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AuanUANImaiia Specification

Identification MU

Biological assay uansHan13msav0EelasE il

- Potency in polycythaemic mice (in vivo) go-elbd%

- Potency in normocythaemic mice (in vivo) | Go-eo&%

- Immunoassay (in vitro) WU ELISA %38 EIA | #5296
(enzyme linked immunosorbent assay),
RIA (Radioimmunoassay)

pH L.o-a.&

Dimer&related substances of higher molecular | NMT b.o%
weight (W39 aggregate protein)

Bacterial endotoxins Less than bo IU/@o,000 iu of erythropoietin

Sterility HTINUY

Particulate matter

- size > @0 UM . NMT v,000 particles/container
- size > b& pm NMT poo particles/container
Water content . NMT &.0% w/w
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o.lo Drug substance specification : Erythropoietin concentrated solution

auduUAniavaiia specification

[dentification ASITNTU

Biological assay WARINANIINTIVDENIABE NN

- in polycythaemic mice (in vivo) NLT @oo,000 IU/mg protein
- in normocythaemic mice (in vivo) NLT @oo,000 IU/mg protein
Protein content zo-albo% of stated concentration

Dimer&related substances of higher molecular | NMT lb.o%

mass (1139 aggregate protein)

Sialic acids Minimum @o mol of sialic acids/mol of
erythropoietin
Impurity
- Host cell-derived protein HTIINY
- Host cell and vector-derived DNA’ AT
Amino acid sequence analysis RIIUY
Peptide mapping ATIVHY
Bacterial endotoxins NMT o IU/@oo,ooo iu of erythropoietin
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