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CERTIFICATE OFANALYSIS

Theophylline Anhydrous
Batch No.: DR20140520 Piece: 1000kg
Manufacture Date: 2014.05.20 Expiry Date: 2018.04

Items Specification Results

Appearance A white，crystalline powder Conforms

Identification Positive reaction Conforms

Acidity
50ml of solution S consumes 0.01mol/L

NaOH≤1ml
Conforms

Appearance of solution Clear ，Colorless Conforms

Related substance
Impurity A,B,C,D:each impurity <0.1%
Any other impurity：each impurity <0.1%

Total impurities <0.5%
Conforms

Heavy metals ≤20ppm <20ppm

Loss on drying ≤ 0.5 % 0.13%

Sulphated ash ≤ 0.1 % 0.04%

Melting point 270~274℃ 271.2~271.9℃

Assay 99.0~101.0% 99.4%

Conclusion: The results conform with the BP2012/USP35.
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