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3.1 Finished product specification:

v

VD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Protein content 22.5-27.5 mg/vial

3.13 Bioassay 70.0-130.0% Relative potency

3.1.4 | Sterility test Meet the requirement

3.1.5 | Reconstitution time NMT 15 minutes

3.1.6 | pH 6.2-6.8

3.1.7 | Osmolarity 291-437 mOsm/kg

3.1.8 | Impurities Meet the requirement

3.1.9 | Bacterial endotoxins Meet the requirement
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4.2 In-use stability N/A
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(Risk assessment report) l6ilkn Heavy metal
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