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AV ont35 LA

L BREOFLEIZHV b BEFEEOLE (R)

HH 41

Ay

—flA SUTIERR

14

AR

/A= AN

4-[(58)-5-(3,5-" Jnn-

4-7 k7 x=))-5-( M) 7vie A F)-
4,577 bh n-1,2-4%) " -
3-ANM]-N-[(4R)-2-2FV-3-1%)-
L2-4%)7 0" /-4 W]-2-
VATV TN

AT E D(SRAR), (SR48) KT

(55,48) I E(R

960 g/kg UL

(5S,4R) B4

4-[(55)-5-(3,5-dichloro-4-

fluorophenyl)-5-(trifluoromethyl)-

4,5-dihydro-1,2-oxazol-3-yl]-N-
[(4R)-2-ethyl-3-0x0-1,2-
oxazolidin-4-yl]-2-
methylbenzamide

870 g/kg UL I

(58,48) FAER

4-[(55)-5-(3,5-dichloro-4-

fluorophenyl)-5-(trifluoromethyl)-

4,5-dihydro-1,2-oxazol-3-yl]-N-
[(4S)-2-ethyl-3-0x0-1,2-
oxazolidin-4-yl1]-2-
methylbenzamide

_O
t

o=

CHj,

30 g/kg A F

(5RAR) F A

4-[(5R)-5-(3,5-dichloro-4-

fluorophenyl)-5-(trifluoromethyl)-

4,5-dihydro-1,2-oxazol-3-yl]-N-
[(4R)-2-ethyl-3-0x0-1,2-
oxazolidin-4-yl]-2-
methylbenzamide

60 g/kg LL T

(5R,A4S) B4

4-[(5R)-5-(3,5-dichloro-4-

fluorophenyl)-5-(trifluoromethyl)-

4,5-dihydro-1,2-oxazol-3-yl]-N-
[(4S)-2-ethyl-3-0x0-1,2-
oxazolidin-4-yl]-2-
methylbenzamide

-

o=

CHj

1 g/kg LT
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BEFED s
BEFEFOL Y7 utT AOSHE

AV a7 AOREREETE M=) VIZHEMRL, C18 I 7 LExHWTEERIEY
n~ ~27Z7 (HPLC) \I2X 07 =R UKD Y 704 v BERRKES IR O FE AR C 7 HE
L. 64N (UV) Keigs IR 262mm) I2Xk VA Vo7 ntv T Az R OER
Do ERICITHS R ERIEZ AN D,

BRIEFARF D(5S4R) R, (5S4S)RMEK, SRAR) R OGR,48) BEED ST IE

AV rut T AOEEFERE T b= MU VML, T 045 5% AT HPLC (12
FO7Ebr=RFINMT FTERRTTUKTHEEL, UV ita (BRHEE : 265n0m) 12X
D (5SAR)FMEAR, (5S4S) MR, (SRAR) FMEAR K NSRAS) MR Z M L, LLFORITL Y
KRR E EET D,

EHMWIRD 7 77 74— = FEMEKOY—IEE /| SEEERKO Y — 7 mBEDO AR
FEVER O E B = [RIEFUERDA Vv 7 at T AOsHHE] TR LA

SEAIREX S RMED 7 7 7 2 —



A V7 ut T bOREFROBKIER 2 R
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I. AYv7utTd AOREKEEROMBIZ RS FLmEEE
1. HFE
DRIEDY, SR AN - o

2. BRRGT DEAREHR
(&8F2-1)
2.1 R4 AV ratI A
4-[(58)-5-(3,5-V" Jmn-4-7vinT z=jh)-5-(M) Ivin i Fi)-4,5-0" b r-1,2-4%4)" -
3-AW]-N-[(4R)-2-FV-3-4%)-1,2-4%F)" V™ /-4-AW]-2-FF WA /A7 TN
W TNZZ D(5RAR). (5R,48) M ON(58,48) FEIAEIR
22 —i&k4 isocycloseram (ISO)

23 (b4
IUPAC 44 : mixture comprised of 80-100% 4-[(55)-5-(3,5-dichloro-4-fluorophenyl)-5-
(trifluoromethyl)-4,5-dihydro-1,2-oxazol-3-yl]-N-[(4R)-2-ethyl-3-0x0-1,2-
oxazolidin-4-yl]-2-methylbenzamide
and 20-0% of the (5R,4R), (5R,4S) and (55.,4S) isomers

CAS 4 4-[5-(3,5-dichloro-4-fluorophenyl)-4,5-dihydro-5-(trifluoromethyl)-3-
isoxazolyl]-N-(2-ethyl-3-0x0-4-isoxazolidinyl)-2-methylbenzamide
(CAS No. 2061933-85-3)

24 a—KES  SYN547407, CSCV765754 ({)v)ntih (4 O RIEKDIREY))
SYN548088 ((55,4R)FMEAA)
SYN548089 ((5S,4S5)FM:AK)
SYN548090 ((5R,4R)FMEA)

(
(
(
SYN548091 ((5R,48)F&M:1A)
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25 oAl BEX OFE

PARERE2Y C2H19CLF4N304
s (5S,4R) AR

CH; O 0 CH
3 | .,E/\NJ 3
B\

o)

S
4
D

548.31
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3. HZhESG OMER] - {LERIHER

BEEM SRR RS B 2 BRI 2 (55 24 )

