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CERTIFICATE OF ANALYSIS 
NO: DYC1018081743 

Product name Terbinafine hydrochloride  

 

CAS Number 91161-71-6 

Molecule 

Structure 

  

Molecule 

Formula 
C21H26ClN 

Batch number 2018-06-10 

Manuf&Exp. 

Date 
2018-06-10,2020-06-09 

Testing date 2018-06-12 

 

Items Standard Result 

Appearance White or almost white powder Complies 

Solubility 

Freely soluble in anhydrous ethanol and 

in methanol ,slightly soluble in acetone, 

very slightly or slightly soluble in water 

Complies 

Identification 

IR absorption spectrum of sample should be 

consistent with spectrum of standard It gives 

reaction (a) of chlorides using anhydrous 

ethanol as solvent 

Complies 

Related 

Substances 

Impurity B≤0.15% 

Impurity E≤0.05% 

Unspecified impurity ≤0.10% 

Total impurities≤0.30% 

N.D 

N.D 

0.05% 

0.14% 

Loss on drying ＜5ppm 0.06% 

Sulfated ash ＜10ppm 0.06% 

Residual solvents 

Isopropyl alcohol≤5000ppm 

Ethyl acetate≤5000ppm 

Trichloromethane≤60ppm 

198ppm 

321ppm 

43ppm 

Assay 99.0~101.0 99.5% 

CONCLUSION: Complies with EP9.0 
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