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[ Abstract] “Guidance on Pharmaceutical Development of Paediatric Medicines” was issued by National
Medical Products Administration on December 2020, aiming to encourage and facilitate the development and
accessibility of paediatric medicines. This paper provides a detailed interpretation of the guidance, combined with
the drafting process of the guidance and the current state of the pharmaceutical development level in China. The

paper is intended to help applicants getting a better understanding of the scientific and technical requirements for

pharmaceutical development of paediatric medicines.
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