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Establishment of the drinking water limit

Acute toxicity including irritancy and skin sensitization of the preparation

RIDOMIL GOLD 480 EC (Annex IIIA 7.1)
Acute oral toxicity (Annex IIIA 7.1.1.1)

Acute percutaneous toxicity (Annex IT1TIA 7.1.2)
Acute inhalation toxicity to rats (Annex IIIA 7.1.3)
Skin irritation (Annex IIIA 7.1.4)

Eye Irritation (Annex IIIA 7.1.5)

Skin sensitization (Annex IIIA 7.1.6)

Additional studies for combinations of plant protection products (tests as at

points 7.1.1 to 7.1.6) (Annex IIIA 7.1.7)
Dermal absorption, /12 vivo in the rat (Annex IIIA 7.3)

Comparative dermal absorption, in vitro using rat and human skin (Annex

IITIA 7.3)

Toxicological data on non active substances (Annex IIIA 7.4 and point 4 of

the introduction)

Summuary of toxicity of the formulation RIDOMIL GOLD 480 EC
Exposure data (Annex IIIA 7.2)

Estimation of operator exposure (Annex IIIA 7.2.1.1)
Measurement of operator exposure (Annex IITA 7.2.1.2)
Estimation of bystander exposure (Annex IIIA 7.2.2)

Estimation of worker exposure (Annex IIIA 7.2.3.1)

Measurement of worker exposure (Annex II1A 7.2.3.2)

Acute toxicity including irritancy and skin sensitization of the preparations
(Annex IIIA 7.1)

Acute oral toxicity (Annex IIIA 7.1.1.1)

208

208

208

208

209

211

212

212

213

213

213

214

214

214

215

215

215

217

219

219

220

220

222

222

222

222

223

223



B.5.11.2.b

B.5.11.3.b

B.5.11.4.b

B.5.11.5.b

B.5.11.6.b

B.5.11.7.b

B.5.12.1.b

B.5.12.2.b

B.5.13.b

B.5.14.b

B.5.15.b

B.5.15.1.b

B.5.15.2.b

B.5.15.3.b

B.5.15.4.b

B.5.15.5.b

B.5.16

B.6

B.6.1

B.6.1.1

B.6.1.2

B.6.1.3

B.6.1.4

B.6.1.5

B.6.1.6
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Acute percutaneous toxicity (Annex IT1TA 7.1.2)
Acute inhalation toxicity to rats (Annex IIIA 7.1.3)
Skin irritation (Annex IIIA 7.1.4)

Eye Irritation (Annex IIIA 7.1.5)

Skin sensitization (Annex IIIA 7.1.6)

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

Dermal absorption, /12 vivo in the rat (Annex IIIA 7.3)

Comparative dermal absorption, in vitro using rat and human skin (Annex

IITIA 7.3)

Toxicological data on non active substances (Annex IIIA 7.4 and point 4 of
the introduction)

Summary of toxicity of the formulation RIDOMIL GOLD MZ 68 WP
Exposure data (Annex IIIA 7.2)

Estimation of operator exposure (Annex IIIA 7.2.1.1)

Measurement of operator exposure (Annex IITA 7.2.1.2)

Estimation of bystander exposure (Annex IIIA 7.2.2)

Estimation of worker exposure (Annex IIIA 7.2.3.1)

Measurement of worker exposure (Annex IIIA 7.2.3.2)

References relied on

Appendix C : Estimation of the operator exposure

Residue data

Metabolism, distribution and expression of residues in plants (Annex ITA

6.1)

Metabolism, distribution and expression of residues of metalaxyl in
grapevine

Metabolism, distribution and expression of residues of metalaxyl in lettuce

Metabolism, distribution and expression of residues of metalaxyl in potato
plants

Metabolism, distribution and expression of residues of metalaxyl in potato
plants

Metabolism, distribution and expression of residues of metalaxyl in potato
plants

Metabolism, distribution and expression of residues of metalaxyl in tobacco
plants

223

224

224

225

225

225

225

226

226

226

227

227

229

229

230

230

231

243

261

264

264

270

270



B.6.2

B.6.2.1

B.6.2.2

B.6.2.3

B.6.3

B.6.4

B.6.5

B.6.6

B.6.6.1

B.6.6.2

B.6.6.3

B.6.6.4

B.6.6.5

B.6.6.6

B.6.6.7

B.6.6.8

B.6.6.9

B.6.6.10

B.6.6.11

B.6.6.12

B.6.6.13

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.6.6.23

B.6.6.24
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Metabolism, distribution and expression of residues in livestock (Annex
I1IA 6.2)

Metabolism, distribution and expression of residues in lactating cows or
goats

Metabolism, distribution and expression of residues of metalaxyl in hens
Metabolism, distribution and expression of residues in pigs
Definition of the residue

Use pattern

Identification of critical GAPs

Residues resulting from supervised trials (Annex IIA 6.3; Annex IITA 8.1)
Grapefruit

