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The bioequivalence study design and review consideration
of aspirin enteric-coated tablets

WANG Jing LI Li CHEN Si ZHAI Ying-qi GAO Tian-ian YUAN Ru WANG Jun
( Center for Drug Evaluation National Medical Products Administration Beijing 100022  China)

Abstract  Aspirin is classified as a salicylic acid cyclooxygenase inhibitor which can help reduce the
recurrence of myocardial infarction and prevent transient ischemic attack. The formulation of aspirin enteric coated
tablets is one of the important drug imitated and developed by domestic and foreign enterprises. In this paper by
sorting out the requirements of domestic and foreign drug regulatory authorities for the bioequivalence ( BE) test of
aspirin enteric coated tablets and combining the present situation of BE studies of aspirin enteric coated tablets in
China in recent years we preliminarily analyze the key elements of BE study design and evaluation of aspirin
putting forward general considerations in combination with the actual situation encountered in the review process. It
is expected to provide basis and reference for the research and development of generic drugs of aspirin enteric
coated tablets.
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