RMS: Spain Thiamethoxam Doc III-A
Table A7 5 1 1-3: Test system
Criteria Details

Artificial soil test substrate

Sphagnum moss peat — 10%
Kaolinite clay — 20%

Sand — 69%

Calcium carbonate (CaCOy) - 0.3%
Food (dried horse manure) — 1%

Moisture content was adjusted to approximately 33%
using purified water.

Size, volume and material of test container

(lass dishes with a diameter of 14 ¢m and a height of
7 ecm. Test vessels were covered by transparent lids.
Lids had a fine mesh (mesh size 0.5 mm) to allow air
exchange.

Amount of artificial soil (kg)/ container

500 g dry weight (soil depth of 5 — 6 cm.

Nominal levels of test concentrations

0.06, 0.18 and 0.3 mg/kg dry soil

Number of replicates/concentration 4
Number of earthworms/test concentration 40
Number of earthworms/container 10

Light source

Room lighting

Feeding

5 g of air dried horse manure was added to the test
vessels when they were prepared. After the addition
of the earthworms 2.5 g of food was added to each
vessel, thereafter approximately 2 — 4 g was added to
the adults weekly. The offspring were fed only once
at the start of the 4 week period.

Test performed in closed vessels due to sigmficant
volatility of test substrate

No

Table A7 5 1 2-4: Test conditions
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RMS: Spain Thiamethoxam Doc III-A

Findings:
Acute oral toxicity of thiamethoxam to the Mallard duck
Dose Toxicologic | || p2° LDso NOEL
[mg/kg bw] al results® [mgfkg bw] [mg/kg bw] [mga/kg bw]
Control 0/0/10
76 0/0/10
137 0/0/10 444 576 >76
247 0/10/10
444 4/10/10
800 7/10/10

* number of birds which died / number of birds with overt clinical signs / total number of birds exposed

Clinical signs:  All treated birds vomited after dosing. Clinical signs of toxicity were observed
at 247 mg/kg and above. These included subdued behaviour, unsteadiness and inability to stand.
Body weight losses occurred at 444 and 800 mg/kg during the week following dosing. No food
was consumed by birds from the highest treatment group of 800 mg/kg during days 1 to 3 after
dosing. In all other treatment groups food consumption was generally low relative to controls.

Gross necropsy: At necropsy, abnormalities were found in a few birds at 800 and 444 mg/ke
found dead afier dosing. These findings were mainly in the gastrointestinal tract and included
colouration of intestines and watery red fluid in the abdominal cavity.

Conclusion: The acute oral LDs, of the Mallard duck exposed to thiamethoxam was
determined to be 576 mg/kg bw.

29 Lowest lethal dose
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Findings:

Reproductive toxicity of thiamethoxam to the Northen bobwhite

Reproductive parameters | Control 100 mg /({300 mg |[900 mg

kg feed kg feed kg feed

Total eggs laid in each group 990 1139 918 876
Eggs laid / per hen 61.8 63.3 61.2 51.5
Eggs laid / per day per hen 0.87 0.89 0.86 0.73
Eggs cracked 9 10 9 8
Eggs cracked / eggs laid 0.009 0.009 0.010 0.009
Mean egg shell thickness (mm) 0.209 0.207 0.208 0.210
Eggs set 901 1040 835 786
Fertile eggs 815 986 787 706
Fertile eggs/ eggs set 0.90 0.95 0.94 0.90
Viable embryos 794 972 777 690
Viable embryos / fertile eggs 0.97 0.99 0.99 0.99
Hatchlings 755 933 745 650
Hatchlings / viable embryos 0.95 0.96 0.96 0.94
14-Day old survivors 429 501 497 412
14-Day old survivors / of hatchlings 0.57 0.54 0.67 0.63
Hatchlings / eggs set 0.84 0.90 0.89 0.83
14-Day old survivors / eggs set 0.48 0.48 0.60 0.52
14-Day old survivors/hen 26.8 27.8 33.13 24.2
Mean chick body weight at hatching {g) 6.22 6.39 6.21 6.16
Mean chick body weight at 14 days (g) 22.07 20.94 22.84 2262
NOEL 900 mg/kg feed

Observations:  There were six mortalities in the adult quail population during the treatment
period including birds from all dose groups and the control group. It was considered that these
mortalitics were not treatment related and all surviving birds were noted to be normal in
appearance and behaviour with a few exceptions. No overt signs of treatment-related toxicity
were observed in the study. Bodyweight and food consumption in the treatment groups were not
significantly different from the control group. Post-mortem examination of adult birds revealed
no treatment-related abnormalities and all findings are regarded as typical in a large group of
birds maintained on an ad libitum feed. There were no significant differences on the
reproductive parameters detected at any level of treatment when statistically compared against
the control group.

