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Drug substance specification

@. ldentification HTIVIU
. Assay : Normocythaemic Mouse Bioassay NLT @oo,000lU/mg EPO
(In vivo assay)

. pH D& - ad
@ Protein concentration wo-elbo%of stated concentration
&. Sialic acid content minimum @o mol of sialic acid per mole of EPO
. SEC-HPLC Total of any other NMT &%
o, Bacterial endotoxin < lbo U of @oo,c00 IU of EPC
&. Sterility HITIANTY
. Impurity

- Host cell and vector-derived DNA NMT & ng/mg EPO

- Host cell -derived proteins NMT oo ng/mg EPO
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Finished product specification

@. |dentification ATITHU

. Assay go-eod% of reference (In normocythaemic mice)
®o-elbo% of in-house standard (ELISA)
b.o-sn.0 mg/ml (Protein contents)

a. pH 0.0-0l.&

& Particulate matter NTITNIY

& Osmolality belo-mno MOsm/kg

o. Bacterial endotoxins < & EU/ml

o, Sterility ATIVNIY

&. Dimer and Oligomer < 8.0% of dimer and oligomer
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