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Discussion on importance of dissolution test method in drug evaluation

HUANG Xiaodong' LEI Ji-Hfeng’
(1 Center for Drug Evaluation CFDA Bejjing 100038 China;
2 Shanghai Anbison Lab. Co. Lid. Shanghai 200233 China)

Abstract  Via comparison of dissolution profiles of three oral solid dosage( OSD) generic products with
those of the originitor’s brand products as well as analysis of the results of pilot bioequivalence studies it is illustra—
ted that developing product specific dissolution test method is a critical approach for evaluation of OSD drug prod-
ucts. The dissolution test methods in general can be classified into three categories i.e. non-discriminating dis—
solution test methods discriminating dissolution test methods and predictive dissolution test methods ( clinical rele-
vant dissolution test methods) . Only predictive dissolution test methods which are proven by PK ( BE) studies in
human can be used to predict clinical performance consistency. Discriminating dissolution test methods have the a-
bility to differentiate drug products manufactured under different conditions when there are changes of any raw mate—
rials or process variables. It is also noted that it is highly likely that products displaying different dissolution per—
formance by same dissolution test methods which are manufactured by different formulations/manufacturers may
have equivalent clinical performance.
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