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CERTIFICATE OF ANALYSIS 
NO: DYC071606012 

Product name Enalapril maleate 

CAS Number 76095-16-4 

Molecule Structure 

 

Molecule Formula C20H28N2O5.C4H4O4;C24H32N2O9 

Batch number 20151218 

Manufacture date 2015-12-18 

Testing date 2015-12-25 

Retest date 2018-12-17 

 

Items Standard Result 

Description  Off-white crystalline powder Complies  

Identification  

A IR Spectrum accordance with that of CRS Complies 

B Major peak in chromatogram obtain in the 

test solution in the assay accordance with that 

of reference solution 

Complies 

Specific rotation -41.0°～-43.5° -41.6° 

Loss on drying ≤1.0% 0.06% 

Residue on ignition ≤0.2% 0.03% 

Heavy metals ≤0.001% ＜0.001% 

Related substances 

RRT1.1: ≤1.0% No detectable 

Other single impurity: ≤0.3% 0.08% 

Total impurities: ≤2% 0.13% 

Residual solvents 

Ethanol: ≤5000ppm 28ppm 

Acetone: ≤5000ppm No detectable 

Dichloromethane: ≤600ppm No detectable 

n-Hexane: ≤290ppm No detectable 

Assay (calculated on the 

dried basis) 

98.0%～102.0% 
100.2% 

Conclusion  Complies with USP37. 
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