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Additional studies (Annex 1A 5.6.1)

Teratogenicity test by the oral route in the rat (Annex 1A 5.6.2)
Teratogenicity test by the oral route in the rabbit (Annex I1A 5.6.2)
Additional information from the open literature

Summary of reproductive and development toxicity (Annex I1A 5.6)
Neurotoxicity (Annex 1A 5.7)

Neurotoxicity following acute exposure in rats (Annex 1A 5.7.1)
Neurotoxicity folowing chronic exposure in rats (Annex I1A 5.7.2)
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B.5.11.3b
B.5.11.4b
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Clinical signs and symptoms of poisoning and details of clinical tests (Annex I1A
5.9.5)
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Expected effects and duration of poisoning as a function of varying time periods bet-
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Measurement of operator exposure (Annex I11A 7.2.1.2)
Estimation of bystander exposure (Annex 1A 7.2.2)
Estimation of worker exposure (Annex 111A 7.2.3.1)
Measurement of worker exposure (Annex 1A 7.2.3.2)
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Acute oral toxicity (Annex 1A 7.1.1)
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B.5.15.2b
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B.6.1.7
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B.6.2.1
B.6.2.2
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B.6.6.7
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B.6.6.9
B.6.6.10
B.6.6.11
B.6.6.12
B.6.6.13

Eye Irritation (Annex I11A 7.1.5)
Skin sensitization (Annex I11A 7.16)

Supplementary studies for combinations of plant protection products (tests as at
points 7.1.1 to 7.1.6) (Annex I11A 7.1.7)

Dermal absorption, in vivo in the rat (Annex I11A 7.3)

Toxicological data on non active substances (Annex II1A 7.4 and point 4 of the
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Summary of toxicology of the formulation THIRAM 80 WG
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Appendix C : Estimation of the operator exposure

Residue data

Introduction, storage stability of residue samples

Metabolism, distribution and expression of residues in plants (Annex 1A 6.1)
Metabolism, distribution and expression of residues in plants - Wheat

Metabolism, distribution and expression of residues in plants - Cotton, soybean and
wheat

Metabolism, distribution and expression of residues in plants - Sugarbeets
Metabolism, distribution and expression of residues in plants - Wheat
Metabolism, distribution and expression of residues in plants - Soybean
Metabolism, distribution and expression of residues in plants - Apples
Metabolism, distribution and expression of residues in plants - Grapes
Metabolism, distribution and expression of residues in livestock (Annex I1A 6.2)
Metabolism, distribution and expression of residues in poultry
Metabolism, distribution and expression of residues in lactating cows or goats
Metabolism, distribution and expression of residues in pigs

Definition of the residue

Use pattern

Identification of critical GAPs (Document E-1)

Residues resulting from supervised trials (Annex 11A 6.3; Annex I11A 8.1)
Almonds (Foliar applications)

Apples and pears (Foliar applications)

Peaches and apricots (Foliar applications)

Plums (Foliar applications)

Cherries (Foliar applications)

Grapes (Foliar applications)

Strawberries (Foliar applications)

Radish, turnips (seed treatment)

Onion (seed treatment)

Cucumber (seed treatment)

Cabbages (seed treatment)

Lettuce (foliar and seed treatment)

Spinach, leaf beet (seed treatment)
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194

194
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195
196
196
190
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201-238

239
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B.6.6.14
B.6.6.15
B.6.6.16
B.6.6.17
B.6.6.18
B.6.6.19
B.6.6.20
B.6.6.21
B.6.6.22
B.6.7

B.6.7.1
B.6.7.1.1
B.6.7.1.2
B.6.7.2

B.6.8
B.6.9
B.6.10

B.6.11

B.6.12
B.6.13

B.6.14
B.6.15

B.7
B.7.1
B.7.1.1
B.7.1.1.1
B.7.1.1.2
B.7.1.1.3
B.7.1.2
B.7.1.2.1
B.7.1.2.2
B.7.1.3
B.7.1.3.1
B.7.1.3.2
B.7.2

B.7.2.1
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Parsley (seed treament)

Beans (seed treatment)

peas (seed treatment)

Celery, leek (seed treatment)

Linseed, poppy seed, rape seed, soya bean and cotton seed (seed treatment)
Wheat, rye, barley, oats, maize, rice, triticale, sorghum (seed treatments)
Sugar beets (seed treatment)

Alfalfa (seed treatment)

General comments for seed treatments

Effects of industrial processing and/or household preparation on the residue (Annex
11A 6.5)

Effets of industrial processing and/or household preparation on the residue levels
Processing of grapes
Other commodities

Effects of industrial processing and/or household preparation on the nature of the
residue

Livestock feeding studies (Annex I1A 6.4; Annex Il1A 8.2)
Residues in succeeding or rotational crops (Annex I1A 6.6; Annex I11A 8.3)

