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Felbamate Suspension Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
4.0 2023/09/30 2364254-00013 E R B: 2018/01/11

1. t#RKRUEH1ER

EEHDBATE . Felbamate Suspension Formulation

HficEORLAH. FRRUEEES

HBEEBEBOSHET . Organon & Co.
eSS : 30 Hudson Street, 33nd floor

Jersey City, New Jersey, U.S.A 07302
BEES © +1-551-430-6000
BEFA—ILTKLR : EHSSTEWARD@or ganon. com
RREREHEES © +1-215-631-6999
HEAZRUEREOHIR
HAE A& D EEH
FHLDOHIE COIEERE

2. BRAELEOEY

LR D GHS 238
GHS P BRI L LAY,

GHS 5 RLEHK
NF—RERTEY FTS L, ZEREOERE. NF— FRT— AV L, ZBEEIFE

GHS AMEIZEZ Y LBV MEDRRAEN
MRTL,

3. MERUHSER

EEHE - EEHOR . EEY

5

=22 CAS &S EHE (% w/w) BIRAREE
£S5

Felbamate 25451-15-4 >=10-<20

t)LA—X 9004-34-6 >=1-<10
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RE= WETH: BEES: AIEIZRET H: 2023/04/04
4.0 2023/09/30 2364254-00013 MEER H: 2018/01/11
4. [GREE
WA L=BE RVRAATIZE. FLCERDER~BET 5,

REIZftE LGS
RBICA-B&

RARATEBE

BMERRVCEREERDR

HEELTRHIRER
WREEZY 2EDRE

EEICH Y HHFRTTERE ¢

ERDNBEN DB EICIIERHETZEZRIT 5,
FHEE L LT, KERBETHES,

ERNBEN DB EICIERUETIEIRERIT 5.
FOHEEL LT, KTREESET S,

RFAH Y BRI 2EBICIERKETEREZIT 5,
RAAATGE . BEICHEM L,

EERDBEN DB EICIIEREETZEZRT5,
KTAZELLCTT

HMEZTL,

HEMGLICHT 2FHLGRELDIERIDEHY FEA,
XEHREBSURMEREZER TS &,

5 KKFFDIEE

Y 75 KA

0 TIEAR B 7R LVH K
BREORIKRESTE
BERBERIEY

BRAEDHKAE

HRETSEBEDRE

JKIE$E

fit 7 JLa—)LEH k|

bR (C02)

3 2R 5 K H

MEGTL,
RIEERD~DRBIIBEICEZREZEITIEELH D,

RFREIEY
EHREEH NOx)

RGO & BDRKRICIE C CGEYGEKFERZANS,
RAHDBRZE AT D=DITKEEZET %,
ZETHNIERBIEI VT FERKEEL BT,
KMo RBESEDH &,

HAEPRICEBEIZRLT BRATREEZEET 5.
REEZFERT D,

6. RHUFFOHEE
AKIZH T DIFEER., REE

BRUVRAREE

RIEICHT HEEEE

REGIMYRVDT KA( X (EE T £38) . EARE
EOHBEHEICEN (BB 8 £5H) .

REANDOBREZEITEH L,

REFHRLTHL, INOIENZLED S,
LEBEICIEEDIDEHRSC HLERADELIEFAILN)TRRE
12&%),

FERINERFKEREL. LHT %,

FRHEME LK EURTELEVEEIL. HAFBBRICSERT 5,
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HLAHORVHEDHFERD @ FTEELGRIRM TRSE 5,

2 SEICCENIGE. BHRIZEESFOHEYLH LADFE
ZELT, GADLBWVESICTSHIE, BHREICERALEE
HERVTTROWEIFDZENTERHEICIE, BUL-Y
Bz BULERBNIRET D,

REME BRI TRET 52 &,

ABBEME. BEIT DIEICE, FMFRARESIVEDOR
BlIcfE-TRESH L, ZOREICERSALHEICON
THLRHETHD. EQORANBERSINEINZHRT HLEN
Hd.

