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b. Usenaumgsie recombinant human erythropoietin alfa ¢ooo U fiusimsin Human serum
Albumin Ty 6 ML

. ’uiiaﬁwaammii}iﬁwﬁmw%'au‘l%ﬂﬁﬂmmﬁ?}}a%aﬁw (pre-filled syringe)
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@. ldentification ATIVAIUMW Finished product specification
. Protein content al&o - clo.g pg/ml
. pH D0 — @len
<. Bacterial Endotoxins Test Less than eo EU/mL
&. Sterility Test ASI9NTUA Finished product specification
©. Dimer & related substance of higher NMTe%
Molecular mass
. Osmolality AIIVHIUAY Finished product specification
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QmémﬁaﬂﬁL.aﬂmi%’maammmumsmé‘mmmmvré’ﬂmmﬁua%smwmmiummamm (Good
Manufacturing Practices) (GMP) "me@mmmwaaﬂmmamummmﬂmuaummauama {auuaﬂammmau
nMsnTIalnedseglurianainisiuses) Ussnoude

o.e Laﬂmﬁ'ﬁmaqmmmumiwammmuwamﬂmﬁma ’;Smﬁwmiumiwamﬁ’w AU (Active
Pharmaceutical ingredient) wlmmmmummmu WHO-GMP visaiiguwindusgatag

oo Laﬂaﬁﬁmmmmmumiwammmzmamﬂmmavqﬁmimmlumswammmmiu (Finished
Product) mlmmmmwmmmu GMP-PIC/s mama‘umuﬂuamwaa

- HEn 1d1393U (Manufacturer)
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N3EA8Y1 (Good storage Practice/Good Distribution Practice; GSP/GDP)
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.G wamimmmLﬂﬂwmmﬂwwmamﬂmmmmﬁ%ﬂmamwam (Certificate of analysis of finished
product) lunfuildadusaeing

an.lo man’rimqmms'wuﬂmqumaﬂwmmmmﬂm (Certificate of analysis of drug substance)
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an.& LNFILEAINANISANYIAIUA (Stability data) 977U o summamﬂswﬂauma
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