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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0% - 110.0% of labeled amount
3.1.3 | Sterility test Meet the requirement
3.1.4 | Particular matter Meet the requirement
315 | pH 6.6
3.1.6 | Osmolarity 270 - 330 mOsm/kg

3.1.7 | Impurities

Total acidic variants < 40%
Total aggregates < 7%
Total basic variants < 10%
Total hydroxylated / oxidized GLP peptides (21 - 28) | < 9%
Total related substances < 25%

3.1.8 | Bacterial endotoxin test <16.7 EU/mg
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