K31 A0 (VP 7utT ) OWEE - ALK

AERTH H FEE (%) Bk B &Rk
- OECD 104 <6.2 x 10 Pa (25 °C)
AT s -
AAUE 8.4 SRTEIE <62 % 10 Pa (20 °C) 31
- OECD 102
=} lJ_:l‘ o] -
b 98.4 DSCIE 139°C 322
. OECD 103 ;
{ /‘rt\': . ‘EI’J* == ek aVAY 7 _
h 98.4 DSCIE HIEREE (212 °C THHiF) 3-3
OECD 113
?}V—L‘h‘_‘ e ~ o, -
Bz e 96.9 DSC/TGAY: ZE (25~200 °C) 3-4
OECD 105
Vi — . N . N -
K 98.4 55 A 1.2 mg/L (20 °C) 3-5
~F 0.039 g/L (25 °C)
e Ly 33 g/L (25 °C)
i g VA= =0 ¥ 400 g/L (25 °C)
CIPAC MT157
| TR 96.9 25 2 3y 270 g/L (25 °C) 3-6
| AL )= 75 g/L (25 °C)
FEfg— v 190 g/L (25 °C)
Fo B )= 17 g/L(25 °C)
fiF B E Ak OECD 112 .
. e ey REE L 720 _
(pKa) o84 s fieie 37
A7 2 ) =N KGR AR OECD 107 .
(log Pow) Bh o5 2amr 5k 30(207C) 3-8
98.9% 1 ) 1290 A (25°C, pH4)
TR G it '9 07 OECDI111 e 262 A (25 °C, pH 7) 3-9
' I 1.36 H(25 °C. pH 9)
97.5, Yl 38.4 H
ViNEED ey A 98.7 KX OECD316 (pH 4, 25°C, 47.6 W/m?, 3-10
98.2 290~400 nm)
TN B VIR YEARE
R U o i Jé_;‘n{@fc
(nm) (L mol”! cm™)
Fh
265 0.633 25000
SN TR 290 0.162 6390
(UV/VIS) 98.4 i35 3-11
AT BV 265 0.573 22600
290 0.124 4910
T VA UM
265 0.566 22400
290 0.129 5080
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32 ARG ((5SAR)FVER) OWELRY - LRI

ARERTE H L (%) Bk 715 TR Rk
- OECD 104 <3.5 x 10 Pa (25 °C)
ikt _
T 8.7 SRS <3.5 % 10 Pa (20 °C) 3-12
- OECD 102
s o .
il 98.7 DSCIE 143°C 3-13
. OECD 103 .
3 15‘ 3 IHﬂ N5=! 0, SYANve) _
W 98.7 DSCE HIEAREE (220 °CTHYfiR) 3-14
OECD 113
B TE . ; ZEE (25~200 ° -
ZEM 98.7 DSC/ITGAL: LE ( C) 3-15
OECD 105
7 SR ) o _
K 98.7 75 N 0.53 mg/L (20 °C) 3-16
Vi A~ OECD 105 1.25%102 g/L (25 °C)
" Y 77 A=k 12 g/L (25 °C)
it
Srun ARy >250 g/L (25 °C
%% 98.7 gL ( ) 3-17
pE | o Tk 200~250 g/L (25 °C)
LA CIPAC MT181
AR ) —) 29~33 g/L (25 °C)
FEfiR o 1 67~80 g/L (25 °C)
FiAERfE TE 2K OECD 112 .
. o VA _
(vKa) 98.7 T fi Bt 3-18
1-4 2 & ) —v /KGR OECD 107 .
(log Paw) BT | s apmr 5k 5.3 (20 °C) 3-19
ZEE(R5°C, 32 HiE. pH4)
TIN5y fiF b 99.4 OECDI111 i 156 H(25°C, pH7) 3-20
$94] 1.8 H(25°C, pH9)
PR 11.3 A
KAy 99.4 OECD316 (pH 4, 25°C, 47.4 W/m?, 3-21
290~400 nm)
NN U OEARE
R U R Jé_;‘r:%_%z
(nm) (L mol'! cm™)
o
265 0.486 22500
RO AT AL 290 0.0967 4480
(UV/VIS) 99.4 {4 3-22
A BL 265 0.491 22800
290 0.103 4790
ToA UM
265 0.488 22600
290 0.108 5020
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BEEEM R R B D B2 B 2 (55 24 1))

33 A (5S48)FNER) OWELRY - {LZEIIER

RERTE H HIEE (%) BRIk ARG R Zrt
- OECD 104 <3.5x 10" Pa (25 °C)
KR -
ARRJE 99:0 SR B <35 % 10 Pa (20 °C) 3-23
- OECD 102
=1 IJ—:f O, -
2 99.0 DSCIE 200 °C 3-24
i OECD 103 ,
vih 5 YHII T A< BE o, YA 74 _
kA 99.0 DSCE HIEAREE (215 °CTHiR) 3-25
OECD 113
B TE ) ; LE (25~200 ° -
LENE 99.0 DSC/TGA: ZIE ( C) 3-26
OECD 105
7 S ° B
K 99.0 75 N 52 pg/L (20 °C) 3-27
v ~FH 3.68x107 g/L (25 °C)
H ML=y OECD 105 3.94 g/L (25 °C)
| A ) 77 A=k 142 g/L (25 °C)
99.0 3-28
i ﬁg Wl = F 1 31.8 g/L (25 °C)
DYA==-F ¥ 2 80~100 g/L (25 °C)
CIPAC MT181
TE RS 40~50 g/L (25 °C)
i e 72 4K OECD 112 .
. N AL 2 -
(vKa) 99.0 T firz e 3-29
1-4 2 & ) —v /KGR OECD 107 .
(log Paw) 9.0 |5 e 5 5.0 (20 °C) 3-30
951 91.8 H(25°C, pH 4)
TR Gy figdt: 99.0 OECDI111 Had 54.9 H(25°C, pH7) 3-31
EP5 1.82 A (25 °C, pH9)
A 21.0 H
AR fiRE 99.0 OECD316 (pH 4, 25°C, 46.7 W/m?, 290~400 | 3-32
nm)
NS L AR
R = R Jé_;‘m_%z
(nm) (L mol'! cm™)
W
265 0.490 21400
ELAE LT 290 0.0994 4340
(UV/VIS) 99.0 {4 3-33
ALY BV 265 0.503 21900
290 0.106 4610
T UM
265 0.501 21800
290 0.113 4930
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BEEEM R R B D B2 B 2 (55 24 1))

