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CERTIFICATE OF ANALYSIS 
NO: DYC071711291 

Product name Sertraline HCL 

CAS Number 79559-97-0 

Molecule 

Structure 

 

Molecule Formula C17H18Cl3N 

Batch number 20170719 

Manufacture date 2017-7-19 

Testing date 2017-07-21 

 

Items Standard Test Result 

Appearance  White or off-white crystalline 

powder 

White crystalline 

powder 

Solubility  Sparingly soluble or slightly soluble 

in absolute alcohol; slightly soluble 

in water and in isopropanol; and 

slightly or very slightly soluble in 

acetone 

Complies  

Identification by  

A)IR 

 

 

 

 

 

B)HPLC 

 

 

 

 

 

C)Test for Chlorides 

The IR spectrum of the Sertraline 

HCL sample must be concordant 

with the working standard 

spectrum. 

 

The retention time of the major 

peak of the sample solution 

corresponds to that of sertraline 

hydrochloride from the system 

suitability solution, and obtained in 

the test for Limit of(R,R) sertraline 

hydrochloride. 

 

Responds to the test for chlorides 

Complies 

 

 

 

 

 

 

Complies 

 

 

 

 

 

Complies 

Residue on ignition ≤0.3% 0.06% 

Water content ≤0.50% 0.2% 

Heavy metals ≤30ppm ≤30ppm 

Limit of (R,R) Sertraline ≤1.5% 0.08% 
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hydrochloride 

Assay  ≥97.0%, ≤102.0%, calculated on 

the anhydrous basis. 

99.2% 

 

 


