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3.1 Finished product specification : USP

D) Test ltems Specifications

1 | Identification Meet the requirement

2 | Assay 95.0-105.0% of the labeled amout of pioglitazone

3 | Uniformity of dosage units* Meet the requirement

4 | Dissolution® Not less than 80%(Q) of labeled amout of
pioglitazone is dissolved in 15 minutes
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U9 Test Items

Specifications

5 | Organic impurities
- Individual impurities

- Total impurities

Not more than 0.2%
Not more than 0.6%

3.2 Drug substance specification: Pioglitazone hydrochloride USP

d8 | Test Items

Specifications

1 identification

Meet the requirement

2 | Assay

98.0-102.0% of pioglitazone hydrochloride,

calculated on the anhydrous basis

3 | Residue on ignition

Not more than 0.1%

4 | Organic impurities

- Hydroxypioglitazone

- Didehydropioglitazone

- N-Alkylpioglitazone

- Any other individual impurity

- Total impurities

Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.10%
Not more than 0.5%

5 Water

Not more than 0.5%
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pioglitazone 15 mg tablet, 1 tablet

230499|ACTOS 15 (TAKEDA CHEMICAL INDUSTRIES, JAPAN) (pioglitazone 15 mg) tablet, 1 tablet

230512|ACTOS 15 (TAKEDA PHARMACEUTICAL, JAPAN) (pioglitazone 15 mg) tablet, 1 tablet

303557|DEDIOS (183 uaus.18%. LL&JHLL‘V\IﬂLQE)%‘G) (pioglitazone 15 mg) tablet, 1 tablet

334995 |GITAZONE (fadiun) (pioglitazone 15 mg) tablet, 1 tablet

230475 | 336502|GLUBOSIL 15 (@aunisunmd) (pioglitazone 15 mg) tablet, 1 tablet

337955|GLUSORB (1f1.uauf 5%, wuyunaae3s) (pioglitazone 15 mg) tablet, 1 tablet

411456{PIOZONE (183.u0s.15%. LL&JHLLWF’]LQ@%Q) (pioglitazone 15 mg) tablet, 1 tablet

439341 |SENZULIN (agnaund) (pioglitazone 15 mg) tablet, 1 tablet

469085|UTMOS 15 (ma%auwﬁm%saﬂaaaué’am‘%) (pioglitazone 15 mg) tablet, 1 tablet

686368|ACTOS (DAITO, JAPAN) (pioglitazone 15 mg) tablet, 1 tablet
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