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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0% - 105.0%
3.1.3 | Uniformity of dosage unit Meet the requirement
3.1.4 | Dissolution Not less than 809%(Q) in 45 minutes
3.1.5 | Each individual unknown Not more than 0.1%
Total related substances Not more than 2.5%
3.1.6 | Total Aerobic bacteria Not more than 1,000 CFU/g
3.1.7 | Fungi Not more than 100 CFU/g
3.1.8 | Escherichia Coli Absent
3.1.12 | Fungi Not more than 100 CFU/g
3.1.13 | Escherichia Coli Absent
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