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Felbamate Solid Formulation - ORGANON

—RRET RS R

RALF-BE
REICHE LGS
RBICA-B&

RARAATZBE

BEERRVCEREERDR

HLEELTRHIRER

BREEEY 2EDRE

EEICH T DHFFRTTERE ¢

RES WETA: BEXE: RIEIZRET B: 2023/04/04

5.0 2023/09/30 2332977-00013 WEERKB: 2017/12/13
[Felbamate 25451-15-4 >=60-< 70
B e 65996-62-5 >=10-< 20 8-99
I O—2X 9004-34-6 >=1-<10

. BRBE

EHDHZEL. [IAVT BV EERFELICEEDZEE
ZIlT5,
ERMARSICIBE, FRERMIHIEET. EEOETRE
215,

WUVAATZIEE. IR EROGEFA~ABET 5,
ERMNIBEN DG EICIIEREETRREZIT5,
KEBITATHREFELTLIESELY,
ERATENDIGEICIIEREETERE%2IT5,

BIZA- =582 . KTELTT

FEAH Y T IESICIIERKETR2EEZIT5,
ARAATZIEE . BE(CHAELL,
ERMNIBENDIGEICIIEREETRREZ(IT5,
AKTOELLTT,
MLALEDEMIZKY ., REOYIBMLRIERE-(XEZENS
ZHTEEMLH D,
MLANERICAD L. BBHMLERIENEZLI LD D,
MEBM LI 2N LELRELDFEEILEDLY FHA,
IEBEEBLIUEREERZTH L,

5 KKEFDIEE

B 75 K F

80 TIEAR B 7R LVE K]
BHEORIKRAEEM

HERBERIEY

BEDHEXAE

KIEE

it 7 JLa—)LEHE kel

ZBfkxFE (C02)

3K H A F

KEHEIK DK

MLADERZRITS, ZRPICTHRE=DOMMEHN CALS
BMLTBYBNENEETHEMLABRDOERASH S,
BRKIZKDHEKIE, KENBLLL G YRVALIZYT
HDT, T-oTIEXE LY,
RIEERYD~DBRBIIBEICEZRIZTEELH D,

RFRERILY)
EREEY (NOX)
ERERIEY

WG ORI & BHDREIZIS C CHEYEHEAFRZRANS,
RAHDBREAHAT H=DIZKEEET S,

2/16




fé;—‘_g :/_ F Apllhlin
Felbamate Solid Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13
ZETHNIEREBEI VT FENKEEN BT,
Rigim bERE#5C &,
BEAETOEDRE ENGEESEICITIMEIZRE LT BRATREEZREEFET S,

REEZFERAT 5.

6. IRHFDIEE

AKIZHT 5 EEHREH, RKiE

BERUVRAREE
REICHYT HEEFHE

HLADRTRHEDAERY

2

REBMYZLNDT KR4 R (BT %38) ., AARE
BED#EERICEN (IBE 8 Z5H) .

RE~OBHZEITSHZ &,

REEHALTHL, BAPIENZLEDH D,
BERINEHRSFKEREL. LHT 5,

RENE LK ERTEGMERIE, ABBKISERT 5.

CENELDE., FEEHINMBERETROERY ., BYLES
CBL. BEY 5.
BLADZERHADREZEEITD (TahL. HLADEREL
EREDEEZERICEL DER
BLANZERHPIC+RRRETHREEN D LEREDES
EMHRTHDT, RAICHLAZEBERSETEELREL,
AERERE. BETSRICIEK. SMABBRARE S VEOR
B> TRET LS &, TORBIZERASAEYEICION
THRERTHS, EQORUNEASNLSENEHRT DLEN
Hd.

ASDSDIEB 13EIV152ENT, HAHBBRELVED
ERHEOEESDY

1. BREVERUVRELOIE

ks
BT »t 2R

BFEER, 2&KRR
RERIRFEEE

BESNEBEEL, BBEAXMIGIKLEREEZSIZECI L
BH5,

BERMGE, B, FEEFEESERG EDETL T
HEZHET D,

BUGBMREEDO T TOAERT 5,

BMLAZRALGWNI &,

BISBRERAETORRICEDE, EXMHOBMAESLURENRD
EITHREICHEVNERYKS C &
BMLADERMEEEZEBARITS,
FERALGWNGSICEIBRRZHADTEL.
BOREMNENSESIT S,
HEIMEBISHLTTFHREFRELSZ &,
RNPCEZEDZHILEL. RE~NOBEZR/NMRIZTSHE5F
9%
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Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13

F2 i [] 35 D BRIERI

BEXER D BEOFERAPIZIEEMEADIES EORREENH B ESL.

