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3.1. Finished product specification : Pioglitazone tablets USP 40

Test items

Specifications

1. Identification

Meet the requirement

2. Assay

95.0- 105.0 % labeled amount

3. Dissolution* Not less than 80% (Q) of the labeled amount of Pioglitazone is dissolved

4. Uniformity of Dosage Unit*

Meet the requirement

5. Impurities (Organic impurities)
- individual impurities

- total impurities

Taliu 0.2%
TaisAiu 0.6%
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3.2 Drug substance specification

(A) Pioglitazone HydrochlorideUSP 40

Test items

Specifications

1. ldentification

- Infrared absorption Meet the requirement

- Chloride Meet the requirement
2. Assay 98.0 — 102.0% on anhydrous basis
3. Impurities

3.1. Organic Impurities
-Hydroxypioglitazone (relative retention time 0.7)
-Didehydropioglitazone (relative retention time 1.4)
- N-Alkylpioglitazone (relative retention time 3.0)
- Any other individual impurity

-Total impurities

TaiAiy 0.15%
Tadifin 0.15%
Talifiu 0.15%
TalLfiu 0.10%
laiAy 0.50%

3.2 Inorganic purity

- Residue on Ignition 1aitAiu 0.10%

4 Water determination (Method Ic) | 1bAu 0.50%

(B) Pioglitazone Hydrochloride BP2016

Test items

Specifications

1. Identification Meet the requirement

2. Assay

98.0 - 102.0% of Pioglitazone (anhydrous substance )
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Test items

Specifications

3. Solubility

Practically insoluble in water, slightly soluble to soluble in

methanol, very slightly soluble in methylene chloride

4. Specific optical rotation

-0.2 to +0.2

5. Related substances

- Impuirities B,

- Impurities C

- Unspecified impurities
- Total impurities

- disregard limit

TaiAiu 0.15%
TiAu 0.15%
laitAn 0.10%
TaliAiu 0.40%
TalLAiu 0.05%

6. Heavy metals

TaitAiu 20 ppm

7. Water determination

134fiu 0.50% (determined on 0.500 g)

8. Sulfated ash

144fiu 0.10% (determined on 1.0 g)

(C) Pioglitazone Hydrochloride European pharmacopoeia 9

Test items

Specifications

1. ldentification

Meet the requirement

2. Assay

98.0 - 102.0% of Pioglitazone (anhydrous substance )

3. Solubility

Practically insoluble in water, slightly soluble to soluble in

methanol, very slightly soluble in methylene chloride

4. Specific optical rotation

-0.2 to +0.2

5. Related substances
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Test items Specifications

- Impurities B TaitAn 0.15%

- Impurities C Tailfiu 0.15%

- Unspecified impurities Taitfiu 0.10%

- Total impurities laifiu 0.40%

- disregard limit laiiu 0.05%

6. Water determination 13iAiu 0.50% (determined on 0.500 g)

7. Sulfated ash 13lifins 0.10% (determined on 1.0 g)
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