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Peginterferon Alfa-2b Powder Formulation
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fFratansmyfdeat

ST MSD
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P RIrAC] © +1-908-740-4000

UTAHTAT TBH TR © +1-908-423-6000
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TR R e o ufaey

ReuTss yam : 3Nwey

IUGNT R Uidsy DTy TRl

2. @aX B! ugaH

fAmtor, YieRUT 3R & ST WaRATE THEA awTastt, 1989

TffmRor

SFTEN-1 & HIT | B FufRd AFds & STUR WeRe & w0 & aifiepd T8l &

it . ¥ -affevur

S TR : fqym g§t

oI, U9. 0. A9d

Sifeaw o1 feera : ‘@

TP s RGN

I et SR © H360FD IRT0 P BT g Tebdl g1 3roiTd g bl g1 ugan
gl gl

Tefaurd/gdfau™ saH S S
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
JDT UTe DR |
P280 Y& G/ I 3R 311 T/ &0 U |
3R
P318 3R 3MHTERUT g 4 fa=n &1, Rt gamg 2|
HYSRUT;
P405 HER dTdl T
framor:
;5()'1 fssd @1 UeRT Wigd o SRuvd HREH A

3= gIi=rat ot auma Wy aeifewor =8t giarl

e S WY Db g W 3] A TieD! oo 8] Tl 5 |

Yd & 1Y TS g W 1@ A it S SR @ § Yt 8l gball
TR, TUTE T 39 W1 & SR faThied Yd-arg o1 &1 & g

3. 3Gl BT HICASTHBRY

gard/fiyor : o
3agd
IS T H U () - TR | TS (HEAIH) (%
w/w)
gehiol 57-50-1 >=90 - <= 100
Peginterferon Alfa-2b 215647-85-1 >=0.3-<1
4. W4t fafee & Sura
M A8 D 3R e 81 I d8d o1 7 & al AfSHhd TP I qale B
. SIS T&(01 € X 1 Vbl 1 &R FRUF H fFerfebcdia Jere o |
TR G gRT UgUl 81 9T : i | gRT YUl IR fordan S, ot it efl ga1 | & S|
fafeciia ggar o
3R 41 § Tudh gl e L g B R, R @91 B A 3R g U ¥ I HY
TNd 9% T4 9 IR S|
fofeiia ggar o
YN ¥ Ugd o g |
. QIR @ IR ¥ o Y 31t kg g
IR 31T T YU g WY C Tfe offal o Tl Y oY U ¥ ot aRE e
gfe Soi 37 8 3R SR} @, o Fafecia wgam |
IR fre fer sime : gfg fATTe S, 9 ORd 7 B
fafoeita JganT o |
U1 & 1Y Yg 3BT e peell bRal |
T HEdYU! A&l 3R D Yd & O W g4 WR 3l § gifAes! ofe 3R @ 3 GRb!
THTE, T dter 3R 81 gehall 2

¢ & I TS g1 IR 3l § Fiftyes! ofa g gabel! ]
IARTUA B! I UgT Tl & | ST R 1 811 Ugan Taval
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Peginterferon Alfa-2b Powder Formulation

WRATH Ggd IdIg]

(31FT) T2 & faRy adies

BT =Y B A Y8109, R 3ifdd IR SR oA &1 dRIG: 26.09.2023
14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
gl
Ui ffdrem & TReor L YA Ffored 3 aTell DI 3T YRET IR &I T AMMRT, adT
SHRIT BT HUTET B TR G T Jfdadh YR&TED USRI
BT ITUNT HRAT AT (WS 8 & )|
fofrcrs & forl g L M SR HEaRT § SUAR |
5. SR IUT
Iugerd = Hifsan SECER:)
YAPRIa-UfaR e ST
BT SR HIRS
/W IR
Sfd (3T §IH S WEH ¢ S
IV F IRARRP IR 4d 97 VA, STa Wid B! JufUfA A AL 4 ga1 A 3R

D! AT 7 THF Bldl § d [aThie b THTGT 81 Tbd! B
3 IATG] BT U W F T T TRT &) Jobell g

