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Recombinant Human Erythropoietin Alfa 4,000 U 91474 eb,000 U730

®. AMUARDINTT : Recombinant Human Erythropoietin Alfa 4,000 IU 37194 eb,000 70
o, AUEANTAAY
b.e JUlUL: mmﬁ‘mqgmm‘u Lyophilized powder UsAande naazagnuAYi
asantlsarsavanela Wild dwdudadnldfamluaz/vie dathvassdans
b.lo @UUIZNIU: Useneaumnie Recombinant Human Erythropoietin Alfa 4,000 U
T o MhenruzusH
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a. AuaNUANIuwaia
a.@ Finished product specification
m.e.@ Identification test: AOWARGANIINTINBE DY & Tu ¢ 35
(@ auandhiliesstemislulinswd
Tagdu) Lo
- Capillary zone electrophoresis (CZF)
%59 Isoelectric focusing (IEF)
- PACE+immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
m.e.o Assay:
- Biological assay (Potency) 11 Potency 8g5eviIN3BLaE Go-elod
YBWAIN

..o pH: 6.6-7.4

s.e.& Particular matter: - 9uR 210 pm:
NMT 10,000 particles/container
- YUIA 225 um:
NMT 1,000 particles/container
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@& Bacterial endotoxins: Less than 20 1U/10,000 IU of
erythropoietin
a.e. Water content: NMT 4%
en.@.e Dimer & related substance Not more than 2%
of higher molecular mass
m.e.a Sterility: ATIVW U Finished product
specification
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0.0 NANSATITIAT AU THEE RS e d 15 a3UveENER (Certification of analysis of finished

product)
oo nsaliluBng Biological product iy Vaccines, Blood product feslienansiusessumssan
(Lot release) MNNTANEANEARTMTUNNE NIENTHENTITUEY
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o.« nsiifuenifeafvinuiigungl b-w swmieadea fesdionansuanuaruserindlssuy
msifiuuasdnasendiu Cold chain system ldanasgunmanines: Goods Storage Practice
(GSP) wag Goods Distribution Practice (GDP)
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