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Infliximab Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
1.1 2025/04/14 19279-00025 #EYERHE: 2014/10/07

1. eZRREUSHITER

EZERDETR : Infliximab Formulation

HieEosHaH. EMAUVERES

HIEEDREATR : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
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Infliximab Formulation

&S WETB: BEES HIERET H: 2024/09/28
1.1 2025/04/14 19279-00025 #EYERHE: 2014/10/07
i 57-50-1 >=80-<90
Infliximab 170277-31-3 >=10-<20

4. HREE

— BT K/NA4 R

W|AL=EE
REIZHELSE
RICA-=5H&

RAAATZGE

AMERRCEREERDR

HEELTHIRER

BREEET SEDRE

EEIx Y D HAIEREE ¢

EHDEEL. KON TCEWEZTELICEEDEZE %
25,

ERMNRSICIBE, THEARMLADHIIEEX. EEMDIETE
Zit5,

WWAATZIEE., FIEZEROBIABET 5,
IERABENDISEICIIEREETEREZIT5,
KERITATHELTLLEELY,
ERABENDISEICIIEREETEREZIT5,
BIZA-=B&IZIX,. KTELTT,

RSN HY BT I2BAICIIEREETRREZIT5,
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IERABENDISEICIIEREETEREZIT5,
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BLTHBYBNENEFET DEMLABRRDBIRAH S,
RBEERD~DREIREICEZRETEENHD.
REEILY

BIZOKRR & BHAREIZE C THEYGEXRFRZRANS,
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Infliximab Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
1.1 2025/04/14 19279-00025 #EERLB: 2014/10/07
RERZHEAT D,

6. IRHFDIEE
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REBICHT HIEEE D RBEADOBHEERTS &

TEEHRELTHG, dNOIEFENELDS,
BRINEEZFKEREL. 82T 5,
AHAE L CEIRTEZWMERIE, A BREKICERT 5.

HLADRVHEDOFERY @ ZENFEDE BELINERETROERY ., BEYEESE
wAt IZBL. BEJ 5,
MLADEIFADREZEITS (Thabb, HLADERL
T.i%ﬁo)lj_:*’ﬁ::m( J:%)/ﬁ*ﬂi')
MLANERFITHALREETHREESN D EBHEEDRSE
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Infliximab Formulation

&S WETB: BBES:
1.1 2025/04/14 19279-00025

BiIEIZRETH: 2024/09/28
#EYERHE: 2014/10/07

BAEXE BEOFERAPIZIEEZME~DILIL ESOTRENHDBESIE.
EEBFROBELIZTAITIIVI VI VRATLAELURED ¥
J—%FZELTLESLY,
FRAPIIRBERVEREEZILT S,
FERINFE-KRRIIBFERT HRIZEET S &

RE

RERREEE BYESRILODNERBIZANTE <,
ZEDOREICHK-TRET S,

RRAREE EYE ROBEFEFE N> L LITHEE LA
RER1EF

RENRBAEMH BWEEOHE: IRAL,

8. I EMILRUREIEE

ERREICETIRIHRBRR/HFERRE

% CAS BE B2 (REN | EEEE/BEX | Ha
fE) #iE | HBREE
FERE 57-50~1 TWA 10 mg/m’ ACGIH
Infliximab 170277-31-3 | TWA 150 pg/m RER
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EEBICEIT2BEREZRIERICIIZ S &,
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Infliximab Formulation
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Infliximab Formulation

&S HETH: BEES: AIERETH: 2024/09/28
7.1 2025/04/14 19279-00025 #EERLA: 2014/10/07
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10. REHERFRGHE
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Infliximab Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
7.1 2025/04/14 19279-00025 #E{ER R 2014/10/07
REREN.flEE
FIRAATREIBERICE DR Y DFETEALY,
B4
Infliximab:
= D T—A%EL

RIZx 9 S ERTIRGHE RRIBE
FAREGERICEDCRYDETELL,

B

Infliximab:

