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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Identification Meet the requirement

3.1.2 | Triptolerine pamoate mean content 13.5 - 15.7 mg/vial

3.1.3 | Triptoreline purity Not less than 96.0%

3.1.4 | Impurities
Not more than 1.0 %
-XH impurity
Not more than 0.5 %
-Other impurities

3.1.5 | Water content Not more than 2.5 mg/vial

3.1.6 | Bacterial endotoxins Not more than 175 [U/vial

3.1.7 | Sterility test Meet the requirement
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