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1. eZRREUSHITER

EZERDETR : Bezlotoxumab Formulation
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EEI Y D HAEREIE ¢

ERDV BN DS ICIXEREETERERT 5,
FOHEEE LT, KEBBRTHES,

EERD BN DS ICIXEREETERERIT 5,
FOEEE LT, KTIRZ®RFET 5

RBHH Y G T 2EEICTERKETEREZT S,
RAAALIFER, BEBICHAERL,

RV BN DS ICIXEREETERERT 5,
KTAZEXLCTT

HEGZL,

HERMRLICHT DA ERELDIBEFLEHY FH A
XEREB S URMEREZERITH &,

5. KKFDEFE

) 73 K

50 TIX7E 5 ALV KH
HEORBIRAEN
HERGEIED
BRDHENTE

HREITSBEDRE
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it 7 )L 3 — )Ll h
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RREERD~DBREIRRICEZRIETEELNHD.
S 2ty

RGOKRR & BHIREICIE C CEVGENFRZALS,
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RETHNIETKREBE IV THEZ XKBEENSBET
REMoRESED &,

HIEBRICIREICIE LT BRAFREEZEEY 5.
REEZERT .

6. WHFFDEE

AMKIZHT HEEFE. RE

BERUVEAREE

REBEICHT HFTEEE

ZEGRMYFKLDT 4R (HB T 258) . BAARE
BoHERRICEN B8 ZE3H) .
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REFHALTHDL, BNAOIENEFLEDD,
GEREICIEEDIDZEHSC HERAOFERIIA AN TIHE
I2& %),

FBERINERRKEREL. LT 5,
MHEMNELCEIRTERG VLGS (X, A BREKISERT 5,

2/12



RET—2V—F

Bez |otoxumab Formulation

€3 MSD /) e

&S WETB: BEES BiIEIZRETH: 2024/09/28
6.1 2025/04/14 809028-00023 #EERLB: 2016/07/22
HLRAORPRHEDAERY @ FEELGRIM TRIREE 5,

2

ZERICCENTIBE. MRIRZEZECEOHEYLH LADFE
EHELT. GABBVELSITTHI L, kRRICERLEE
MERDITRVEFLHIENTEEHHEEICIE, BURLEY
B EYGBRHRNRET 5.

REME T B ERINFITRET S &,

AEMZERE. BETDIRICIE, SMFEBRESIUVEDOR
Bt~ TRET S &, TOMBICERSAEHMEICON
THLRHETHD. EORUNERSINLENZEHZET DLEDN
H%

ASDSDIEB 13ELV152ENT, ABBREIUVED
EIRFDEEDY .
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&Ly

AT BI 3R
BFrER, £FBRK
ZERREIEFER

e ok ] 3
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rRE
RERRESH

EMELEYE

RENBHAEMH

L BHILERVRERBEDEDLFENRESE,

B HBRKREBDT CTOHMERT %,
BISBRERAEOHRICE DS, EEHORAESLUREHD
EITHREICRVERY KRS 2 &

RNUCEEYEHLEL. REANOBREZR/NMRICT 5L 5F
B9 %,

E&1E &

BEOFERAPIZIEEMEADIEI EOTRENHZBEIE.
EEBROELICTA TSIV VI VRATLELUREY ¥
J—%#BREBLTLIEELY,
FRATIEIRBERVBREEZILT B,
FERINF-KRREBERT SENEET S &,

27U TADPERMEARL—aVICF, ToP=7a
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EBREFIE. EXFLEER. EXERLEERATNOERDOL
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RER L F

BSEVWHE: MREG L,
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8. (F<HMMIERUVREHE

ERRBICHE T IRAHNRBRE/FHFRRE

D% CAS &= B2 (REl | EHEE/RERE | HA
&) B | HFREE
Bez | otoxumab 1246264-45-8 | TWA 5.0 mg/m3 (OEB RER
1)
B CEIE D RPREEEETAICIKEYLRI OO T VIEBRELY
HEREMEERLET B, HEENELZEWT A v BiEH
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B KXEBFIUVRRZERET DO, £2T00=7 )Y
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M FAfRER D EURRBFPSREENFATERMES, FLEECEFE
TR R4 D OHEENDE BN RENHEE, F
RREFEEZEALEL LS,
T4NE—84T D MMFRSAT
FORER
#E D OTHERAMFR
ROFRESR YA RYU— L M EREREL LKBET -V LEBERT S

FEREL LIIEERICBROSVVMRE, S X+, T70Y
W ENKET BBEIE, BULAI—JILEERT %,
MLA. SR, ALLEFI7OYVILIZENEESLOEIND
AREMENHDIERIE. T —XP—ILKELLIEFDELID
INT7z—RBEOTOTHo avEBERALELLS,
EERUVEBADGRER D AZ7A—LEHLCIEEBRERO—FEBFRALEL LS,

