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1. EEmBR U ER

EFRDEFR Atezolizumab Biosimilar—Research Grade
aAVR—RUM
BHHa—F ICO%tt &S 3—F:ICH4018-5MG
HEEFEOSHAW 7o kA
ST RRMXRRAH2—9—7
L AVTSATUOREERER
BHEES 03—5684—5107
FAXE S 03—5802—5218
HERASRRVERLOFIRE HEARE
BEXS OTHO116V01 (2022/2/14)

2. BEREEHOEHN(LIT, SDSIFE—YWELLTDFHEICEDEER)

L RDGHS 8

MIBLENEEYE 5K MERE X593
BEEEMN AMEHER) EH4

RIEBEME/FIBHE XH1
RICx 9 S EETBGE IRAHME K51
HEENESREE (BEIEEE) Ro1(nR., 'FFlRER)
REFEEMH KEREFEEHE E#HEMN) K53
FRTRIALLGVEREETHEE., RAISZULAVIDETELL,
GHSSRNILER

a2 X

EEMLERE y[eX
fERAEEER H226 5IXMERARUVZES

H312 RIEICHEMT HEEE

H314 EELREOEERVENIEE
H370 fEZRDIEE

H402 KELEMIZHE

REeEWE :;31 .%‘);‘50)%,03\ RKIE.BRKBRUDBFEXKBEINSES(THIE, BIE,
P210
BRBZZHALTHLIE, (P233)
hERDESHES. MKEE. RIAKSREFERT 5L, (P241)
KEEERESELBVRAEEERTHIE, (P242)
HESMEICHTIEEEZRET DL, (P243)
MLAE. HR ZSRM, BR. ATL—FRALL &, (P260)
BRWLRIZER O FERGESIZE, (P264)
CHOHREFERTHEEIC. RBRITBEEFLLELI &, (P270)
RE~NDKRHZERITHIE, (P273)
REFR. REK. REREK. RE@DETERTHIE, (P280)
ICEEE RARAATETE. AZTIClE BEICHEMELGINE,
(P301+P330+P331)
REICHEL-IGE. ELICEMMISERT HZE, (P302+P310)
RIEIZHELIGE. EEDKTHIZE, (P302+P352)
REOEIMELIIGEE. ELICERIN-KEZETHSIE KB
#IKRIF T —THS5Z &, (P303+P361+P353)
WALI-EE. EROHFELIGAICFIEL., FRLOTNRBTKRESE
A&, (P304+P340)
RICAST=15E . ELICELRIZER T HIE, (P305+P310)
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BRICAST-5E . KTHABIERERGESIZE, RIZOAVAVNL U XEE
ALTWTERIIHESIEEENT L, TDRVEEFERITHE,
(P305+P351+P338)
[IERILFEDBEESHLHDIEE. EEMIEKT S &, (PI08+P311)
FBREIN-KREZHRE. BERTHIEEILEREET 5L, (P362+P364)
KEDISZE. HNTH-OITETEE B EFERTH5IE, (P370+P378)
BEDOBRMEFITRE T HIE, ELWLWECAIZELZ E, (P403+P235)
EHELTRETHI&, (P405)
??%b}@%ﬁa E. #IEFEXIEHIFHOBEICHK->THERET S

- (P501

3. AR R PR B

==Y E-EESMDOXH
b8 XI(E—H&4

CASES

EEXIEEESSRH

[d=2E5

ILEBEBERDOTES
REALEBROTES
PBITFETH5TMYRUER
E LAY

BEEY

B < TV >
64-19-7
1-10%3k 3
CH3COOH
(2)-688, (9)-1772

7L

4. CEBE

RALT-5E

REIZELI-EE

RIZAST=-15&

RAAATIGE

AMER R CERMEERD &R
HERGEIRAEIR

HRHEZT 2EDRE
ERRICX 9 DA EE R

BHIZEMICERTHE,

EROFEBIGFICEL, FFIRLPTVRBTKRESIESIE,
IEXIZFEDBRESHHIEE. EMMIERT DL,

Eb(Z, BFEINE-REFITRTHCIE XIFBMYESDZE,
EbIZEMISERTDIE,

REZABEALN. ZEDRKIII YT —CEONIERET DL,
BRIN:-KBEEZBFERTIIGEILRETHIEL,
EbIZEMISERTDIE,

KCHARLEERGESCE, RIZ. AVEIMN U REBERALTWVTES
[ZHEDIGEEIENT L, TDRLERERTHIE,
EbIZEMISERTDIE,

AZ93<CIE ERBIZHEMEELNIE,

WA IREESR. B, RV, BERE. HEL., BYNh, BELS. KE &
H FEFRKB. EERME R HF.BAH. EEORME. ROEE &
OEER: i8R, OB, TH. >3y, B, HEERE. B,
RI{EMATLE, MKEZSISERITELADHD,
%H%;éfl:%%ﬁé%i Moty EMESOEIEETEELEIEM4H 5,
T—A1L

fiKIEDFEIR (L2~ 3R BT HETHENAWMEE L L, TFFER
=i WEELT B, LIzA > T, REFERBBERA LA R TH D, ERIX
[EEMAREL-FICKDEY LR AL EDIELEITERETT S,

