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CERTIFICATE OF ANALYSIS

Pa
KIS
Name Dronedarone hydrochloride Batch No. 10-1055-45PMB
Manufacture date 2011-01-19 Expiry date | 2013-01-18
Batch Quantity 50g Standard Enterprise standard

(Dry it at 80°C in vacuum

till a constant weight)

/Appearance White crystalline powder \White crystalline powder
Melting Point 140°C~145°C 141.3°C~143.1°C
Identification HPLC/UV Complies
Related Substances Total impurities: NMT 1.0% 0.35%

Maximum single impurity: NMT 0.5% [0.10%
Loss on Drying Not more than 1.0% 0.18%

Residue on Ignition

Not more than 0.1%

Heavy Metal

Not more than 20ppm

Assay

(on dried basis, by titration )

Not less than 98.5%

Conclusion: the test result complies with the Enterprise standard
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