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CERTIFICATE OF ANALYSIS 
NO: DYC081907172 

Product name PREGABALIN 

CAS Number 148553-50-8 

Molecule Structure 

 

Molecule Formula C8H17NO2 

Batch number CI-703-181104 

Manuf.&Exp. date Nov.10,2018&Nov.10,2020 

Testing date 2019-03-25 

 

Items Standard Result 

Appearance  White or almost white powder white powder 

Identification A:IR: similar to reference 

substance 

B:Examine the chromatograms 

obtained in the test for 

enantiomeric purity: the 

principal peak in the 

chromatogram obtained with the 

test solution is similar in 

retention time to the 

principal peak in the 

chromatogram obtained with the 

reference solution 

complies 

Water  ≤0.5% 0.09% 

Sulfated ash ≤0.1% 0.05% 

Related 

substances 

Impurity A≤0.15% Not detected 

Unspecified impurities 

eluting before 

pregabalin(test A) ≤0.10% 

Not detected 

Unspecified impurities 

eluting after pregabalin(test 

B ) ≤0.10% 

Not detected 

Total for test A and B≤0.5% Not detected 

Enantiomer  Impurity B≤0.15% Not detected 

Benzene  ≤2ppm complies 

Residual 

solvents 

Ethyl acetate≤500ppm Not detected 

Isopropyl alcohol≤5000ppm 82ppm 
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Tetrahydrofuran ≤250ppm Not detected 

Isopropyl ether ≤500ppm Not detected 

Ethanol≤1000ppm  Not detected 

Assay  98.0%~102%(anhydrous 

substance) 

99.5% 

 

 