& 3-4 0 ARG (SRAR)ENEAR) O - {LFHIPER

RERTE H HIEE (%) e 7k ARG R Zrt
_~ OECD 104 <4.9 x 10" Pa (25 °C)
KR -
ARRJE 98:5 SR B <4.9 % 10 Pa (20 °C) 3-34
- OECD 102
=1 IJ—:f 0, _
Al 98.5 DSCIE 201 °C 3-35
i OECD 103 ,
vih 5 YHII T A< BE o, YA 74 _
kA 98.5 DSCE HIEAREE (215 °CTHiR) 3-36
OECD 113
B TE ) ; LE (25~200 ° -
ZENE 98.5 DSC/ITGAL: LIE ( C) 3-37
OECD 105
7 S ° B
K 98.5 75 N 33 pg/L (20 °C) 3-38
v ~FH 3.71x10° g/L (25 °C)
H ML=y OECD 105 4.25 g/ (25 °C)
| AH )= 77 A=k 14.6 g/L (25 °C)
98.5 : 3-39
i ﬁg Wl = F 1 31.8 g/L (25 °C)
DYA==-F ¥ 2 80~100 g/L (25 °C)
CIPAC MT181
T 57~67 g/L (25 °C)
i e 72 4K OECD 112 .
. N AL 2 -
(vKa) 98.5 T firz e 3-40
1-4 2 & ) —v /KGR OECD 107 .
(log Paw) 98BS |5 a5k 5.1 (20 °C) 3-41
PR 131 H(25°C, pH 4)
TN 53 fige 98.5 OECDI11 Y951 91.3 H(25°C, pH7) 3-42
HEP5 1.65 A (25 °C, pH9)
5 29.8 H
IR 55 98.5 OECD316 (pH 4, 25°C, 46.9 W/m?, 290~400 | 3-43
nm)
NS L AR
R = R Jé_;‘u{n&_%z
(nm) (L mol'! cm™)
W
265 0.522 22500
ELAE LT 290 0.103 4450
(UV/VIS) 98.5 {4 3-44
ALY BV 265 0.526 22700
290 0.109 4710
T UM
265 0.523 22600
290 0.117 5040
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7% 3-5 : ARGy ((SRAS)EMER) OWERRY - (LZERIMHELR

RERIE H L (%) Bk 7 1A BB RE Bk
- OECD 104 <4.9 x 10 Pa (25 °C)
ARRE . s -
AAJE 7.7 SR B <4.9 % 10 Pa (20 °C) 3-45
= OECD 102
=] IJ__T O -
F A 97.7 DSCiE 142 °C 3-46
~ OECD 103 .
3 )ﬁ ) . ‘,E\' YNl 1 0 VAN 7] _
h 97.7 DSCE HIEARRE (163 °CTHfiR) 3-47
OECD 113
?f‘j\l\‘:—'—»r—'—» . N P 2 /'\/2 0, _
e 97.7 DSC/ITGAL: ZE (25~200 °C) 3-48
OECD 105
Vi — . N © -
K 97.7 55 AGHIE 590 pg/L (20 °C) 3-49
v ~FY OECD 105 2.23x102 g/L (25 °C)
“ O 77 A7k 12.4 g/L (25 °C)
i .
| DA A= 3 AV >250 g/L (25 °C
j% 97.7 gL ( ) 3-50
pE | ® T kv 167~200 g/L (25 °C)
o CIPAC MT181
AH )= 14~20 g/L (25 °C)
Fele —F v 80~100 g/L (25 °C)
B E S OECD 112 .
. SRiE ey EHEL 72 -
(vKa) 97.7 — R 3-51
1-F 2 & ) —)v /KSR OECD 107
(log Paw) 977 |5 ape 5 1% 5.1 (20 °C) 3-52
ZEQRS5°C, 32 A, pH4 K W'7)
TR G it 97.7 OECDI111 - 3-53
” He9g11.26 H (25 °C, pH 9)
FePid 44.1 H
KAy iR 97.7 OECD316 (pH 4, 25°C, 46.9 W/m?, 290~400 | 3-54
nm)
TN B VIR E
TN NGRS o i W AR I
(nm) (L mol! em™)
AR
265 0.528 22300
SN TR 290 0.103 4350
(UV/VIS) 97.7 i35 3-55
ALy L 265 0.543 22900
290 0.113 4750
TIA UM
265 0.527 22200
290 0.116 4900
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4. BIKREOMIHT

