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Abstract 

Effect of medium on the dissolution profile of ketoconazole tablets. 
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The objective of this special project was to search for suitable medium showed 

the difference of dissolution profiles between two formulations of ketoconazole tablets. In 

the experiment three media were prepared (0.1N hydrochloric acid(HCl), 0.05N HCl and 

0.25% sodium lauryl sulfate solution(SLS)). The USP dissolution apparatus I(basket) with 

different rotation speeds was used for obtaining dissolution profiles. At 30 minutes, the 

dissolution profiles in all media of a one formulation were classified into three groups : 

rapid, moderate and slow dissolution which percent  dissolution were more than 90%, 

50 to 90% and less than 50%,respectively. The media in the moderate dissolution group 

were selected for later test ( the 0.05N HCl and the 0.25%SLS with the rotation speed of 

25 and 100 rounds per minute(rpm), respectively).The similarity factor(f2) was used to 

test for similarity. The 0.05N HCl (25 rpm) showed the similarity of dissolution profiles 

between two formulations (f2=63.28)  and the standard deviations were closed whereas 

the 0.25%SLS(100 rpm) showed the difference of both dissolution profiles(f2=20.28)and 

the standard deviations. These results implied that if dissolution profiles of two 

formulations of ketoconazole tablets in one medium were similar, it could not be 

concluded that there were similarity in dissolution. It must be tested in other medium and 

it was necessary to find the suitable medium before tested for similarity of different tablet 

formulations. From this experiment, the 0.25%SLS with the rotation speed of 100 rpm 

was the suitable medium for testing the difference of dissolution profiles  of different 

formulations of ketoconazole tablets. 