ASDSDIER 13HBLV L ITENT, ABRBRELVED
ERHFDEHDHY o

1. BREVWVERUVRELOIE

;67 4R

B AT R *F 3R XK ERLRUVREREDEDRERRESHE,

BrER, 2B D EYEBRREBEOTCOAERT S,

ZEREESEIE . BESBEREORRICE DT, EEXEHOBLERLURE2MED
ETHREICHVERYKS &
FNOREMEHLL, RE~NOBREZHR/MRICTIELSFE
295,

Y fih [ 8% D OERIEH

BA XK D BEOFERTPICIEEMEADIXS EDOTRESELH SHIGEIL.
EEBFROELICTA ISV T VRTLELIURED Y
D—%HJ/EBELTLEEELY,
FRABIHRERUVEEEZZILT 5,
BEINERKRITIBERAT DHICKET S &,
77U TADHBMEARL—TavCFk, ToP9=70
vha—)L, BEUIGEASLESRE, BULGKRLES LVFE
FBREFIE. EXEHEER. EREREEERIOEROL
Exa—%EOCRELHYET,

RE

RELGRESH D BEYESRILODWVERRBIZANRTH <,
ZEOREIZH->TRET 5,

BRI MmE D OROBRBEEO SO L LITERE LA
TR ELEH

RELBRRAEMH OBIBUOME: R L,

8. [F<EMLEUREEE

ERRBEICE T IR HRERR/HFRRE

| Bi5 | CAS &S | 512 (BER | cEEE L5 | Ha
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Felbamate Suspension Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/04/04
2023/09/30 2364254-00013 EAER B 2018/01/11
RE) EIHBEE
Felbamate 25451-15-4 | TWA 400 pe/m3 (OEB | A&
2)
EILO—X 9004-34-6 | TWA 10 mg/m" ACGIH
BiEAE SHEEZEEIBZICIKENLGEIOC=7Y VO EEELY
SERMEERALET B, EEHSAELGWNI A v Y ERER
1) o
BE. HEERLUEBEERETAED. @TIUSZTYY
JEBIZMBHRFICEYERESH., WP EBERICHVER SO
BRENHYES,
EREFETOARL—L a3V THNIEERNLZINEHFIZHELE L
E A,
#REA
RO FRRER BULEFHREEAFATELRWMES., FHIFIECETE

THENA FS 4 D OBERANDIE S BAREINGE K,
RREFEEZERALEL LS,
WHFREAERESAOES 1T

GESRESES

Y4 Fo—IL RFERERBEDL LIZT—IILEEFRT 5,
FEREL L IIHEERICEROZVMRE, S X+, T 70Y
W ENRET HEEE. BRIV ILEERT 5.
MLA. SR, L LI 7OYVILICEAEEES LSS
AR HBIBERIE. FJ—AL—ILFEL LLIZFDEHID
L7z —RBOTOTFIavEFBRLELLS,
A=T7A—LH LLIEEBREAI—FEFRALEL LS,

9. MEMETLEHEE

MEIRE

&

R
RhoLEs0WEDIE

AR R E R

BRXITE R KRV

AIAE (ER, =KD
AIRE GRIK)

BAR
EvoimofzR—Ta

F—aHL
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Felbamate Suspension Formulation

R ZE =

4.0

;ETH:
2023/09/30

BBES
2364254-00013

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERA: 2018/01/11

BRETRARVERLRE AIARR

1RGO LR/ AIRER @ T—4274L

&

IREGEHEDOTR/AIATER @ T—4274L

&
5l A F—A1L
DFREE F—A1L
pH T—A3HL
RRERE T—27%L
BARAFENEE T—27%L
FhHE

EFLE (LR T—27%L
BRRE

KiztE F—ALL
n-4%4 4%/ —IL/ KD EZRE JEZY
(log &)
ERE T—27%L
FZERV/XITHENZE

tbE T—27%L

HE T—R7%L
HRHRFE T—R7%L
IRFEAFE JEIRF
iR ks AB S XEEEMEME & LTIEDEINAL,
P4

FFHA X JEZY

10. REMRURIGHE
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RES WETA: BIERE BIEIRETA: 2023/04/04
4.0 2023/09/30 2364254-00013 EAER B 2018/01/11
RIS D RIBHERE LTI EI NG,
=20k D EEOWRETIHRE,
ERAEERICEREE D BUOEBIERIERIGT B EAH S,
HITHAREEHE D mMRAL,
EfRfEE M E D OEBMER
BREELRERY D BREELGSBEERMIIAM SN TLELY,
1. AEHEHR
AREHEOHH5REZKROER © RA
R E
£
RICA--1B4&
2SN
FIFAEE SRR S CRY HETEHL,
0%
Felbamate:
SMEEE #0) : LD50 (3w k): > 5,000 mg/ke
LD50 (™ R): > 5,000 mg/ke
£LO—2X:
SMEEE o) : LD50 (5w k): > 5,000 mg/ke
SMEE BA) © LC50 (T k):> 5.8 mg/l
REE=EREME: 4 h
HERRE - MCA/S X b
AMEE (BR) © LD50 (*55): > 2,000 mg/kg
EEERY /RHE