Proposed pre-harvest intervals, re-entry intervals or withholding periods to minimize
residues in crops, plants, plant products, treated areas or spaces (Annex IIA 6.8;
Annex Il1A 8.5)

Estimates of the potential and actual exposure through diet and other means (Annex
1A 6.9; Annex I11A 8.6)

Community MRLs and MRLs in EU Member States (Document E-4)

Proposed MRLs and justification and for the acceptability of those residues (Annex
1A 6.7; Annex I11A 8.4)

Summary and evaluation of residue behaviour
References relied on

Appendix D :

- Chemical names and structures of metabolites occurring in plant and animal
metabolism studies

- Plant and animal metabolism pathways

- Summary sheets of residue trials

Environmental fate and behaviour

Route and rate of degradation in soil (Annex 1A 7.1.1; Annex I11A 9.1.1)
Route of degradation (Annex 11A 7.1.1.1)

Aerobic degradation in soil (Annex 1A 7.1.1.1.1)

Anaerobic degradation in soil (Annex 1A 7.1.1.1.2)

Soil photolysis (Annex 11A 7.1.1.1.2)

Rate of degradation (Annex I1A 7.1.1.2.1; Annex 111A 9.1.1.1.1)
Aerobic degradation

Anaerobic degradation

Field studies (Annex 1A 7.1.1.2.2; Annex I11A 9.1.1.2)

Soil dissipation testing

Soil residue testing - soil accumulation testing

Adsorption, desorption and mobility in soil (Annex 1A 7.1.2 and 7.1.3; Annex I11A
9.1.2)

Adsorption and desorption of the active substance and relevant metabolites (Annex
1A 7.1.2)

272
272
272
273
273
273
274
274
274
274

275
275
275
275

276
276
276
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279
279

279
279

281-384

385
387
387
387
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390
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B.7.2.2

B.7.2.3
B.7.2.4
B.7.3

B.7.4
B.74.1

B.7.4.2

B.7.4.3
B.74.4
B.7.45

B.7.5
B.7.6

B.7.7
B.7.8

B.7.9
B.7.10

B.8
B.8.1
B.8.1.1
B.8.1.2
B.8.1.3
B.8.1.4
B.8.1.5
B.8.1.6

B.8.1.7
B.8.1.8
B.8.2

B.8.2.1

B.8.2.2
B.8.2.3
B.8.24
B.8.2.5
B.8.2.6
B.8.2.7
B.8.2.8
B.8.2.9
B.8.2.10
B.8.2.11
B.8.2.12
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Column leaching studies with the active substance and relevant metabolites (Annex
1A 7.1.3.1; Annex 111A 9.1.2.1)

Aged residue column leaching (Annex 1A 7.1.3.2; Annex I11A 9.1.2.1)
Lysimeter and field leaching studies (Annex 11A 7.1.3.3; Annex 111A 9.1.2.2)

Summary of behaviour in soil and predicted environmental concentration in soil
(PECs) Annex 111A 9.1.3)

Fate and behaviour in water (Annex 1A 7.2.1; Annex 1A 9.2)

Hydrolysis rate of relevant metabolites, degradation and reaction products (Annex
A 7.2.1.1)

Direct phototransformation of relevant metabolites, degradation and reactions
products in water (Annex 1A 7.2.1.2)

Ready biodegradability of the active substance (Annex I1A 7.2.1.3.1)
Water/sediment study (Annex 11A 7.2.1.3.2)

Degradation in the saturated zone of active substance, metabolites, degradation and
reaction products (Annex 1A 7.2.1.4)

Impact on water treatment procedures (Annex I11A 9.2.2)

Summary of behaviour in water and predicted environmental concentrations in
surface water and in ground water (PECsw, PECgw) (Annex 111A 9.21, 9.2.3)

Fate and behaviour in air (Annex 1A, 7.2.2; Annex I11A 9.3)

Summary of behaviour in air and predicted environmental concentrations in air
(PECa) (Annex I11A 9.3)

Definition of the residue (Annex I1A 7.3)
References relied on

Ecotoxicology

Effects on birds (Annex 1A 8.1; Annex I11A 10.1)

Acute oral toxicity (Annex 1A 8.1.1)

Auvian dietary toxicity (5day) (Annex 11A 8.1.2)
Subchronic and reproductive toxicity (Annex I1A 8.1.3)
Acute oral toxicity of the preparation (Annex I11A 10.1.1)
Supervised cage or field trials (Annex I11A 10.1.2)

Acceptance of bait, granules or treated seeds by birds (palatability test) (Annex 1A
10.1.3)

Effects of secondary poisoning (Annex I11A 10.1.4)
Exposure and risk assessment for birds (Annex I11A 10.1)

Effects on aquatic organisms (fish, aquatic invertebrates, algae) (Annex IlA 8.2;
Annex I11A 10.2)

