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CERTIFICATE OF ANALYSIS 
NO: DYC071605201 

Product name Sorafenib tosylate 

CAS Number 475207-59-1 

Molecule Structure 

 
Molecule Formula C21H16ClF3N4O3.C7H8SO3 

Batch number 20150318 

Manufacture date 2015-03-18 

Testing date 2015-03-20 

Expiry date 2017-03-17 

 

Items Standard Result 

Appearance  Light yellow to light brown crystalline powder 
Light yellow crystalline 

powder 

Solubility  Soluble in N,N-Dimethyl formamide, slightly 

soluble in methanol, insoluble in water and 

dichloromethane 

Conform  

Melting point 228～230℃ Conform  

UV/Vis absorbance Compare with RS Conform 

IR absorption spectrum Compare with RS Conform 

Heavy metals ≤10ppm Conform 

Each related substances ≤0.1% Conform 

Total related substances ≤1.0% 0.3% 

Loss on drying ≤0.5% 0.05% 

Residue on ignition ≤0.1% 0.04% 

Assay  98.0～102.0% 99.6% 

Residual organic solvents 

Ethanol  ≤5000ppm Conform 

Ethyl acetate ≤5000ppm Conform 

Toluene  ≤890ppm Not detected 

Conclusion  Conformed with the Enterprise standard 
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