TN 84ES A 14 H REEEMEFHS KRS (5 51[8) &E
AE R E DA 0 BEIRF R ORI R 2 Sl o EH3-1
BRTHEI0 30 B JLEVMFR2IS RIS (5 26 [)

AEREYH Y

L BEOBLEIZAV LN L BEFEDOHE (R)

By
— &4 == HEER AR
AETEE VAL [3(4-00-2,6-7 AFNT320)-8-4 bY-1- 960 g/kg L1 L

FFW-2-1%)-1,8-7 TH AL B[45]7 " 1-
324 AN=2F A =)

BEFEDOSHE
BERAETOZREY 0 ©OF  DaHHE

2R VT OEEFERE T F=F WY UEBAKERIRICEEMR L, CI8 BT A& AWT
EERIK7 v~ N 727 (HPLC) IZX Y U VBRI L T 7 = kU L OJRE AL CorHE
L. AR (UV) Mg BRHEIEE 230nm) 12X W AR VA U ZRHEVERT 5,
ERICITHE R ERIEE -V 5,
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II. AT D RKFEEOMIZ R S FEAME

1. HFE
oV BTy U S

2. BRLGT DEAREHR
21 B&H4 =R B
3-(4-700-2,6-Y" }FNT 220)-8-F bV-1-AFW-2-4%)-1,8-" 74" AL" n[4.5]7 #-3-
L/-B-AN=TFV=AVE F=h

22 —4 spiropidion (ISO)
2.3 (b4

IUPAC 4 : 3-(4-chloro-2,6-dimethylphenyl)-8-methoxy-1-methyl-2-oxo-1,8-
diazaspiro[4.5]dec-3-en-4-yl ethyl carbonate

CAS #
3-(4-chloro-2,6-dimethylphenyl)-8-methoxy-1-methyl-2-oxo-1,8-
diazaspiro[4.5]dec-3-en-4-yl ethyl carbonate
(CAS No. 1229023-00-0)
24 a—F&E SYN546330

25 7R BERX. oTE
AR ==Y C21H7CIN,O5

I

&
._H
i
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3. HZhESG OMER] - {LERIHER

# 3-1 : BRI OB - AL

L

RERTE H %) AR 7k [ER LTS R
0
KT 98.8 OECD104 <5.0 x 10" Pa (25 °C) 3-1
Bl 98.8 OECD 102 134 °C 3-2
. B E R HE
3 IJ__T -
W 98.8 OECD 103 (187 °CH B 43 ) 3-3
LM 97.9 OECD 113 IR CTLIE 3-4
7K 98.8 OECD 105 46 mg/L (25 °C) 3-5
~FH 3.4 g/L (25 °C)
i kv 320 g/L (25 °C)
” H| Yruurzr >500 g/L (25 °C)
&3 4
fﬁ T M 97.9 | CIPAC MT 157.3 360 g/L (25 °C) 3-6
CI AE =)L 250 g/L (25 °C)
*o B = 50 g/L (25 °C)
FEfg— v 300 g/L (25 °C)
77 ) H}:Eﬂ e
RRRETER: 98.8 OECD 112 FRE L 720 3-7
(PKa)
1-F 7 & =)/ KBRS
i 98.8 OECD 107 3.2 (25 °C) 3-8
(log Pow)
T 1.4 B(25°C, pH4)
TR 53 fi e 96.7 OECDI11 A 5.48 H(25°C, pH7) 3-9
983 0.10 H(25°C, pH9)
96.6}% P 12.8 H
NIYAN: =¥
AR ARt 1096.7 OECD316 (pH 5. 25°C, 20.8~24.4 W/m2, 300~400 nm) 3-10
WIS LW EARS
WIS e o i W SEAR I
(nm) (L mol! cm™)
g
225 0.530 17000
s AT Y 290 0@;;3 975
(UV/VIS) 98.8 3-11
AR L 225 0.509 16400
290 0.0057 183
TV UM
273 0.376 12100
290 0.256 8230
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4. BIKREOMIHT

A U OEEFROMESITICHO SN OoEIL, A EYA U KO 1 gkg
IEGA SN TOWDRMIZONT, BIRME, BREMROERME, K S L OOHMTRE D R
ENTHEY, BHHENCRYThH-o T,

