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Progress and review requirement for Tadalafil Tablet bioequivalence test in
China

LIU Dong, HAN Hongcan, WANG Jun
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Tadalafil Tablet is used for the treatment of male erectile dysfunction, Erectile Dysfunction combined with symptoms and
signs of benign prostatic hyperplasia, which is a common drug in clinic. It is also one of the key drugs which enterprises set up
project after the expiration of the original drug patent. Combining with the European Union, the United States tadalafil tablet
bioequivalence test guidelines require, summary and analysis based on recent years bioequivalence result in China, and propose

general consideration on variety bioequivalence results of review. For tadalafil tablet bioequivalence research and development

provid scientific basis and reference.
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Table 2 EMA Draft guidance on Tadalafil Tablet

bioequivalence
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