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3.1 Finished product specification:

49 Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Total protein 36.0-44.0 mg/ml

313 Potency cell-based bioassay 60-140%
Purity Meet the requirement
314 | pH 59-65

3.1.5 Bacterial endotoxins Not more than 0.4 EU/ml

3.1.6 Particular matter

Size> 10 pm Not more than 2,000 particles/container
Size> 25 pm Not more than 50 particles/container
3.1.7 | Sterility Meet the requirement
3.1.8 | Extractable Volume > 0.1 mL
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