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Peginterferon Alfa-2b Powder Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09

1. eZRREUSHITER

LMD ER . Peginterferon Alfa—2b Powder Formulation

HieEosHaH. EMAUVERES

HIEEDREATR : MSD

£FRr © BER REA™ faR 810 MSD #X&tt FEETS
BRES . 048-588-8411

BFA—ILT LR - EHSDATASTEWARD@msd. com

RREREEES : +1-908-423-6000
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AT D EEA

FEAEDOHIR .

2. BRABEHOEN
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€3 MSD /) e

Peginterferon Alfa-2b Powder Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09

SEREYETERZITA L,
ReE
P405 EfE L TRET H Z &

BRE:
P501 AARY ., BEREARBIN-NEBHERICEET S &,

GHS S HRIZEZY L B LMt fElR A Et

EEGHBEREVEESNDIE
EEREOHE

BLANIRIZAD E. BBHLRIBNEEDLZEA”H D,
MLALDEMICEY., REOMEMLGRIBE-ILZENEE
DEREMN H D,

MI. N FY YT LLBZDEADREDREIC, BRIED
BMLAZREMHBT HEENNHY ET,

3. MR URSTER

EEHME - EEMORI BEEY

5%y

=22 CAS &5 E2HE (b w/w) EHRATERE
B85

B 57-50-1 >=90-<=100

R4 B3 —J7zAY FILT7- |215647-85-1 >=0.3-<1

2b
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EHDGEL., Ko TChEBNEELELICEENDZERE:
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ERMNRSICIBE. THEIRMLAHIIEEIX. EEFDIETE
Zit5,

WUAATZBE., TR OBIABET 5,
EENEZZIT5,
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EENEZZ(T5,
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&S WETB: BEES BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EERLB: 2014/10/09
LEELRHBIRER EHFREMENH D,

BLANIRIZAD &, BBHLRIBNEEDLZEA”HD,
ERERANDEBEZEDE TN, BEADEBEZEOEZ N,
WREEEY S2EDRE D MR EEEEFELDREITERZILL, HEESKTLSHR
EREZFERATH L BEORREMENHDISEEE. HESD
BYREANREREZSRBOCE (HE8Z3H) .
BRI SRFAGIEFE | XFRESIUEREERTLSI L,

5 KKFrDHEE

S AT AP © KIESE
fit 7L a—ILiasE K
ZEbRE (C02)

BRI NH
50 TIX7E B ALV KH MR L,
HEORBIRAEN D BMLADERE#RITS, ZRHITTIEEDHMH CANS

BHLTEYBNENFET HERLABRRKDBIRAH D,
RREERD~NDBREIRRICEEZRETEENHD.
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RERERIEY
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REEZERT .

6. WHFFDEE

MEICHT HEEHE. RE @ REEZERT D,
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BRINEZEFKEREL. DT D,
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Peginterferon Alfa-2b Powder Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09
27 ICBL. BEI D,

BLADEIPADRBEEITD (TahE, BLADEREL
EREDEEZERICEDER)
BLANERFICHILGRETHREIND EBERIEDES
ERRTHDT, REICHLAZERSETIE LA,
AEMZERE. BETDIRICIE, SMFEBRESIUVEDOR
Bt~ TARET S &, TORBICERSAEYMEIZON
THLRHETHD. EORUNERSINLINZEHZET SREDN
H%

ASDSDIEB 13ELV152ENT, ABBREIUVED
EIRFDEEDY .

1. BEVWRURELOZEE
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BRI xR D BESNBEL., BFEBARMIBIALIERESISERIT &
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BERMGER, B, FRETEESESG EDOBEYL T
HEZHET 5,

BERFTHER, 2RSS DT RGBENTELRMESIE. BIIREEEFERALTL L
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RERITESE D RBOKRIRIZHITFARL,
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REDiEfLZ TS,
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BORNENSESIT S,
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Peginterferon Alfa-2b Powder Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09

FZEOHEIH > TRET 5

BEMZELEYE D ROBRBEEEVOLLITRELAL
sRERE
REGRBAEMH DOBESTUOME FMRGL,

8. F<RMILERUVREIEE

ERRBICHE T IRAHNRBRE/HFRRE

5%} CAS &5 BiE (REN | EHEE/RERE | HA
AE) EE | HREE
EE 57-50-1 TWA 10 mg/m’ ACGIH
ROAoB—2x0O> 7ILJ | 215647-85-1 | THA (eATE | 0.2 pg/m3 (OEB | MER
7-2b E4) 5)
B CEIE D EEBICEITARERESZRERICINZ S &,
MLABREHSCHEZET 5.

BLARYEBEWSRTLAHBRT Y b, BLABERERE. #
CARSR. BIUHLAREBRERE) TIH. BLANER
BARNE S BV (TEHEEEN L DRNARZLY) & 5705
TEHERICITS,

THRGB|INTELGIMERE, BFFSREEZFERALTE

=0y,
RiER
IR F{RER D EYLBFHSEEAFIETELUIMES., £-(REL EEFE
THENA RS54 VOHEBENDIESBNATEINEBEIL, F
MREREFFERALEL LS,
T4INE—B 4T D OMEIFREA T
FORER
e D HERAEFS
wE D ERYMEORELEICLY., EBICE-ILEYMENHETF
REESRZE, COARAFREBBET HHEBIEHHIN-T
WAL, FREELCHMYBZ S, BHREZIZERTSLE
EOFROMEEYEEZFROEETICHANEHLESZ &
EHRT S, KREPCRERICEIFEERS.
IRDREER D ROBEANREELERT S :
T2e&I—4)I
EERUVEBADZRESR D RS T -2 B L UVBMICE T ABEETREE ORI E

DVWTHEUGREREERT S5 &,
FREMDORER (FR, A, R#LGE) 2RI S
ETRE~DEMZERT D,

9. MEHRWLEMER
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Peginterferon Alfa-2b Powder Formulation

BRRITHNE R R VR

AIRE (BR. KUK

&S HETH: BEEXS ATEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EERH: 2014/10/09
WIIRAR e ES
=) AN LiRER
2 F—a%4L
RLoLEVED)IE T—47%L
mh e R R T2l

F—aHL

MI. N FYUTHLLBZDENDNEDORIC, BFEM
DR LAZEEHRRT 2EETNLHYFT,

aERE GRIR) FT—AHL
BETEARWER LER . AIARR
IRREFEDOER /AIRERE @ T—42%4L
&
IREGHEDOTR/AIRTRE : T—42%4L
&
5l K= F—AHL
NERE F—AHL
pH F—AHL
REEE F—AHL
BARAFENEE FT—RHL
FhE
FHEE (RETEER) FT—RHEHL
EFE (BhELTEER) FT—RHEHL
BRE
KB FT—RHL
n-A49 4%/ —IL/ KNERIZRH T—ARL
(log &)
RRE T—R27%EL

X\
FZERV/XIIERNZE
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Peginterferon Alfa-2b Powder Formulation

e &ETH: BIERE: BIEIRETH: 2024/09/28
8.1 2025/04/14 2053000027 #EERAR: 2014/10/09
BE 1 g/cm’
BRI HRZFE D T—AR%EL
IERSE DOBEEMAL
B b4F DOARERIIEBEEYME E LTI EINGL,
nFE L T—4a7%kL
HF 4
PFHAX D TFT—A%L

10. REHERVRGHE

Rt % D ORISR E LTESES G,
LR E M D OBEORETERE,
el B ERICATREHE DMIL AU RYUTH L ZEDEFEMOLEDMIC, B

DR LAZEEHRRT 2EETNLHYFET,
BRUOBLEHIERIET S ELH D,

BETHREEN DB R, KTE,
MLADFKEZRITD,
BffERmE o ERMEH
BIREEL D BERY D RRAEELGSBERDITA SN TULVRL,
11. FEHEH
AR H L RERBOER © B|A
RS
i)

RICA-=5&

FoliE-1:d

IR BRICE DR Y DETELLY,

D%

N

AaMst @O : LD50 (Z v k): 29,700 mg/kg

RELoB—DxAY FTILI7-2b:
AMENE (ZF0thoRi) : D50 (5 k):> 20.1 mg/kg
B 52 5IRA
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Peginterferon Alfa-2b Powder Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09

LD50 (H-JL): > 9.8 mg/kg

REEEt REE

FIFAREIERICE DR Y SDETELLY,

7%

RELVAE—27zAY FILI7-2b:

i oYX

BR D BEORER

RIZx 9 5 ERTIRGHE RRIBE
FAREGERICEDCRYDETELL,

B

RGLv8—2z0Y PILI 7-2b:

2 L YR

R D BREORRIK
FEIR 28 AR T R B R e

BN

FIAARESIERICE DR YDETEAHL,
MR 38 R VE 1

FIAARESIERICE DR YDETEAHL,

4 FEARA T R IR

FIAARESIERICE DR YDETEAHL,
D%

N

in vitro TOEEEEYE D OHERA A T in vitro WAL EMIS S F T ESE

R 2

RELoB—DxAY FTILI7-2b:

invitro TOBEEEMH D HERA A T EIREARTESE
R A
HEgA 4 7 2BEKEE
FRMRT L NBEDY 288k
R EM

in vivo CTOEEEMNE o KBRS A T in vivo IMEERER
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Peginterferon Alfa-2b Powder Formulation

&S HETH: BIBEE: HIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 PE{ERA: 2014/10/09
. T9X
R a2
ENAN
FIATTRELIERICE DR YDETELLY,
HIESHY
HIBREANDEZEDE TN, BEANDEZEDEZ .,
7% 0
RELVA—DxAY FILIT7-2b:
HIRICH T B8 C HERA A T ZHERES / MEIERAE
.Y, AR
BRER®K KT

’58:0.35IYTSL /1F0T5LHBY
fEIR: RERA~NDZE

AEEM-TERAAVE D BMERICEDEREADEZENRAECH DS, . BYER
Sk B EMMHES JUEENBZENREIZH D,

FERNESREN (BEIETCER)
FATRELGERICEDCRYDETELL,
FEENESREE (RETCE)
FAARELGERICEDCRYDETELL,

JE%

RGLv8—2z0Y PILI 7-2b:

EZEr g2 D OGHIEE, &R, DREBOER AYWR, DiE#HER, FE,
S8, B

FERAAD bk D REICHIZ5. RIIREFLKBICKDERDESE,

RERSEMN

D%

RFLv8—DxaY FILD7-2b:

i DX IR

NOAEL : 0.0038 mg/kg

BREE®K KT

g 25 B :9d

i AV

NOAEL : 0.0042 mg/kg

BE5ZK KT
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Peginterferon Alfa-2b Powder Formulation

&S ;ETA: BEEE AiIEIERETA: 2024/09/28
8.1 2025/04/14 20530-00027 #E{ER R : 2014/10/09

iz 2= B R : 30d

i oYL

LOAEL o 0.12 mg/ke

BEZH®K D KT

A 25 R : 30d

ERIE RS C Mk, BEE RER

i oYL

NOAEL :0.015 mg/kg

LOAEL :0.077 mg/kg

i 25 R R 3 58

ERIEES DORE, DEOLER, TRAER B

RAAEEH

FIRATRERIERRICE DR Y DETELL,

AEIZHT B REBEEHER

B4

RGLvB—T7zAY FILT7-2b:

®A DER A VIV UOYRER, BEAE B S59E

RS

B5:

RGLv32—2z0Y 7L 7-2b:
RESHE7 XAV F

KERBEEN B (& . F—AHL

%)

KERBEENE RY (12 . FT—A4L

%)

BREH - o

%

RELoB—DxAY FILI7-2b:

£ DR B,

EfE: 63 %
BREERFE: 28 d
A& 0ECD TR+ HA4 K54 > 301B
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Peginterferon Alfa-2b Powder Formulation

&S WETB: BBES: BiIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EYERH: 2014/10/09

-4 4%/ —JL/ KHEZRE © Pow: < 1
(log f)

+ ¥ OBEE
F—a1L
*IUBADEEY
EZY
tnEERE
F—a1L

13. BELDOIE

B’EHE

EREZEY DA BBROBRHICHNLST S,
BEEYMETRKAFH L TREGE LA,

BREBRRVOEE D EORBE. VA VIFERFREEOHIZ, BRIZRITT=
BEEYIEREICRTET 5.