A V7 at T AORIEFIROMESHITICHW SN oiER. A4 Vv 7 et T A (554R)
BMEIA (5S48)BMEIR, SRAR)EMEIR, (SRAS)FEMIAK N 1 g/kg UL EEH SN TV D ARHMY
[ZDOWT, B, MEROBEMRME, BRI KOIMTRENHEINTEBY ., BHEERIcRY
Tholz,

JEFEDORLEIZH W B 2 RIEFRIBOMEAITIZIHB N T, BRSO RGO EFIRED
A FHE 987~993 g/kg Th o7,

5. ARG DEME

BRI OFEMET, BREEEBRITEB W T, BB 5-2~5-38 Z HWWTLEL T O & 3 0 3 S
nic (&kFs-1),

BCTHERR LTzA Y7t T 207y AW EmENSIERROMER,. 1 Y70k
7 Lk O 5% 72 R OBRIIGRIL, KA ER G T 65.5%~67.2%., mMHEHR 5T 52.4%
~53.5% & EH ST, BEBRRIZEICET 20 L CERICHRtt S b B 2 bivTe, JRF
WIEREE DA V7 a7 MImE ST, BEROMNEWPEO bz, Winbb&E
Thotz, PTIX, RE(LDOA Y7 atT ARRDLNIEN, EHmE LT CL, D,
E. F. G ERRO LT, BHHTIIREILDOA V7 vt T ANGRO b En, Ry
& LT Cgln', F, Hgln' 0580 b, MEEHFTIX, RELDA V70t T7 20RO H
NIEZ, R E LCTH, TSRO LN, FREEERBGER D, A1 V7 ntT A
BT X280 %, FIERE GEmms) . g OFiiia 2 i) | k8 CRmaEZmsE: 7 v
M) U o PEMaNE2E) . + 18R OZElE (B ZEhafk) W ONC i (R inekH i
TUHESE - v U ) AZFRO LIz, FSAME, MRk ENE BRI T 2 B K OB R FE IR
DHNTeNoTz, Ty MERWEREABRERRICBW T, WESEEE (20) B Lh
Too U X EROIRABERR CIHMETEHIRD DR o7, BRELEZAERIT, &
R THR LN EHEEED O bR/ MEIXT v b E AW 2 ERIEMEREN S AEDFE B O
0.9 mg/kg (KHE/H Th o7 Z &b, TAERILE U TLE4RE 100 TR L 72 0.009 mg/kg 1K
H/HEZTA— HERE (ADD L& E Lz,

T, AV uktT AOBBROKESEICL Y AT DA DS D IR 5 %
RN O/ NEEED O biMEIX, 7 v ERAWERARBERBOLK N HX 52 v
AEFERBOOEEIER 7.5 mgkeg (AEHE/HTHY ., BOOLNEFTRIZT v F CTIHBE O
oo (Z5) %, UvFTIIREOMIERER/EGHAE T T2 b, Him X
IR LT D ATREE O & 2 etEicxt 3 2 2l & (ARD) 13, T ERILE LT, &
%55 100 THRL7- 0.075 mg/kg ARE LR E Lz, 7o, —MROEMICH L TE, 4 XZHW
7290 H M HEAMEFEM B OERE MR TH S 15 mgkg RE/H ABILE LT, 22425100 T
B L7z 0.15 mg/kg RE A ARID &3 E L7z,

Ugln : 7 V7 v VERIAA IR
-10 -
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(URL : https://www.fsc.go.jp/fsciis/evaluationDocument/show/kya20240612078)

A V7 uatT AEIRFEREZ At m iR, BB L R W ErE S Ak
RERDORE R AR 5-1 1T,

3 5-1 : ARGy O FEM R 0 s A

SR

FRBR

Beh i
(mg/kg &)

LDso X 1% LCso

Bl s ER

Ftia s yuk: A
vk

=2 RN

Lot. SMU5IP15011
ML 96.5%

GLP (&%l 5-7)

W 2 1750, 5000

LDso

>5000 mg/kg /A

FER B OBETHI7e L

SERS D

7 v b

=2 RN

Lot. SMUSIP15011

ML 96.5%
(&*}5-8)

M - 464, 1000, 2150,
4640, 5000

LDso

4570 mg/kg (R

5000 mg/kg A EE
BREBIK NS 5 B%)
4640 mg/kg K
SRR OB, Fy5, SXORE RGO W0GY
(&5 3~7 B#)
2150 K TN 4640 mg/kg (R E
WEBAD S 7 H%)

2150 mg/kg RE LA ECIELH

MR B
vk

;=2 RN

Lot. SMU5IP15011
HIEE 96.5%

GLP (&*%}5-9)

ERE © 5000

LDso

B © >5000 mg/kg
LNEEN

FER B OBETHI7e L

SR AT
(=7 u )L

Z v b

-2 SIRLN

Lot. SMU5IP15011

ML 96.5%

GLP (&¥}5-10)

WERE - 4.62
(G5B RER)

4 [R[# LCso

HERE : >4.62 mg/L

WERE 5 IPERT . AR BN

HfE : 4.62 mg/L CHI

R

R RGN

A

-2 SIERLN

Lot. MEQ-02794-09
M 96.5%

GLP (&%} 5-11)

FFEMEIERR D S e o Tz,

AR

A

JRIRJFU A

Lot. MEQ-02794-09
L 96.5%

B ORIPENTRD S LTz,

-11 -




A V7 vt T AORBIEFROKBUTLR 2 3RS
TRMTAE6 ] 12 B BEEEREMFHRS RSB 2 BURAE S (5 24 D)

