CERTIFICATE OF ANALYSIS

Balsalazide Disodium Dihydrate

Batch No.: DR20151020 Batch quantity:50KG
Manufacture Date:  2015.10.20 Expiry Date: 2017.10.19
TESTS:
Items Specification Results
Appearance Yellow to brown yellow powder Conforms

1) the infrared absorption spectrum is concordant

. Conforms
with that of the reference sample
Identification - -
2) reach the biggest absorption at wave 358nm Conforms
3) positive Positive

The total areas of all impurities peak of the sample
solution not more than 1.0 times the area of the

Related substance o ) . . 0.32%
principal peak in the chromatogram obtained with

reference solution ( 1.0%)

Heavy metals < 0.002% <0.002%
Water 8.0%~9.5% 8.4%
Assay 98.0%~101.0% 100.4%

Conclusion: The results conform with the in-house standa},_
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