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CERTIFICATE OF ANALYSIS 
 

NO: DYC091609264 

Product Name Carbidopa monohydrate  USP39 

CAS Number 38821-49-7 

Molecule Structure 

 

Molecule Formula C10H14N2O4·H2O 

Batch Number 201609226 

Manuf.& Exp.Date 2016-09-22 &2019-09-21 

Testing Date 2016-09-23 

 

 

 

Items Standard Result 

Appearance White to creamy white powder Conform 

Solubility 

Slightly soluble in water,  

freely soluble in 3 N hydrochloric acid, 

slightly soluble in methanol, 

practically insoluble in alcohol,  

in acetone, in chloroform, and in ether. 

Conform 

Identification 

IR: The spectrum of sample corresponds to 

that of the ref. standard. 
Conform 

HPLC: The retention time of sample of main peaks 

corresponds to that of the ref. standard. 
Conform 

Specific rotation  -21°～ -23.5° -21.8° 

Loss on drying 6.9% ～ 7.9% 7.2% 

Residue on ignition ≤0.1% 0.05% 

Heavy metals ≤0.001% ＜0.001% 

Methyldopa ≤0.5% 0.1% 

Carbidopa  

related compound A 
≤0.5% Negative 



 
______________________________________________________________________________________________ 

Any other impurity ≤0.1% 0.01% 

Total impurities ≤1.0% 0.13% 

Residual solvents Should conform Conform 

Assay 98.0% ～ 102.0% 99.6% 

Conclusion This product meets the requirements of USP39. 

 

 

 

 


