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Alogliptin benzoate 25 mg + Pioglitazone hydrochloride 30 mg film-coated tablet
(GPU: 958611)
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3.1 Finished product specification: Alogliptin 25 mg + Pioglitazone 30 mg film-coated tablet

D) Test Items Specifications

1 | Identification Complies with finished product specification
2 | Assay Complies with finished product specification
3 | Dissolution Complies with finished product specification
4 | Content uniformity Complies with finished product specification
5 | Related substance Complies with finished product specification

3.2 Drug substance specification : Alogliptin

v

UD Test Items Specifications

1 | Identification Complies with drug substance specification
2 | Assay Complies with drug substance specification
3 | Water Complies with drug substance specification
4 | Residual on ignition Complies with drug substance specification
5 | (S) Enantiomer of HPLC Complies with drug substance specification
6 | Related substance Complies with drug substance specification

3.3 Drug substance specification: Pioglitazone hydrochloride (USP 47)

U9 Test Items Specifications

1 | Identification Meet the requirement

1/ ;

4 < .
1.............%.5.."!E‘?.................Ussmunﬁun"ﬁ N .\ WSRO 111y L WO L. AN

(e guugtiumi) (WsaaiEsan Juama) (Weeinsiuns dunes)



U Test Items Specifications

2 | Assay 98.0-102.0% labeled amount, calculated on

anhydrous basis

3 | Residue on ignition Not more than 0.1%

4 | Organic impurities

- Hydroxypioglitazone - Not more than 0.15%

- Didehydropioglitazone - Not more than 0.15%

- N-Alkylpioglitazone - Not more than 0.15%

- Any other individual impurity - Not more than 0.10%

- Total impurities - Not more than 0.5%
5 | Water determination Not more than 0.5%
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