v 1Ty 2 vih

qmé’nwmzmmzﬁaqﬂnmﬁmai a8 W, 71 239/55 (wu.)
WUBLAY AR, 6505 - M - 61 -5 - 0435

%aaﬂqﬂﬂiﬂ Recombinant Human Erythropoietin Alfa Injection

KUY Vial/Box

AMANYUNANTE

1.1 Inguszasdlunisldan Tnulialatinanminlsalone uaslyauzds

1.2 anudnwauglunanaila
1.2.1 Usenausiesiedifty Aa Erythropoietin Alfa 9ia Human Recombinant
122 PUIAATILTIYENEN Szfmuslunisdamusasedy

1.3 andnuurluniseanuuy  Wuenrsusirnide waufuiindu waelddadldiam

N13UTIALHUYE

2.1 pvssylunivusleaiiv

2.2 9RINUUNTULUITIBITEY Toaignieen, MRAMLSY, Tunde, Suvisent, tauiikde,
wngilzuiiuen Wegadau

2.3 uuunsusTguATTLIAUTTY Advuslumsiamusiayads

2.4 Fuvedesilaushunuduse Srildnnuannmi 1 fuve sxfeatunliuarmnaioaiu
Ghumwtlsiifiufiuvie

darvuadue

3.1 sriauadisiivdngruldfumstunsdousifusniesmieludsandlng vasnssvens
am1san sndunsdidusfindnaundusiu ﬁﬂismwmmmqm%’mm

3.2 poviiniisdefuseunasgunsnEnmuVAnNLS LayISIHaARII (GMP)
3.2.1 nidlwdinludssmalve Tsanudada fasdimideiuses GMP vansensiasInge

TuvinagiEusue

3.2.2 nsflenindnaindedseve desdiviidoiuies GMP 1oalsHugHER nUTTinegHEn
3.2.3 psiihgnnnaussmasiuuussyiulssmvelve desdivisdaiuins GMp
Tude 3.2.1 wag 3.2.2

/3.3 fwileda. ..

§4 NY 20 we.



v 2 Tu 2 wih
239/55 (Wu.)

?jaaﬂqﬂnizﬁ Recombinant Human Erythropoietin Alfa Injection

3.3 intdsiiofuseenmniviasgivedlssnulndns (Certificate of Analysis) sefuBnT]
thinUsznoumsfiansen uwas/viefhhdadloldsunmsdide

3.4 fesdivdadofuseansnnaimsey wasluuanuviamdnvosaaaiiiiuieddyues
UTEMHaAReN uasuSevgnaningdiu

h!]

I

35 v1iiaus feafunivisnduisdnviefunudminelaonse

3.6 YefIDgIIhIUsEneUMsRiINsaNTesBafunwusTiuITy

3.7 ogveswiluiudwauyes fadkiffosnitfidmualilumsdamusasate mnlallddmun
Revlvanguesely exdoaduofindnuudiliiu 6 iweu Tuiudees

3.8 fuassiuiinvauuanifeueglunsdifilndvuneny Wiluennfieansidaueniu

Weonausslenivaiae

4. F/MIATIEMOY  AFIVADUANUAMANBUBLANIE Uaskadiasieieiude 3.3, 3.4

AMENTINNNIATIRARUAMAN BREIANIEAIgUN TRl A1 W. B89 WU

HD.ND3 WU /UTEEIUNTIUNYS

(Yayans Ainensy )

WAL, DO Ve HB.ADY WU./NTIUMNS

( %aum?m@ﬁmﬁa )
WA enenn 9‘“@ .................................... wnduns w.53.6/n3sunsEuuvLIelY

( fiveiug Fuussiasgan )

14 0y 2%

AMTNIIUNTIATIRSRUANAN BRI AQUNIA] 88 W. Yas Vv

WA e it NVIA.VU./AUTEE1UNTIUAT

( vnea 1Reuvaq)

12.9%

P ettt ettt et et e ee e BE.NEY WU./NFTUATS

(VA9 wasaing)

wa)‘lf ............................ wUN.UIETT NUNU/ATIHANG

L' L ‘1’ ey
Rudnuemwratuiioyia1d 1y

{Usluwe Funiia)

26 fg 2501 Muaylid snwy Memisde nanwy,

i o 0436134430 00, AN D




