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3.1 Finished product specification:

49 Test Items Specifications
3.1.1 | Ildentification m’aﬁ)mumu‘ﬁ'izﬂu finished product specification
3.1.2 | Assay 95.0%-105.0% of the labeled amount
3.1.3 | Uniformity of dosage units Meet the requirements
3.1.4 | Dissolution tests Test 1: Not less than 70 %(Q) is dissolved in 45 minutes

Test 2: Not less than 75 %(Q) is dissolved in 30 minutes
Test 3: Not less than 70 %(Q) is dissolved in 60 minutes

3.1.5 | Impuirities
-Any unspecified impurity Not more than 0.1%

-Total impuirities Not more than 0.6%




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 | Identification Correspond with requirements
3.2.2 | Assay 98.0%-102.0% of the labeled amount
3.2.3 | Loss on drying Not more than 0.5%
3.2.4 | Residue on ignition Not more than 0.1%

3.2.5 | Impurities
-Metformin related compound A Not more than 0.02%
-Any other unknown individual impurity | Not more than 0.1%

-Total impurities Not more than 0.5%
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