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Epoetin beta ¢'ooo unit for inlection
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Fae Epoetin beta €ooo unit for Injection
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o Whuararandla Uneenide dmduia _

W, UssnEUMLAIET Recombinant erythrapoietin beta ¢oco g1l lu » vial

m. u-m'tumwwwmmaﬁ WiE WREAUTIgEIWIRNER (pre-filled syringe) ﬂﬁﬂmnwa

e nanssuest dulsznaudinendrdylasnamnss Funde FuRuey avAuEs uasiani
auiwiFuanTradrsdaanuuussgdug uassainuuamuzurigriovasnuTiundouie

adatfanfiassfen dnnlsenauioddguaseunss Fuiuens uaziaainge
. waTnTEuilnted erythropoietin dnithaiin beta

A TR IATIA

pamanTiTiATsiRuaTwedulua finished product specification waw drug substance
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Finished product spedfication

@ Identification Complied with finished product specification

o, Usnpwineadégy ¢lo.o — emo.o % of labeled amount of
Epaetin bete-protein by RP HPLC

an [oH el.o ~ed.@

& Sterility test Complied with finished product specification
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Finished product specification (sia)

& Bacterial endotoxins Mot more than kb Endotoxin Unit per mooa U
of Epoetin
o, Partloulate matter
- Size = o UM Mot more t'han ooco particles/contaner
- Gize = wd um Nt more than bao particles/container
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