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3.1 Finished product specification:

VD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 95.0% to 105.0% of labeled amount
3.1.3 | Uniformity of dosage form unit Meet the requirement
3.1.4 | Dissolution* Not less than 80% (Q) of the declared content

in 30 minutes

3.1.5 | Related substance/Impurities

-Any unspecified Not more than 0.2%
-Total impuirities Not more than 3.0%
3.1.6 | Water content Not more than 7.0%
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4.1 Long term stability ANADIEEN

4.2 In-use stability N/A
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