Lemons

Mandarins (including clementines)

Oranges

Apple

Pear

Apricot

Cherries

Peaches (including nectarines)

Table and wine grapes

Strawberries

Avocados

Kiwi fruit

Sugarbeet

Carrots

Bulb vegetables (garlic-onions-shallots-other)

Tomatoes

Sweet peppers

Cucumber

Melon

Watermelon

Brocceoli

Cauliflower

Brussels sprouts

275

275

278

283

284

285

291

293

293

293

293

294

295

295

295

296

296

297

299

299

299

300

300

301

302

304

304

305

306

306

307

307



B.6.6.25

B.6.6.26

B.6.6.27

B.6.6.28

B.6.6.29

B.6.6.30

B.6.6.31

B.6.6.32

B.6.6.33

B.6.6.34

B.6.6.35

B.6.6.36

B.6.6.37

B.6.6.38

B.6.6.39

B.6.6.40

B.6.6.41

B.6.7

B.6.7.1

B.6.7.2

B.6.8.1

B.6.8.2

B.6.8.3

B.6.10

B.6.11

B.6.12

B.6.13

B.6.14
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Head cabbage
Lettuce

Spinach

Beans (with pods)
Peas (with or without pods)
Globe artichoke
Leek

Peas (pulses)
Sunflower seed
Rapeseed
Soybean

Potato

Hop

Maize

Rice

Wheat

Tobacco

Effects of industrial processing and/or household preparation on the
residue (Annex ITA 6.5; Annex IITA 8.4)

Effects on the nature of the residues

Effects on the level of residues

Livestock feeding studies (Annex IIA 6.4; Annex IIIA 8.3)
Livestock feeding studies in lactating cows or goats
Livestock feeding studies in poultry

Livestock feeding studies in pigs

Residues in succeeding or rotational crops (Annex IIA 6.6; Annex IIIA

8.5)

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 IIIA 8.7)

Estimates of the potential and actual exposure through diet and other
means (Annex IIA 6.9; Annex I1IA 8.8)

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

Proposed MRLs and justification and for the acceptability of those residues
(Annex IIA 6.7; Annex IIIA 8.6)

Storage stability of residue samples

308

308

310

311

311

312

312

313

313

213

313

314

315

316

316

316

316

318

318

318

318

318

319

320

321

328

329

332

332

334



B.6.15

B.6.16

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

B.7.2.2

B.7.2.3

B.7.2.4

B.7.2.5

B.7.3

B.7.4

B.7.4.1

B.7.4.2
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Summary and evaluation of residue behaviour

References relied on

Appendix D : Metabolic pathways i animals and plants
Appendix E : Chemical names of synthetic reference compounds

Appendix F : Residue data from supervised trials

Environmental fate and behaviour

Route and rate of degradation in soil (Annex ITA 7.1.1; Annex IIIA 9.1.1)
Route of degradation (Annex ITA 7.1.1.1)

Aerobic degradation in soil (Annex ITA 7.1.1.1.1)

Anaerobic degradation in soil (Annex ITA 7.1.1.1.2)

Soil photolysis (Annex ITA 7.1.1.1.2)

Rate of degradation (Annex ITA 7.1.1.2.1; Annex IIIA 9.1.1.1.1)
Aerobic degradation

Anaerobic degradation

Field studies (Annex ITA 7.1.1.2.2; Annex IIIA 9.1.1.2)

Soil dissipation testing

Soil residue testing - soil accumulation testing

Adsorption, desorption and mobility in soil (Annex ITA 7.1.2 and 7.1.3;
Annex I1IA 9.1.2)

Adsorption and desorption of the active substance and relevant metabolites

(Annex IIA 7.1.2)

Column leaching studies with the active substance and relevant metabolites
(Annex IIA 7.1.3.1; Annex IIIA 9.1.2.1)

Aged residue column leaching (Annex ITA 7.1.3.2; Annex IIIA 9.1.2.1)

Lysimeter and field leaching studies (Annex IIA 7.1.3.3; Annex ITIA
9.1.2.2)

Monitoring data (Annex ITA 7.4)

Summary of behaviour 1n soil and predicted environmental concentration
in soil (PECs) (Annex IIIA 9.1.3)

Fate and behaviour in water (Annex IIA 7.2.1; Annex IIIA 9.2)

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

Direct phototransformation of relevant metabolites, degradation and reac-
tion products in water (Annex ITA 7.2.1.2)

337

338

447

453

463
465

465

484

485

486

486

486

487

487

487

488

488



B.7.4.3

B.7.4.4

B.7.4.5

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.8.2.4
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Ready biodegradability of the active substance (Annex ITA 7.2.1.3.1)
Water/sediment study (Annex ITA 7.2.1.3.2)

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

Impact on water treatment procedures (Annex IIIA 9.2.2)