EEBFFOELIZTA ISV VI VRATLAELIUVREY Y
J—%#HBEL TS,
FRABISRERUVEEZZILT S,
BEINERKRITIBERAT DHICKET S &,

77U TADHBMEARL—LaVICE, ToP=F7O
vhko—)L, BUGEANERE. BULGKRLES LVE
ZBREFIE, EEXEFHEER. ERERLEERATNOEROL
Ea—%28ORELHYET,

rRE

RELGREERY D BEUESRILODVNERRICAKTE S,
FEOREICHE>TRET 5.

BEMZEIEYME D ROBEGBEE VO L LITRELAGRL
SRERAE

RERRHROUEMH DESHUVME MRGL.

8. IF<EPILRUREIEE

ERBRRICETIHSANRBRR/FFRRE

D% CAS &= B2 (R | EERE/EER | HA
&) EIHFERE
Felbamate 25451-15-4 TWA 400 pg/m3 (OEB RER
2)
ER AL 65996-62-5 TWA (%5114 0.5 mg/m* ACGIH
MLA)
)ILa—X 9004-34-6 TWA 10 mg/m* AGGIH
B K . REYA~NOELER/MET AHICIEETAREAEMMO Y FO
—)lzé—ﬁﬁﬁ L/-asd—o

B, KRXEKFIVRREZREST DD, 210027
TEBEIRMBRECL YRS, GIPEBERICHVERS

DHENHYET,
RER
ik ARER D BULEEFRHIREENFATELRWNES. £RIE EHEM
THZEAHA FSA VOEBENDIELENT SNBSS,
MREREEZFERALELL S,
T4 E—24T D WHITFRYA T
FOREER
ME D MEAREFR
IRDREER D A RV R ERERZEL L FT—VILEFRT %,

ERRESD L XEXEPICKRDSVVKRE, X+, T70Y
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Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13

W ENRET HEE(E,. BRI —JILEERT 5,
MLA. SR+, H LI 7OYVILICEAEES LSS
AREMENHDBEIE. TJT—RA—ILEREL LLIEZFDELID
LT z—RBEOTOTI a3 vEBRALELE S,
RERUVEADRER D AT —LELIEERERI—FEFEALELL S,

9. MEMEKLENEE

PERIK G COBX

& D T—48%1L
CAR DT80
RO LEWGEDE TR EL
Bhe . ERE S T AEL

BRARXINBERARVHEER @ T—424L
AIATE (B, =UE) D BLAZORENERERICALIEINAH S,
AR GRIK) T4 L

BRETRARVERLRE AIARR
BEEEOLR /AR ER @ T—%27%L

&

BREGEHEOTRE /AIMTR @ F—4%4L

&
Bl m DERRY
SRARE F—g1L
pH T—R7%L
RREE e Y
BARAFENEE D TFT—A%L
FE

BFE (BpFE1ER) D JERRY
BERE

KAtk D F—AnL

-9 %8/—IKDERE ¢ FEEY
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Felbamate Solid Formulation i ORGANON
RES WETA: BIERE BIEIRETA: 2023/04/04
5.0 2023/09/30 2332977-00013 MEAERE: 2017/12/13
(log 1)
RS L g
BERV ./ XIZHEXNRE
HE L F—aHL
HIHRBFBE © JEERY
et e o JEIEEME
ERib4%E D ARBRITEIEEMEE LTIEREINLGL,
BLARESAOTYIR © 192 mb_/s
(Kst)
BREAAIRILT— ©3-5md
F 4
HTYA R L F—akL
10. REERUVRIEHE
RistE D RIEHERE LTIESEI NG,
{EERIREMSE D BEORETIIRE,
EEAEE RIS EEE D BMLAZDEENERGEHEICADZIEZTNLAH D,
BOVEBIERIERET A ENH S,
HITHARNEEH OB K. ONTE,
MLADREERITS.,
EfRfEE M E T BB BRI
BREELDBRERY D BREELSBERYITI SN TULEL,
1. AEHER
AHEEOH I ERERKROFR © |A
RIS
EHY

RIZCA--1B&

AEET
FIARTREAERICEDSRY DFETELL,
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ReF—2U—F A