HAT A ERICE S CRY SETEALL,
RICHT 3 B RGBT
HAT A ERICE S CRY SETEAL,
PR SRR X I B R 1

BB
FATRAERISES CRY SETELL,
PRI

MR HEATERICE S CRY SETELL,
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Apuhlic

-5 ORGANON

RE= WETA: BEES: AIEIZRET H: 2023/04/04
2023/09/30 2364254-00013 MEER H: 2018/01/11
4EfaE R R

FIFATREAIEMICE DR Y ETEAL,
5

Felbamate:

in vitro TOEGEM D HREBAYA T MEMERWDSERREAZTERE (AMES)
R
REBEA T REBRERE
R

+Z)L0—X:

in vitro TOEESME D BEBRAA T MEMERANSEIRERE RS (AVES)
R e
HERA A 7 in vitro HELEMHIEGFEEHR
R fE

in vivo TOEEEMN D HERA 4 T HELEYRMBK/MZEER (in vivo HilAE MR
E®)
B.YvIR
BERK SR AATEEE
R e

BHRAM

FIATRELIERICEDOCB Y SETEAL,
B4

Felbamate:
[ DOWYYR
B 5% - u
IR ERRE : 9258
LOAEL : 300mg/kg AE
(LA DR
[ DSy k
BE5ZR ©#0a
i 3AliEd | © 104 58
NOAEL . 30mg/kg AE
=l L OBHE RBE
= . BHES
I0—X:

ll& L Sy k

7115
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RES WETA: BEXE: BTEIERET A: 2023/04/04
4.0 2023/09/30 2364254-00013 EERE: 2018/01/11

BRERZK RARAATEBE

IR ER 712 58

SR (=X

STEEM

FIBTEE A ERICESRYSETER L,

5

Felbamate:

PEIRICK S DR &

£)I0—X:
HIRICX 9 58

FERMRBSTE (HEIT<E)

HERA A T EEA

B oy bk

BE#K 0

S 5B H3: NOAEL: 1,000 mg/kg AE

5 BELGEEEREIRESAGEM o1

HER2 A T RE

oy bk

BREZK &0

FAZ 4 NOAEL: 500 mg/kg 1AE

R BLLEZBREODAKE, , RERLFRNDEETLEEL
BAREHENSWEEICOAHHBEL -,

HEs 4 T %E

B oyx

REREK &0

FAEEM: NOAEL: 300 mg/kg AE

R EEHEFRANDEELEEIBARSHEENTEEIC
DHFIBAL 1=,

HEBRY 4 T — R EEEEHER

B oy bk

BERK: A AATZIGE

R et

HERA2 A T 2FEEESN / EHERE
B Sy bk

BERK: A AATZIEE
R

FIRARRELERICEDCRY DETELRL,
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4.0

BBES
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;ETH:
2023/09/30

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERA: 2018/01/11

FERMEHRSE (REICR)

FIATREAERICEDCRY AFETELL,

RERESEH
B4

Felbamate:

2

NOAEL

& 5%
i 5= B R
TZ RO AR
55

2

NOAEL

& 5%
R & B
TZ RO AR

2

NOAEL

R EREH
R 55 e ]
OIS
&%

2

NOAEL

R EREH
R 55 e ]
OIS
5%

)IO0—X:
[

NOAEL
BE5ZR
IR EER

RAAREH

vk

100 mg/kg

#0o

3 48

FFF Ak

BB DEZTDEZN,

PN

280 mg/kg

#0o

3 48

FriE, SiRmER

vk

30 mg/kg

#0o

1 &

FFF Ak

BB DEZTDEZN,

X

30 mg/kg

#0o

1 &

FFEE, FR#EER
BBRDEZTDEZN,

vk

9, 000 mg/kg
RAAATEEE
90 Days

b\

FIARRELERICEDCRYDETELRL,
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RES ;ETH: BEES: RIEISRET B: 2023/04/04
4.0 2023/09/30 2364254-00013 #EERLB: 2018/01/11
AEIZH T B REBHER
B%:
Felbamate:

“ﬂﬁﬁhﬁ%@

Rl RR: AR
fER: BRTR,

12.

