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Abstract: The release behavior of enteric — coated preparations is greatly
affected by factors such as preparation products and in vivo environment.
Enteric — coated preparations have always been a difficult class of
preparations in the development of generic drugs. Especially in
postprandial bioequivalence studies, the variations of release behavior
and pharmacokinetic characteristics of enteric — coated preparations
increase due to the changes in physiological conditions after meal, thus
bioequivalence studies often face the risk of non — equivalence. In this
article, the discussions on postprandial bioequivalence study of enteric —
coated preparations will be focused on the increased variability of
pharmacokinetic parameters, the undetectable or trace concentrations of
active ingredients in individual subjects, and the significant delay in time
to maximum drug concentration compared with other subjects. The
reasons of these phenomena will be investigated, and solutions will be
explored. At the same time, the processing of outlier data in postprandial
biocequivalence studies will also be discussed. This article can provide a
reference for the challenges encountered in bioequivalence studies of
enteric — coated formulations.
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tially replicated crossover design

Period
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T: Test preparations; R: Reference preparations.
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Figure 1

Example of abnormal time — concentration curve in

postprandial bioequivalence study of enteric — coated preparations
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