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7.3.1 Finished product specification :

90 Test items Specifications

1 | Identification Meet the requirements

2 | Assay 90.0%-110.0% of the labeled amount
3 | Uniformity of dosage unit Meet the requirements

4 | Dissolution test Not less than 75% (Q) is dissolved.

7.3.2 Drug substance specification : Risedronate Sodium

U8 Test items Specifications

1 Identification Meet the requirement

2 Assay 98.0% - 102.0% on the anhydrous basis
) Test items Specifications

3 Loss on drying 5.5%-7.5%

4 | Water determination 11.9%-13.9%

5 Impurity
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- Risedronate related Not more than 0.1%
compound B

- Individual impurities Not more than 0.1%
- Total impurities Not more than 0.5%
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