Felbamate Solid Formulation i ORGANON
RES ETH: BEES: BiIEIZRET A: 2023/04/04
5.0 2023/09/30 2332977-00013 #EERK A 2017/12/13
B
Felbamate:
SsEE (O : LD50 (5 k):> 5,000 mg/kg
LD50 (¥ R): > 5,000 mg/kg
Z)0—X:
AEE (#&o) : LD50 (5 k):> 5,000 mg/kg
2ME% RA) © LC50(Z vy k):> 5.8 mg/l
MREERER: 4 h
RERIRE MLA/ZX b
s (BR) : LD50 (U4F): > 2,000 mg/ke
RISRE. /3T
FIATRE T ERICE DR YNFETERLY,
RIcx3 % EFLTEEY/BRIEE
FIATRE T ERICE DR YNFETERLY,
e 3% B R (3 R 18 A1
RIER{EY
FATRESERICE DR YNETEHL,
AV E A o
FIATRE T ERICE DR YNFETERLY,
HEMRZE R R M
FIATRETERICE DR YNFETERLY,
B
Felbamate:
in vitro TOEEEMN D HREBRAYA T MEMERWDEREAZTEAE (AMES)
R R
RS A T 2B RFRER
R 2
Z)0—X:
in vitro TOEEEMN D HREBRAYA T MEMERWDEREAZTERAE (AMES)
R fE
HERA A T in vitro EEEYMHMBEEGCFERSER
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R ZE =

REF—5v— b

Felbamate Solid Formulation

;ETH:
2023/09/30

BBES
2332977-00013

Apuhlic

-5 ORGANON

AIEIZRET H: 2023/04/04
#MEERA: 2017/12/13

in vivo TOEES4

RMAM

BER

HERY 4 7 WY HRMBR/MEEER (in vivo fEfEEMER
B%)

& TR
BERE: RAHRAATEBE
R fE

FIFARRELGRRICEDCRY HEETELL,

%,

Felbamate:

2

B 5 E%
i 5= B R
LOAEL

TZ RO AR

2

R EREH
R 55 e ]
NOAEL
)
&%

)O0—X:
&

BE5R

A 55 B
fER

HESH

<R

#0o

92 B

300 mg/kg AZE
FF ik

AN

#0o

104 &

30 mg/kg AE
Frhe, #HE
B4iES

vk
RARAATIGE
12 8

P14

FIRARRELERICEDCRY DETELRL,

B%:

Felbamate:
HIRICX 9 58

HERA2 A T ETEAH

oy bk

BEREK #0

A 5B 43: NOAEL: 1,000 mg/kg {AE

HE BEECEEEREIREShEM o1

HEBRYA T RE

8/16



ReF—2U—F A

Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13

Sy bk

BE5&% &0

FA FE M NOAEL: 500 mg/kg AE

R BLVLEZBERORKRE, , BEHLFRADEELGFEIL
BHREHENSMEEICOAFIBAL =,

HEBaq 7 xE

FE ¥

BERK #0

F A FE 1 NOAEL: 300 mg/kg AE

R EBUHLFRADEELGCEEIBHRSHEENT LGS

DHHIBAL 1=,
Z)L0—X:
RIC X 9 5588 D REBRA A T —tHREBEEEER
B Sv bk
REREK BRAHAATEIGE
R 2
REDEBE~DEE HERAZ A T ZREESN / VHIERE
B oy bk
RERK BRAHAATEIGE
R 2

FERMEREE (EEE <R
FIRARIRELERICEICRY DETEAL,
FERMERELE (RESCR)
FIRARIRELERICEDICRY DETELL,

RELRESMN

B%:

Felbamate:

[ D Zv bk
NOAEL ;100 mg/kg
BE5ZR ©#0a
3| . 3 #H8

IZ RO RS © R

= D BROEEFEOE TN,
2 PN

NOAEL : 280 mg/kg
BE5ZK C#0
3| 3 #H

9/16



RET—FV—F

Felbamate Solid Formulation

Apuhlic

-5 ORGANON

RES ETA: BERE BTEIRET A 2023/04/04
5.0 2023/09/30 2332977-00013 #EERK A 2017/12/13
|z AP, PiRmiER
[ AV
NOAEL 30 mg/kg
BB #0o
i 5= B R 1 £
HE RO AT FFF Ak
a5 BB DEZTDEZEN.,
2 X
NOAEL 30 mg/kg
BREZR #0o
i 5= B R 1 £
TZRONE RS Frig, iR miER
% BB DEZTDEZEN.,
[ 3| '8
(i Zv b
NOAEL 22,500 mg/kg
BEZ® MARAATEIHE
A 25 B 90 Days
)O0—X:
[ AR
NOAEL >= 9,000 mg/kg
BEZ® MARAATIHE
A 5 B 90 Days
BRAAEEH

FIATREAERICEDCRY AFETELL,

AFIZHT D REBIEER

B%:

Felbamate:
RAIAAT-IHE

ZR g2 IS
fER: BRI,

mESR, B R HFL, FRE KBS
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RET—FV—F

Felbamate Solid Formulation

R ZE = WETA:

5.0

2023/09/30

Apuhlic

-5 ORGANON
BIERE BIIEIZRET A: 2023/04/04
2332977-00013 YEERABR: 2017/12/13

12. RELEER

SREEM
B4

Felbamate:
y: b=

SOVOFEQKEERHEY ¢

X9 &M%

ra—2x:
REH

REH - R
B4
Felbamate:

K THREMN

)O0—X:
E RN
EHERNE
5%

Felbamate:

n-#A%9 %7 —IL/KDERER

(log fE)
TP OBEME
T—A4L
TV VB~ADBAEN
JEEL Y
thoEELE
T—H%L

LC50 (Oncorhynchus mykiss (=< X)):> 100 mg/|
IREERFRE: 96 h
A% OECD RER A A K54 > 203

EC50 (Daphnia magna (A=< >)):> 100 mg/|
BREERFR: 48 h
7% OECD RERA A K54 > 202

LC50 (Oryzias latipes (1A% #)):> 100 mg/|
RREERER: 48 h
BE BUTIWEILEONET—RIZEDL

MK SME: < 10 %(5 d)

HR: BRI,

log Pow: 0. 381
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REF—5v— b

Felbamate Solid Formulation

Apuhlic

-5 ORGANON

&S HETH: BEES: AIERET B: 2023/04/04
5.0 2023/09/30 2332977-00013 #EERR: 2017/12/13
13. BELDIE
BESE
RRBEEY A BREORF VNN T S,
BEEMETKABELELTEGE AL,
BRRFRUAE EORBIE. VHA IO LFLEIREOLOHIZ, B2+
BEEMVEXEZIZERTET S,
BICEENEMEGE., RERAGRELTEET S,
14, BELEDEE
ERRFR
R L #% (UNRTDG)
EEES JEEZ S
EE#i% 4 (Proper shipping El
name)
EE 2 %E (Class) El
BIXRfEM (Subsidiary risk) JEEZ Y
BEE K (Packing group) JEEZ S
S X)L (Labels) JEEZ S
fin Ze#a;i% (IATA-DGR)
UN/ID ZS (UN/ID number) JEEZ S
E&E#i% 4 (Proper shipping JELE
name)
EE 2 %E (Class) El
BIXRfEM (Subsidiary risk) JEEZ Y
BERE K (Packing group) JEEZ S
S X)L (Labels) JEEZ S
WawEr® (BEYH) (Pack- JEEZ S
ing instruction (cargo air-
craft))
WaER® (REH) (Pack- JERZE
ing instruction (passenger
aircraft))
7 L #i;% (IMDG-Code)
EEES JERZE
EE % 4 JERZE
EER %R JERZE
BIREREME JEEZ S
BHRER JEEZ S
FR)L A
EmS a—F JERZE
BEEEYE XS - kL) S
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ReF—2U—F A

Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13

MARPOL 73/78 MiRE 11 U IBC 23— FIZ L X oWMAMEShSBEME (FY - EHL)
s h - KEBOHMIZITIEZS,

PR il

EDREDERGIL, BB 15238 I 5,

R DOREXE

L

15, BRZES

B AR

HBAE

ey, BETBRMICZE LA,

[#F::975

HEEEME. ERILENE. BEAFECEMEICZL LA,
FERE/EE

WESEHNRUEShIEED

IR

SEDHAEZITIREEED

IR

EEEE L ARYE

S

ZERMEORO ohi-tEZME (BFLEMH)
S

ZEREOZEDHoN-ILEME FHREHLEHE)
JEEL Y

BHELTENTRECRVRVEEY

RS

BHEERTTRECRVRVEEY

S

BHELEMERE TR

RS

SehEFRARAI

JEEL Y

7 LIS T RERA

JEEL Y

13/16



ReF—2U—F A

Felbamate Solid Formulation - ORGANON

R ZE = HWETH: BEES: RTEIZRETH: 2023/04/04
5.0 2023/09/30 2332977-00013 #MEERA: 2017/12/13

AWEFIPEPHRA

E

FBREWEERTE - WRE— (RRY)
EH

EYR URIYEHEE

EE

LEnEHHILREERREE

EEE

BEHRARKE

L

DE L8093

JEER S

R £iE

fERmE LTHRHlSh TOEN

sk

fERMmE LTHRHlSh TOEN
BESREFRUBLEEOHILICET 5%

(X5 B A HhE : EREMEICIEZES LGN
(ERREEeS DOEEEEMBICEEZRY LAND
FREE B U 1) ¥ p SE AN

FREMFEMERE (@ - @A)

