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3.1 Finished product specification:

7o Test Items Specifications
3.1.1 Identification Meet the requirement
3.1.2 Factor VIII activity 179-250 1U/ml
3.1.3 | Specific FVIIl activity 8200-16000 IU/mg
3.1.4 | Sterility Meet the requirement
3.1.5 | pH 6.6-7.3
3.1.6 Osmolality 500-600
3.1.7 | Dissolution time Not more than 5 minutes
3.1.8 | Bacterial endotoxins Not more than 3.00 EU/ml
3.1.9 | Particulate matters Meet the requirement
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