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3.1 Finished product specification: USP

1o Test Items Specifications
1 | ldentification Meet the requirements
2 | Assay 95.0 - 105.0% LA of insulin human
3 | pH 70-75
4 | Zinc content Meet the requirements
5 | Sterility test Meet the requirements
6 | Limit of High Molecular Weight Proteins Not more than 3.0%
7 | Bacterial endotoxin Not more than 80 USP Endotoxin Units per 100 USP Insulin
Human Units
8 | Insulin in the supernatant Not more than 1.0 IU/ml
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