JEEL Y

WEMERBAERY @EE - @A)

JEEL Y

BEEVONEBR VERICET 5%1E

EEREY
COHBOBBICODVWTEEAS VRY M) —~ADEHIFR :
AICS N

DSL N

IECSC N
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ReF—2U—F A

Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13
16. ZDDTEH
g
5| B 3ak D B T—4 . E&ESDS [TE DI F—% . 0ECD eChem
R—2ILEIVERMIEEYMER http://echa. europa. eu/ D&
FREER

LRIN—Ca UL ERESNERBRAXETE 2 AR THRARTIATLES,

BiI74+—<v k . #/B/H
FDDIREED £

ACGIH © KE, ACGIHPRFBEIME (TLV)
ACGIH / TWA o 8 EEfE. FEREMETY

AlIC - A—R FSUTDIELFERASA AV RY; ANTT - TS5 D)ILEREEME . ASTM - K
E#MHRRGS bw - (KE; OR - A, ZEFRE. £ESEENHLESNLIME: DIN -
FAURBIHEELE DSL - ERYMEY RN (BF4%); Eix - FED XWORIEERIEFT EEZ
bNBHRE, Elx - FED XWOREERIFT EEZONDIEREE, InS - BRKOR TP
—JL; ENCS - (L BEDBFLFEME )R b ErCx - FED XWORIEZRIFTEEZOND
RE RG - REMICOF5IE; GHS - HFRHAMI AT L GLP - HEREkME, [ARC - ER
NATRZEE . [ATA - EEMZEEERS, IBC - BREFHOESBEXD-HDOMAMDIEE
RURBICET 2EREMRA; 1650 - 50%EEFRE: ICA0 - ERREMZEME, [ECSC - PEDR
B2 ELR, INDG - BB LERYRRE. IN0 - EFEBSEHRE, ISHL - FEBREEEE
(BAF): IS0 - ERZECHE. KECI - REBRFLFEYMERE: L0550 - 50%HIERE LDSO0 -
50%HEE (FHHEE) | MARPOL - MK BERDMHLD-HDEMRER: no.s. - #I
MBAMNAREN TS LD ZERERC Neh - FURAL NOWEC - BEEZMHRZERE, NOAEL -
BESMRZEL AL NELR - BEEEZEEFES NOM - A5 a2KEA NTP - XEE
REMTOT 5L NZIoC - Za—D—F v MEEME AR, 0ECD - #ZFH HEASEME, OPPTS
- LEWEZ LM - 8FHIEF, PBT - oMM - AHREBRNE - AFHEWE)  PICCS - 2
1 VEVLEYEA ARV M= (OSAR - (EEH) HBEEMEER. REACH - LEMEDE
$. FMH. B AHE IV EEE REACH) (2RS¥ SFRAI (EC) No 1907/2006: SADT - B INES
BE: SDS - RET—2Y— b TECl - 2 A IZBIFEDILEHED A R~ TCSI - Bi&1k
EMEA R M) — TDG - EEYE®E, TSCA - HEWMERSIECRE) ; UN - E:&; UNRTDG
- BRESEIRDEEES. PB - FEICHABRUFEICEERML WHMIS - ERSRIRE
EMEMERBRI AT LA

CORET—RI—FUUAT TSDS) &0V5) TRIT HHFMUT TRFEH &0V D) K. FEH
BERIZENT., BHOKEDOME. FHR. RUCESDLETEETHLEHMLIZEDTY,
AIEHE. HEOREGEREKEL., FH, LE, RE, @X. EERVRRICETSIHI TR E
LTOAERSNTEY . WHARSRIERIIAEREEZLTHLOTEHY A KNERIL.

SDS DEEEZITRENTVARESNERKICHTSIOTHY .. AFEAELAORT EBAHE
HET, XETOEAPTHEAESNDBE. AXHRITERNGVRY . BRICEE S G OETRENS
BAHYFES ., ARGOERAEFEMICEV TR, REFRRVHERFEZERY SEHRIC. ERAES
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ReF—2U—F A

Felbamate Solid Formulation i ORGANON
RES WETA: BEXE: BTEIERET A: 2023/04/04
5.0 2023/09/30 2332977-00013 MEERE: 2017/12/13

MORBRERBICETHAHEMOBEY LG HZEH T, EFRESMUOERT 5HETOREDKR
[CHITHAHEBOEMKEL, A, LB, RUOREIZOWT, #EEEWLET,

JP /7 JA
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