpublished

WAS2001-212

BAS
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published or not
BBA registration number Y/N

Venkatesh K. AllA- 1996 | Photolysis of 14C-BAS 635 H (triazin label) Y BAS
7.1.1.12; on soil.

AllA- 1996/5226
71121 GLP, unpublished
BOD2001-489

Venkatesh K. AllA- 1996 | Photolysis of 14C-BAS 635 H (phenyl label) Y BAS
7.1.1.12; on soil.

AllA- 1996/5209
71121 GLP, unpublished
BOD2001-488

Codes of owner

BAS: BASF Aktiengesellschaft



-40-

Tritosulfuron — Annex A: List of tests and studies

A.9 Ecotoxicology

20 August 2002

A.9 Ecotoxicology (Annex I1A 8; Annex I11A 10)

Author(s)
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Y ear
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GLP or GEP status (where relevant),
published or not

BBA registration number

Data
protection
claimed

Y/N

Ownera-

Buhler, A.

AllA-8.3.2;
AlllA-10.5.1

2001

Effectsof BAS63500 H + BAS 152 00 Son
the predatory mite Typhlodromus pyri (Aca-

ri:Phytoseiidae) in an extended laboratory trial.

63871 ! BASF2000/1012464
GLP, unpublished
ANA2001-486

BAS

Buhler, A.

AllA-8.3.2;
AlllA-10.5.1

2000

Effectsof BAS63500 H + BAS 152 00 Son
the ground dwelling predator Poecilus cupreus
(Coleoptera, Carabidage) in alaboratory trial.
57045 ! BASF2000/1012452

GLP, unpublished

ANA2001-482

BAS

Dohmen, G.P.

AllA-8.2.4

2001

Effect of BAS 635 -2 on the Immobility of
Daphnia magna STRAUS in a 48 hour Static,
Acute Toxicity Test.

2000/1012469

GLP, unpublished

WAT2001-444

BAS

Dohmen, G.P.

AllA-8.24

2001

Effect of BAS 635 -3 on the Immobility of
Daphnia magna STRAUS in a 48 hour Static,
Acute Toxicity Test.

2000/1012471

GLP, unpublished

WAT2001-445

BAS

Dohmen, G.P.

AllA-8.2.4

2001

Effect of BAS 635 -5 on the Immobility of
Daphnia magna STRAUS in a48 hour Static,
Acute Toxicity Test.

2000/1012473

GLP, unpublished

WAT?2001-447

BAS

Dohmen, G.P.

AllA-8.24

2001

Effect of BAS 635 -4 on the Immobility of
Daphnia magna STRAUS in a48 hour Static,
Acute Toxicity Test.

2000/1012472

GLP, unpublished

WAT?2001-446

BAS

Dohmen, G.P.

AllA-8.2.4

1998

Effect of BAS 635 H on Daphnia magna
STRAUS in a Static Acute Toxicity Test.
97/11190

GLP, unpublished

WAT?2001-443

BAS

8 Only notifier listed
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Dohmen, G.P.

AllA-8.2.5

2000

Effect of BAS 635 on Mortality and Repro-
duction of Daphnia magna.

2000/1012433

GLP, unpublished

WAT?2001-448

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635-2 on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
99/10320

GLP, unpublished

WAT?2001-451

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635-3 on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
1999/10321

GLP, unpublished

WAT?2001-452

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635 H on the Growth of the
Blue-Green Alga Anabaena flos-aquae.
1999/11022

GLP, unpublished

WAT2001-450

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635-4 on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
1999/10322

GLP, unpublished

WAT2001-453

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635-5 on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
1999/10323

GLP, unpublished

WAT?2001-454

BAS

Dohmen, G.P.

AllA-8.2.6

1999

Effect of BAS 635 H on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
1999/11021

GLP, unpublished

WAT?2001-449

BAS

Dohmen, G.P.

AllA-8.2.8

1999

Effect of BAS 635 H on the Growth of Lemna
gibba G3.

1999/11144

GLP, unpublished

WAT?2001-455

BAS

Dohmen, G.P.

AllA-84.1

1998

Effect of BAS 635 H on mortality and biomass
of the earthworm Eisenia foetida.

19534 ! BASF97/11325

GLP, unpublished

ARW?2001-93

BAS
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BBA registration number

Data
protection
claimed

Y/N

Owner®

Dohmen, G.P.

AlllA-10.2.1

1999

Effect of BAS 635 00 H on the Growth of the
Green Alga Pseudokirchneriella subcapitata.
1999/11147

GLP, unpublished

WAT?2001-462

BAS

Dohmen, G.P.

