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Research and Development Strategy of New Medicine of Ancient Classical Prescriptions and the Registration
Example of Qingfei Paidu Granules (i ik Bk )
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WANG Yanping, SHI Nannan
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ABSTRACT The registry category of ancient classical prescriptions and the evidence evaluation based on human

China Academy of Chinese Medical Sciences, Beijing,
experience have been added in the revised Provisions for Drug Registration issued on 2020. Moreover, an evidence
evaluation system combining traditional Chinese medicine theory , human experience, and clinical trials evidence (ab-
breviated as “three-in-one” system) has been advocated. By following the provision 3.2 of registration of Chinese
herbal medicine and adopting the “three-in-one” system, Qingfei Paidu Granules (3% ilifif 15k ) has been approved
for marketing on March 2nd, 2021. This paper summarized the registration characteristics of ancient classical pre-
scriptions from three aspects including administrative documents, drug information and summary; pharmacy, pharma-
cology and toxicology researches; and clinical researches. The reflection of the “three-in-one” system in the registra-
tion materials were also analyzed, and the registration example of Qingfei Paidu Granules was introduced, thereby pro-
viding references for the research and development of new medicine of traditional Chinese medicine.
Keywords Provisions for Drug Registration; evidence evaluation system; ancient classical prescriptions; research
and development of new medicine of traditional Chinese medicine ; Qingfei Paidu Granules (i iiHE#EHik:)
(i H: 2021 -03 =225 &R H Y. 2021 -04 -21)
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