GLP (&¥}5-12)
FeERAEMSE (LLNA %) RN TR Bz,
<7 A
SR A
Lot. SMU5IP15011
HIEE 96.5%
GLP _ (¥#} 5-13)
W intE
R HERR R it g

1 ISR IE H(in Salmonella typhimurium O7L— Rk faik
Vitro) (TA98.TA100, TA1535, TA1537 k) 3~5000 pg/7 L — b (+/-S9)
=3 SN Escherichia coli Q7L A vFaX—ag ik
Lot. SMUSIP15011  |(WP2/pkM101, 3~5000 pg/~7 L — b (+/-S9)
ML 96.5% WP2 uvrA/pkM101 ¥£)
GLP (&¥}S5-21)
IR IEIRIE Ee(in S. typhimurium O7L— Rk R
Vitro) (TA98,TA100, TA1535, TA1537 k) 3~5000 pg/7 L — b (+/-S9)
Ji- 2 /HRE E. coli Q7 VA rFa—vgrik
Lot. 05183-TB-185  |(WP2/pkM101, 33~5000 pg/7 L — k(+/-S9)
ML 96.1% WP2 uvrA/pkM101 ¥£)
GLP (&¥}5-22)
BAR TR <7 A Y L RfERE 4 R AR =43

(U RV 74— |(L5178YTK*") D3.9~62.5 pg/mL (+/-S9)
~ TK) @15.5~77.5 pg/mL (-S9)
Lot. SMUS5IP15011 7.8~62.0 pg/mL(+S9)
HEE 96.5%
GLP (&¥}5-24)
BIA IR ~ 7 A L ERE 4 TR LB Faik

(v U2V 7 % —|(L5178YTK™) D7.5~60.0 pg/mL (+/-S9)
~ TK) ©@12.5~60.0 pg/mL (+S9)
Lot. 05183-TB-185
M 96.1%
GLP (&¥}5-25)
PARERE N b NARAEI Y > ER 4 TR AL B Faik
Lot. SMU5IP15011 (D4.3~23.0 pg/mL (-S9)
HLE 96.5% ©@7.5~80.6 pg/mL (+S9)
GLP (&8} 5-23) 22 IRpfH LR

6.4~34.4 pg/mL (-S9)
/K% (in vivo) Wistar Hannover 7 b (& #lffE) 500, 1,000, 2,000 mg/kg ARE Ptk
SRR (24 FFEIEIRG, 2 Bk A5, Rk 5 24
Lot. SMUSIP15011 e P 2% LB HR)
HLEE 96.5%
GLP (&¥}5-26)
F T L O3 A
- hE NOAEL LOAEL _
HE (mg/kg RTE/H) (mg/kg RH/H)|(mg/kg (RH/H) i

2 4 MERE - 0. 20, 50, 150 ppm |[RAERR NG |KEKAERE |[KER D5 EERBRE
BAERE mPEREREE | MR 150 ppm
BehE  |ER D B G R EREREE  |ME 27 1 - 8.1 HE - NEBERLO TR ZE fadl, R
FEMANE  HE: 0, 11, 27, 8.1 - 103 - - e, R LRk
(i) M -0, 14, 34, 103

-12 -




A V7 vt T AORBIEFROKBUTLR 2 3RS
TMTAEG6 ] 12 B BEEERM TR RSB 2 BERAE S (5 24 )

v b TN ANE FEDS A FE AMERER A
BEEFR | RAAMERBRE B B 150 ppm
Lot. HE 0, 09, 2.3, 7.0 T : 0.9 M ;2.3 I : WBC, Lym, Neu } U Mon ¥5/)1,
SMUSIP15011 | : 0, 1.2, 3.0, 9.2 I : 3.0 M 9.2 Hb J OV Ht 8, R 20, K
HEE 96.5% B BT R AR
GLP 3 IIE)

