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TYPICAL ANALYSIS / SPECIFICATION 
 
 
PRODUCT     : KETOCONAZOLE 
SHELF LIFE    : FOUR YEARS SUBJECT TO CORRECT  
        STORAGE 
 
 
 
Test      Result 
 
Characeristics    White crystalline powder 
 
Identification    Conforms 
  
Melting point    148.0 – 150.00C 
 
Appearance of solution   Conforms 
 
Organic volatile impurities   Conforms 
 
Specific rotation    00 
 
Chromatographic purity   Conforms 
 
Heavy metals    ≤0.002% 
 
Loss on drying    0.06% 
 
Residue on ignition    0.04% 
 
Assay     100.35% 
 
Mesh size     100% pass 200 mesh 
 
 
 
Conclusion: Material conforms to USP26 / EP2002 / BP2002 


