ié;—‘_a :/_ F Apllhlic
Felbamate Suspension Formulation i ORGANON
RES ETA: BEBES: BTEIZRETA: 2020/03/23
2.1 2020/09/28 2364254-00008 FIEERA: 2018/01/11
1. EERRUEHITER
tERDBTR Felbamate Suspension Formulation
HHEFOESHLH. EMRUVERES
HBEBOSHEET : Organon & Co.
FFr 30 Hudson Street, 33nd floor
Jersey Gity, New Jersey, U.S.A 07302
ERES 551-430-6000
BEFA—ITEFLRA EHSSTEWARD@or ganon. com
RAREREEES 215-631-6999
4R ik & UME A L 4l BR
L2 & EFEL
2. EEREEHOERN
25D GHS 448
GHS S 3EE#EIZEZ L L ALY,
GHS SRIILEFR
GHS M 3EE#EIZEZ L LAY,
GHS SMEICEZU L WM EEAESH
MRGZL,
3. HRRUmBSER
LEME - BEEMDORX A BEY
5%
R CAS & & A= (% w/w BRATRER
&5
Felbamate 25451-15-4 >=10-<20
Z)0—X 9004-34-6 >=1-<10
4. [EREE
A L=5E WLAATZIEES. IR ESDOERA~ZET 5,

KRBt LI=5E

ERMNIENDIESICIIEREETRREZIT5,
FIHEBEE LT, KEBRETES,
ERMNIBNDISSICIIERMETREEZT5,
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REF—5v— b

Felbamate Suspension Formulation

RE= WETH:
2.1 2020/09/28

Apuhlic

-5 ORGANON

BEES: HIEET B: 2020/03/23
2364254-00008 #EER A 2018/01/11

RIZCA-1=-15&

RARAATIZBE

BMERRVERTERDOR

HLERLTRHIRER
HREEZY 2EDRE

EEICH Y HFFRFTERE ¢

FHEEE LT, KTRZ®EET 5,

FFAH Y BIGT 2HEEICIIEREETEREZIT5,
RAAATIGE ., BECHEMEEL,

ERDBEN DB EICIIERMETZEZRIT5,
KTAZELLCTT

R L,

HANRERICBRELLGIFNGTEIEFEL L,
XEHREBSURMEREZER TS &,

5 KKFEFDIEE
B 75 K F

JKIESE
it 7 )L a—ILiasE kKl
bk (C02)

IR H XA

0 TIEAR DR LVE K] HMEZTL,

BREORIKRESTE RIBEERM~NDBRRIIREICEERETEENH D,

BERBERIEY RREEY
EHREEH (NOx)

BEDHEXTGE RGOIRR & BDRFICIE C CGEYGERKFERZANS,
RAHDBRBZERENT 1=DIZKEEET 5,
TETHNIERBEI T TFERKEEL ST
R o RESEDH &,

HRZEITSEBDRE HAEPSRICEBEICR LT BRATREEEZEET 5.
REEZHEAT

6. RHFFDEE

AEIZHT 5 EEEH, RKiE

BERUVRAREE

RIEICHT HEEEE

HLADORVRHEDAERY

2

REBBMYZLNDT KN4 R (BB T %38) ., AARE
BO#REERICEN (IRE 8 Z23H) .

REANDOBEZEITEHI L,
REHFHALTH L, INOIIEZIhZELED S,
LERICIEEDIDEHSC HLERADEEIEFAILNYTRE
12& %),

FERINERFKEREL. L9DT 5,
RENZELCERTELEWNMESIE, thABARKRIZERT 5,

FEMGRINAS TRIREE 5,

ZEIZCEN-EE. BWRREZELFOFEULH CADFE
#EBL T, GASHEWKSIZTBH L, BHRIRICERALEE
MERDTTRVWEFBZENTEEIEEICIE, BULLEY
BEEYLEBAICRET 5,
REYMEZEYLERINFITHRET 52 &,

AESZHME., BETIECEK. SHFEAASLIVEDR
ACfE>TEBT S &, TORBICERIN-MEIZDL
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RET—H2— b A
Felbamate Suspension Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/09/28 2364254-00008 #EER A 2018/01/11

THRETH D, EOBRUNBEREININZHERT H2HEN
H5.

ASDSHDIEH 13H LV 15I2HNT, HABBRKELUED
EREDOEZEDY .