9. MEMRWERIEER
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=) L BEHSEEAE
Ry L T—RGL
RO L=V G E T AhL
AR R E R DT ahL
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AT (BR. SK) JEELH
AR GRIK) T—R27L
BRETRARVRHELBR AIHRER
IRREFDOLR/AMRER @ T—2%L
{[E]
BREGEOTR/AIATR © T—2%4L
{[E]
CIPS T—R27L
DRRE T—R7L
pH 5.7 -6.3
EFERE T—A7L
BRAFENEE T—A7L
FE
FERE (RETEER) 1.2 mPa.s (25 ° ©)

BRE (EhHatER)

AR
Kiat

n-A49 43/ —IL/ KSEIZRE
(log &)

X

ARE

BERV/ RIFHEMEE
LE

@

}

%

X

X

E

BT REBE
IRFEE

[l

1.833 mm*/s (4 ° C)

1.183 mm*/s (25 ° C)

T80

F—aHL

F—anL
1.0146 g/cm®
F—BHL

BREEGL

AEBIBEEMELE L TES

SN
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10. REHERFRGHE

Rt D RIGHEKRE LTIESES NG,
LR EN D OBEEORETERE,
A ERIGATREM D ORUVDERIEHIERIET S ENDH D,
BT HNE&EM DORMRE L,
EMERYE D ERER
ERAE R RRERY D BRAEGABERMIEH SN TULVEL,
1. FEMEHER
AR H S RERBOER © RA
R g
£:3:)1

RIZA-1-%B4&

Sfst
FIFRARTRERERRICE DR Y DETEAHL,
B4
Bez | otoxumab:
2MENE (Z0MhoRE) © D50 (%2 R): > 125 mg/kg
REZ: BIkN
% AMEMABR TIXEMERXBRE I N TULVALY,
ERERN. Rt

AR HERICES CRY AETEAL,
BRI T 3 ER AR BRI
AR HERICES CRY SETEAL,
PR R AN (5 R B A

B RB A

ARG HERICES CRY SETEAL,
FER A

ARG RIS E S R Y SETERL,
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SIEE M

FIRARRERBRICE DR Y NFETELL,
FERNEREN (HEETCR)
FAREGERICEDCRYDETELL,
FERNESREN (RETCE)
FAREGERICEDCRYDETELL,
REHRSEH

B

Bez | otoxumab:

b1} . ¥R
NOAEL . 50 mg/kg
B 5 R EARMA
A% 55 B R 15 d
e

i DX OR
NOAEL : 125 mg/kg
5 R EARMA
g 25 A ] 21 d
&

RAAEEH

FIFRARTRERIERRICE DR Y DETELEL,
ANEIZHT 2 REBHER
D%

Bez | otoxumab:
®A

BECHEEREIHRESNGEN o=
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EHRERNE
T—ARL
TEb OB
T—ARHL
FIVB~NDEENY
JEEZ S
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T—ARL
13. BRELDIE
RESE
BREEY A BRARORHIZRH VLSS S,
BEEME TKABEE L TIEAE SR,
BERFRUVEE ZOBRB/IE. VHAIINWNFEEIZEZEDEOIZ, BaI%ZI(T1-
BREMNBEEICRTT S,
BICHEENEMGES. REARKELTRET S,
14, X LEOIE
EIRRER
f& b #R5% (UNRTDG)
EEES JEEZ S
[E&E#i%£4% (Proper shipping JEi%Y
name)
[EE 545 (Class) JEZY
Bl fEk&tE (Subsidiary risk) JE%E
A28 (Packing group) JEEL S
Z AL (Labels) JEFZ S
REEEH JEEL S
22X (IATA-DGR)
UN/ID &% (UN/ID number) 7
E&E#i1x4% (Proper shipping JEEZH
name)
EE 5 %8 (Class) JEEZH
BIRERE M (Subsidiary risk) El 7
BERE R (Packing group) JELSE
S AL (Labels) FEEZH
WatE~ (EYH) (Pack- R

ing instruction (cargo air-
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Bk fE kR D OJERZH

BHRER © O IEERE

NI D OJERZH

EmS a—F © O JEERY

BELEYME &S - FEY) 0 EFEH

MARPOL 73/78 Ktf@& Il R IBC 3 — FIZ & B X5 RAME S HREME (
s S - REBORMIZITIEZS,

E R

EnREDEEF L. HE 15 28R T 5,

RADRERE
JEER Y

B - JEER)

15.

