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5780157 ...\c?...Erythropoietin alpha &,000 iW/&oo mcl for injection prefilled syringe
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Erythropoietin alpha & 000 iu/&oo mcl for Injection prefilled syringe
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Usznousesien Human recombinant erythropoietin alpha & oooiu/&oo

mcl 1u @ prefilled syringe wagUs1#A9n human serum albumin
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Finish product specification :

Test Specification
®. ldentification 3 m‘m:humuﬁizqh finished product specification
lo. Biological assay
- Potency in polycythaemic mice or - @o - elod% L.A. of Erythropoietin alfa
normocythaemic mice (in vivo)
- Immunoassay (in vitro) i ELISA 30 EIA, - @o - eo% LA of Erythropoietin alfa
RIA
@, pH b - ol
& Sterility Sterile
&. Bacterial endotoxin Less than lo.& EU/mL
©. Osmolality blod - bei@ mOsm/ke -
o. Volume Meet the requirement
. Particulate matter Meet the requirement
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578159 Si....Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.en mL

prefilled syringe injection
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prefilled syringe injection
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Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.en mL
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dlseneu Uszneumemen Erythropoietin beta & 000 IU Tut3110s o.e ml
: ) -

MYIULUIIY UsTPluMvuzUsIedausmenie viia prefilled syringe
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m.@. Finished product specification:

b Test

Specifications

@ | ldentification

Complied with finished product specification

o | Biological assay
wananansnTavetslnatnmis
- Potency in polycythemic mice (in vivo)
- Potency in nermocythemic mice (in vivo)
- Immunoassay (in vitro) wu ELISA %38 RIA

@o.0 — elbd.0% of labeled amount
@o.o - aled.o% of labeled amount
®o.0 - @bo.o% of labeled amount

o | pH (Acidity or alkalinity) oo -va
@ | Dimer and related substances of higher Not more than ©.0%
molecular weight (W38 agereeate protein)
Bacterial endotoxins Less than ko IU/@o,000 U of erythropoietin
o | Sterility Sterile N |

o | Particulate matter
- Size 2 @o pym
- Size 2 b& uym

Not more than b,ooo particles/container
Not more than boo particles/container
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.o, Drug substance specification

D) Test Specifications
® | Identification Complied with finished product specification
o | Biological assay
LanaNaNIRTIvRE e lABE Ml
- Potency in polycythemic mice (in vivo) Not less than eoo,0coo IU/mg protein
- Potency in normocythemic mice (in vivo) | Not less than @oo,000 IU/mg protein
m | Protein content o - ewo% of stated concentration
@ | Dimer and related substances of higher Not more than lo.o%
molecular weight (38 aggregate protein)
& | Bacterial endotoxins Not more than o IU/eoo,000 IU of erythropoietin
o | Sialic acids Minimum eo mol of sialic acids/mol of erythropoietin
@ | Amio acid sequence analysis Complied with finished product specification
@ | Impurity
- Host cell-derived protein Complied with finished product specification
- Host cell and vector-derived DNA Complied with finished product specification
| « | Peptide mapping Complied with finished product specification
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