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ARANWLIANTE
Recombinant Human Erythropoietin Alfa 4,000 IU 97494 &,000 996

@ AMNABINTT : Recombinant Human Erythropoietin Alfa 4,000 U 91474 &,000 190
. ANFUTANII
b.e JULUU: 8WFI T 3ULUY Lyophilized powder Uenite ndterarodefavi
azanelaansazasla Lifid dmsvaatnldiavitiaz/v3e datmvasaldonm
blo d1utsEnav: YsEnauale Recombinant Human Erythropoietin Alfa 4,000 IU
W & Mg wuUzUIY
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e.@ Finished product specification
m.e.@ Identification test: ADUAPINANTITINOEWLDY & T4 & 35
(EnuastulieseiewSoluiesey
Trgiv) laun
- Capillary zone electrophoresis (CZF)
30 Isoelectric focusing (IEF)
- PACE+immunoblotting
Peptide mapping/LC
- N-terminal sequence analysis
-HPLC

m.alo Assay:
- Biological assay (Potericy) i1 Potency agjsewinieuay co-clo
YDAIN

m.é.en pH: 6.6-74

m.e.« Particular matter: - 9 210 pm:
NMT 10,000 particles/container
- YU 225 pm:
NMT 1,000 particles/container
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ene.d Bacterial endotoxdns: Less than 20 1U/10,000 IU of
erythropoietin
m.e.o Water content: NMT 4%6
m.e.0 Dimer & related substance Not more than 2%
of higher molecular mass
e Sterility: ATI AL Finished product
specification
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