Felbamate:
y:Eis

(s e aY=—3 3

)O0—X:
BEMN

BREMY - Y
B4
Felbamate:

"7}<EP’C°0)§£E'I‘$

£)10—X:

"Eﬁﬁﬁ
SHEEYE
5%

Felbamate:

"n—?rb 87—V KD ERE

(log &)

SUOVIAFEQKEERHEY ¢

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
IREERFRE: 96 h
7#i%: OECD HE&H A K54 > 203

EC50 (Daphnia magna (F#4 =<2 >3)):> 100 mg/|

BREERFME: 48 h
7% OECD HBRAA K54 > 202

LC50 (Oryzias latipes (F1A 4 #)):> 100 mg/|
BREERFRA: 48 h

wE: BT IMEMSBOAT—RIZEDL

MK SME: < 10 %5 d)

HR: BRI,

log Pow: 0. 381
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Felbamate Suspension Formulation i ORGANON
RES HETH: BERE BTEIZET B 2023/04/04
4.0 2023/09/30 2364254-00013 #EERLB: 2018/01/11
TEDOB B
T—R%L
FIVVB~DEEH
JEEL S
hoEECE
T—R7%L
13. EELDIE
BEEAE
HRBEEY A BEAKRORGEIH LT S,
BEME T RKAHBEE L TIEE LA,
FERBRUOBE ZORBIE. VHAM I LFELIBEREOLOIC, BAE2I(T]=
BREWMNEEEICRTET 5.
BICIEENEVGES., REAMELTEET S,
14, X EDIE
EFER
e _E &% (UNRTDG)
EEES JEEL S
E&E#i% 4 (Proper shipping JEEZ S
name)
=& 5 %8 (Class) JEEZ Y
Bl RfERRTE (Subsidiary risk) JEEZY
B2 ZE K (Packing group) JEEZ L
S AR)L (Labels) JEEZ S
fin224a% (IATA-DGR)
UN/ID ZE-& (UN/ID number) JEEZ S
EE#i% & (Proper shipping JESR L
name)
E&E 5 #8 (Class) JEEZY
BlRfER 4 (Subsidiary risk) JERZE
BEZE#K (Packing group) JE%E
S AR)L (Labels) JEEZ S
WatfEr (BEYH) (Pack- JESR L
ing instruction (cargo air-
craft))
WafEr (REH) (Pack- JESR L
ing instruction (passenger
aircraft))
#5815 (INDG-Code)
EEES JEEL S
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RES WETA: BEXE: BTEIERET A: 2023/04/04
4.0 2023/09/30 2364254-00013 E R B: 2018/01/11

% A W
53 5 s
BRI R
BHRER T
SR s
Ens 23— K s

BEBEYE Y - EEY) ¢ EFZH
MARPOL 73/78 MiRE 11 RV IBC 23— FIZ & X oRAMESh S HEME (B - L)
s n = IKEOHMIZIEIEZS,

Bl PR

EoREDERGIX. ]’HE 15258 I 5.
A DR EHE

L

15, BRZES

BEER

HRhE

fElRY. EETRBIZI LA,

e 33

BELEVE. BERECFVE. BEFMIEEMEICZI LA,
HEREM/MEE

WEENFLSIIFED

JEER S

WEDHAIZRITEIREREY

EH

BEEENLLEHARME

EH

ZRREORH oL EWE (BFLFEYE)
JEER

ZRREORBH oL FEYE FHREHEFHME)
JEER

BAREZBENTRERRVRUVAEY

JEER

BNEFEERTIRECRVRUVAEY

EH
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-5 ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/04/04
4.0 2023/09/30 2364254-00013 #MEERA: 2018/01/11

BHELENEREE TR
S

S EFRRA

S

M7 ILEILSRhETIHRA
S
AWERIFEFRA
EHE
FEBREMEEBITE - NRE— (BKRY)
EHE

B E U RIMEFE

EHE
EEhEHHITEEEREE

EEE

BEHRARRE
JEELY
DE-$E1E S
JEELY
fafaR & ik
iRy E L THRHElEn TULVEL
22k
fElEYE L TREISh TLVEL
BESREFRVBLEEFONILICEYT &R

(5 FEAHE D AERAEMECH)

18 f i DOBERRYHEICEZRS LGN
iE JAONLELEUE 38053

FRERBHRERS @ - @A)

JEER

BEMEABHERY @ - @A)

