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Analysis of China encourage generic drug catalogue (first batch) characteristic
and oral solid preparation bioequivalence requirement

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

Abstract: To meet the domestic demand for clinical timely, in October 2019, National health commission released "Encourage
generic drug catalogue(the first batch)”. In this paper, we sorted out the indications, the number of approval and the registration of
clinical trials in this catalogue. The bioequivalence requirements of the solid oral preparations in this catalogue by FDA were
summarized and several analysis were put forward based on this characteristics. aimed to provide scientific reference for research

and development on this kind of drugs.
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Table 1 Encourage generic drug catalogue(first batch)characteristic and clinical trial registration situation

: 1 I R 1k 56
g 2 38 4 HI A f ; S R 'mg‘gr o
1 eEiK JB: %€, 20 mg 0 | BUE A5 B S Il TEd
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Table 2 Requirements of 23 solid preparations bioequivalence research by FDA Guidance
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