= . T—Aa%L

FEOR 28 BAE1E T R 8 R AE T

B E Bt

FIFARRERIERRICEDCBR Y DETELHL,

0% 35 BEAE

FIRATREIERRICE DR Y DETEAHL,

ATEHIRRE RIRM

FIFRARTRERERRICE DR Y DETELHL,

B4

RERE:

in vitro TOEEEESE COHERA A T in vitro WA EYMIS S F T ESE
fER: 2

Infliximab:

in vitro TOEEE%E D REBRAA T MAEMERWSEREALT EFER (AMES)
Fi%: OECD EHE& A A K54 > 471
R 2
HE2 A T RBAKESE
TRARVRT L B R /NIRRT
R 2

in vivo TOEGENE D RERA A TR ER
B TR
7% OECD HEE A A K54 > 474
R 12

7/14



RET—H—F EIMSD /A

Infliximab Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
1.1 2025/04/14 19279-00025 #EYERHE: 2014/10/07

AREMREERERE - 7R A 0 RUASECEEMRERERERE LTHEIHEEFTER

vk LY,

FH A

FIRAATRELIERICE DR Y DFETEALY,

4hEEN

FIRAATRELIERICE DR Y DFETEALY,

7% 0

Infliximab:

HIRICX 9 H5E D HRERA AT EREAD
. w9X

BE R Bk TS
S 5EA: NOAEL: 40 mg/kg {AE
HE BT smEIEZEONzT—2IZHE DL

BROEBE~DEE D HERAA T ZRENELUBRERERE
FB.YOX AR
B 5 8RS
—ElDEEIAM: 6 - 12 d
BHAD—AE S NOAEL: 40 mg/kg A E
{214 NOAEL F1: 40 mg/kg AE
F =1 NOAEL F1: 40
B - BRIRE ., : NOAEL: 40 mg/kg AE
BE BT smEaIrFZEonfzT—2I2&EDL

FERNEAENE (HEIETCE)
FAMRELERICEDCRYDETELL,
FERENEREE (REETCE)
FAARELAERICEDCRYDETELL,

RERSEMN

B4

Infliximab:

i DX IR
NOAEL : 40 mg/kg
BREERK D FEIRMA
g 25 B : 6 4R
YA E R © daily
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Infliximab Formulation

REE ;ETA: BEEE AiIEIERETA: 2024/09/28
7.1 2025/04/14 19279-00025 #E{ER R 2014/10/07
RAAEEN
FIRAATREIBERICE DR Y DFETEALY,
AEIZHT 5 RBEHER
B4
Infliximab:
|A CEKHESR, BN, BRE TR, KRS, R BT 0RA

12. RBECERH

Infliximab:

BESHE7ERAV R
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EEERN

JE%

R

-4 %/ —JL/ KHEIZRE :© Pow: < 1
(log &)
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Infliximab Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
1.1 2025/04/14 19279-00025 #EYERHE: 2014/10/07
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FICHEENEWNMES. RERAMRELTEEYT S,
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EFRFRH
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EEES =
EE#% 42 (Proper shipping : JEE%Y
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EE#i%E4 (Proper shipping :  JEEZY
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Infliximab Formulation
RES WETA: BEERS BiIEIZRETA: 2024/09/28
7.1 2025/04/14 19279-00025 #EERLA: 2014/10/07

ElPa R il
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BRI E

JEEZY
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BEE AR

HBAE
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[
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[
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Infliximab Formulation
RES WETA: BEERS BiIEIZRETA: 2024/09/28
7.1 2025/04/14 19279-00025 #EERLA: 2014/10/07

m7 JIL¥ILnshEF IR A

EHE

HRBEFDESFRHRA

EHE

FERL/EERETS - IRE— &Y
EHE

B R URIMEESE

EHE

LM EHHBEERREE

EHE

BEHRARRZE

EHE

U S ) E A

EHE

iR &%

fEEYE L THREISh TULAELN

ek

fEERYE L THREISh TULVAEL
BEERERVEEREDOHLICET 558

(£ 5 FEAEIE : ERIAMBE(ZIEEZ LS LA
ERRLITPeS D OBEELYEIZEEZYE LGN
R B UMl f S ER ik

FREEMAEMHEEIRE (B - AT

JES% Y

HEMEREEEERE E@E - @A)