JEER

REVONEBREVERICET %R

EXREY

COHBDFEBIZODVTEEAS YRy M) —~DREHIEH :
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RES WETA: BEXE: BTEIERET A: 2023/04/04
4.0 2023/09/30 2364254-00013 EERE: 2018/01/11
AICS LR
DSL TE
IECSC T
16. ZDHOHER
FimTER
5| FA 3Tk D BuEfT—4. EMESDS [ZE DL F—4 . O0ECD eChem
R—R2ILEIVERMILEYMER http://echa. europa. eu/ D&
RER

LRIN—Da v o EBSN-EHBFAXETE 2 X R THRARTINATHET,

Bt Z2+—<v bk . #/A/H
ZTDHDREEED £

ACGIH © KE, ACGIHPREFRREME (TLV)
ACGIH / TWA DS EERA. ERAMETLY

AlIC - A—R FSUTOIELEERA ARV LY WNT - IS OILEREEME], ASTM - X
EMEAERGS, bw - (AE, OMR - RHUH. TERME. £EEHELHDI LN DWE. DIN -
A VRKIGEEE, DSL - ERAMEY R L (BhF4); ECx - FED XWORIGFERIFT EEX
HNDEE: Elx - FED XOREERIZTEEZONDZAREE, EnS - BEABORT D
—J)L; ENCS - {tBEZDBFILEME YR+ ErCx - FED XWORGERIZFT EEZONDR
K%, ERG - BERIEDFF|E; GHS - HEFAFMS A 7L GLP - HEREHEFRER, [ARC - EF
NATREHES, TATA - ESMEEEGSY; IBC - BRIEFSEDESEEZED-ODMMOIEE
RUHEICBET 2EERA; 1650 - S50%EEEE; ICA0 - EREERMZEMEE. [ECSC - fEIR
HitEHE 4% INDG - ERELERYIRIE, IN0 - EEBEME,; ISHL - $BXRLEEE
(BX); 1S0 - EFEZ{eHE; KECI - BEEIFILEMESL K, LC50 - 50%HIERE LD50 -
50%EEE (EHEEE) ; MARPOL - MAAICK BB L DIHIED=HDEMESE: n.o.s. - i
MEBNBHTRINTWEEDZERRC; Noch - FUFEA] NOWEC - EEEHZERE, NOWEL -
BEEMFZELANIL, NOELR - EEEUZEER/EIE, NOM - A x> aKRA NTP - kEE
KEHETOT 5L NloC - —a—S—5 > F{EEmE SR, OECD - #F:F1% HEas#4iE, OPPTS
- tE2MELREM - AFHILR, PBT - 8o MM - £AEREM - A% (WE) . PICCS - 7
A DEVIEEMEAS RN )= (QSAR - (EEM) #:E&EFEMHES: REACH - L HEDE
$%. FTMf. 3R W KUEE (REACH) (ZBE9 53#RA| (EC) No 1907/2006; SADT - B2 hNESfig
B, SIS - BeT—4— |, TECI - A IZBREFEOEEMEDA A2 Y ; TCSI - &1
B R M) —; TDG - BEIEYEE; TSCA - BEWMERFIE CRE); UN - E3&E; UNRTDG
- B EEEERYEEES. VPVB - EERICHIBRUVIESTICEHEREME, WHNIS - EXBRERE
EUMEFERRAT L

CORET—RI—FUUAT TSDS) &0LV3) TRIET HHFMUT TRFEH &0V I) K. FEH
BERICENT., BHEOKEOHNH. FHR. RMERDLETERTHLEHIHLEZLDTY,
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Felbamate Suspension Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
4.0 2023/09/30 2364254-00013 E R B: 2018/01/11

AIEHIE. HEOREGIEKV., FH. LE, RE, #E. EERVCRRCETLIHI TR E
LTOAERSNTEY . WA BSRIIRIIAREREEZLTHLOTEHY FHA. KIEHRIE.
SDS DEEZITRENTVAIRESNHRKICEHTHIOTHY .. BHZAEGNLOHLKEEHE
HET, XETOERPTHEASNDBE. AXFRITERMNGVRY .. BERICEAESEOETRENS
AHYET, ABRBOERAFSMICEV TR, FERRVHEEZTEZERY 55HRIC. FRES
MORBRERBICETHAHEMOBEY LG HEZEH T, FRESMUDOERT 5HETOREDKR
[LHITHAHRBOEKL, A, LB, RUOREIZOWT, EEEWVLEY,

JP/JA
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