&k 5-27) i RET ok

50 ppm UL |k
HE - AR ZE i b
FMANMEITFRD HI7e o7z,

6. AR oENE
BIROBEICHW LN A VU7 at T AOEKFIKPIZER STV D ARMMICIZ, &
BT REFHEATHAMBDITED Lo Tz,

7. BREREOREM

FRIEOBEEIZH BN D A Y v 7 vt T Ao RIEFE & FMERERIC O b7 BRER IR,
T OMB K OEME A L L7 R, RS Ch oz,

-13 -



A V7 ut T bOREFROBKIER 2 R

SFT4E6 H 12 H
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FEAE R
v FE, i GRS OS5 )
%% W |RBRR, REEES TR
GLP H&IRIL (LERBE) | AROFHE
JERFR DM IR D FEREEH (/7T A
— oss EMKPEGWHE - ZRRREZSEIRR, MSATBUE NRMOKPEE B 2 2Bt
P —
R
AV 7 at T KAFER O OFFER O OE A RECET 2 MG E AT AT
2-1 2023 | r Va2V SUkkRSH X
FAF /(FK)
SYNS547407 - Vapour Pressure AR DTS
3-1 |2017 |Syngenta Biosciences Pvt. Ltd., SMG14076 bk
GLP, RAFE )
SYN547407 - Determination of Melting Temperature AT DS
3-2 (2017 |Envigo Research Limited, QD17QM bk
GLP, RAFE )
SYNS547407 - Determination of Boiling Temperature AR AR
3.3 2017 |Envigo Research Limited, SG92NR . * ¥
GLP, K% /()
SYNS547407 - Safety Study AR AT
3.4 [2016 |Syngenta Technology & Engineering, HT16/563 . * ¥
GLP, RA% /()
SYN547407 — Solubility in Water AR AT
3.5 |2017 |Syngenta Biosciences Pvt. Ltd., SMG14120 ; * ¥
GLP, A% /()
SYNS547407 - Solubility in Organic Solvents AR AT
3.6 [2017 |Syngenta Biosciences Pvt. Ltd.., SMG14077 . * ¥
GLP, K% /()
SYN547407 - Determination of Dissociation Constants in Water A AR
3-7 |2017 |Envigo Research Limited, YJ47SY X * ¥
GLP, A% /()
SYNS547407 - 1-Octanol / Water Partition Coefficient AR AT
3.8 (2017 |Syngenta Biosciences Pvt., Ltd.., SMG14121 . * ¥
GLP, RAF /()
SYN547407 - Hydrolysis of “C-SYN547407 T A
3.9 (2019 |Innovative Environmental Services (IES), Ltd., 20160233 . * ¥
GLP, A% /()
SYN547407 - Photolysis of *C-SYN547407 in pH 4 Buffer Solution A AR
3-10 2021 Innovative Environmental Services (IES), Ltd., 20160284 . * :
GLP, RAF /()
SYNS547407 - Spectra AR AR TS
3-11 |2017  |Syngenta Crop Protection AG, CHMU170028 ()
GLP, RAFK
SYNS548088 - Vapour Pressure AR DTS
3-12 |2021  |Syngenta Biosciences Pvt. Ltd.. SMG16644 bk
GLP, RAFK )
SYN548088 — Determination of Melting Temperature AR DS
3-13 [2021 Covance Laboratories Limited, 8450428 bk
GLP, RAFE )
SYN548088 — Determination of Boiling Temperature AR DS
3-14 (2021 Covance Laboratories Limited, 8450424 bk
GLP, RAFE )
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SYNS548088 - Thermal Stability / Stability in Air AR AT
3-15 |2021  |Syngenta Technology & Engineering, HT20/584 ()
GLP, RAFE
SYN548088 - Solubility in Water S gt e
L A2 VAR T8
3-16 |2021 Syngenta Biosciences Pvt. Ltd.., SMG16642 V(HE)
GLP, RAFE
SYN548088 — Determination of Solubility in Organic Solvents AR AT
3-17 |2021 Covance Laboratories Limited, 8450430 V(HE)
GLP, RAFE
SYNS548088 — Determination of Dissociation Constants in Water AR AT
3-18 |2021 Covance Laboratories Limited, 8450431 V(HE)
GLP, RAFE
SYNS548088 - 1-Octanol / Water Partition Coefficient s s
L VA2 MR A
3-19 |2021 Syngenta Biosciences Pvt. Ltd., SMG16643 V()
GLP, RAFE
SYN548088 — Hydrolysis of SYN548088 in Sterile Buffer at pH 4, 7 and 9 AR AT
I
3-20 |2021 |Innovative Environmental Services (IES), Ltd., 20200517 (F)
GLP, RAFE
SYN548088 — Photolysis of SYN548088 in pH 4 Buffer Solution AR AT
I
3-21 |2021 |Innovative Environmental Services (IES), Ltd., 20210254 V()
GLP, RAF
SYN548088 — Spectra LS S e
. AR MR 08
3-22 |2022  |Syngenta Crop Protection AG, CHMU200808 ()
GLP, RAF
SYNS548089 - Vapour Pressure LS S e
L AR MR 8
3-23 (2021 Syngenta Biosciences Pvt. Ltd., SMG16647 ()
GLP, RAF
SYN548089 — Determination of Melting Temperature o s e
L. AR MR 8
3-24 |2021 |Covance Laboratories Limited, 8450417 ()
GLP, RAF
SYN548089 — Determination of Boiling Temperature LS S e
. . A AEZ VAR EA
3-25 |2021 Covance Laboratories Limited, 8450418 ()
GLP, RAFE
SYN548089 - Thermal Stability / Stability in Air LS S e
s VA2 AR
3-26 |2021  |Syngenta Technology & Engineering, HT20/585 (HE)
GLP, RAFE
SYN548089 - Solubility in Water S gt e
L A2 VAR T8
3-27 |2021 Syngenta Biosciences Pvt. Ltd.., SMG16645 V()
GLP, RAFK
SYN548089 — Determination of Solubility in Organic Solvents AR AT
3-28 |2021 |Labcorp Early Development Laboratories Ltd., 8450422 V(HE)
GLP, RAFE
SYNS548089 — Determination of Dissociation Constants in Water AR AT
3-29 |2021 Covance Laboratories Limited, 8450423 V()
GLP, RAFE
SYNS548089 - 1-Octanol / Water Partition Coefficient s s e
L VA2 MR A
3-30 |2021 Syngenta Biosciences Pvt. Ltd., SMG16646 V()
GLP, RAFE
SYN548089 - Hydrolysis of SYN548089 in Sterile Buffer at pH 4, 7 and 9 AR AT
I
3-31 |2022 |Innovative Environmental Services (IES), Ltd., 20210251 V(F)
GLP, RAF
SYN548089 — Photolysis of SYN548089 in pH 4 Buffer Solution AR AT
I
3-32 |2021 |Innovative Environmental Services (IES), Ltd., 20210255 Y (H)
GLP, RAF

-15-
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SYNS548089 — Spectra s s e
. VA2 AR