FICHREANEMES, RERGRELTREYT S,

14, WX EDFEE

ERRRH

B _E #R5% (UNRTDG)

EEES e
EE#i%E4 (Proper shipping @ JEEZY
name)

#4548 (Class) o JEERY
BIX B (Subsidiary risk)  : JEEZY
A28 (Packing group) A
AL (Labels) o JEERY
REEEMH o JESZY

fin 228X (IATA-DGR)

UN/ID &S (UN/ID number) : 3JEEZH
EE#1%4 (Proper shipping : JEEZY
name)

E&E 4 48 (Class) D JERRE
BlRfEMRME (Subsidiary risk)  : JEE%Y
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Peginterferon Alfa-2b Powder Formulation

&S ®ETA: BBES: AIEIZRETH: 2024/09/28
8.1 2025/04/14 20530-00027 #EERB: 2014/10/09
B2BZ R (Packing group) o ey
S AR)L (Labels) © JEERE
BatEr (BWH) (Pack- @ 3FE&H
ing instruction (cargo air-
craft))

WafE R (RkREH) (Pack- : JEEH
ing instruction (passenger

aircraft))

#5_E#i% (INDG-Code)

EEEHS LY
EE#% 42 (Proper shipping : JEE%Y
name)

E& 548 (Class) © eIy
B RfERRE D OJEERY
BERER o JEsZy
NI DR
EnS a—F L

BEBEME Y - EZY) ¢ EEY

MARPOL 73/78 Mt/@& [1 R U IBC A— FICX A X oMAMZE S HBEME (&Y - EFZNY)
i S - REBORMIZITIEZS,

&l PR )

EnREDEEF L. HE 15 23R T 5,

FHDREXE
JEEZH

15. ERZES

BEER

HBFE

fERY. RERBRMICERE LG,
le:3-5

BFELFEME. BEREFNE. BRFMIEEMEICZILEL,
FEREEER
BESFIFELEIIFEY
[
BEDHAIZRITHREREY
[
RIS L ast ARME
JEERY
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€I MSD [ rune
Peginterferon Alfa-2b Powder Formulation
&S METH: BERE: miERET B 2024/09/28
8.1 2025/04/14 20530-00027 WEERE: 2014/10/09

EERMYOBHONA-LEYYE BIFEEYHE)
JEzY

EERMEOBHONA-LEYYE (HFREBEHIEEDHE)
JEzY

AMELEENITREEEMEVESY

JEzY

AMEERTIRNEEEMEVESY

JEZY

BEREEE/LEME (GEBRS/ERBE M4 ED2)
JEZY

RARMEYME (HFEBRLSBERBELSTTED2)
JEZY

BELEMEREE T HRAI

JEZY

snh = FHhRAI

JEZY

M7 LI E T IHRAI

JEZY

FHBEAFD=TRRA

JEZY

FEREMEZEITS - IRE— (BRWY)
JEZY

SR VBRIV ESSE

JEZY

LM E R T B R A E

JEZY

BEHARRE

JEZY

V&3 2):0 80 S

JEZY

R 2%

B E LTS TULEL

2%

fElEy & L THRHl S TULVAL
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Peginterferon Alfa-2b Powder Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.1

2025/04/14 20530-00027 #EYERH: 2014/10/09

BESRERVBLEEOMILICET 5ikE

(£ 5 A EIE : ERAME IR LA

ERTE B DOEEELEYEICEBRE LA

R U RE S EEE

FRERBEHEERN (@ - 8BAK)

JEE% Y

HEREMBAERE @H - @A)