Summary of behaviour in water and predicted environmental concentra-
tions in surface water and in ground water (PECsw, PECgw) (Annex ITIA
9.2.1,9.2.3)

Fate and behaviour in air (Annex IIA 7.2.2; Annex IITA 9.3)

Summary of behaviour in air and predicted environmental concentrations

i air (PECa) (Annex IIIA 9.3)
Definition of the residue (Annex I1A 7.3)

References relied on

Appendix G :
Soil dissipation testing (metalaxyl)

Soil residue testing - soil accumulation testing (metalaxyl)
‘Water monitoring data (metalaxyl)

Ecotoxicology

Effects on birds (Annex IIA 8.1; Annex IIIA 10.1)

Acute oral toxicity (Annex ITA 8.1.1)

Avian dietary toxicity (bday) (Annex ITA 8.1.2)
Subchronic and reproductive toxicity (Annex ITA 8.1.3)
Acute oral toxicity of the preparations (Annex ITTA 10.1.1)
Supervised cage or field trials (Annex IITIA 10.1.2)

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

Effects of secondary poisoning (Annex IIIA 10.1.4)

Summary of effects to birds - exposure and risk assessment for birds
(Annex IIIA 10.1)

Effects on aquatic organisms (fish, aquatic invertebrates, algae) (Annex ITA
8.2; Annex IITA 10.2)

Acute toxicity of the active substance and metabolites, degradation or
reaction products to fish (Annex ITA 8.2.1)

Chronic toxicity to fish (Annex ITA 8.2.2)
Bioaccumulation potential in fish (Annex ITA 8.2.3)

Acute toxicity to invertebrates (Annex I1A 8.2.4)

527

528

534

699

701

701

702

704

706

706

707

707

708

710

710

716

717

718



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

B.8.2.13

B.8.2.14

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.8.6

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
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Chronic toxicity to aquatic invertebrates (Annex IIA 8.2.5)
Effects on algal growth (Annex ITA 8.2.6)

Effects on the organisms of the sediments (Annex IIA 8.2.7)
Effects on aquatic plants (Annex I1A 8.2.8)

Acute toxicity of the preparations (Annex ITIA 10.2.1)
Microcosm and mesocosm study (Annex IITA 10.2.2)
Residue data in fish (Annex IIIA 10.2.3)

Supplementary studies of toxicity to fish and aquatic invertebrates (Annex

IIIA 10.2.4)

Summary of effects to water organisms

Exposure and risk assessment for aquatic organisms (Annex ITTA 10.2)
Effects on other terrestrial vertebrates (Annex IITA 10.3.1)
Effects on bees (Annex ITA 8.3.1; Annex I1IA 10.3.2)

Acute toxicity to bees (Annex IIA 8.3.1.1)

Bee brood feeding test (Annex I1A 8.3.1.2)

Acute toxicity of the preparations to bees (Annex ITIA 10.4.1)
Effects on bees of residues on crops (Annex IIIA 10.4.2)
Cage tests (Annex IIIA 10.4.3)

Field tests to investigate special effects (Annex IIIA 10.4.4)

Tunnel testing to investigate effects of feeding on contaminated honey (An-
nex IIIA 10.4.5)

Exposure and risk assessment for bees (Annex ITTA 10.4)
Effects on other arthropods species (Annex IIA 8.3.2; Annex IIIA 10.5)

Effects of the active substance on non-target terrestrial arthropods (Annex

ITA 8.3.2)

Summary of effects, exposure and risk assessment for non-target terrestrial
arthropods

Effects on earthworms (Annex IIA 8.4; Annex I1IA 10.3.6)

Acute toxicity to earthworms (Annex IIA 8.4.1)

Sublethal effects on earthworms (Annex IIA 8.4.2)

Acute toxicity of the formulations to earthworms (Annex IIIA 10.6.1.1)
Sublethal effects of the formulation on earthworms (Annex IIIA 10.6.1.2)
Field tests - residue content of earthworms (Annex IITA 10.6.1.3)
Summary and risk assessment for earthworms (Annex IIIA 10.6.1.1)

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

723

724

727

727

727

727

727

727

728

731

732

734

734

734

736

738

738

741

742

742

743

743

743

743

743

744



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.9.2
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Effects on soil non-target micro-organisms (Annex IIA 8.5; Annex IIIA
10.7)
Impact of the active substance on soil microbial activity (Annex ITA 8.5)

Impact of the formulations on soil microbial activity (laboratory) (Annex

IIIA 10.7.1)

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

Summary of studies on non-target micro-organisms - exposure and risk
assessment for non-target micro-organisms

Effects on other non-target organisms (flora and fauna) believed to be at
risk (Annex ITA 8.6; Annex IIIA 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
ITIA 10)

Proposals for the classification and labelling of the formulations (Annex
IIIA 12.3)

Appendix H : Standard terms and abbreviations

Appendix I : Preparation (Formulation) types and codes

744

744

746

746

746

746

746

748

759

761

762

765

777



