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CERTIFICATE OFANALYSIS

Pioglitazone Hydrochloride
Batch No.: DR20130111 Piece:100kg
Manufacture Date: 2013.01.11 Expiry Date: 2015.01.10

Items Specification Results

Appearance White to off-white powder white powder

Identification

IR:The IR absorption spectrum of the sample
is corresponding to that of the reference
standard
Chloride :Positive
HPLC:The retention time of the principle
peak in the chromatogram of the sample
corresponds to that of the reference standard

Conforms

Conforms

Conforms

Residue on ignition ≤0.1% 0.03%

Heavy metals ≤10ppm <10ppm

Water ≤0.5% 0.19%

Relatde substances/HPLC

ImpurityA ≤0.15%
ImpurityB ≤0.15%
ImpurityC ≤0.15%
Single impurity ≤0.10%
Total impurities ≤0.5%

0.02%
ND
ND

0.04%
0.09%

Assay (on dried basis)/HPLC 98.2%－102.0% 100.2%

Conclusion: The results conform with USP35.

Analyst: Joe Yu Checker: Agnes Zhong QA.Manager: Sun Wenhu
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