5. KXBDIEE

BN H K F
FEoTITEESAUNE I H
BEOBRESM

BEDHEKAE

SEEAE MFREH XA RN R, BLI@REE,

BIRROK . KEE,

NEIZE->THRIE M, BEERUVEEDHRERETEEETNIHS,
BOHTHRZHL B KTE. RTERBICHE KT S,
HAEBEBURNTIEETNLHD,
BRTHITNIEK KR ENSBREBETT S,
BEMNRICHESINTLEES(X, BEISEAELY,
REITHNTEELLIEBFNBEERET DL,
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BEYEZE TR AR BIEEMR (THEVME) 2B AT 5.

6. mHEDEE

AEIZHT HIEEFIE,
REERUVRSREE
RIZICHNTHERRIE

2THFENBZERS
FRASN BRI ABRIICR T 5,
REBDRICHRELTIEESEL,

HLIAORVPHIEDHFZERY FEEMHETREVZRBLT EEZSRERFRICAND, BIETH
H#t ThIXRENnZELED S,
ZREEDRHIEER E2TORNBEE RN IR GAETODEYE, KTEOKLEDEILL),
HEKiE. TKEB. M TEHDWIIBRAEBRAI~NDRAZH,
 BRFEVWRUVRELDEE
EETR \
SR L:aPON 3 ;gé [FEHLERVRERBEICRHDEZFBAEREITL., REEEXEH
TEMPFFEEIE SAM BR.RATL—ZFZRALLNCE,
AR, REEDE, BRAAERIN &,
HESMEICHTIREEZRET 5L,
Hfih o] 8¢ M10. XEERVRIGHEIZSE,
BAEXTR CHOHEREFERTHEFIC. RBEXITBEEZLGNIE,
- BRFEWVRITEEREFEERSI L,
B
RELNREEH BONTEBADESLFENENSHELTRETSHE, BIE,
BIROBRVNELWMEFITRET 2L,
EHELTHRE TSI,
RELGRBDEMH HEEXIEIEEEHEER CTHRESN TS BRREEHT S,
FEIERVRERE
BEEE REETE
HBREEEETES 10ppm (25mg/m3)
HAREEACGIH) TWA 10ppm, STEL 15ppm
RfExT R BMYKRLDIZFRDELIZ, RV EERRED-HDHREERITS,
e EESICIIL2HEBRSEE. BHIREEEZRET 5L,
M ARER BU R RREEEERTLHIIE,
FDREER WY REFREERTHIE,
Z‘z;ﬁﬁ;‘ﬁ?ﬁfﬁﬂé@%étél& 25NDILERREKR(MBRA—VE)
B Fﬁ )
iR, EEEDRER 5@3]_21%5%&&%%@&&%3& RItRHEE@ERER, - LB %EE
A &,
BEERVEED BUGARENR, REMEERTHIE,
RER —UIDFEMEHLETHICIEFR. IOV, T—Y, XIELERR—VYE
DR REMDHEEEEERT S,
. ENRCIEENMEE
L EERVN RAK
& ma
=T FIHR
ma s BER 16.7°C
BRIV E R RUHELEER 118°C
Al AR TR0
BETRERARVLERER A 54~16vol%
R 5%
EIP =t 39°C (ZRA)
BAFENR 427°C
NERRE T—R%L
pH 2.4(1.0MKBR) « 2.9(0.1MKBIR) . 3.4 (0.01MKBIR)
EhphTEEE T—R%L
BRE K.ZILa—)L, T—TI)L, BEBFRIZAEE, ZHRIERFRIZFEB,
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n-A49%/—)L/ KHEZRE  log Pow =-0.17
(logfiE)
AT 15.5mmHg (25°C)
FBERV/XIIHEREE 1.04922(20°C. 4°C)
M HREZE 207(E& =1)
RIFHEME T—R%L
10. ZEMRURIGH
ST SRERE I, MIE R, BERRUZDOMDIEEMERLIRET S,
LR EN ERHEIRES=RERVEIRICBWLWTIEREEEZA NS,
fEbR A E R AT REE L H, B R EBLLARET B,
ZLDERBZEZRLTEINE., BEESIAOKR)ZELD,
OCULTIK, BRR /" ZELDEREEEIHAREZELEELNHSD,
BITHEREEH RERIEH, RER. RIE R RROHEHEMNSHLTEG
R EIRME RLHl, 18, HAEDOTSRAFvY., I L, BIRHA,
FH. RE. MBDHERELD KFHR,
BREELBRERY
ZDith HIEDTSAFYY, T L, #HEFIZET,
11. AEHIER
aEn
#0o Swk@LD50 = 3310, 3530mg/kg (PATTY 5th(2001)) [CEDE, JISHEE
HEODRD N (EEFBEEEDRXSS) &L,
B HEDLD50 = 1060mg/kg (PATTY 5th(2001)) MSE4ELT=,
W AGER) Swk®DLCLo = 16000ppm (PATTY 5th(2001) [EX 5485 BN IR 544
HUTEIENSHETELGWNELE, BH. AR REEEDI0%
(20394.7ppmV*0.90 = 18355ppmV) KWIELND T, K FBIZITH A D E#E
EZxEAL=,
REBERMY. /R Y EHBNIEEILEYRDIRER (PATTY 5th(2001) . ACGIH (2004) ) [Z

