CERTIFICATE OF ANALYSIS

Product: Tranexamic acid  
	Batch No:
	H070828
	Mfg.Date:
	30th Sep 2007

	Specification:
	BP98
	Expiry Date:
	29th Sep 2012

	Total Quantity:
	1000KGS
	Report Date:
	31st Sep 2007

	Tests
	Standard
	Results

	Characters
	A white,crystalline powder,freely soluble in water and in glacial acetic acid,practically Insoluble in alcohol and in acetone
	Complies

	Identification
	A. IR spectrum is concordance with Tranexamic acid CRS
	Positive

	
	B. In TLC,the principal spot of test solution(b) is similar in position,color and size to that of reference solution(a)
	Positive

	
	C. After reaction with benzoyl chloride,melting pointing of the residue is 185℃ to 186.5℃
	Complies

	pH Value
	0.05g/ml solution,6.5 to 8.0
	7.5

	Bulk Density
	0.55-0.65
	0.63

	Related substance
	Any impurity each≤1.0%(TLC)
	＜1.0%

	Cis-isomer(HPLC)
	≤0.5%
	＜0.5%

	Bromides
	≤670ppm
	＜670ppm

	Heavy metals
	≤20ppm
	＜20ppm

	Suphated ash
	≤0.1%
	0.02%

	Loss on drying
	≤1.0%
	0.12%

	Assay(titration)
	99.0%-101.0%
	99. 6%


Conclusions: Complies with the specification of BP98.