: Ted g sy

BIRHRY & Sy
PHRE RS Y

L 98 TR T TN Y off R uRfRUT SR omg-ur

qIATaRYT & S Bl

< [Seall Bl ST HRA o (o SIA-BoR BT YANT e |

SR TN AT GRIEA 8 T ST & &7 F &ifdgH dHeR Fapra o
ST ! WTcll A |

IFMIH S U fRYTEE W @ o W, Wd-HafAd 419 SUHRo ugH |
JYHRT TSI T&TD IUBUT TRART e |

6. THI® f¥elier SUrT
Jufdass ey, RemeTd ¢ ol eTES IuHR0T TN R |

JUHUT TUT TUTADRICHA

qgiaR ity Fraerar

HHTS B 3R e Y Ap

Rfera Bsfer s (WS 7 37 ) 3R afdaTa grem Iusn
& GTdl (WS 8 T ) BT ST DY |

; 9TaTeRe H BieA ¥ URER #R

e AT QRI3rd, 3R 31 g a1 saemd &l A |

g U T g Bl @1 Ud e |

%ﬂ%ﬂ@fﬁ BABIT U 71 81 b, Y R TfmiRa
|

. BB B B & Y, AT HR 1 dagH gRT 3 feaa o
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Peginterferon Alfa-2b Powder Formulation

TXHIT TNy &t fafd:
3.2 14.04.2025

TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
20527-00024 Ugall §R SIRT 34 &I dRIG: 09.10.2014

& Uerd gd ik

THAd B
%ﬂ%mﬁ%ﬁﬁmﬁ(ﬁ%mﬁ@ﬁwﬁmﬁ
T )|

od P! gl W THHAd 7 5 <, T I G T araraxor §
Hefiet 81 W fawpie g o o 21

RITHIg 1 IS fafaw 59 verd &1 fa9fi ok AueH &3 &
o AL 81 Tavdl 8, T B 37 AERITEy 3R 3MgeHy R o ot
9 uerd @) Rells &t qwrg & IughT A d’ o d g1 3 B
fufa e ghm s PR fataw @ 8 81

39 THSITH & IHT 13 3R 15 $& RIFH A1 81 Reprgrie
& IR T THHR! &M od 51

7. EATA 3R HSRUT
dB-IdH! U

R / o dfearE

RFea grye & fae
gyt

GRf&d HeRur i uRfRufaar

39 erdf q &

. Rfdw faggd o1 &) Tt 7 3R Fdfad ¢a & HRu fawpie 8

&l o
AT YaTurd 9a, o &1 ol ASeiT SR dieiar
3ifeh T ATATaRT |

L 3R Ui dfeARH Srudsy g, af R ey dfedwE &

1y IUIRT B |

. A HUS R A1 RA T

Ydl DI TG GRT UGV A B |

el el |

3Tl & 1Y I IRER R

33T M Taasdl SR YRET T13f & SFTAR U, o
DRI TIUISR T TR TR 81

Ssd Dl U PR a9 Tb W |

Yd BT IATG 3R oHE HH Y HH gH <

Sd TN § 1 g1, fSaa 55 79 |

1Y U4 Usaa & i 9 g X9 |

Rfasw AR & ufded yafur Jreq s

TP, TaIG B T b Pt Iy T, 3R Fafarur H 7
HH O Q|

D 3B RE ¥ Aad ot gu e O T |

YR drd H
Y PR G IRD 3G |
fa=Iy ¥ty fafFodl & SFER YSRU |

. Fufafed ueR & Meae & Iy 9 3@

ot sileRftepufi Toiey

8. Sty fomror / fArtt JRam

Hriw AU & AP S HIY 3qUq

o T Ty (Fu)
- TR

el UHR
(SR&UT T

=0 ura /

STYR
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd:

3ifdH IR ORT #R4 & dRIG: 26.09.2023
Ugd! IR SIRI &4 &1 dRIG: 09.10.2014

UPR) | HEACEH

Tehlol

57-50-1 TWA 10 mg/m3 ACGIH

Peginterferon Alfa-2b

215647-85-1 | TWA (§5-i1g | 0.2 ug/m3 (OEB | 3fidRkes
3 5)

AR

foreht T &t areht
oI Gaeht sa@

BT Gaeht sara

Tarf

3Ta) geeh s=mg

91 Ud YRR Iael F91d

W5 dl et U

D BT SN Gl Bl gAdH |

Yd faeple &1 AP & U™
Wﬁ%wwm(ﬁ%ﬁWWGﬁ Uyl
SRS, ATy, 3R TR JuHR0T) HT 78707 T a<ih § o
%g%%@maﬁﬁqu@ﬁ%mﬁﬁéw

