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China encourage generic drug catalogue (second batch) characteristic and

bioequivalence requirement
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Abstract: To meet the domestic demand for clinical timely, in October 2019 and February 2021, National Health Commission
released two batches "Encourage generic drug catalogue”. It was sorted out the indications, the number of approval and the
registration of clinical trials in "Encourage generic drug catalogue (the second batch)" in this paper. The bioequivalence requirements
of preparations in this catalogue by US Food and Drug Administration (FDA) were summarized and several analyses 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 (second batch) characteristic and clinical trial registration situation
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“Clinical trial registration: Refers to the registration and progress of clinical trials of corresponding specification, for example, "5 ongoing and

3 completed" means that 5 clinical trials of this drug (corresponding specification) are ongoing and 3 clinical trials have been completed
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Table 2 Encourage generic drug catalogue (second batch) bioequivalence requirement by FDA
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