1. BREVWERUVRELOITE

i 74

B TRt 3R DK EBLERUVREREDHEDEERKRESE,

BFFEER, £FBRK D BULBRKREEOTCOAMEAT S,

TEWKTEEIE . BESBEREOHERICEOE, EEHOBERLIUREMED
ETREICHORYIES Z &
FNOEREMEHLEL. BRE~AOBHBEER/NERIZCTESLS5FE
295,

Y i (=] 8% D ERERE

BrEXE D BEOERDICIEEMEADIE EORENENH DBHE L.
EEBFROELICTAIT VIV VT VRTLEEIUVRE VY
D—%ZHEBELTLESLY,
FEAFIEIRERUREEZZIET 5,
BRINF-KRIEIBERT HRIISEET D &,
T7o)TADOMBEMLEARL—LavIZF, Too=F7a
vhao—)v, BUEEAGEERE. BUGKRLES KUVF
ZBREFIE. EXFAER. EXERLEERFOFERDL
Ea—%8CENAHYET,

RE

RELRESEH D BEYRSRILODVERBICANTEL,
ZEOHEIHR->THRET S,

BRI E D OROBREEEVLSL LIZTERELAL
SR ERE &

RELRRDEMH D BIBUOME MRAL,

8. [F<{EBMHLRUVREHE

EEREICETIRABRERR/HFRRE

D% CAS &5 1R (RN | EERE/FRR | H#
) E
Felbamate 25451-15-4 | TWA 400 pg/m3 (OEB RED
2)
+)a—X 9004-34-6 TWA 10 mg/m’ ACGIH
BR R xR D RHREZEEYAICENLAIOCTYVIEESLY
HEBMEEALEY Bl BESHEGWI A v U iRMER
1) o

B, RXEBFVRRERES S, 2T00=FT )Y
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RET—H2— b A
Felbamate Suspension Formulation i ORGANON

BIEIZET H: 2020/03/23
#EER A 2018/01/11

RE= WETH: BEES:
2364254-00008

2.1 2020/09/28

TEBEIRBRECL YRS, GIPBERITHVERES
SLENHYET,
RRETOAANL—2 3 v THNIIRAGIGFF ZHELE L
FtA

RiEH
FEIRFARER WYL BFHEKEENFRATELWMES. XX EFME
THEHA FSA4 VOERNDIEBNRIN-BEE, I
WiFEREZFEALEL £ 5,
T4V E—24T MAFREAEREIADESE2M1 T
FORER
e it 2 i F &
IRDRER Y4 Fo—IL RFERERBEDL LLIEZT—IILEEFERT 5,
FEREL L IIHEERICTEOZVMRE, S X+, T 70Y
W ENRET BI5E(X, BRI —JILEERT 5,
MLAU. SR, BLLLIFI7OVILIZCELAEES L SN S
AHEMAHIBEIE. 71 —XP—ILEL LLIFZFDIELD
L7z —RBOTIOFooavEBFERALELLS,
EERUVEADRER A=TA—LH LLIEEREAI—FEFHALEL LS,

9. MEMEKLEHEE

PIRR AR BAR

& Evoimof-R—Ta
Ry T—REL
RhoLEsWEDIE T—R%GL

AR BE R T—R%GL
BRAXITNER RV HEEEE T—REL

AIRATE (B, =UE) JEEX Y

AR GRIK) T2

BETRARVERLRFR /AIARS

BEEHEO LR / AT EIR(E T2
BREEFEDO TR / AT TIRIE T—327%L
EIPS T—327%L
DR T—R%GL
pH T—R%GL
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ReF—2U—F A

Felbamate Suspension Formulation i ORGANON

RES ETH: BERES: BIE%ETA; 2020/03/23
2.1 2020/09/28 2364254-00008 FIEERA: 2018/01/11

ARFRE FT—AR1L

BAFRNEE FT—AR71L

FhE

EFLE (BhFhTEER) T—A27L
REE
KiztE T—A27L

n-4%4 4%/ —IL/KSERFZRE JEEZH

(log {i)

AT T—RHL

FERV/XITHEAZE

HE F—A1L

BE F—Aa71zL

HRHRFE T—A27L

BRI IR R

[ AERIIEEEYME E L TIEIDEINAL,

pieat =i

HFHA4RX JEEZH
10. REMRURIGHE

RISt RiHREE LTlEaEI gy,

LR EH BEDIRETIEIRE,

fElRAEERICATHENE BWOBRIEFIERET D ENH D,

T HEREENE MEGZL,

R EIRYME EEAEE

BREELNBRERY BIREE LGN BERYITE SN TULVEL,
1. EEHER

AREMED H L RERBOER

BiEEH

%A

P2 IS $Efi

B

RIZA- =154

FIAMTREAERICEDCRY HFETELL,
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ReF—2U—F A