)l
3R Tt dfedeH srudasy g, af wiHg ey dfedwq &
1Y JUART |

L IR Ui R Ry dfeeeH Sudsy el 8 a1 TeuieR

3Meha SR fam-Fdxit & aTeR Tagaior efdia eidr g,
1 4T GR& BT SUANT B |

. FH UHR

D A gE
e Ul g1 B g9 & ol XM T I9 goRS Y

Terdf ) HHAERA 3R HHT dUTHH &1 SF1E Bl I A [Wdgd
| Tiede F R JHuE e e} Freld fRsaar T 31 ey
! X U1 T a1¢ dad At IRy 7ai & fordl, §9RT g9 ®
f 3o IW forat T =M & ufoRly & IR A I AT
?ﬁ?ﬁl%@f%ﬁﬁ?ﬁﬁﬂﬂ%@ﬂ@ﬁﬁﬂq

|

: fgforeta A ReTEs SUH0T & T ax

R&M I

© IS UeRIY ST & 3R RIHT SifSH &HdT & b &

3MYR TR I YR&HSD Il bl I B3|
SFUYE FRETED BUST (G, TH, T, M) BT ST X
1 Y U S|

© 3R JHRI IUTNT & SR T & JUdh | 3 B! JHET 2,

@ PTH P P WM S B9 31 4= B yonferar 3R Jrem
MR TG 1|
TRINT 3 SR, ST, YT a1 45U Hd 1|

TEd HUS! B 91H F §1E 51 R Y X R
9. ifo® Td wmafas ur
fagmae P RAET
i D G Y goehl el
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #3A &I IRIG: 26.09.2023
3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
Ty 81 IuAs gl
Y T ggar : ST IUAsY gt
Htwg : 3l Judas gl
fOgem/ds &1 duHA : 3l Judasy gl
RIS I9a- HI fdg/Iga  © ST Suasy ol
AR
e foig ;3T IuAsY el
rdieRT Bl & D ST Iudsy gl
SIARITEdT (31, 9 ) : ﬁéﬁ%m&mwaq%amﬁmﬂwaﬁmﬁrww
|
SIRIEdT (@¥d e TR E I T
I fawple dmr/ IR 3l udasy gl
SR HHT (IR
ottt forte)
&Y fawpie A/ et ;3T Judasy gl
SATHRITAdT ST (TSR
Hanfaferdt forte)
MY Tad : 8T U gt
e Iy g L STl U gl
g9 1 g/cm3
N
o B e © ST IUdsY g
EEISRRINICARCS] L STl U g
SICSEIG I B))
3SR o1 argaH : 3Tl Uy gl
3y &I dIIHH : ST U gt
qig (fawpIRict) '
ELELICERIGEIS D ST I el
oIy wrnfes 3T Uy gl
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Peginterferon Alfa-2b Powder Formulation

Peginterferon Alfa-2b:

g fawmedan (U SH & o=

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
fawpies ToRauEG : fawpies 5l
SRABUN & ORIHTT ;g uerd a1 iy & SR aiffdd el faan T g |
JMUIfIH UR TR T
HUT faRand
HUI BT HIY TR IS T
10. FRU=ar aut ufafssaar
UfeR L ffforaTRiiear & @R & U H aiidd ol |
T R D I W A RR B
gRwmeTy ufafaarait : ﬁéﬁwm&mmq%amﬁquﬁmgﬁww
|
A SHTRAB RS Tolel &b T Ufafshar &R evdl B
BLINISEEEE] : g, Saren ug R
Y DI 1 AP |
3T IR L SfafteRufig Teey
3qge gt ¥ shfew . I Tk aId (FoRed) 3Uged yard 1d e
11. fwrasnfaa =
T 3REJUT (TEUISR) H aR I GRT TG0 Al
T TSR < § qUD
T
i@t ¥ ¥ud
GIERCRIESEI
JUAS TSR R i Ta|
3dyd:
ﬁﬁﬁ\_ﬂ:
g M fauear © LD50 (JgT (¥2)): 29,700 mg/kg

LD50 (IgT (¥2)): > 20.1 mg/kg

Ar) TEIHRA P I SRR
LD50 (§cR): > 9.8 mg/kg

T & oY ermeTlSa

IUAS TSR TR i Ta|
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014

3{dad:

Peginterferon Alfa-2b:

I R GER | 1|

givomy . gD I T B SIe

iR A7 efakts=

JUAS TSR TR aNpd Tal|

3{dad:

Peginterferon Alfa-2b:

Sl Do

giomg . gq®! I 3Gl Y e

4O T TS GATG DRI

1 B guTgar

JUAS TSR TR ANpd Tal|

YT-UYTH B GITSHar

JUAS TSR TR aipd Ta|

SiaT] A RereHRid!

