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TYPICAL ANALYSIS / SPECIFICATION 
 
 
PRODUCT     : HYDROCORTISONE ACETATE 
SHELF LIFE    : THREE YEARS SUBJECT TO CORRECT  
        STORAGE 
 
 
 
Test      Result 
 
Characteristics    White crystalline powder 
 
Identification    Positive 
 
Specific rotation    +164.60 
 
Melting range    2200C 
 
Chromatographic purity   Any impurity:           0.3% 
      Only one impurity: ≥0.05% 
      Total impurities:       1.1% 
 
Loss on drying    0.1% 
 
Assay     100.2% 
 
Residual solvents    Methanol    ≤3000 ppm 
      Chloroform ≤60 ppm 
      Pyridine      ≤220 ppm 
      DMF           ≤880 ppm 
 
Micronisation    90% NMT 50 microns 
 
 
 
Conclusion: Material conforms to BP2002 
 
 


