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3.1 Finished product specification:

VD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Content of protein

95 — 117 mg/vial

3.1.3 | Potency

0.8 - 1.2 E4 U/mg

314 | pH

47-53

3.1.5 | Osmotic pressure ratio

157 - 261 mOsmol/kg

3.1.6 | Water content

NMT 4.0 area%

3.1.7 Bacterial endotoxins

NMT 9.0 EU/ml

3.1.8 | Sterility test

Meet the requirement

3.1.9 | Insoluble particular matter
- Size 2 10 um
- Size 225 um

NMT 6,000 particles/ml
NMT 600 particles/ml
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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