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3.1 Finished product specification: Empagliflozin tablet

3.1.1 Identification Meet the requirements

3.1.2 Assay 95.0-105.0% of labeled amount of
empagliflozin

3.1.3 Uniformity of dosage units Meet the reguirements

3.1.4 Dissolution time Not less than 80%(Q) of empagliflozin

dissolved in 30 minutes
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3.1.5 Degradation product Meet the requirements
- Total degradation product Not more than 0.6%
- Any unspecified degradation product Not more than 0.2%
3.2 Drug substance specification: Empagliflozin

3.2.1 lIdentification Meet the requirements
3.2.2 Assay 98.0 - 102.0% labeled amount of
empagliflozin
3.2.3 Water content Not more than 0.2%
3.2.4 Sulfated ash Not more than 0.2%
3.2.5 Residue solvents
- Toluene Not more than 890 ppm
- Ethanol Not more than 5,000 ppm
3.2.6 Organic impurities
- Any unspecified impurities Not more than 0.1%
- Total impurities Not more than 1.0%
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