W RER

BEER

HRBAE

fEfRY. EERBRYICEZS LB,
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BFELFEME. EREFNE. BRFMIEEMEICZILEL,
FEREEER

BEENRILShIFED

[

BEDHAIZRITHREREY
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[
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[
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JEER

BAMEERTIRELRVRVEEY

e
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JEER Y

RARENE (FBRE/MERAE ST ED2)
JEERY

RELCEMEEETFHRA

JEELY

S B FRIRRAI

JEELY

L7 LIPS TFIHRE

JEELY

ARBEHIPESFRRA

JEELY

FEBREMEZETS - ARE— (EEWY
JEELY

=R URIMEREEE

JEELY

LY EHHBRERREE

JEELY

BEHRARRZE

JEELY

REEFEGRE

JEELY

iR 2%
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EETEpeS COEEEEMEICEFERE LN
FREE B U MR S ER ik
FRERBEHERN (@ - 8BAK)
JEE% Y
HEREMBAERE @E - @A)
JEE% Y
EEVONBRUERICEAT 5%1E
EXREY
COEBORAIZDONTEEA IRV M) —~DEEEIHFR -
AICS DAE
DSL N
IECSC N
16. ZOHho1EHHR
5| B 3Rk . B#EMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2ILE L UVERMEEMER http://echa. europa. eu/D1&
RIER
Bt 74+—<v b . #/B/H
TOHDEEDEX

AlIC - A—R b+ U TDIELFERASA AU R, NIT - TS D ILEREEME, ASTM - K
EMHHRGS, b - (KE; OR - BH M, TRFRME. £EESENHLESNLHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDRE, Elx - FED XWORIEZRIFT EEZONDERFEE, InS - BRAKOR 722
—JL; ENCS - LB EDEAFLEEME )R b ErCx - FED X0ORIEERIZFTEEZZ ONDK
RHE ERG - BRXMISOF5|E; GHS - HREFM AT L GLP - HERERMRE: [ARC - ER
NATZEE. [ATA - EEMZEERS, IBC - BRIEFROESBEEEXZD-HOMRMOIEE
RURHICEAT 2 ERRHRAI: 1050 - S0%FEERE; 1CA0 - EFRRMEIMZEMES; [ECSC - HER
FlLEMELR: M6 - ERELEKRMAIE, IN0 - ERESEHE. ISH - SBRE/EE
(BF): IS0 - EFRZR#EEHE. KECl - REBIFLEYMERE: LC0 - 50%HIERE LD50 -
50%EtE (FHEILE)  MARPOL - MfIC & B FEDMILEDI=HDEFRSER: n.o.s. - I
MBNATEIN TS LD ZERS: Neh - FUREI NOAEC - |MEZTMUZERE: NOWEL -
BASMHZELAL, NOER - #EEMHEZERMES, NN - A2 a0xXHA NTP - KEE
REMETOTFL; NZloC - Za—D—F > FEEWERMR, O0ECD - #FFHHFFKEE, OPPTS
- LEHMEREN - AFEHLLE; PBT - #ofMEN - £HREEN - HEEE WE) ; PICCS - 7
1 VEVEEMEA AR )= (OSARR - (EEH) BEEMAEE, REACH - LEYMEDE
#. &Hli. 22 WHKUEHE REACH) (ZBHY H#RAI (EC) No 1907/2006; SADT - B SINESfZ
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mE; DS - RE&ET—4L— bk TECI - 2 A IZEEFEDILEMED A VRV M1 TCSI - AiEfE
EMEA R M) —; TDG - EIRYEE; TSCA - HEMERAHE CKE); UN - E&: UNRTDG
- ERESRIRMEESE. WPB - FEICHABRUFEICSEREE: WS - EXBEKRE
EUEVERHRAT L

CDRRET—HI—FQEUT TSDS) &£UVD) TRIT HFEHRLUT TXRERI &0V I)F. FEHE
BERIZEVNT, BHOREDHH. FH. RMMETDLETEETHL LHHLEIDTT,
AERIT. HREOZTLGHEED., FH, LB, RE, #BX. RERVRRICETSIHIF R E
LTOHMERESNTEY . WHELRERIRERBEZLTLOTESHY FEA, KF®IL.
SDS DEEFICTRESNTVAIRESNLHGICETSLDOTHY ., HEAEL/MORR EEAE
HET, XETOERPTHEASNDEE. AXRITERNGVRY . BRI LS A VERES
AHYET, AREDFERBSHMICEV T, REBRRVHREEHEEZERT H5RC. FRES
MDERBREMIZEITEAEROBEYLGFMEEHT, FRESLUOERT 5HETOREDNIRNGR
[CETHARHADEFEL., FA, LE, RUREICDONT, #BEEVET,

JP /7 JA

12/12