Conclusion: The reproductive no-observed-effect concentration during this study was
determined to be 900 mg/ kg feed (equivalent to 74.0 mg a.i./kg b.w./day).
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Findings:

Reproductive toxicity of thiamethoxam to the Mallard duck

Reproductive parameters | Control 100 mg /(300 mg /(900 mg

kg feed kg feed kg feed

Number of Replicates (productive pairs) 16 14 12 16
Total eggs laid in each group 718 580 558 551
Eggs laid / per hen 44.388 41.43 46.50 34.44
Eggs laid / per day per hen 0.64 0.59 0.66 0.49
Eggs cracked 44 39 25 22
Eggs cracked / eggs laid 0.06 0.07 0.04 0.04
Mean egg shell thickness (mm) 0.353 0.357 0.361 0.353
Eggs set 616 492 480 479
Fertile eggs 567 453 457 427
Fertile eggs/ eggs set 0.92 0.92 0.95 0.89
Viable embryos 536 412 421 378
Viable embryos / fertile eggs 0.95 0.91 0.92 0.89
Hatchlings 458 334 361 324
Hatchlings / viable embryos 0.85 0.81 0.86 0.86
14-Day old survivors 420 320 345 306
14-Day old survivors / of hatchlings 0.92 0.96 0.96 0.94
Hatchlings / eggs set 0.74 0.68 0.75 0.68
14-Day old survivors / eggs set 0.68 0.65 0.72 0.64
14-Day old survivors/hen 26.25 22.86 28.75 19.13
Mean chick body weight at hatching {g) 36.4 35.7 353 35.2
Mean chick body weight at 14 days (g) 189.7 2253 2226 229.5
NOEL 300 mg/kg feed

Observations:  There was only one mortality in the adult mallard population (female, 100
mg/kg feed test group) during the treatment period including birds from all dose groups and the
control group. The mortality was not treatment related and the majority of birds were noted to
be normal in appearance and behaviour with a few exceptions. No overt signs of treatment-
related toxicity were observed in the study. There were five females that did not lay eggs at any
time during this study, one in the 100 mg/kg feed group and four in the 300 mg/kg feed group.
All hens in the 900 mg/kg feed group laid eggs. Since there was no indication of a dose-
response relationship, the occurrence of non-layers in the 100 and 300 mg/kg feed groups was
considered not to be related to the test substance. Food consumption in the treatment groups was
not significantly different from the control group. Post-mortem examination of adult birds
revealed no treatment-related abnormalities and all findings are regarded as typical in a large
group of birds maintained on ad /ibifum feed. There were no significant differences in the
reproductive parameters detected at any level of treatment when statistically compared against
the control group. Subtle yet statistically significant decreases in adult body weight were
detected in males from the 900 ppm test groups as compared to the controls in the last two
weighing intervals. At termination, the average adult male body weights for 0, 100, 300, and
900 mg/kg feed test groups were 1225.7, 1197.4, 1113.6, and 1109.3 grams, respectively.

Conclusion: The reproductive no-observed-cffect concentration during this study was
determined to be 300 mg/kg feed (equivalent to 34.9 mg a.i./kg b.w./day).
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RMS: Spain

Thiamethoxam

Doc ITI-A

Organic matter litter decomposition after treatment with CGA 322704 (metabolite

of thiamethoxam)
Degradation n days after application (%)
Deviation® Deviation® | Day  Deviation® | Day  Deviation®
Treatment Day 33 (%) Day 92 ) 155 (%) 275 %)
Control 48.5 - 73.8 - 78.7 - 85.6 -
CGA G 5
399704 444 8.5 742 -0.5 76.4 2.9 81.9 43
Toxe 38.5 20.6% 6.8 5.4 88.7 -12.7% 90.9 6.2%
reference

