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Albumin human 20% Injection
Fow1  Albumin hurman 20% Injection
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1. fuans colloid Ustranide Lifiddsdindes viedimseu dmiviadvasnidand

2. Usznaude albumin human 10 g luuSuas 50 ml

3. USIRHUAYULUTIRENEN Jrennide
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ruusauuegauiingn uaz Usina Sodium aamaifivanyaudmivdniven

ANENUANIunALA

1. Identification ﬁ‘iwﬁi’mmuﬁizu’lu Finished product specification
2. pH mwcimm"mﬁsw‘lu Finished product specification
3. Total protein 95.0 — 105.0% of protein stated on the label

4. Protein composition ' Not less than 95% w/v of Total protein

5..Heme content ﬁid%&hummﬁﬁzqﬂ,u Finished product specification
6. Prekallikrein activator [PKA] mimmumuﬁssﬁlu Finished product specification
7. Sodium Not more than 160 mmol/l

8. Sterility m‘immummﬁiw’lu Finished product specification
9. Pyrogens/Bacterial endotoxin m%]ci’]uwmﬁ‘swlu Finished product specification
10. Aluminium : mi?amumu‘?‘;iz@u Finished product specification
11. Potassium mi'mmummﬁszqiu Finished product specification
12. Heat stabilizers ﬁ‘nmi’mmmﬁﬁz‘ﬂu Finishéd product specification
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5.6 fneazspuaeiluusamaIgIumuMANNe Good Storage Practice (GSP) waz Good Distribution

Practice (GDP)
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