Felbamate Suspension Formulation i ORGANON
&S ;ETH: BERES: BIE%ETA; 2020/03/23
21 2020/09/28 2364254-00008 FEAERE: 2018/01/11
B4
Felbamate:
afEEM (B0) © D50 (5 k):> 5,000 mg/ke
LD50 (% 2): > 5,000 me/ke
)0—X:
afEmM (B0) © D50 (5w k): > 5,000 mg/ke
S2HEEE ]RA) : LC50 (S v k):> 5.8 mg/I
MEERRE: 4 h
HERRE MLA/Z R+
AEEN (BR) . LD50 (H4-%): > 2, 000 meg/ke
RERBEYE. /3T
FATEAERICES CRY HETERL,
RICxd 5 ERGTHEEGME/BRHEHE
FATEAERICES CRY HETERL,
PRI 28 B VE 1 S I3 B2 8 Rt
RERES
FATEAERICESCRY HETER,
2N E e
FATEAERICES CRY HETERL,
LB EREREY
FATEEAERICES CRY HETERL,
B%:
Felbamate:
in vitro TOREEH RS A T BAEME R A EREATRRE ANES)
ER e
HES A T RBERE
R e
£)I0—X:
in vitro TOREEH RS A T MAEME R A EREATRRE (ANES)
R e

SR T in vitro BALBEIEGET ERAR
R et
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ReF—2U—F A

Felbamate Suspension Formulation i ORGANON
&S WETH: BERES: BIEIZRET A 2020/03/23
2.1 2020/09/28 9364254-00008 #EVER R 2018/01/11
in vivo TOEEHE D HRERA 4 T HEEYHRMBk/MEERER (in vivo IS MR
E%)
JE:.<THX
BRERK: fRAHAALTIEE
R e
BHAM
FIFRETREAIEMICE DR Y DETE4HL,
%
Felbamate:
2 DONYTOR
BREZI% DO
PR EE B ©92@
LOAEL : 300mg/kg {kE
ZERlEzs D R
iz} Sy kb
BREZ% "~ n
iR D104 58
NOAEL . 30mg/ke AE
EZEHiEEs D BFEE BE
e . BHES
)O0—X:
& oy kb
BREZEK D MAHRAATEEBE
PR 728
HER Do
HESY
FIFETREAERMICE DR Y DETEAHLY,
5
Felbamate:
ERICK T HEE © HERAA T EREA
B Svk

BE&K 0
5B F3: NOAEL: 1,000 mg/kg 1AZE
HE BEELEEEAERE I EN -1

BROFEE~DEE D HERAYq T HE
oy bk
BEREK #0
FAE M NOAEL: 500 mg/kg AE
R BEDLEBEROKE, , KEELEFRADEELFEL

7113



RET—H2— b A
Felbamate Suspension Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/09/28 2364254-00008 #EER A 2018/01/11

BASHENSMERICOAHIBA LT,

HExR A T B

& oy x

BE#ZK 0

Fe4EF M NOAEL: 300 mg/kg A=

R TS ELEFRADEELGZEIBREEENSMEEIC

DHHIBAL =,

)0—X:

TRICH 3 B2 D REBRA 4 T —tHREEEEER
B Sv bk
BER AP AATEEE
R e

BROEE~DEZE C BB 4 T 2REEH / WEHERE
B oy bk
BERIR SR AATEIEE
R

FERMEAEE (BEEET<E)
FIRARIRELERICEICRY DETEAL,
FERMRBSE (REFICR)
FIRARIRELERICEICRY DETEAL,

RELESH

B

Felbamate:

i Ty kb

NOAEL ;100 mg/kg
BREZR 80

R & B . 3 #H

ZMES DR

% D BROEEFEOE TN,
i PN

NOAEL . 280 mg/kg
BE5ZR ©#0a

IR EER : 3 4 A

ZMES © BFiE, PREER
& DSy k

NOAEL . 30 mg/kg

B E5E% - u

IR ERRE N ==

ZEMES DB
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ReF—2U—F A

Felbamate Suspension Formulation i ORGANON
RES %I BIMES- STEET A 2020/03/23
21 2020/09/28 236425400008 SEERE: 2018/01/11