* Deviation (%) = deviation of treatment relative to control

* statisticall v significantly different from the control at p=0.05

Negative values for effect indicate a faster decomposition compared to the control.
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9. CLASIFICATION AND LABELLING
0.1. Prop osed classification

Classifi cation Agin 30th ATP Draft Proposal
Class of danger Xn: harmful
N: dangerous for the ensronment
F-phrases R22: Harmful if swallowed
R=0/53: Wery toxic to agquatic orgarisms, tmay canse long-tern adwverse
effects in the aquatic envirotment
S-phrases 546: If swallowed, seek medical adwice immediately and show this
container or label
sa0: This material and 1ts container must he disposed of as hazardous
waste
sl Avoid  release to  the enwvironment  Refer to special

instructions’ Safety data sheets

Because of the high toxicity of the substance, setting specific lower concentration limnits for the substance
should he considered for hoth environmental effects when the substance 12 under discussion for inclusion
on Annex VI of Regulaton (EC) Mo 127202008,

Classification according to the Regulation (EC) Mo 1272/2008 of the European Parliament and of the
Council and the Globally Harmonised System of Classification and Labelling of Chemmicals (hereinafter
referred to as "the GHS"Y:

GHS Pictogram s : '!

GH=07 CHE00
Signal Word Warting Hazardousto the acquatic ermirorement
Claszsification for Hazard class and Acute Tox. 4
bman health category

Hazard statement H302: Harmful if swallowred
Clagsification for the Hazard class and Anuatic acute 1
Etwrirotin est cate goty Auatic chrotie |

Hazard statement H400

H410

Fesponse precationary | P301 +P312: IF SWALLOWED: Call a POISON CENTER o doctorf phyrsicianif you
statements feel urmrell
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The rest of the reference list is in the product PT8

References by Annex point

Thiamethoxam techn. = CGA 293343 A,
NAH = Novartis Animal Health Inc., Basel, Switzerland

Owner:

SYN = Syngenta Crop Protection AG, Basel Switzerland

Section 5 reference list

A5.10.1

Anonymous

2001

Susceptibility to thiamethoxam in Danish field
populations of houseflies Musca domestica
Ministry of Food, Agriculture and Fisheries,
Denmark, report no.

01-2001, February 2001

NAH

A5.10.2

Weeks, 5

2003

Efficacy of residual deposits of thiamethoxam
against the pharoah ant. Syngenta Crop
Protection report no. 1P/01/014, 27 February,
2003 (unpublished).

SYN

A5.10.3

Weeks, S.,
Cross, N

2002

Thiamethoxam: Intrinsic activity against
German and American cockroaches. Syngenta
Crop Protection report no. 1P/01/012, 22
October, 2002 {unpublished).

NAH

A5.10.4

Moyses, EW.
& Gfeller, F.J

1998

Musca domestica: laboratory bioassay
methodology for neonicotinoids
Novartis Sanidad Health

Report no. 583

unpublished

NAH

A5.105

Moyses, EW.
& Gfeller, F.J

2002

Preliminary bioassays for insecticide resistance
in a Musca domestica field strain French
Novartis Sanidad Health

Report no. IDL 684

unpublished

NAH

A5.10.6

Anon.

2001

Control of Argentine ants with Actar 25 WG.
La Cruz Test Center of Entomology,
June, 2003

Not GLP, not published

Y

SYN
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Reference List

(1) Owner: SYN = Syngenta Crop Protection AG, Basel

Directive Author(s) Year Title, Source, Company, Report No
98/8 GLP or GEP status (where relevant),
Published or not

Data
Protectio
n
Claimed

YIN

Oown

er
(1

A7.1.1.1.1/01 | Clark, A. 1998 | Hydrolysis of 2-14C-thiazolyl CGA 293343 under
C laboratory conditions

Ciba-Geigy Corp., Greensboro, United States
ABR-96106, 17.09.1998

GLP, not published

Syngenta File N® CGA293343/0753

SCP

A7.1.1.1.1/02 | Lowery, E. 1997 | Hydrolysis of 14C-Guanidine-CGA 293343 under
laboratory conditions

