
CERTIFICATE OF ANALYSIS

CLOFAZIMINE

TEST REQUIREMENTS

Appearance Reddish brown fine 
powder

Solubility Practically insoluble in 
water, very slightly soluble 
in ethanol(96%) , soluble 
in methylene chloride 

Identification 

a) IR absorption 
spectrum 

b)    TLC 

Colour 
Development Test 

Corresponds to the 
comparison 

Corresponds to the 
comparison 

Violet co lour produced 
changes to orange red. 

Related
substances by 
HPLC

Impurity A Not more than 0.1%



Impurity B

Any other 
impurity

Total impurity

Not more than 0.3%

Not more than 0.1%

Not more than 0.5%


