CERTIFICATE OF ANALYSIS

Difluprednate

Batch No.: DR20130805

Quantity:1kg

Manufacture Date: 2013.08.05

Expiry Date: 2015.08.04

TESTS':

Items Specification Results
) . . A white or almost white
Appearance A white or almost white crystalline powder .
crystalline powder
Solubility Soluble in dioxane and sparingly souble in ethanol Conforms
Melting point 188-198°C 190.6~193.2°C
Heavy metals < 10ppm Conforms
Residue on ignition <0.1% 0.07%
Loss on drying <1.0% 0.13%
Pyridine <200ppm Conforms
Ethyl acetate <5000ppm Conforms
Residual solvent
Dichloromethane < 600ppm Conforms
Methanol <3000ppm Conforms
Total impurities <3.0% 1.41%
Related substance
Max impurities < 1.0% 0.73%
Assay =297.0% 98.6%

Conclusion: The results conform to the standard

Analyst: Joe Yu

Checker:

Agnes Zhong
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