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2.2 gwisznay  Usznaudiudien recombinant human erythropoietin alpha 8,000 U ls 1 MFULVIN
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3. AMENLANIINAKA

3.1 Finish product specification(”

- amaNiansmana BP 2013

1. Identification ATV
2. Biological assay
LLﬁ@dNﬂﬂ’]ﬁﬂTJ"ﬂﬂﬂ’ldl@lﬂfj%‘mﬁd
- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- Immunoassay (in vitro) 1T ELISA w38 ATIINW

EIA (Enzyme linked immunosorbent assay),

RIA (Radicimmunoassay)
3. pH 66-74
4. Dimers and related substances of higher NMT 2.0%

molecular weight (‘V\%a Aggregate protein)

5. Bacterial endotoxins

NMT 20 1U/10,000 IU of erythropoietin

6. Sterility

AT

7. Particulate matter
- aYMNATWIA 2 10 pm aiifin 6,000 AR~
- aRMAIWIA 2 25 um laiifin 600 aume

AIIVHW

8. Water content (ﬂiﬁﬁgﬂtmumm)

NMT 4.0% wiw

9. Extractable volume (Volume in container)

(nidiguuussazay)
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3.2 Drug substance specification : Erythropoietin concentrated solution'”

amsuifniamaia : - BP 2013

1. ldentification ATIU

2. Biological assay

) ' P
LL@@ONNﬂ’]SVIT}’ﬂE}UWJ‘Lﬂa PR

- in polycythemic mice (in vivo) Not less than 100,000 1U/mg protein
- in normocythemic mice (in vivo) Not less than 100,000 IU/mg protein
3. Protein content 80 - 120% of the stated concentration
4. Dimers and related substances of higher molecule NMT 2%

mass (‘vx?a Aggregate protein)

5. Sialic acids minimum 10 mol of sialic acids/mol of erythropoietin
6. Impurity
- Host cell-derived protein AT
- Host cell and vector-derived DNA ATV
7. Amino acid sequence analysis AT
8. Peptide mapping ATIINL
9. Bacterial endotoxins NMT 20 1U/100,000 IU of erythropoietin
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2. lNETIUIDINAITIUMINEAL
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