RIS HEETBENE R
RIEE

IF R 25 R AF 1%

R IERRATIE

EMNAME

BOT, RIEEDOEREILFEDRE LERBIZIKFL. $51250~80% L
LTORETIEEDORGEMR BN ERINTINS, M D, EUSNEE
TIXCRISTHAHEMD, RO1ELT=, 8. pHIE1.0M = 2.4 (Merck
14th (2006) ) TH S,

o+ XAR (K EFEE % A E & CHRIEMEEZE £ U= (ACGIH (2004) ) C
ELCRIDRERTI0% LU EDRETKGEMNARIBEXHESIEEDORIEME
%~L71=(IUCLID(2000)) &, ERTESTRICANTLES=RESDIC
EELEICEHLTAIREFGCLIEAFREIL, LEOBEICM~AL
ELEICAIKESIIKGENTH I=EDEHHRE (PATTY 5th(2001))
:(:J%U N Izéj\1 &L/T:o

BERC KA ERICBERGERLEREXMENDEEL, 7/)La—)L
XISEFRRICIECE SN BB ERSELUDO RIEEELI-ERDTRES
NTULB(PATTY 5th(2001)) , £-ITHR/—ILICT FI45F%—Rin &
BEER (AN R 7 L IIL X —ZRLI-ED$RES H S (HSDB(2005)) , LA
L. U ED|EIIBOH TIHEEF THY .. £-ZDHRIZEMIFLTDER
EREYICKDRBBELE ILHLT AR RD-ONFETELL I
B, URYELHEREOBERIEETERNV O, YKLIZE+
NIFEREET D,

TR0

In vivoDSRERFER DLV D THETELUELT=, in vitroZ B[R4 3 B
TIEI—LRREBERUCHOMEZ ALV -2EBAEERABTLIThElE
MED#E R (PATTY 5th(2001)) AAR&ESh TLVSD,

BEES - MOKEFER 4 E T 150 KIREGEFHE (PATTY 5th(2001)) AV3E
fEh ., FEE1359ADIR—FTHAAIZEZRTEZEMDFEER. BiiL
IR ATOENM (645 ZRRELSTONAUIZKBERTENFE DL -, BILIR
DBAICKDFETEDERIIEEH SAEHSN TS (PATTY 5th (2001) ) A,
WFNICLTET 2R B D=ORFE TSR,
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ZybERAWHEMNS18HEE TIXKEL - ER (PATTY 5th(2001)) &
URDRADBERRLIROK S L1558 (HSDB (2005) ) Z3.E5H
BNNIIFDOREICHTIELZEDTEITEL, LML, RERIHNSLDIX
CERICKDBEYDHEHERVETEREICRIZTTHZEICEALTIET—4
MNEVDTHEETELLY,

FERMRESREN (BEEF<E) EFTKEFBX I XEDOEBRZERNER, SETNENREES. EE

FERMREREN (REEE)

RAAVEEN

DA, EMEBREERILIEFRENERHY (PATTY 5th
(2001) . ACGIH(2004)) . R/ 1 (Ifni&R) ELT=, Ff=. EFTIRAILLEIC
£B8., ERE. T3 2RHMEDEEE (PATTY 5th(2001)), ERAS
REREWMATLESERBEE MKELAHONDENHDHEDE T
(ICSC(J) (1997) ) AHY . EEIZABILFEIIZETOERIZLSIEET
SEFAELHE MM AERIEL-HE (ACGIH(2004)) A HHD TR
1 (MR R) &L=,