AlllA-10.2.1

2001

Effect of BAS63500 H + BAS 152 00 Sin the
Growth of Lemnagibbain a Seven Day Static
Toxicity Test.

2001/1001865

GLP, unpublished

WAT?2001-463

BAS

Dohmen, G.P.

AlllA-10.2.1

2001

Effect of BAS 635 00 H on the Immobility of
Daphnia magna STRAUS.

2000/1012484

GLP, unpublished

WAT?2001-460

BAS

Drexler, A.

AllA-8.3.2,
AlllA-10.5.1

2000

Effectsof BAS63500 H + BAS 152 00 Son
the lacewing Chrysoperla carnea Steph. (Neu-
roptera, Chrysopidae) ) in the laboratory.
7572046 | BASF2000/1012454

GLP, unpublished

ANA2001-485

BAS

Drexler, A..

AllA-8.3.2,
AlllA-10.5.1

2001

Effectsof BAS63500 H + BAS 152 00 Son
the reproduction of rove beetles Aleochara
bilineata Gyll. (Coleoptera, Staphylinidae) ) in
the laboratory.

7573070 ! BASF2000/1012455

GLP, unpublished

ANA2001-483

BAS

Frank, P.

AllA-8.6;
AlllA-10.8

2001

BAS 63500 H+BAS 152 00 S: A toxicity test
to determine the effects of the test item on
seedling emergence of terrestrial plants.
71171/ BASF2000/1012474

GLP, unpublished

PFL2001-66

BAS

Gofimann, A.

AllA-8.3.2;
AlllA-10.5.1

2000

Effects of BAS 63500 H + BAS 152 00 Son
the predatory mite Typhlodromus pyri Scheu-
ten (Acari, Phytoseiidae)

-Dose response design-.

7571063 ! BASF2000/1012453

GLP, unpublished

ANA2001-480

BAS
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published or not
BBA registration number Y/N
Jatzek AlllA-10.2.1 | 2001 | BAS 63500 H + BAS 152 00 S - Determinati- Y BAS

on of the acute effect on the swimming ability
of the water flea Daphnia magns STRAUS.
2001/1001852

GLP, unpublished

WAT?2001-461

Kling A. AlllA-10.4 | 2001 | Assessment of the Side Effects of BAS 635 00 Y BAS
H + BAS 152 00 Sto the Honey Bee, Apis
mellifera L. in the Laboratory.
BASF98/10117

GLP, unpublished

BIE2001-39

Krieg, W. AllA-8.5 1999 | Effects of BH 635-3 on the nitrogen turnover Y BAS
in soil.

48362 | BASF99/10041
GLP, unpublished
BMF2001-74

Krieg, W. AllA-8.5 1999 | Effects of BH 635-5 on the nitrogen turnover Y BAS
in soil.

483634! BASF99/10043
GLP, unpublished
BMF2001-76

Krieg, W. AllA-8.5 1999 | Effects of BH 635-4 on the nitrogen turnover Y BAS
in soil.

48363 | BASF99/10042
GLP, unpublished
BMF2001-75

Krieg, W. AllA-8.5 1998 | Effects of BH 635-2 on the nitrogen turnover Y BAS
in soil.

48361 ! BASF98/11161
GLP, unpublished
BMF2001-73

Kubitza, J. AllA-8.2.6 | 2002 | Effect of BAS 635 H on the Growth of the N BAS
Blue-green alga Anabaena flos-aquae.
2002/1004393

GLP, unpublished

WAT2002-89

Luhrs, U. AllA-8.4.1 1998 | Acute toxicity (14 days) of BH 635-3 to the Y BAS
earthworm Eiseniafetida (Savigny 1826) in
artificial soil.

4540021 ! BASF98/11367

GLP, unpublished

ARW?2001-95
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number GLP or GEP status (where relevant),
published or not
BBA registration number Y/N
Luhrs, U. AllA-8.4.1 | 1998 | Acute toxicity (14 days) of BH 635-4 to the Y BAS
earthworm Eisenia fetida (Savigny 1826) in
artificial soil.

4550021 ! BASF98/11397
GLP, unpublished
ARW?2001-96

Luhrs, U. AllA-8.4.1 | 1998 | Acute toxicity (14 days) of BH 635-5 to the Y BAS
earthworm Eisenia fetida (Savigny 1826) in
artificial soil.

4560021 ! BASF98/11396

GLP, unpublished

ARW2001-97

Luhrs, U. AllA-8.4.1 | 1998 | Acute toxicity (14 days) of BH 635-2 to the Y BAS
earthworm Eisenia fetida (Savigny 1826) in
artificial soil.