Ciba-Geigy Corp., Greensboro, United States
ABR-97013, 03.11.1997

GLP, not published

Syngenta File N® CGA293343/0373

SCP

A7.1.1.1.1/03 | Ulbrich, R. 1999 | Hydrolysis of 14C-labelled CGA 322704 under laboratory
conditions

Novartis Crop Protection AG, Basel, Switzerland
98UL03, 19.02.1999

GLP, not published

Syngenta File N® CGA322704/0020

SCP

A7.1.1.1.2/01 | Zetzsch, C. 1997 | Quantum yield of the Photochemical degradation of CGA
293343 in aqueous solution

IT A Frauenhofer-Inst., Hannover, Germany

11G97014, 12.09.1997

GLP, not published

Syngenta File N° CGA293343/0469

SCP

A7.1.1.1.2/02 | Riidel, H. 1998 | Quantum yield of the photochemical degradation of CGA
322704

IT A Frauenhofer-Inst., Hannover, Germany
NOV-001/7-21, 10.11.1998

GLP, not published

Syngenta File N° CGA322704/0018

SCP

A7.1.1.1.2/03 | Schwartz, B. 1998 | Photodegradation of 14C-Thiazolyl-CGA 293343 in pH 5
b buffered solution under artificial light

Novartis Crop Protection Inc., Greensboro, United States
ABR-98091, 27.10.1998

GLP, not published

Syngenta File N° CGA293343/0798

SCP

A7.1.1.1.2/04 | Sparrow, K. 1997 | Final report: Photodegradation of 14C-[Guanidine]-CGA
C 293343 in pH 5 buffered solution under artificial light
Ciba-Geigy Corp., Greensboro, United States
ABR-97023, 27.10.1997

GLP, not published

Syngenta File N° CGA293343/0375

SCP

A71.12.1 Grade, R. 1996 | Report on the test for ready biodegradability of CGA
293343 tech. in the carbondioxide evolution test
Ciba-Geigy Ltd., Basel, Switzerland

95G001, 08.01.1996

GLP, not published

Syngenta File N? CGA293343/0031

SCP

A7.1.22.1/01 | Adam, D. 1997 | Paddy soil metabolism of 14C-Thiazolring labeled CGA
293343 under laboratory conditions

Novartis Crop Protection AG, Basel, Switzerland
95DA04, 15.12.1997

GLP, not published

Syngenta File N® CGA293343/0452

SCP

A7.1.2.2.1/02 | Adam, D. 1998 | Paddy soil metabolism of 14C-Oxadiazinring labeled CGA
a 293343 under laboratory conditions

Novartis Crop Protection AG, Basel, Switzerland
95DA05, 07.01.1998

SCP
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Data
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(1)

GLP, not published
Syngenta File N° CGA293343/0402

A71.222/01

Adam, D.

1998

Degradation and metabolism of 14C-oxadiazinring labeled
CGA 293343 in two acrobic aquatic systems under
laboratory conditions

Novartis Crop Protection AG, Basel, Switzerland
96DA02, 04.02.1998

GLP, not published

Syngenta File N® CGA293343/0436

SCP

A7.1.222/02

Adam, D.

1998

Degradation and metabolism of 14C-thiazolring labeled
CGA 293343 in two aerobic aquatic systems under
laboratory conditions

Novartis Crop Protection AG, Basel, Switzerland
96DA01, 09.01.1998

GLP, not published

Syngenta File N? CGA293343/0401

SCP

A7.2.2.1/01

Phaff, R.

1997

Rate of degradation of CGA 293343 in soil under various
conditions

Ciba-Geigy Ltd., Basel, Switzerland

95RP03, 23.05.1997

GLP, not published

Syngenta File N° CGA293343/0098

SCP

A7.22.1/02

Adam, D.

1996

Degradation of 14C-Thiazolring labelled CGA 293343 in
various soils under laboratory conditions

Ciba-Geigy Ltd., Basel, Switzerland

95DA03, 17.12.1996

GLP, not published

Syngenta File N° CGA293343/0141

SCP

A7221/02a

Ellgehausen, H.

1998

Calculation of adsorption constants of soil metabolite CGA
322704

Novartis Crop Protection AG, Basel, Switzerland

98EH04, 06.10.1998

GLP, not published

Syngenta File N CGA322704/0015

SCP

A7.22.1/03

Dixon, B.