JEIEDOBLEIZH WV 51 2 BEFRIBOMEAHTIZIB N T, BRSO RGO EFIRED
A FH1E 989~997 g/kg T -7,

5. ARG DEME

A n BT ORI E VTSR EERER (&R 5-1~5-45) DSz, A2k
Sy DML, NERERLEEBRCB WU TO LBV IHMESN- (B 5-46)

TG LAY e E A 0T v hEHWZEMENEIRERBR O R, Atee o4
L AR ER GO RN L CMEFIZIBW T, &5 1~2.22 FFI#IZ Cra (2 LTz, BT,
PRy T1— 1 AR OV — DY T OB S REO A F D 6 Beh% 72 RER ORI R TR &
B H5BET 82.3%~83.0 %, B G5HET 66.9%~80.7% & HH Xiuiz, HilAE O & 5% 168
FFR T 90 %TAR LLEAIR L OFEFIC e Sdu, EIRFICHRIE S 7z, MR MO RE R
X, R OV IR Cmdro 7o hy, RIS U, REE Olisids & OSERR~ D 7% B 1 X389
BILero T, REUIHHFIZIERI(LO A e O F 33D ST, REOE R o H
e LTAl, B, B2, B3, B-glu, C XD 2%, JEHHFOREE LT B2, B-glu XO'D
B LTz,

FREFEERBER NS, AR E A RG22 REIL, BIEE GEmE) 12RO
DT, FENAME, MRREENE, BEREICKT T DB, TR OERIZB W THELE 78 5
BT MEIEERD ST,

BOEZEZERIT, FRBTH LN EHEE IR/ NEEED S bi/MEX, 7> b
Tz 2 FERMEME DS AR R O & 4.7 mgke AEH/H Tho7oZ &b, 2
NERILE LT, Ze28100 T L7z 0.047 mg/kg K8/ H 2 7FA — HEEE (ADI) &&E
L7z,

T, AEBREVFUCORRBRROZEGEICE VAT D ATRENED & 2 BEREIC KT 5 K
PEE IR NEERD 9 BR/MEIX, 7YX &AW AEFRERBR O BEIERE10 mg/kegREH/
HTHY ., RO LN RITREMIC TR BN FRO b2 W B2 T 2 Mg AR 22 ik
BB N OE2SAME B ISR A E R TH -T2 2 &0 D R UTEIRE L TV B ATfEE D &
LISk 2 Ak A E (ARMD) (X, 2 AERILE LT, Z42fR5100 TR L720.1 mg/kg
RELRE L, £7-. —BROEHICK LTI, 7y bZ2HWERAEFEERBR LA X2 H
V7228 B A B R BR 0 R 30 me/kgfRE/H 2 HRHILE LT, ZAeREK100 TR L7-
0.3 mg/kgRHE % ARfD & 5% & L 7=,

(URL : https://www.fsc.go.ip/fsciis/evaluationDocument/show/kya20241002160)
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6. Ry DMt
EEROBEICHWOND A e VA U OEEFRIEPICER SN TWAARMPIZIE, BIE
T REFEMEZHTHRMILERD SR o7z,

7. BREFAEDREME
REOHEIIHN SN D A R B VA v ORSRRAR & B IERBIC O S 7 BRI R,
T DMK OEtE 2 el L7 R, S Th o7z,
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AL RS

v :2%% E”jljﬂi (RESRLS O LA

%I% WA |RBREER | %ﬁ%%ﬁ%
GLP &Ikl (LERGE) | AROEFHE
JERFR DM IR D FEREH Are vt

2025 |BAOKPELHE - RERBERZSE R, WATEIENBMHOKERE 22kt o % —

R
Zvm e VF AR ORG OFE R N O G REICET 5 miEE

2.1 2023 [TV H Y SRS
AT
SYNS546330 - Vapour Pressure

3-1 2016 Syngenta Biosciences Pvt., Ltd., Report No. SMG14014
GLP, RAF
SYNS546330 - Determination of Melting Temperature

