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3.1 Finished product specification: Epoetin injection

3.1.1 Identification Meet the requirement
3.1.2 Biological assay
LL?WNNﬁﬂ’]iﬁ]ﬁ’)'ﬁ]@&hﬂﬂ@&hﬂﬂﬁﬂ .
- Potency in polycythemic mice (in vivo) 80 — 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- Immunoassay (in vivo) iU ELISA %30 EIA Meet the requirement
(Enzyme linked immunosorbent assay), RIA
(Radioimmunoassay)
313 pH 6.6 7.4
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3.1.4  Dimer & related substance of higher
motecular mass (#38 Aggregate protein)

3.1.5 Sterility

3.1.6 Water content

3.1.7 Bacterial endotoxin

3.1.8 Particulate matter
' ->10 ym
- 225 um
3.2 Drug substance specification: Epoetin powder
3.2.1 lIdentification
3.2.2 Biological assay
wanan1snTIvetslnogmils
- In polycythemic mice (in vivo)
- In normocythemic mice (in vivo)
3.2.3 Protein content
3.2.4  Dimer & related substance of higher
molecular mass (#1350 Aggregate protein)
3.2.5 Sialic acids

3.2.6  Impurity

- Host cell-derived protein

- Host cell-and vector-derived DNA
3.2.7 N -terminal sequence analysis
328 Peptide mapping
3.2.9 Bacterial endotoxin

4. Jouludy

Not more than 2.0%

Meet the requirement

Not more than 4.0% w/v

Not more than 20 1U/10,000 U of
erythropoietin

Not more than 6,000 particles/container
Not more than 600 particles/container

Meet the requirement

80.0 — 125.0%

80.0 - 125.0%

80 — 120% of stated concentration
Not more than 2.0%

Minimum 10 mmol of sialic acids/mol

of erythropoietin

Meet the requirement

Meet the requirement

Meet the requirement

Meet the requirement

Not more than 20 1U/100,000 IU of
erythropoietin
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4.2.1
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4.3.2
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4.3.4

4.35

NaNIATITIASIERRUAIN NERSusiendSgUvesindn (certificate of analysis of
finished product) lusjuiidadusiaesg
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