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Rabies immunoglobulin (human) 300 IU/2 mL injection
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49 Test Item Specifications
3.1.1 |ldentification m’mﬁi’lum’mﬁixﬂu Finished product specification
3.1.2 |Potency laiaendn 110 1U/mL
313 |pH | 6.4-72
3.1.4  |Sterility test Sterile
3.1.5 |Protein concentration 10 - 18 g/ 100 mL
3.1.6  |Glycine concentration fm’mmum’mﬁizﬂu Finished product specification
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3.2 nsalvatunsideuny BP (31989a% BP 2013)

k) Test Item Specifications
3.2.1 |Identification m’amﬁum’mﬁi:ﬁﬂu Finished product specification
3.2.2 |Potency laaenian 100 1U/mL
323 |pH 50-7.2
3.2.4  |Sterility test Sterile
32,5 |Distribution of molecular size
- Polymers and aggregates laisnnn1 10%
- Monomers and dimers lutpenin 85%
3.2.6 |Pyrogen mwﬁhumuﬁﬁguh Finished product specification
%38 Bacterial endotoxins laiiAn 5 1U of endotoxin/mL
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3.2.8 |Protein concentration 100 - 180 ¢/L
3.2.9 [HIV-1 and HIV-2 Antibodies Non-reactive
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3.2.11 |Hepatitis-B virus test laiwu HBV DNA
3.2.12 |Hepatitis-C virus test laiwu HCV RNA
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