= D BROBEEDOEEN,

& N

NOAEL . 30 mg/kg

&5 R - u|

3| S -

Zr0fiEes D TR, iR R

= D BROBEEDOEEN,

Z)Aa—X:

& DS w bk

NOAEL . 5= 0.000 me/ke

REEHK D BRAAATEEE

i 5= B R : 90 Days

BRAAEEN

FIFRT R ERICE S R Y HETEHL,

AR T 2 RBHER

5

Felbamate:

AT S L RS AT

fER: BREFIR, HES, BIE, 2B HFL, FRE ES

Felbamate:

BEMN ;LG50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
RREERER: 96 h
A% OECD HEEHA K54 > 203

SOUIAKOKEESHEY  EC50 (Daphnia magna (A4 X< >3)):> 100 mg/|
IZx9 5&FM BREERFRT: 48 h
Hi%: OECD HEEHA K54 > 202

i0—X:

y: k- : LC50 (Oryzias latipes (F1A 4 4)):> 100 mg/|
RREEHERE: 48 h
BE BT IMEITIONT—FITE DL
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RET—FV—F

Felbamate Suspension Formulation

Apuhlic

-5 ORGANON

RES HETH: BEBES: BIEIZRETA: 2020/03/23
2.1 2020/09/28 2364254-00008 #IEERLR: 2018/01/11
BRE - o
B
Felbamate:

KB THOREMN

£)O0—X:
E RN

EHEREN
%

Felbamate:

n-4%o %/ —IL/ KOERRE

(log fiE)
TigboBEEH
T—AL
FIVE~ODBEK
RS
tHoEEEE
T—R%L

ks < 10 %G5 d)

R Rt

log Pow: 0. 381

13.

BELOEE

BERE
EREEY
BRBEHRRUVEE

H 5 BBARDRENZHE LD T D,

ZEOBHE. VAV IVFELEEZEDLDIC, BAI£E%(T1:
REMNEREICRTT S,

FICHEENEWNMES, RERARELTEET 5.

14.

WX EDEE

[ A 1
R L #i% (UNRTDG)

el E LTHRElESh TGN

22 (1ATA-DGR)

fEEmE LTHRElSh TOVGEN

3 &% (IMDG-Code)

fElEMmE LTHRElSh TOVEW

MARPOL 73/78 MiR®E 11 RUF IBC a— FIC& A oWMAMEShHAEME B - &)
HisSh - KEBOHMIZIEZIEZS,
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REF—5v— b

Felbamate Suspension Formulation

Apuhlic

-5 ORGANON

R EE = WETA: RERS: BIEIZET H: 2020/03/23
2.1 2020/09/28 2364254-00008 #EER B: 2018/01/11
& PR il
EoREDERFIE. BB 15 258I 5.
15, BRZES
BHE iR
HBAE
ek, EEMBRYMICEZA LA,
L&EX

BELEYE. BEREEYME. BAFMIEEMEICKE LA,
HEREMEE

HEENRRIEEShIEFED

JERRY

HEOHUERITEREZHEEY

JEELY

REREE LR AR NE

JEELY

ZEREOBHoN-ILEME (BFLEHE)
JERL Y

ZFEREOBEHON-EEME (FREHEEDE)
JEERY

ANELBHNIRELRVRVEED

JEERY

EAMELERTIREERYRUVEEY

JEERY

RELCFEMEREFEHRA

JERL Y

sSSP RARRAI

JEELL

ZIILFILSRPEFIHAR

JEELL

ARBEFIPEFERA

JEELY

FERES/MEEETS - WRE— (EEY)
JEELY

SR URIMESE

JEELY

11/13



ReF—2U—F A

Felbamate Suspension Formulation i ORGANON
RES WETA: BIEEE BIEIET A 2020/03/23
21 2020/09/28 2364254-00008 MEERE: 2018/01/11

Y EHHInEESEREEE

JEZY

BEHARRE

JEEZY

N ERIFEH AR

JEEZY

E L%

fEl&Y & L THRHEl SN TUOVE N

fnZesk

fEl& & L TRHEl SN TUOVE N

BESLERVELSEOILICET 5%

I S EAEIE : ERAME (L £B)

