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am.@ Finished product specification

U8 Test Items Specifications
® | Appearance Meet the requirement
o | Biological assay
wansHan1snsaveedlnagnamily
- Potency in polycythemic mice (in vivo) co-0b&%
- Potency in normocythemic mice (in vivo) RBo-eb&%
- Immunoassay (in vitro) 1 ELISA %38 Meet the requirement
EIA (Enzyme linked immunosorbent assay),
RIA (Radioimmunoassay)
pH D.0-0).&
Bacterial endotoxins Less than o IU/eo,000 IU of
erythropoietin
& | Sterility Meet the requirement
o | Dimer & related substance of higher molecular | Not more than &%
mass
@ | Water content Not more than &% w/w
& | Particulate matter
- Size 2 @0 pm NMT o,000 particles/vial
- Size 2 b& pym NMT oo particles/vial
v
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en.lo Drug substance specification

UD Test Items

Specifications

@ Identification

Meet the requirement

o | Biological assay
WARNNANITNSIVDLNILADENINT
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

co-ab&%
=o-0&%

Protein content

co-ebo% of stated concentration

5] Sialic acids

Minimum @o mol of sialic acids/mol

erythropoietin

of

o Bacterial endotoxins

Less than wo IU/@oo,000 IU of

erythropoietin

@ | Impurity
- Host cell derived protein

- Host cell and vector derived DNA

Meet the requirement

Meet the requirement

« | Dimer & related substance of higher

molecular mass

Not more than &%
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Drug substance specification f958419INUAATIHUDIEREN drug substance visaluliasgn
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(declare) WAaINE®
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AruneHARSaginuiitungDeuly (finished product specification) wazdarnvunnmuanues
$0gAv (drug substance specification) nsdifiagseninanisiasuudauiluiisiuaedouuy
nansvsadwInInaIen1svewnlY (8.¢) umieu finished product specification wag/%38 drug

substance specification
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<.a.0 HAMINTIVUATIEVRUNNKENSueied 1S a3UveENER (certificate of analysis of finished
product) Tugnsuidadusiet
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