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hepatitis B surface antigen immunoglobulin 180 iu/1 mL solution for injection
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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay

Anti-HBs Antibodies (1.U./ml) > 180
313 | pH 6.4-72
3.1.4 | Total Protein (% w/v) 10.0 - 18.0
3.1.5 | Distribution of molecular size Monomer > 86
and Dimer
3.1.6 | Distribution of molecular size Polimers and | < 10
aggregates
3.1.7 | Ethanol residue (p.p.m) < 50
3.1.8 | Sterility Sterile
3.1.9 | Pyrogen Pyrogen free

3.1.10 | Sodium cholate (p.m.m.) <50




3.1.11 | Glycine (mg/ml) 20.25 - 24.75

3.1.12 | NaCl (mg/ml) 81-99

3.1.13 | TnBP (p.p.m) <5

3.1.14 | IgA (mg/m) <03
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