SYbZ3%NHEERME L6, BB RS L-HEB TR EMREDESE
RAEM A B (PATTY 5th(2001)) ., Fi=. BEIEEICEKY. FBEH
e 1 O E R E DB IR D ERZ (PATTY 5th(2001)) ., Ff=. X
HEFEETADEHRAEICENTIIKEZZ T -FEBEIRBIZL
NI, IV B, 2HF)L. BISEXOERENFEICE,D
=& DR E (ACGIH(2004) ) £&HBM., T—ALR B THFETERLY,
TR0

12. IRIBZEIER

KERBREEE BHEMN
KERBREEE KRGS

EREEM
R
BRI
TEPOBEM
TIUB~DEEN

AR (A2 0) TM4A8EEREIECS50 = 65000ug/L (AQUIRE (2010)) T
HHEMIL, RA3ELT=,

DRSS HY (BODIZK DD EE : 74% (BEfF Mm% (1993))) . MD
EMEFEINMBENEHE TSNS (logPow = -0.17 (PHYSPROPDB
(2009))) &M, RaotELT=,

T—A%L

T—A%L

T—A%L

T—A%L

T—A%L

13. BELDIEE

ERBEEY)
BERBRRRUVAE

AmZEREETDRICT, B, BERRILNICZEDHTG DER. FH1Z
WO L BEMEBP(CAERARIELNEITFETHIL,
BEERGIGE o OIS A B DOEEIC > TEYGAN S EITI &
BHRERZIDERIL. ABYWEREICRET S,

14. #X EDEE

E FEER
B EREIER
UN No.
Proper Shipping Name
Class
Sub Risk
Packing Group
Marine Pollutant
Transport in bulk according
to MARPOL 73/78,Annex II,
and the IBC code.
i 22 AR i TE R
UN No.
Proper Shipping Name
Class
Sub Risk
Packing Group
E AR &l
R FRHIEER

IMODMAEIZHED,

2789

ACETIC ACID, SOLUTION
8

3

II

Not Applicable

Not Applicable

ICAO/IATADREIZHES,
2789

ACETIC ACID, SOLUTION

8

3
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YL,
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MR EEDOHREITHS,
2789

EFEg OKBR)

8

3
Il

&
e

ZEEDREICHD.

2789
ErEg OKiBR)
8

3

II

132

15 BRES

FBRER/EE

HEEE

AR 2%

BEmIE

EMEEENIREBRMRUVEEMCGEES7ED2, EITRE18F
N2FE1E, F2BHIXFE)[176 BFER]

BEEE < THUEE>

1TEEWULZEETHEFNTOMOY GETHE18FND25E25.
REAEAED2RIRE2)

BMEERTINEERMBEVEEYGEES7EF1H, BITHHE18
EE15.F25RKFE[176 BEFER)

BEEE < THUEE>

1EEWULZEETHEFNTOMDOY (RFRIFEI0E - FIFRFE2)

B3I KEDY (EITSRRFE1FE4S) [4D4 EFEE)
HFER < TH >

BEMRK(FBREEERBEI26%) [Ert)
HFER < TH >

FALES| NMERIR, EZRIMEKIERACEE28EB7ERBRY A&
F1-5458)[4 E-HHEKBMERIKR]

1REICBVWT,. BAETH-T. BEEYSEI1EZDNDETEDIRERIZH
WTEIAEZEZRL. BIAAN21°CLLE7OCEREDELD CGERIRE 1
E14), =LA RIASN40% L T THOT, BN EHL0°CLL
L. D BIEANGOCLUEDLDZERS(BRYBIE1EDIES
IH),

ﬁ%ﬁ'&%@’]ﬁ(ﬁﬁﬁiﬁﬁﬂ’%1 daxERMERAIRE D ((EEES]27
89
BEEENBOEENTHEADKIER

BEMAYME (BRAFEIXERYMETIRE) [[EESES]2789
Bk OKEFBE X TR EHN80EENE B2 5KBFR)]
E

BERECEEIEXE1E. THR15E3A48ETRE1S) [BEF]

16. ZDMDIEH

SE XM

BEEEXE FE£EMITGHSHBEHAMF VR
HASIHILT—ER—X ezCRIC

REHEEFEREA— GHSHIEETILSDS
EREEMEREEHN—RICSC) B AZEIR
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S EIR-AEMHDFTMEIILT LT 7 TELDT, BRLIZIF+5
FEELTTFEL,

O AT AL —MIEREIRM T HLD T, EBRNBERALT S
LOTEIBHYFEEA,

O REDHABRARAARELUNCART -2 —rEBRALLGVLTTSEL,

SHEH, REH, EERILEDHT. ARYORSHEN. EaHz
BALGWEDFICHNBED BREISTELTTSL,
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