JES% Y

EEVOLERVERICEAT 5%k

EEREY
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Infliximab Formulation

&S HETH: BIBEE: HIEZETH: 2024/09/28
7.1 2025/04/14 19279-00025 #EYERKH: 2014/10/07
16. ZDthDiEsHk
5| FA 3k D BfE#HT—42. EME DS [ZE DL F—4 ., O0ECD eChem
R—2IILE L UVERMEEYER http://echa. europa. eu/D1&
RIEE
Bit7+—<v k . #/HB/H
ZFDDIEEEDE X
ACGIH © ¥E, ACGIHFRREE (TLV)
ACGIH / TWA D SR, BREMETHY

AlIC - A—R SV TDIELFERSA AU RY; NTT - TS D ILEREEME; ASTM - K
E#HEHERFS bw - KE OR - A, ZERE. £ESEELHDHESNHYE: DIN -
FAYRRHARELE, DSL - ERYME YR+ (AF4): Ex - FED XORGERIFT EER
LNBHRE: Elx - FED XWDORGERIFTEEZONDERES, InS - REKOR TP
—JL; ENCS - LT EDEEFLEEME )R b ErCx - FED XWOREERIFTEEZ ONDHK
RE ERG - BRMIEOF5|E; GHS - HRFM AT L GLP - HERERRE: [ARC - ER
NATRERE, [ATA - EEMZEEERS, IBC - BIRIEFERKDIESKEEZD-HOMMDIEE
RURHICEAY 2 ERRRAI: 1050 - S0%FEEIRE; 1CA0 - EFRRREIMZEME; [ECSC - hER
FBleEYELE: INDG - EfELAERYRER IN - ERESEHE: ISHL - sBRE/EE
(BA); 1S0 - EFR#E{LH#E: KECI - BERFLFMESRE, LC0 - 50%EHILRE: LD50 -
50%EStE (FHESLE)  MARPOL - MM & BB DMILED=HDEFRERI: n.o.s. - I
MBNATSIN TSI DZERC: Neh - FUREI NOAEC - |EZMLZEIRE, NOAEL -
BEEMRZELAL, NOERR - BEEUHZEEFTES NN - A5 a2XRA NTP - KEER
REMETOTFL; NZIoC - Z2a—D—F > FMEEWERR: 0ECD - #EFiHHFHFKEE, OPPTS
- LEHEREN - AFEWHLLE; PBT - #OMRMEN - £HEREN - HEE WE) ; PICCS - 7
1 VEVEEYMEA AV )= (OSARR - (EEH) BEEMEE, REACH - LEMEDE
#. &Fffi. B WH K UEHE (REACH) (ZBEY H#HAI (EC) No 1907/2006: SADT - B ChmE5 A7
mE, DS - R&T—42P— b, TECl - 2 A ICEEREDOIEEMED A RN K1), TCSI - BE{E
FMEA R M) —; TDG - EIEYE#E, TSCA - BEMERSHE CKE); UN - E&; UNRTDG
- BRESEIRYEEES. WPB - FEEICHSBRUVIIERICESERN, WIS - EXSEKRE
EMMERRRT LA

CORET—HI— AT TSDS) &LVD) TR HFEHRUT TRIEHR] &0V 5)(F, KEE
BERIZEVT, BEOREDOHH. FH. RMMESDLETEETHSLHHLIEZLDTT,
AEHRIT. HROZTEGHREV., FA, LE, KRE. @X. BEERVRRICETSIAI TR E
LTOAEHESNTEY . WHELRAREHREREELT LOTIEHY FEA, RIERIL.
SDS DEEZICTR SN TV ARHESNEHAICETLIHIOTHY .. AZAVANMORGZ LBAE
HET. RFTOCRARTHERASNSEE, AXRITERLSGVRY .. BRICIETE S G VATEES
AHYET . AHEBOFEABESFMICEVTIE, AERRVHEFHEZERT 581, FRES
HMOFBREMIIE T L5XERBOBEILAMEEDH T, FAERMUOERT 5HETORENIKR
[CETHARHADEKL, FH, BE, RUREICDONT, BEEVFET,
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1.1 2025/04/14 19279-00025

€3 MSD /) e
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