v 1 Ty 2 win
239/55 (mu.}

AusnunzenzBgUnTel ae w. i 239/55 (wu.)

vuneavisgunsal 6505-XX-269-3640

Yodgunsnd Recombinant Human Erythropoietin Alfa Injection
AT AT Vial/Box

AMENWIUZIANIE

1.1 dmguazasdlunisldon 1nwlseladinosannlsalong uaslsausse

1.2 paudnwasluniamaiia
1.2.1 Usenaumediendfty Ae Erythropoletin Alfa ¥iin Human Recombinant
1.2.2 9unAmusesen ssmuuslunsdemusasass

1.3 grudnealunseenuuy  Wunmssmnnite saufushndu uasldBadnlatomin

MIUTIUBSHUE

2.1 s lunrusUaaiy .

2.2 QaNNUNANTUYUTIYBITEY %amﬁ’ﬂgmam , PUIARMTY , Tundn | Tuvuneng
inda | avnsidouiiuen Hodidaau

2.3 WUUMSUTTArTUAUTTY ssfmuslunsiamusaseds

2.4 Huedoiimsiunudauss fldnmunnnt 1 fuve ssfoadurfiauazaunmioniu
Vuesiilaidiuve

Haruuesue

3.1 ifeedesiivingulffunstuns doussusiesmdluUsamdlng voanssnsa
anmsoige envunsdluoinBnnuundusiy finsevsisansisagatuses

3.2 Aasfivlsdoiusounasgunsndnmuvdninan uarIEmsudndia (GvP)
3.2.1 nsgindsludsinalne Tsarudnds desdmisdofuses GMP vaansensrasTuge

lumnemiiause
3.2.2 nytlgmindnsisUssina desiivilideduses GMP vedlssnudndn mnusamesian
3.2.3 nsthhewndasemendinlaussghulsemdlng fedlwisdedusos amp
Tude 3.2.1 way 322

3.3 fimisdedusosmanmadnswivadlssnunda (Certificate of Analysis ) nsafugnfithin
Ustneumisionsan uas/mieithdudeldfunsdede

3.4 sesiiwidosusasnsnsininsieyt wavlunanuwdsdnvesansiniiidusmenddyracish

frdngn wasuSendudndngiu

3.5 eniane feadusituidndududaiodumsmielnsass

3.6 vasshetemhinUsyneunsfinsanesdonfun musiives

3.7 ewesnlufudweuyes fodiiooniismunlflunsdamuniasads wnlildsmundeuls
ogveely wvseaduaniiudmnudiliiu 6 Wou lufudwes

3.8 funedesiulavaunaniUdounlunsdiilnduuneny Wl itownsidmue i
dienadslovivesdig

/4. BNINAABY. ..

—o (DM




i 2 Tu 2 wih
239/55 (W)

4. W/NIATAEOU  AFIVEDUMNANANBULIANE LazNallATIeelude 3.3 | 3.4
L]

AMENISUNTSATIRdOUANINWMZIANIE aU. 818 W, 999 WU.

L T ey e SO NO.AINWU/USESTUNTITUNTS
( inda WReunas )

S 152 I W . .... : @ AAA ? ......................... HE.ANW WU/ NTTUAT

(fgvd yasewd)

i Wyaniesd ) snss.e/nssumssamainmield

22 WeL 2555 '

nufnuazmwzsuiioydd Wiy
amuayaia onwu Semdeds an .

H .\H.Ol‘g
ﬁ ﬂ“ 0446.13’..!.-4&?%- aa:ﬂ-gnnﬂ*ff:s




