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3.1 Finished product specification: Empagliflozin 25 mg film-coated tablet

U9 Test Items Specifications

1 | Appearance Complies with finished product specification
2 | Identification Complies with finished product specification
3 | Assay Complies with finished product specification
4 | Uniformity of dosage unit Complies with finished product specification
5 | Content uniformity Complies with finished product specification
6 | Dissolution Complies with finished product specification
7 | Related substance and impurities Complies with finished product specification
8 | Microbial contamination Complies with finished product specification

3.2 Drug substance specification : Empagliflozin

o

UD Test Items Specifications
1 | Appearance Complies with drug substance specification
2 | Identification Complies with drug substance specification
3 | Assay Complies with drug substance specification
4 | Organic Impurities Complies with drug substance specification
5 | Residual solvents Complies with drug substance specification
6 | Sulphated ash Complies with drug substance specification
7 | Water content Complies with drug substance specification
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U8 Test Items Specifications

8 | Particle size Complies with drug substance specification
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