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Abstract Objective: To analyze the problems in the registration of traditional Chinese medicine preparations of
medical institutions in Guangdong Province and to provide references for promoting the research and development
of traditional Chinese medicine preparations of medical institutions. Methods: 60 registration documents of
traditional Chinese medicine preparations of medical institutions in Guangdong from 2016 to 2018 were analyzed
and summarized, and the shortcomings of the registration data of traditional Chinese medicine preparations were
elaborated from the technical point of view. Results and Conclusion: After technical review, 24 registration
documents met the relevant provisions of the "Administrative Measures for the Registration of Pharmaceutical
Preparations of Medical Institutions"(Trial), with a pass rate of 40%. Each item in the 36 registration documents,
which were not approved by technical review was systematically analyzed. The findings showed that the level
of research and development of traditional Chinese medicine preparations of medical institutions has been
greatly improved since the implementation of "Administrative Measures for the Registration of Pharmaceutical
Preparations of Medical Institutions", but there is still a great deal of room for improvement in the history of
prescription use, the study of preparation process, the use of pharmaceutical excipients, the selection of drug

packing material and containers and the completion of registration data. It is suggested that the development
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concept of the quality-by-design (QbD) should be introduced by the medical institutions, the emphasis on

medicine preparations should be increased, and the regulations for the registration of medicine preparations of

medical institutions should be promulgated in time.
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