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a.AuaNURANUnAila
o.e Finished product specification

Test items

Specifications

®. identification

Meet the requirement

.biological assay

LARIHANINTINBE e lRE

-Potency in polycythemic mice (in vivo)

-Potency in normocythemic mice (in vivo)
-Immunoassay (in vitro) LU ELISA %38 EIA (enzyme
linked immunosorbent assay), RIA (radioimmunoassay)

-0 - @lod&%
-@o - @bd%
-Meet the requirement

en.pH (Acidity or alkalinity)

.o - &

@.Dimer & related substance of higher molecular
weight (130 Aggregate protein)

Not more than ©%

&.Bacterial endotoxins

Less than o iu/@o,000 iu of

erythropoietin

. Sterility

Meet the requirement

el.Particulate matter
-Size = ®o um

-Size z & um

-Not more than o,000 particles/container
-Not more than oo particles/container

<.Water content (nSeIgULUUHIEN)

Not more than &.o0% w/w

Fomn - ?&t/
(Wesuwy amygylnsas) (WA laNEIR ALAN)
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a.lo Drug substance specification

Test items

Specifications

®./dentification

Meet the requirement

.Biological assay
uanman1ssavetdlnogmil
-in polycythemic mice (in vivo)
-in normocythemic mice (in vivo)

-Not less than @oco,000 IU/mg protein
-Not less than @oo,000 IU/mg protein

en.Protein content

o - @ko% of stated concentration

&.Dimer & related substance of higher molecular
mass (58 Aggregate protein)

Not more than &%

&.Sialic acids

Minimum @o mol of sialic acids/mol of
erythropoietin

o.mpurity
-Host cell derived protein
-Host cell and vector derived DNA

Meet the requirement
Meet the requirement

o.Amino acid sequence analysis

Meet the requirement

@.Peptide mapping

Meet the requirement

«.Bacterial endotoxins

Not more than o IU/e@oco,000 IU of
erythropoietin

nNENg
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- Drug substance specification 91581910 1UTiATI2Yv8%[NAR drug substance nie TuTiATIEY drug

substance vawuanegrdniogy avulaatunis felnrmsandiasiziasuynsiatedinmn
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AMNMYBYIRGAY (drug substance specification) nsdiflegsywinamaidsuntaudlufisda
wADWUVIBNEISNI1TVOLA LY (8.&) NIMTBN finished product specification wav/n58 drug
substance specification
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