JUAS TSR TR N Ta|

S CRCH

ﬁﬁﬁ\_ﬂ:

SR 84 fagt L TR Bl fhe: IRR & 18R THYTRAT Bt HIfRTep13H BT S
IaRad= utemr
R HUTHS

Peginterferon Alfa-2b:

fSHeIGORe g7 fag D IRIe @t fhe: famkid SaRady wa
R HUTHS
TRI&01 I fore: TR fau=
TTeq0T JoTrelT: HE fampgey
R HUTHS®

fSHICIBIRIe 8 faar L TR $I fh: SA-dial AIShigad iy i
Tt g (H1349)
R HUTH®

HESADAT

IUAS TSR TR i Ta|
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
3T fauTaRTar
JRIYA & BIH Ug T Thall ¢ | 3STTd RIS &1 g1 Ugan Tebal g
3(dYd:
Peginterferon Alfa-2b:
ARl & THE L TRIET @ T WIEfrdt / SiRmy &1 T fasry
golTfer: e, Aral (Tthwe)
TRIHRM & IR &l o A1

I 0.35 fArettamm ufd fasam
TIR; THCY Asdhd IR THT

31T fATeRdd - 3ficher D O g T T & SR W fAer W uidgd THTd B W
g i 81, U R 53 T Wi & 3R W LN
3R TS &l IR UA%d UHTd &1 ¥ 9ed A g

STOT - Uohd SIIf@H

JUAS TSR TR aNpd Ta|

STOT - SIg/™T Sf@H

JUAS TSR TR i Ta|

3AdYUd:

Peginterferon Alfa-2b:

A& 3fgad D IRCISerAd Yurel!, ufireft 93, gaarfe d, Q@ﬁqwﬁr
¥ A€ o (Ted Raw TraeH), RIR, 41 Ty yoreh, aifa

e : ﬁﬁmwwwﬁwm(mﬁw
Ugadr gl

U GRI® fauradan

3AdUd:

Peginterferon Alfa-2b:

PG| ¢ e (HI3Y)

NOAEL :0.0038 mg/kg

TAIHTE & T Ty IR

fra g9 & ford Iudh - 9d

(TUISR) g3

TRy D ggl Re)

NOAEL © 0.0042 mg/kg

TP & T Ty IR

P gy & ford Iudh : 30d

(TUISR) g3l

PG| CAR

LOAEL : 0.12 mg/kg
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Peginterferon Alfa-2b Powder Formulation

Peginterferon Alfa-2b:
A% SaHHOT BT &l

TR TRMeE ot fafd: T30, FR; 3ifH TR SIRT #3A &I IRIG: 26.09.2023
3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
T & IR D @A d AR
fra gy & ford dud : 30d
(URTAISR) T
e 3aud : ad, Y Ao, ufarel dF
I DdR
NOAEL © 0.015 mglkg
LOAEL :0.077 mg/kg
frda g & ford Tudh © 3 Months
(TERTUIGR,) gt . .
&g 39ad L YT Uy UUTTRH, gadlien o, hard Arel dF (Aed -Ray
Hraen), Sy Ao
AT RN
IUAS TSR TR aNHd Ta|
G S & A1 3gHa
CCRCH
Peginterferon Alfa-2b:
Y R T80 AT L 3R RO TN, TREIgexeIed Teqe!, HFRd 3(aulg,
ERESIR
12. gIRfRufa@TT ==
yiffRufae fauredarn
S CRCH
Peginterferon Alfa-2b:
ghIcIqIIB ISl BT ide
SffauTet STeeR fawTeddn : ST U gt
IEICAINCASNEELICTEI] : ST U gt
TR 3R A AR
3d4d:

: OROIH: JIHAT & Gy Uipide qRid Y SahHUDGRI

QRISEEIESIEREIS!

Wfde SaHHUET: 63 %

fordm g & ford Tudh (TaRTdioR) gam: 28 d
Bl 313, 3. T M AR 309
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W& Se1 Ae €I MSD [ rune

TIed FRAMSSIS YeH & 38R

Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
Tyifaa wifde Jou
AdYUd:
iEd s
fayTeH Ui (T . Pow: <1
3faeA/arn)
frdt & wrfafteran
3T U Tal
3 yfagpd yHTa
3T U Tal
13. fAge= ifgard
frre F e
/Y Y F1 T (e . e &I ATel # 7 Bov |
R faf et o=y B |
ia ofds ;T [Saal Bl A% B gied B aral Batael J s a1
T & ford o Se |
SR 3T faffdy =18t faman . srvgadd Sae & & U o
fAueq
14. UREg a1
JieRfga fafraw
UNRTDG
GRS I & w9 # fafafta T8t
373 T &1 T3 off 3R
GRS I & =9 | fafafta T8t
3Ts T S Sht-dis
GRS I & =9 # fafafta T8t
IMO SUHRUN & AR AP F yfkag &<
3T 3T 7T dreae & forg oy e
IUNTHdt & fore faRiw graenf~ai
A el
15. faframme gEAT

uerd a1 fyyor & fore gRem, W, SR yafaRur & fafemfaus
39 AT & 3auq At sa<niy d gia €
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Peginterferon Alfa-2b Powder Formulation