1998

Aerobic soil metabolism of (14C-thiazole) CGA 293343
Novartis Crop Protection Inc., Greensboro, United States
505-95,16.03.1998

GLP, not published

Syngenta File N® CGA293343/0478

SCP

A7.2.2.1/04

Schwartz, B.

1998

Final report: Aerobic soil metabolism of 14C-(guanidine)
CGA 293343

Novartis Crop Protection Inc., Greensboro, United States
504-95,03.03.1998

GLP, not published

Syngenta File N® CGA293343/0453

SCP

A7.2.2.1/05

Cruz, S.M.

5

1998

Metabolism of 14C-guanidine CGA 293343 in viable and
sterile clay loam soil under aerobic conditions

Novartis Crop Protection Inc., Greensboro, United States
148-97, 18.09.1998

GLP, not published

Syngenta File N° CGA293343/0752

SCP

A7.2.1/06

Adam, D.

1999

Degradation of 14C-Thiazole labelled CGA 322704 in
Schwaderloch seoil under aerobic conditions at 20°C
Novartis Crop Protection AG, Basel, Switzerland
99DAC6, 18.11.1999

GLP, not published

Syngenta File N° CGA322704/0024

SCP

A722.107

Reischmann, F.J.

2002

Rate of degradation of [Thiazole-2-14C] labelled NOA
459602 in three soils under acrobic laboratory conditions at
20 degred C

SCP
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(1)

Syngenta Crop Protection AG, Basel, Switzerland
01RF03, 09.09.2002

GLP, not published

Syngenta File N® NOA459602/0020

A7.2.2.2/01

Pointurier, R.

1998

Residue study with CGA 293343 in or on soil in south of
France

ADME - Bioanalyses, Aigues-Vives, France

9731003, 30.09.1998

GLP, not published

Syngenta File N® CGA293343/0746

SCP

A7.222/02

Smith, 1A

1998

Determination of residues of CGA 293343 and the
metabolite CGA 322704 in soil

Novartis Agro GmbH, Frankfurt, Germany

GB 66197, 29.09.1998

GLP, not published

Syngenta File N® CGA293343/0750

SCP

A7.2.2.4/01

Sparrow, K.

1997

Photodegradation of 14C-Thiazolyl-CGA 293343 on soil
under artificial light

Novartis Crop Protection Inc., Greensboro, United States
ABR-97011, 07.07.1997

GLP, not published

Syngenta File N° CGA293343/0374

SCP

A7.22.4/02

Sparrow, K.

1997

Photodegradation of 14C-Guanidine-CGA 293343 on soil
under artificial light

Novartis Crop Protection Inc., Greensboro, United States
ABR-97012, 07.07.1997

GLP, not published

Syngenta File N® CGA293343/0376

SCP

A722.4/03

Clark, A.

1998

Anacrobic aquatic metabolism of 14C-(thiazole) CGA
293343

Novartis Crop Protection Inc., Greensboro, United States
507-95,13.03.1998

GLP, not published

Syngenta File N® CGA293343/0468

SCP

AT22.4/04

Clark, A.

1998

Anaerobic aquatic metabolism of 14C-(guanidine) CGA
2903343

Novartis Crop Protection Inc., Greensboro, United States
506-95,12.03.1998

GLP, not published

Syngenta File N° CGA293343/0467

SCP

A723.1/01

Concha, M.

1998

Soil adsorption / desorption of 14C-guanidine-CGA 293343
by the batch equilibrium method

612W, 02.11.1998

GLP, not published

Syngenta File N® CGA293343/0835

SCP

A7.23.1/02

Keller, A.

1996

Adsorption / desorption of CGA 293343 in various soil
types

Ciba-Geigy Ltd., Basel, Switzerland

95AK03, 12.06.1996

GLP, not published

Syngenta File N® CGA293343/0078

SCP

A7.23.1/03

Peters, J.

2000

Time dependent sorpion of technical and of 28C formulated
(Thiazolyl-2-14C)-labeled CGA 293343 in two different
soils

Novartis Crop Protection Inc., Greensboro, United States
1200-99, 28.03.2000

GLP, not published

Svngenta File N° CGA293343/1214

SCP

A723.1/04

Peters, J.

2001

Time Dependent Sorption of (Thiazolyl-2- 14C)-Labelled
CGA 293343 in Various Soils

SCP
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(1)

Syngenta Crop Protection, Inc., Greensboro, United States
200-00, 08.05.2001

GLP, not published

Syngenta File N° CGA293343/1377

A7.23.1/05

Hein, W.
Dorn, R.

2001

Adsorption/Desorption of [Oxidiazin-4-]-CGA 293343 on
Birkenheide Soil

SLFA - Neustadt, Neustadt, Germany

NOVI1SE, 01.08.2001

GLP, not published

Syngenta File N° CGA293343/1380

SCP

A7.23.1/06

Concha, M.

1998

Adsorption / desorption of 14C-thiazole CGA 322704 by
the batch equilibrium method

Novartis Crop Protection Inc., Greensboro, United States
419-96,30.11.1998

GLP, not published

Syngenta File N® CGA322704/0019

SCP

A7.23.1/07

Hein, W.
Dom, R.

3

2001

Adsorption/Desorption of [Thiazol-2-14C]-CGA322704 on
Birkenheide Soil

SLFA - Neustadt, Neustadt, Germany

NOVI19, 12.09.2001

GLP, not published

Syngenta File N° CGA322704/0034

SCP

A7.23.1/08

Phaff, R.

1997

Adsorption / desorption of CGA 322704 in various soil
types

Novartis Crop Protection AG, Basel, Switzerland
96RP06, 23.04.1997

GLP, not published

Syngenta File N° CGA322704/0010

SCP

A7.23.1/09

Scott, M.

1998

Soil adsorption and desorption of Oxadiazinyl-14C-CGA
353042 by the batch equilibrium method

Novartis Crop Protection Inc., Greensboro, United States
629-98,24.11.1998

GLP, not published

Syngenta File N® CGA353042/0002

SCP

A7.23.1/10

Concha, M.
Hathcock, T.

1998

Soil adsorption / desorption of 14C-CGA 355190 by the
batch equilibrium method

411-97,30.11.1998

GLP, not published

Syngenta File N® CGA355190/0005

SCP

A723.1/11

Concha, M.
Hathcock, T.

1998

Soil adsorption and desorption of (Thiazole-2-14C-NOA
404617 by the batch equilibrium method

Novartis Crop Protection Inc., Greensboro, United States
721-97,30.11.1998

GLP, not published

Syngenta File N NOA404617/0001

SCP

A7.23.112

Peters, J.

1998

Soil adsorption and desorption of Thiazolyl-2-14C-NOA
407475 by the batch equilibrium method

Novartis Crop Protection Inc., Greensboro, United States
420-98,19.11.1998

GLP, not published

Syngenta File N® NOA407475/0012

SCP

A723.1/13

Nicollier, G.

2000

Adsorption / Desorption of [Thiazol-2-“C|NOA 459602 in
Various Soils and Time Dependent Sorption

Svngenta Crop Protection AG, Basel, Switzerland
01GNOS, 3.7.2002

GLP, not published

Syngenta File N? NOA459602/0015

SCP

A7231/14

Hein, W.

2001

Time Dependent Sorption of [ Thiazol-2- 14C]-CGA322704
in Birkenheide Soil
SLFA - Neustadt, Neustadt, Germany

SCP
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(1)

Ephemeroptera Clogon sp. under static conditions
Novartis Crop Protection AG, Basel, Switzerland
2002613, 10.07.2000

GLP, not published

Syngenta File N° CGA293343/1228

A7.4.1.2/10

Mank, M.A.
Krueger, H.O.

1998

CGA 293343 technical: a 48-hour static acute toxicity test
with the midge (Chironomus riparius)

Wildlife International Ltd., Easton, MD, United States
819-98,15.10.1998

GLP, not published

Syngenta File N° CGA293343/0890

SCP

A7.4.1.3/01

Grade, R.

1996

Growth inhibition test of CGA 293343 tech. to green algae
{Selenastrum capricornutum) in a static system
Ciba-Geigy Basel, Ockotoxikologie, Basel, Switzerland
95G005, 12.01.199%6

GLP, not published

Syngenta File N° CGA293343/0035
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