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3.1 Finished product specification:

7o Test Items Specifications
3.1.1 Identification Meet the requirement

3.1.2 | Potency (Bioassay) 80.0-125.0%

3.1.3 | Protein concentration 90-110 mg/ml

3.1.4 | Sterility Meet the requirement

3.1.5 | pH 5.3-6.3

3.1.6 | Osmolality 320-370 mOsm/kg

3.1.7 | Particulate matter Meet the requirement

3.1.8 | Bacterial endotoxins < 0.29 EU/mg protein

3.1.9 | Delivery volume Meet the requirement
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