TR TRMeE ot fafd: Y. 81,09, 9 3ifdH IR ORT #R4 & dRIG: 26.09.2023

3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014
AICS o e T8t
DSL o e T8t
IECSC : fuffea =Y
16. 3= I
TRmeE ot fafy © 14.04.2025
Sifafvad SHeRY
3T Xie & APhad & ford . %= HId SDSs, OECD eChem ¥ 3{idlRe ddb-ie! Sel, Il
AT {6 O adow qIéd et aRom qut RIgE I o,
http://echa.europa.eu/
feqie sy . fegamad
3 SEIAERE & quf ary
ACGIH . gudE| ACGIH JHRET A (TLV)
ACGIH / TWA © 8-4Ue, gHY- ao 3id

AIIC - 3TN TR Bt SiReferars el ANTT - SIford 1 g 4 uRag Toiell; ASTM -
3Tt TrEEft Uterur T, bw - SIS &1 G9H; CMR - BRI, ol I Yo faSeT; DIN -
T AF®IHRUI TRM & 0 TF%; DSL - IR Uar gt (@181); ECx - x% Ufdfehar ¥ a1
Tdhe; ELx - x% Uafehar ¥ J&F AET &R; EmS - UGS VeSgel; ENCS - HiNfal 3R -4
IMEAH® Uiy (SUH); ErCx - x% Jfa o) Ufifshdl I JT Wdbad; ERG - SATUTd@®IcH Ufdfehar
MEE; GHS - dfid TR R I77d ReH; GLP - 3=t TANTRITET UT; IARC - iR TR 3FHYH & fag
SRIPT Toldll; IATA - RIS a1y uRaed THIRNEM; IBC - 4 AET § WaRATD 8GH! arel
SETSit & fFHfoT SR IuHRUT & forg 3 HfedT; 1C50 - 3MTeT HfYHTH FRIUTES Hdhg; ICAO -
RIS AR G T6; IECSC - 919 H HIGal MRS Yardl &t $des); IMDG - SaRigi
TS GARAD HIS; IMO - RIS Tl W16, ISHL - STRife JR&T IR WA B (STH);
ISO - AFGIHRUT & Y SRR GTSH; KECI - HIRAT HIS[GT IR Saesl; LC50 - TRI&T Marat
P 50% DI UIddH Hbad; LD50 - WRIEUN TETGl BT 50% I Uldd QRIS (U1 °1dd GRIP);
MARPOL - SgTell ¥ UgNUl &1 AhUH & ol SIaRiSg Tia; n.o.s. - 331 Y T8T; Neh - fareft
98, NO(A)EC - 3@didd A foar Tar (fded) UuE ddhad; NOA)EL - 3@did- A fdbar man
(UfdEd) THTT TR; NOELR - TR-3AAGH-0RG THIF deM aX; NOM - 3fsiRe Afdye fam;
NTP - 519 fau-faq STiHH; NZIoC - T8R! BT el o $dedl; OECD - 3i® ganT SR
9T W6, OPPTS - IMMMA® JRET 3R UGHUT ABUH HHfAT; PBT - RITR, S9-THAIH0T 3R
fawrad wer; Piccs - TRA SR ITa® gerdf @ fhedidia 5dcst; (Q)SAR - (HHITHD) TR
T YeY; REACH - I T¥e 3R IWE Usieprul, Hedidh, WIeR iR ufaeey uikse &1
fafae= (EC) . 1907/2006; SADT - W-tiadT 3/q€e dIUHM; SDS - YRE&T Sl ¥ie; TCSI - agdH
IR gerd 34t TDG - WaRATd ATd &1 URag; TECI - U34S YT dedt; TSCA -
fauTert g iz s (Tged s smReT); UN - §ga X1F; UNRTDG - BIH®RS IHH &
URaET R UG Y S BN, vPvB - 9gd VIR 3R g 9a-THAPRU IFG; WHMIS - HT-
R[c WRATD FHUT G- Yurel!
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Peginterferon Alfa-2b Powder Formulation

TeeHRT T=ned of faf: TY.31.09. FR; i IR SR TR P dRNG: 26.09.2023
3.2 14.04.2025 20527-00024 Ugell IR SR} B 1 dRIG: 09.10.2014

T R 32T e & 3D YHRA &I IRRG B! &} Tt STHHRY AR I, TAGRT IR a9 &
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