Certificate of Analysis




     Date: June 20, 2006

Name: 


DROTAVERINE HYDROCHLORIDE   
Batch No.: 

20060608

Quantity:

200kgs 

MFG Date:  
June, 2006

EXP Date:

June, 2011

Test results:

	Items
	Standards
	Results 

	Appearance


	A crystalline powder form light yellow with a greenish shade up to 

yellow with a greenish shade in color. Inodorous or nearly inodorous
	Light yellow crystalline powder



	Melting point
	2080C – 2110C
	209.5-210.00C

	Identification
	Positive reaction
	Positive reaction

	PH
	3.5 – 5.5
	3.8

	Clarity of solution
	Clear 
	Clear

	Color of solution
	≤7# yellowish green reference solution
	< 7#

	Water
	3.0% max
	0.8%

	Related substances (TLC)

Individual impurity

Total impurities


	0.5% max.

1.0% max.
	<0.5%

<1.0%

	Related substances (HPLC)

Individual impurity

Total impurities
	0.5% max.

1.0% max.
	0.16%

0.70%

	Toluene
	890ppm max
	Conform

	Loss on drying
	5.0% max.
	4.2%

	Residue on ignition
	0.1% max.
	Conform

	Heavy metals
	20ppm max.
	Conform

	Assay (on the dried basis)
	98.0%-101.0%
	99.4%


Conclusion: Complies with the standards. 
QC DEPARTMENT:          CHECKER:                ANALYST:

