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3.1 Finished product specification:

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay Sodium hyaluronate: 19.0-22.0 mg/ml

Mannitol: 4.70-5.55 mg/ml

3.1.3 | Sterility test Meet the requirement
314 | pH 6.8-7.5

3.1.5 | Extractable volume Not less than 2 ml

3.1.6 | Bacterial endotoxins test Not more than 0.5 EU/mL
3.1.7 | Osmolality 270-330 mOsm/kg

3.1.8 | Dynamic viscosity at 20°c >2500 mPa.s

3.1.9 | Related substances Meet the requirement




3.2 Drug substance specification:

D) Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 95.0% - 105.0% of the labeled amount
3.24 Chlorides Maximum 0.5%
3.25 Iron Maximum 80 ppm
3.2.6 pH 5.0-8.5
3.2.7 | Intrinsic viscosity 2.7-2.9 m’/kg
3.2.8 Loss on drying Maximum 20.0%
329 Microbial contamination Meet the requirement
3.2.10 Bacterial endotoxins Not more than 0.05 IU/mg
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