3-2 2016 Envigo Research Limited, Report No. RJ81SP
GLP, RAF
SYN546330 - Determination of Boiling Temperature

3-3 2016 Envigo Research Limited, Report No. HN34QH
GLP, RAFK
SYNS546330 - Safety Study

3-4 2016 Syngenta Technology & Engineering, Report No. HT16/524
GLP, RAFK
SYN546330 - Solubility in Water

3-5 2017 Syngenta Biosciences Pvt., Ltd., Report No. SMG14040
GLP, RAF
SYNS546330 - Solubility in Organic Solvents

3-6 2016 Syngenta Biosciences Pvt., Ltd., Report No. SMG14015
GLP, RAFE
SYN546330 - Determination of Dissociation Constants in Water

3-7 2016 Envigo Research Limited, Report No. LQ27TC
GLP, RAFE
SYN546330 - 1-Octanol / Water Partition Coefficient

3-8 2016 Syngenta Biosciences Pvt., Ltd., Report No. SMG14043
GLP, RAFE
SYN546330 - Hydrolysis of ['*C]-SYN546330

3-9 2017 Charles River Laboratories, 37325
GLP, RAFE
SYN546330 - Aqueous Photolysis of [*C]-SYN546330

3-10 2018 Charles River Laboratories, 38460
GLP, RAFE
SYNS546330 — Spectra

3-11 (2017 Syngenta Crop Protection, Report No. CHMU170029
GLP, RAEK
Spiropidion-Analysis of Five Representative Batches

4-1 2017 Syngenta Crop Protection AG, Report No.CHMU170560
GLP, RAF
SYNS546330 - A Preliminary Study of Pharmacokinetics, Absorption, Metabolism and Excretion in Rat

5.1 2016 Following Single Oral and Intravenous Administration of [Phenyl-U-'*C] and [Spirodecanone-5-'“C]-
SYN546330
GLP, RAF
SYN546330 - The Absorption and Excretion of ['*C]-SYN546330 Following Single Oral and Intravenous