& S anax COBEFEMEICITEZRY LA

FFEER VRS I &

MERGHERE (Gad - @AZA)

iy

HEMRERBEERY (G - #AZR)

Y

BEEVOLER VERICEAT 5%

EEEREY

COHBOESIZODVWTEEAS ARV ) —~DEREIER :

AICS L RE

DSL =

IECSC R
16. ZOBOMEE

SR

5| FA 3Tk D BT —42 . EMESDS [ZE D F—4 . O0ECD eChem

R—2ILE I UVBNEEYER http://echa. europa. eu/ D&
FER

B74+—<v b . #/RA/H

ZTDHDEREED 2L

ACGIH . RE. ACGIHRRERE (TLV)

ACGIH / TWA C g EERN. ESRAMETL
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RET—H2— b A
Felbamate Suspension Formulation i ORGANON

R EE = HWETH: RERS: HT[E%ET B: 2020/03/23
2.1 2020/09/28 2364254-00008 #EER A 2018/01/11

AlIC - A—RA S UTOIEEZERA AR LY WNT - TS DIILEREEMET, ASTM - X
E#HARGS, bw - AF,; CR - A M. ZERME. £BEEUIHLIESNL5ME,; DIN -
KA VRKRIHBSESE, DSL - EAYMEIR b (AF %) ECx - FED XWOREERIZT EEZ
bNBEE: ELx - FED XWDORIGZERIFT EEZONDIATEA, EnS - BABORS D
—J)L; ENCS - 1L BEDEBFILEME Y X b ErCx - EED XWORGERIZTEEZONDK
RE, ERG - BRXDF5IEF; GHS - HRFAFMI X 7L GLP - HAEREMIRE, [ARC - EE
PNATFEHEEE; [ATA - ERMEEERS; IBC - BRIEFSDIEILBELD-ODMMODIEE
BURICBE T S EREREA], 1650 - 50%fHERE ., ICA0 - EERMEMZEHE, [ECSC - hER
FiLEMELRLE, NG - BB LAEMRYRIE, IN0 - EREEMEE, ISHL - F@ReEE%
(BA); IS0 - EFZZE{LHtE, KECI - BEBFILEMERL R, LC50 - 50%EIERE . LD50 -
50%EE (CEHEIEE) ; MARPOL - MAAICK BFLDHIED-ODERRSER: n.o.s. -
MANETRINTNSEEDFKR<; Neh - FUFREL NOWEC - BESHFEREE, NOAEL -
BETHFELA)L; NOELR - BEAEEHEZEAREIE, NOM - A2 aXFRE, NTP - XKEE
REMTAT S L NZloC - Z2——F 0 FIEEWEAIR, 0ECD - &ZFH HEAHHLE. OPPTS
- tEMELRLM - AFHLR; PBT - oMM - £RERM - A WE) ; PICCS - 7
1 JEUEEMEA R R —; (QSAR - (FEHM) #HEFEMEHER. REACH - EEPEDE
$%. FTM@. 3R WHLUEE (REACH) (B9 53#RA| (EC) No 1907/2006; SADT - B2 hNE7fi#
BE, SDS - BRET—A2— b, TCS] - BEILEMEA R ) —; TG - EIRYE@E,
TSCA - BEWMEREE CGKE); UN - E&E; UNRTDG - ERSES BRI Ee1%; vPvB - JEEIC
#OMRUIFEBICESEENE, WHNIS - XS5 RKRESTEVEFR AT L

CORET—RI—FUUAT TSDS) &0V5) TRIT HFMUT TRFEH &0V K. FEH
BEFRICENT., BHOKEOHNH. BFHR. RMMERDLETERTHLHEHILEZLDTY,
AIFHIEL, HEOREGEIEKL., FHA. LE, RE, #E. EERVCRRICETIHI IR E
LTOAMERSNTEY . WARSRIERIIAEREEZLTHLOTEHY A KNIERIL.
SDS DEEEZICRESN TV AIRESNEHAICHTIIOTHY .. FZAHGAMOR G EBAE
HET, XETORPTHEASNDBE. AXFRITERMNGVRY . BRICEAESEOATEEMS
AHYES., ABRBOFERAFSMICEVNTIE, FERRVEEZZEZERY 5581, #REE
MORBRERBICETHAHEMOBEY LT ZEH T, FRESMUDOERT 2HETOREDKR
[CLHTHARHBOEKL., FA. LB, RUOREIZOVT, #EEEWVLEY,

JP/JA
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