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e.e Finished product specification
a.e.@ ldentification test: AsauaRmAaM Ao NoY o Ty & 53
Eaandulvivseieisluiesest
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- Capilary zone electrophoresis (CZF)
38 Isoelectric focusing (IEF)
PACE+immunoblotting
- Peptide mapping/L.C
- N-terminal sequence analysis
- HPLC
m.e.lo Assay:
- Biological assay (Potency) 1 Potency 852 winedosay co-slee
Yo%mamN

en.@.en pH: 6.6-7.4
en.e.& Particular matter: - YW 210 im:
NMT 10,000 particles/container
- UM 225 um:
’ NMT 1,000 particles/container
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e Bacterial endotoxins: Less than 20 1U/10,000 IU of
erythropoietin
@0 Water content: NMT 4%
em.e.ed Dimer & related substance Not more than 2%
of higher molecular mass
.o Sterility: AP Finished product
specification
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