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Erythropoietin Alpha 5,000 1U for injection
1. %881 Erythropoietin Alpha 5,000 U for injection
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3.1 Finished product specification: Erythropoietin Injection

G Test Items ‘ ~ BP2017
1 | Identification m’mmummﬂli%qiu Finished  product
specification
2 | Biological assay
LARSHANITNTIvRESlARE W 64.0 - 156.0% (The confidence
- Potency in polycythaemic mice (in vivo) limits of the estimated potency
- Potency in normocythaemic mice (in vivo) (P=0.95))
- Immunoassay (in vitro) 80.0 — 125.0% (The estimated potency)
pH (Acidity or alkalinity) 6.6 - 7.4

4 | Dimers & related substances of higher | NMT 2.0%
molecular weight (Aggregate protein)
5 | Bacteria endotoxin Less than 20 1U/10,000 ml of

’ Erythropoietin (M3ewiiae EU/mU)

6 | Sterility test mmmumuﬁwqiu Finished  product
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Particulate matter (Sub-visible Particles)

MR UM MNTEYlY Finished  product
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3.2 Drug substance specification: Erythropoietin Concentrated Solution
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Identification
1.1 Capillary zone electrophoresis
1.2 Polyacrylamide gel electrophoresis and
immunoblotting

- Polyacrylamide gel electrophoresis (SDS

PAGE)

- Immunoblotting (Western Blot Analysis)

1.3 Peptide mapping

1.4 N-terminal sequence analysis

nTI9KUAINATEYlY Drug  substance

specification

2 | Protein 80.0 — 120.0% of the stated concentration
3 | Dimers & related substances of higher | NMT 2.0%
molecular weight (Aggregate protein)
4 | Sialic acids Minimum 10 mol of Sialic acids/ mole of
erythropoietin
5 | Bacteria endotoxin Less than 20 1U/10,000 ml of
Erythropoietin (W3awnuae EU/m)
6 | Biological assay
LARINANIATITeE S lnE Wil 80.0 - 125.0% (The estimated potency)
- Potency in polycythaemic mice (in vivo) 64.0 - 156.0%
- Potency in normocythaemic mice (in vivo) (The confidence limits of the
- Immunoassay (in vitro) estimated potency (P=0.95))
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