3-33 |2022  |Syngenta Crop Protection AG, CHMU200810 ()
GLP, RAFE

SYNS548090 - Vapour Pressure
3-34 (2021 Syngenta Biosciences Pvt. Ltd., SMG16638
GLP, RAFE

ARV AR TS

Y(FR)

SYNS548090 — Determination of Melting Temperature Final Report
3-35 |2021 Covance Laboratories Limited, 8450397
GLP, RAFE

AR VZ VAR

/(FR)

SYNS548090 — Determination of Boiling Temperature
3-36 |2021 Covance Laboratories Limited, 8450398
GLP, RAFE

AR VZ VAR

/(FK)

SYNS548090 - Thermal Stability / Stability in Air
3-37 |2021 Syngenta Technology & Engineering, HT20/586
GLP, RAFE

AR VZ VAR

/(HK)

SYN548090 - Solubility in Water
3-38 (2021 Syngenta Biosciences Pvt. Ltd., SMG16636
GLP, RAF

AR VZ AR

/(1K)

SYN548090 — Determination of Solubility in Organic Solvents
3-39 (2021 Labcorp Early Development Laboratories Ltd., 8450404
GLP, RAFK

AR VZ AR

/()

SYNS548090 - Determination of Dissociation Constants in Water
3-40 (2021 Covance Laboratories Limited, 8450405
GLP, RAK

AR VZ AR

7 (H)

SYN548090 - 1-Octanol / Water Partition Coefficient
3-41 |2021 |Syngenta Biosciences Pvt. Ltd., SMG16637
GLP, RA#

AR VAR

/(H)

SYNS548090 - Hydrolysis of SYN548090 in sterile Buffer at pH 4, 7, and 9
3-42 |2022 |Innovative Environmental Services (IES), Ltd., 20210252
GLP, RAEK

AR VAR

/(HR)

SYN548090 — Photolysis of SYN548090 in pH 4 Buffer Solution
3-43 12021  |Innovative Environmental Services (IES), Ltd., 20210256
GLP, RAFE

ARV AR

/(FR)

SYNS548090 — Spectra
3-44 |2022  |Syngenta Crop Protection AG, CHMU200809
GLP, RAFE

ARV AR TS

/(FK)

SYNS548091 - Vapour Pressure
3-45 (2021 Syngenta Biosciences Pvt. Ltd.., SMG16641
GLP, RAFK

AR AR TS

/(FK)

SYNS548091 — Determination of Melting Temperature
3-46 (2021 Covance Laboratories Limited, 8455728
GLP, RAFE

AR VZ VAR

/(FK)

SYNS548091 — Determination of Boiling Temperature
3-47 |2021 Covance Laboratories Limited, 8455729
GLP, RAFE

AR VZ VAR

/()

SYNS548091 - Thermal Stability / Stability in Air
3-48 |2021 Syngenta Technology & Engineering, HT20/587
GLP, RAFE

AR VZ VAR

/()

SYN548091 - Solubility in Water
3-49 (2021 Syngenta Biosciences Pvt. Ltd., SMG16639
GLP, RAF

AR VZ AR

/()

SYN548091 — Determination of Solubility in Organic Solvents
3-50 (2021 Covance Laboratories Limited, 8455732
GLP, RAFK