Acute toxicity of the active substance and metabolites, degradation or reactions
products to fish (Annex 1A 8.2.1)

Fish early life stage toxicity (Annex 1A 8.2.2.1)

Fish juvenile growth test (Annex I1A 8.2.2.2)

Fish life cycle test (Annex I1A 8.2.2.3)

Bioaccumulation potential in fish (Annex 1A 8.2.3)
Acute toxicity to invertebrates (Annex 1A 8.2.4)

Chronic toxicity to aquatic invertebrates (Annex 1A 8.2.5)
Effects on algal growth (Annex I1A 8.2.6)

Effects on sediment dwelling organisms (Annex I1A 8.2.7)
Effects on aquatic plants (Annex 11A 8.2.8)

Acute toxicity of the preparation (Annex I11A 10.2.1)
Microcosm and mesocosm study (Annex I11A 10.2.2)

392

392
392
393

396
396

396

396
396
402

402
402

404
404

404
404

405
407
407
407
407
407
407
407

408
408
410

410

411
411
411
411
411
412
412
413
413
413
413



B.8.2.13
B.8.2.14

B.8.2.15
B.8.3
B.8.4
B.8.4.1
B.8.4.2
B.8.4.3
B.8.4.4
B.8.4.5
B.8.4.6
B.8.4.7

B.8.4.8
B.8.5

B.8.5.1
B.8.5.2

B.8.5.3

B.8.5.4
B.8.6

B.8.6.1
B.8.6.2
B.8.6.3
B.8.6.4
B.8.6.5
B.8.6.6
B.8.7

B.8.8

B.8.8.1
B.8.8.2
B.8.8.3

B.8.8.4
B.8.9

B.8.10
B.8.11

B.9
B.9.1
B.9.2a
B.9.2b
B.9.3
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Residue data in fish (Annex I11A 10.2.3)

Supplementary studies of toxicity to fish and aquatic invertebrates (Annex 1A
10.2.4)

Summary of toxicity to aquatic organisms (Annex I1A 8.2, Annex I11A 10.2)
Effects on other terrestrial vertebrates (Annex I11A 10.3.1)

Effects on bees (Annex 1A 8.3.1; Annex I11A 10.3.2)

Acute toxicity to bees (Annex 11A 8.3.1.1)

Bee brood feeding test (Annex 11A 8.3.1.2)

Acute toxicity of the preparation to bees (Annex I11A 10.4.1)

effects on bees of residues on crops (Annex I11A 10.4.2)

Cage tests (Annex I11A 10.4.3)

Field tests to investigate special effects (Annex 111A 10.4.4)

Tunnel testing to investigate effects of feeding on contaminated honey (Annex I11A
10.4.5)

Exposure and risk assessment for bees (Annex I11A 10.4)
Effects on other arthropods species (Annex I1A 8.3.2; Annex I11A 10.5)
Effects of the active substance on non-target terrestrial arthropods (Annex 11A 8.3.2)

Effects of the formulation on non-target terrestrial arthropods (laboratory, semi-field
tests) Annex I11A 10.5.1)

Effects of the formulation on non-target terrestrial arthropods (field tests) Annex 1A
10.5.2)

Exposure and risk assessment for non-target terrestrial arthropods

Effects on earthworms (Annex I1A 8.4; Annex I11A 10.3.6)

Acute toxicity to earthworms (Annex I1A 8.4.1)

Sublethal effects on earthworms (Annex 1A 8.4.2)

Acute toxicity of the formulation to earthworms (Annex I11A 10.6.1.1)
Sublethal effects of the formulation on earthworms (Annex I11A 10.6.1.2)
Field tests - residue content of earthworms (Annex I11A 10.6.1.3)

Exposure and risk assessment for earthworms

Effects on other soil non-target macro-organisms (Annex I11A 10.6.2)

Effects on soil non-target micro-organisms (Annex I1A 8.5; Annex I11A 10.7)
Impact of the active substance on soil microbial activity (Annex I1A 8.5)
Impact of the formulation on soil microbial activity (laboratory) (Annex I11A 10.7.1)

Further laboratory, glasshouse of field testing to investigate impact on soil microbial
activity (Annex I11A 10.7.2)

Exposure and risk assessment for non-target micro-organisms

Effects on other non-target organisms (flora and fauna) believed to be at risk (Annex
1A 8.6; Annex I11A 10.8)

Effects on biological methods of sewage treatment (Annex I1A 8.7)
References relied on

Proposals for classification and labelling

Proposals for the classification and labelling of the active substance (Annex I1A 10)
Proposals for the classification and labelling of VITAVAX 200 FF (Annex 111A 12.3)
Proposals for the classification and labelling of THIRAM 80 WG (Annex 111A 12.3)
References relied on

Appendix E : Standard terms and abbreviations
Appendix F : Preparation (Formulation) types and codes
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