JEE% Y

BEEVONEBRVERICEAT 5%1E

EXREY

COEBORAIZODNTEEA IRV M) —~DEEEIHFR -

AICS DAE

DSL N

IECSC N

16. ZOHho1EHHR

5| R 3Tk D BHEMIT—42. BEAE DS I’ I F—4 . O0ECD eChem
R—2IILE L UVERMEEMER http://echa. europa. eu/D1&
RIER

Bt 74+—<v b . #/B/H

FTOHDBEEDE X

ACGIH © KE., ACGIHPRSREME (TLV)

ACGIH / TWA . 8 BRI, BFMEIMETEH

ALIC - A—R FSUTDIELFERA AU MY NIT - TS OIVEREEHES; ASTM - K
EMHHRGES, b - (KE; OR - BH M, TRFRME. £ESENHLSESNLHHME: DIN -
FAYRRHARELE, DSL - ERYMEYR b (AF4%): Ex - FED XORGERIFT EER
bNDHRE: Elx - FED XWORIEZRIFT EEZONDERFEE, InS - BRKOR 722
—JL; ENCS - L TEDBEFLFEME R b ErCx - FED XWDRIEERIZFTEEZ ONDRK
f&E ERG - BRSO FEIE; GHS - HFRFAMI AT LA GLP - HEREkHESE. [ARC - EF
NATZEE. [ATA - EEMZEERS, IBC - BRIEFEROESBEEEXZD-HOMMOIEE
EUEREICET 5 ERRAI 1050 - 50%fEEFRE [CA0 - EFRRMMZERE: 1ECSC - hEIR
FlLEMELER: MG - ERELEKRYAE, IN0 - ERESEHE, ISHL - SBREEEE
(BF): IS0 - EFfZRELEHE. KECl - REBIFLFEYMERE: LC0 - 50%HILRE LDS0 -
50%EStE (FHESLE) . MARPOL - M &k D BRDMILD=HDEKRER: n.o.s. - I
MBNATEN TS LD ZERS: Neh - FUREI NOAEC - |MEZTMHLZERE, NOWEL -
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Peginterferon Alfa-2b Powder Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

8.1

2025/04/14 20530-00027 #EYERH: 2014/10/09

BAESMHEZELAL, NOER - BEAEUHEZEAFTEIS. NOM - A5 a2xXRA1 NTP - KEER
REMETOT I L NZloC - Z2a—o—F > MMEEHE RN, O0ECD - #FFIH HEAFME, OPPTS
- LEHMEREN - AFEWHLLE, PBT - BTN - £HERENE - HEE WEHE) © PICCS - 7
1 VEVEEMEA AR )= (OSARR - (EEH) HEEMHIEE REACH - LFEYEDZ
Fx. FTMf. &2 AIH L UEER (REACH) 2B S #REI (EC) No 1907/2006; SADT - HMNEfE
mE; DS - Re&T—4L— bk TECI - 2 A ICEEFEDILEMED A VRV M1 TCSI - &iEfE
FMEA R M) —; TDG - fEIRYEE, TSCA - HEMERASE CKE); UN - E&: UNRTDG
- BESERYEEES. WPB - FERICHISRRVIERICESERNE. WIS - EXEREKRE
EEVERFHR AT L

CORET—HI—F LT TSDS) &LVS) TR T DFERLUT TREHRL L0V 5) (X, AEHE
BEFSICHENT, BHOZEDME. FHR. RUESDLETERTHLLHHLEZLDTT,
AERIE. ERORELGEREKEL., FH. LB, RE. X, RERVURHICETIHI IR E
LTOAMERINTEY . WHELIRIEXEIREREELTELOTEDY LA KIERIL.
SDS DEEZEICREINTVAHESN-HAICEITZ2EL0OTHY .. YRAUEAMOHG EHAE
HET, RFTOERABTHERAINDIGE. AXDICERAEWVRY .. IG5 G 0aEEHE
NHYFET, FESOFEREBEZEICEVNTIE, KERRUVHRFIEZERATS55I1C. FAER
MORBRHEFIEFTI2AMUBOBENLTMZSOHT, FRAERUNDERT 25 ETOHENIKR
2B T DR BOIFL. FH, VB, RTREICOWNT, ERBELET,

JP /7 JA
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