4530021 ! BASF98/11265

GLP, unpublished

ARW?2001-94
Lihrs, U. AlllA- 2000 | Acutetoxicity (14 days) of BH 635 00 H + Y BAS
10.6.1.1 BAS152 00 Sto the earthworm Eiseniafetida

(Savigny 1826) in artificial soil.
7575021 ! BASF2000/1012457
GLP, unpublished
ARW2001-98

Maisch AllA-8.7 1998 | Determination of the inhibitory effect of BAS Y BAS
635 H on the cell multiplication of the bacteri-
um Pseudomonas putida.

98/10080

GLP, unpublished

WAT?2001-457

Munk, R. AllA-8.1.1 1997 | Report Reg.N0.271 272 - Avian single-dose N BAS
ora LD50 on the mallard duck (Anas pla-
tyrhynchos).

13W0167/95037 /BAS 97/10947

GLP, unpublished

AVS2001-141

Munk, R. AllA-8.1.2 | 1997 | Report Reg.N0.271 272 - Avian dietary LC50 N BAS
test in chicks of the bobwhite quail (Colinus
virginanus).

31W0167/95038

GLP, unpublished

AV S2001-143
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Munk, R.

AllA-8.1.2

1997

Report Reg.N0.271 272 - Avian dietary LC50
test in chicks of the mallard duck (Anas pla-
tyrhynchosL.) + Amendment No. 1.
32W0167/95039

GLP, unpublished

AV S2001-142

BAS

Munk, R.

AllA-8.1.3

1998

BAS635H - 1-generation reproduction study
on the bobwhite quail (Colinus virginanus) by
administration in the diet.

71W0167/95040

GLP, unpublished

AV S2001-144

BAS

Munk, R.

AllA-8.2.1

1996

Reg.No. 271272 - Acute toxicity study on the
common carp (Cyprinus carpio L.) in astatic
system (96 hours).

96/10981

GLP, unpublished

WAT2001-437

BAS

Munk, R.

AllA-8.2.1

1997

AMTT, techn. CAS - Nr. (5311-05-7)

Acute toxicity study on the zebra fish (Brachy-
danio rerio HAM. and BUCH.) in a static sys-
tem (96 hours).

97/11694

GLP, unpublished

WAT2001-441

BAS

Munk, R.

AllA-8.2.1

1997

Sublethal toxic effects on the rainbow trout
(Oncorhynchus mykissWALBAUM 1792) ina
flow-through system (28 days).

1998/11527

GLP, unpublished

WAT?2001-442

BAS

Munk, R.

AllA-8.2.1

1998

Reg. No. 335 184 (BH 635-4)

Acute toxicity study on the rainbow trout (On-
corhynchus mykissWALBAUM 1792) ina
static system (96 hours).

98/10934

GLP, unpublished

WAT?2001-440

BAS

Munk, R.

AllA-8.2.1

1996

Reg.No. 271272 - Acute toxicity study on the
blue gill sunfish (Lepomis macrochirus) in a
static system (96 hours).

96/10980

GLP, unpublished

WAT?2001-436

BAS
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BBA registration number

Data
protection
claimed

Y/N

Owner®

Munk, R.

AllA-8.2.1

1996

Reg.No. 271272 - Acute toxicity study on the
rainbow trout (Oncorhynchus mykiss WAL -
BAUM 1792) in a static system (96 hours).
96/10979

GLP, unpublished

WAT?2001-435

BAS

Munk, R.

AlllA-10.2.1

1997

Report

BAS 63500 H

Acute toxicity study on the rainbow trout (On-
corhynchus mykiss WALBAUM 1792) ina
static system (96 hours).

97/10820

GLP, unpublished

WAT2001-458

BAS

Munk, R. and
Kdttler, K.

AllA-8.1.1

1997

Report Reg.N0.271 272 - Avian single-dose
oral LD50 on the bobwhite quail (Colinus
virginianus).

11W0167/95036 /BAS 97/10377

GLP, unpublished

AV S2001-140

BAS

Oberwalder,
Chr.

AllA-8.6;
AlllA-10.8

2001

BAS 63500 H+BAS 152 00 S; A toxicity test
to determine the effects on vegetative vigour of
Pea (Pisum sativum) under field conditions.

71 175-2! BASF2000/1012465

GLP, unpublished

PFL2001-69

BAS

Oberwalder,
Chr.

AllA-8.6;
AlllA-10.8

2001

BAS 63500 H+BAS 