CERTIFICATE OF ANALYSIS

化 验 报 告 单

	Product Name
	Ezetimibe

	CAS No.
	163222-33-1
	Date Of Producing
	2014.03.23

	Batch No.
	14032301
	Date Of Issue
	2014.03.23

	Source
	API workshop
	Date Of Expiry
	2016.03.22

	Package
	1kg
	Reference Standard
	In-house standard

	items
	specification
	Results

	Description


	White to off white colored powder
	White colored powder

	Solubility 


	Freely soluble in methanol, ethanol, acetone
	Complies

	Identification by

A. IR

B. HPLC
	IR absorption spectrum of the sample in KBr dispersion should be concordant with Ezetimibe working standard

The retention time of main peak of in the chromatogram of the test preparation should match to that in the chromatogram of standard preparation.
	Complies
Complies

	Loss on drying
	Not more than 0.5%
	0.4%

	Residue on ignition
	Not more than 0.1%
	0.09%

	Heavy metals
	Not more than 20 ppm
	Complies

	Specific optical rotation
	-25.0o- -34.0o
	-26.3o

	Purity by HPLC

EZB1 impurity

Desfluoro impurity

Any other impurity

Total impurities
	Not more than 0.3%

Not more than 0.5%

Not more than 0.3%

Not more than 1.0%
	Not detected

0.32%

0.11%

0.67%

	Assay by HPLC
	98.0% - 102.0%
	99.4%

	Particle size

10% of particles

50% of particles

90% of particles
	For information only

For information only

For information only
	3μm

6μm
15μm

	Melting range
	160 oC -165oC
	161.3oC -163.5oC

	Conclusion：The product complies with the laid down specification 