5-2 2016 —Administration in the Rat
GLP, RAF
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SYN546330 - Tissue Depletion of ['*C]-SYN546330 Following Single Oral Administration in the Rat
5-3 2016 N
GLP, RAFE
SYN546330 - Pharmacokinetics of ['*C]-SYN546330 Following Single Oral and Intravenous
5-4 2016 Administration in the Rat
GLP, RAFE
55 |ot7 SYN546330 - Biotransformation of ['*C]-SYN546330 in Rat
i GLP, RAE
SYNS546330 - The Tissue Distribution of Total Radioactivity in the Rat Following Single Oral
Administration of [Phenyl-U-'*C]-SYN546330 or [Spirodecanone-5-1“C]-SYN546330 (Quantitative
5-6  |2014 .
Whole Body Autoradiography)
GLP, RAFK
5.7 2018 SYNS546330 - In Vitro Rat and Human Liver Microsomal Metabolism
i GLP, RAFE
5.8 2016 SYNS546330 - Acute Oral Toxicity Study in Rat (Up and Down Procedure)
i GLP, RAFK
5.9 2022 Spiropidion tech. - Acute Oral Toxicity Study in Rats (Up and Down Procedure)
i GLP, RAE
5.10 12016 SYNS546330 - Acute Dermal Toxicity Study in Rat
i GLP, RAE
5.1 12017 SYN546330 - Acute Inhalation Toxicity Study (Nose-Only) in the Rat
i GLP, RAF
5.2 |ots SYNS546330 - Primary Skin Irritation Study in Rabbits
i GLP, RnF
5.3 bots SYNS546330 - Acute Eye Irritation Study in Rabbits
i GLP, RAFK
5.4 |bots SYN546330 - Local Lymph Node Assay in the Mouse
i GLP, RAE
515 12018 SYNS546330 - 13 Week Dietary Toxicity Study in Rats
i GLP, RAE
SYNS546330 - 28 Day Toxicity Study in the Rat
5-16 |2014 GLP. /A%
5.7 |ho1s SYNS546330 - 13 Week Oral (Dietary) Toxicity Study in Mice
i GLP, RnF
5.8 o1 SYN546330 - A 28 Day Oral (Dietary) Toxicity Study in Mice
i GLP, RAE
SYN546330 - 13 Week Oral (Capsule) Toxicity Study in the Dog
1912018 Grp, sk
SYNS546330 - A 28 Day Toxicity Study by Oral (Capsule) in Dogs
3-20 12018 \Grp, gz
SYNS546330 - 52 Week Oral (Capsule) Toxicity Study in Dogs
521 12018 \Grp, kg
SYNS546330 - Toxicity Study by Dermal Administration to Han Wistar Rats for 4 Weeks
5-22 12018 \Grp, mgk
) SYNS546330 - Salmonella Typhimurium and Escherichia Coli Reverse Mutation Assay
23 12014 Grp, sk
SYN546330 - Bacterial Reverse Mutation Assay ‘Ames Test’ using Salmonella Typhimurium and
5-24 12018 Escherichia Coli
GLP, RAE
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SYNS546330 tech. - Salmonella Typhimurium and Escherichia Coli Reverse Mutation Assay
5-25 12022 \GLp, gmng
SYNS546330 - Chromosome Aberration Test in Human Lymphocytes In Vitro
3-26 12015 \GLp, sz
SYN546330 - Micronucleus Test in Human Lymphocytes In Vitro
5-27 12018 \Grp, kmgk
SYN546330 - Cell Mutation Assay at the Thymidine Kinase Locus (TK*") in Mouse Lymphoma L5178Y
5-28 2015 |Cells
GLP, RAFH
SYNS546330 - Oral (Gavage) Rat Micronucleus Test
5-29 12015 \GLp, kuk
SYNS546330 - Oral (Gavage) Rat Micronucleus Test
5-30 12018 Grp, sk
SYNS546330 - In Vitro HPRT Mutation Test Using Chinese Hamster Ovary Cells
S-31 12021 \Grp, ez
SYNS546330 tech. - Gene Mutation Assay in Chinese Hamster V79 Cells In Vitro (V719/HPRT)
3-32 12022 \Grp, gmng
SYN546330 - Rat Bone Marrow Chromosome Aberration Assay
5-33 12018 \Grp, kg
SYN546330 - 104 Week Rat Oral (Dietary) Carcinogenicity Study with a Combined 52 Week Toxicity
5-34 |2018  |Study
GLP, RAFH
SYN546330 - 80 Week Mouse Oral (Dietary) Carcinogenicity Study
5-35 12018 \Grp, kg
SYNS546330 - 104 Week Rat Oral (Dietary) Carcinogenicity Study with a Combined 52 Week Toxicity
5-36  |2020 Study and 80 Week Mouse Oral (Dietary) Carcinogenicity Study — Supplementary Report
AT
SYN546330 - Oral (Dietary) Two-Generation Reproduction Toxicity Study in the Rat
-3 12018 Grp, kg
SYNS546330 - Oral (Gavage) Prenatal Developmental Toxicity Study in the Rat
5-38 12017 GLp, Rk
SYNS546330 - Oral (Gavage) Preliminary Prenatal Developmental Toxicity Study in the Rat
5-39 |2016 N
RNF
SYN546330 - Oral (Gavage) Prenatal Developmental Toxicity Study in the Rabbit
5-40 12017 \GLp, kg
SYNS546330 - Oral (Gavage) Preliminary Prenatal Developmental Toxicity Study in the Rabbit
5-41 |2016 N
RIF
SYN546330 - Neurotoxicity Study by a Single Oral Gavage Administration to Han Wistar Rats followed
5-42 12018 by a 14-Day Observation Period
GLP, RAK
4 SYN546330 - Dose Range and Time to Peak Effect in Han Wistar Rats by Acute Oral Administration
43 12017 GLp, sk
SYN546330 and SYN547305 - Effect on Rat Thyroid Peroxidase Activity In Vitro
5-44 |2014 N
ER/ACS
SYNS546330 - Assessment of UDP-Glucuronosyltransferase Induction Following a 13-Weel Dietary
5-45 (2014 Toxicity Study in Han Wistar Rats
GLP, RAFE
PGS Avavrvdy, AL eERS
5-46 |2025 INE






