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CERTIFICATE OF ANALYSIS
	Manufacture Date:
	2011-08-05

	Batch NO.:
	20110805


	Product ID
	10114

	Product Name:
	Terbinafine hydrochloride

	CAS:
	78628-80-5

	Formula:
	C21H25N.HCl;C21H26ClN

	Molecular Weight:
	327.90

	Structure:
	


	Items
	Standard
	Results

	Appearance:
	White or off-white  powder
	comply

	Identification:
	IR  UV
	comply

	Solubility
	Very slightly or slightly soluble in water ,soluble in anhydrous ethanol and methanol ,slightly soluble in acetone 
	comply

	Assay:
	99%-101%(Titration)
	99.99%

	Related substances:
	ImpurityB

Single 
	≦0.1%


	0.018%



	
	unknown impurity
	≦0.10%

 
	0.018%



	
	Total impurity
	≦0.3%
	0.048%

	Loss on drying:
	≦0.5%
	0.23%

	Heavy Metals:
	≦20ppm
	comply

	PH:
	3.0-4.5
	4.09

	Residuc on  ignition
	≦0.1%
	comply

	Storage :
	Keep tightkly closed.store in a cool dry place

	Conclusion:  
	This product by inspection accords with the standard corporation.



