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a.e Finished product specification: Epoetin injection

90 Test ltems

Specifications (BPmoab)

® Appearance

Meet the requirement

[ Biological assay
wanman1snsavedlaegmi
- Potency in polycythemic mice (in vivo)
- Potency in normocythemic mice (in vivo)
- Immunoassay (in vitro) 14y ELISA 30
EIA (Enzyme linked immunosorbent assay),
RIA (Radioimmunoassay)

wo-awd%
zo-awd%
Meet the requirement

m | pH D.o-0.d
Bacterial endotoxins Less than ko IU/@o,000 U of
erythropoietin

& | Sterility Meet the requirement
b Dimer & related substance of higher molecular mass Not more than &%
L] Water content Not more than &% w/w
@ Particulate matter

- Size > @o UM NMT b,000 particles/vial

- Size > lod& um NMT oo particles/vial
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a.lo Drug substance specification: Epoetin concentrated solution

U0 Test Items Specifications (BPoe®)

® Identification Meet the requirement

Biological assay
uananani1snsIveLalaag1avils

- in polycythemic mice (in vivo) Not less than eoco,coo IU/mg protein

- in normocythemic mice (in vivo) Not less than eoco,0c0 IU/mg protein
& Protein content wo-ewo% of stated concentration

Sialic acids Minimum eo mol of sialic acids/mol of
erythropoietin

o Bacterial endotoxins Less than o |U/@oo,000 IU of erythropoietin
] Impurity

- Host cell derived protein Meet the requirement

- Host cell and vector derived DNA Meet the requirement

« Dimer & related substance of higher molecular | Not more than &%
mass
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89 PIC/S  participating  authorities %138 HL@NA133UTBWINIFIUNTHENEININ
VANLNAUILATTENALUN AR YA N UAMIENTTUNTBMNTUALEN NTENTNAIGITRAY
Fermuniulasiimusenndeasiiafisuiundninasiuagisnsinluniswane PIC/S Tu
g liauene atuagamusaunsnmvasy lnssinanisiusesfisiuussniaaeausian
wisUsgmasimaiannseling

NI NN TENALNENFDITLENATTUTOIINTFIUNTHARE MUV NINTILAY
FBnsialunsudnen PIC/S Taeyiasatu PIC/S participating authorities atiuanaans
seunInsvasulnsiinanissusediiciulsenimasusamseuseninsiadidnnselind wie
DIYARDATN U IUsinTel

&.on. LBNANIAUNTNY DINLAUDIIAN

@.m.6).

@.m.lo.

&.m.a.

a.m.&.

HANT3ATIIATIERRUANEER S uedUTIgUveNER (certificate of analysis of
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