AR VZ AR

/(H)
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SYN548091 — Determination of Dissociation Constants in Water AR AT
3-51 |2021 |Covance Laboratories Limited, 8455733 ()
GLP, RAFK
SYN548091 - 1-Octanol / Water Partition Coefficient S gt e
. A2 VAR T8
3-52 |2021 Syngenta Biosciences Pvt. Ltd.. SMG16640 V(HE)
GLP, RAFK
SYN548091 — Hydrolysis of SYN548091 in Sterile Buffer at pH 4, 7 and 9 AR AT
3-53 (2021 Innovative Environmental Services (IES), Ltd., 20210253 V(HE)
GLP, RAFE
SYN548091 — Photolysis of SYN548091 in pH 4 Buffer Solution AR AT
3-54 (2022  |Innovative Environmental Services (IES), Ltd., 20210257 V()
GLP, RAFE
SYN548091 — Spectra s e e
. AR MR 08
3-55 (2022 Syngenta Crop Protection AG, CHMU200811 V()
GLP, RAF
Isocycloseram - Analysis of Five Representative Batches AR DTS
4-1 2019 Syngenta Crop Protection, CHMU190291 .
GLP, kA% /U)
Isocycloseram - Analysis of Five Representative Batches S AT
42  [2019 |Syngenta Crop Protection, CHMU190292 .
GLP, RA% /()
BEHEGHEE Vv rukTs BREEERS
5-1 2025 N -
SYN547407 - Pharmacokinetics of [Methylphenyl-“C]-SYN547407 Following Single AR AT
5-2  |2017 |Oral and Intravenous Administration in the Rat .
GLP, #/A% /()
SYNS547407 - The Absorption and Excretion of [Methylphenyl-'“C], [Halophenyl-'*C]
and [Oxoisoxazolidinyl-'“C]-SYN547407 Following Single Oral Administration in the ~ |V/¥" zV/}¥" ¥)
5-3 2017 Rat )
GLP, RAFEK
SYNS547407 - Tissue Depletion and Elimination of [Methylphenyl-'“C]-SYN547407 T AT
5-4 2017 Following Single and Multiple Oral Administration in the Rat .
GLP, A% /()
55 |201s SYN547407 — Biotransformation of ['*C]-SYN547407 in Rat 22 YAR Y
GLP, K% /()
s |o16 SYNS547407 - Quantitative Whole-body Autoradiography in the Rat Following Single A2 AR
Oral Administration [Methylphenyl-'*C]-SYN547407GLP, RAZ Y(BR)
s7 |ole SYN547407 - Acute Oral Toxicity Study in Rat (Up and Down Procedure) AEYZ VAR O
GLP, RO V(FR)
ss |01 Acute Oral Toxicity Study of Isocycloseram TC (SYN547407) in Rats A2 AR A
RAF V(EK)
59 |06 SYNS547407 - Acute Dermal Toxicity Study in Rats 22 VAR 0N
GLP, K% /()
510 |2017 SYNS547407 - Acute Inhalation Toxicity Study (Nose-Only) in the Rat AEYZ AR TN
GLP, K% 7 (FF)
s11 bois SYNS547407 - Primary Skin Irritation Study in Rabbits A2 AR 0
GLP, K% 7 (FF)
SYN547407 - Acute Eye Irritation Study in Rabbits AR VAR O
51212015 Grp e o(H)
513 2017 SYN547407 — Local Lymph Node Assay in the Mouse A2 RN
GLP, RAE /(FR)
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14 |ho19 SYN547407 - A 13 Week Oral (Dietary) Toxicity Study in the Rat 2222 AR
> GLP, HA% S
5 o7 SYN547407 - 28 Day Oral (Dietary) Toxicity Study in Rats A2 AR A
>-15 GLP, Hn% )
2019 SYN547407 - A 13 Week Oral (Dietary) Toxicity Study in the Mouse ARV VARV
>-16 GLP, Rir V()
517 |2015 SYN547407 - 28 Day Oral (Dietary) Toxicity Study in Mice A AEYZ AR TN
- GLP, RA% /()
518 2019 SYNS547407 - A 13 Week Oral (Capsule) Toxicity Study in the Dog D AEYZ AR TN
) GLP, RN V(FR)
19 |o19 SYN547407 - 28 Day Oral (Capsule) Toxicity Study in the Dog A2 AR
> GLP, A% S
20 12019 SYN547407 - Toxicity Study by Dermal Administration to Han Wistar Rats for 4 Weeks [V//¥" z/}¥™ 4
> GLP, Rird V()
2016 SYNS547407 - Salmonella Typhimurium and Escherichia Coli Reverse Mutation Assay ARV VARV
>-21 GLP, Rur# V()
SYNS547407 tech. - Salmonella Typhimurium and Escherichia Coli Reverse Mutation AR DTS
5-22 |2019  |Assay .
GLP, A% /)
593 2016 SYN547407 - Chromosome Aberration Test in Human Lymphocytes /n Vitro AEYZ AR TN
) GLP, RA% /()
SYN547407 — Cell Mutation Assay at the Thymidine Kinase Locus (TK*") in Mouse AT DS
5-24 (2020 |Lymphoma L5178Y Cells :
GLP, RA% /()
SYNS547407 tech. — Cell Mutation Assay at the Thymidine Kinase Locus (TK"") in Mouse AT DS
5-25 (2019  |Lymphoma L5178Y Cells X
GLP, RA% /()
596 2016 SYNS547407 - Oral (Gavage) Rat Micronucleus Test 22 YA 0N
- GLP, RN V(FR)
SYN547407- 104 Week Rat Oral (Dietary) Carcinogenicity Study with a Combined 52|, .« | ..+,
s VVAESY VAR
5-27 2019  |Week Toxicity Study :
GLP, HAH /()
58 2019 SYN547407- 80 Week Mouse Oral (Dietary) Carcinogenicity Study A2 AR
> GLP, HA% (KR
SYN547407 — 104 Week Rat Oral (Dietary) Carcinogenicity Study with a Combined 52 AR AT
5-29 2022  |Week Toxicity Study and 80 Week Mouse Oral (Dietary) Carcinogenicity Study .
RF /()
30 |2019 SYNS547407 - Oral (Dietary) Two-Generation Reproduction Toxicity Study in the Rat A2 AR
> GLP, HA#% S
SYNS547407 - Enhanced Oral (Gavage) One-Generation Reproduction Toxicity Study in|,, .« . .,
VARV VAR A
5-31 |2018 |the Rat .
GLP, KA% /()
1 12019 SYN547407 - Oral (Gavage) Prenatal Developmental Toxicity Study in the Rat 22 VAR 0N
> GLP, Rir# V(R
SYN547407 - Oral (Gavage) Dose Range-Finding Prenatal Developmental Toxicity Study|, . .« . ,.~,
. AR VZ VAR
5-33 |2015 [in the Rat .
Rk /()
SYN547407 — Technical Position on the OECD 414 Prenatal Developmental Toxicity S pS e
. AR VZ VAR
5-34 (2020 |Study in the Rat ‘
Rk /()
2017 SYN547407 - Oral (Gavage) Prenatal Developmental Toxicity Study in the Rabbit ARV VAR VN
3-35 GLP, Rix# V()
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SYN547407 - Oral (Gavage) Dose Range-Finding Prenatal Developmental Toxicity Study AR AT
5-36 [2015 |in the Rabbit X

FenFE /(FR)

SYN547407 - Neurotoxicity Study by a Single Gavage Administration to Han Wistar Rats AT DTS
5-37 (2016 |Followed by a 14-Day Observation Period X

GLP, RAH /)

SYN547407 - Neurotoxicity Study by Dietary Administration to Han Wistar Rats for 13 AT DS
5-38 |2019  |Weeks :

GLP, RAH /)
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