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Abstract Objective: To grasp and analyze the basic information, distribution and use, and quality standard of
the current varieties of traditional Chinese medicine (TCM) injections and to provide the basic research data for
further improvement of the national drug standard of the TCM injection and to provide analysis data and technical

support for more scientific and reasonable evaluation of the national drug standard supervision and management
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departments, so as to ensure the quality, safety and effectiveness of the TCM injection. Methods: The basic
information of TCM injection, such as reference number status, distribution of manufacturing enterprises,
variety production and market sales, as well as clinical application, were searched at National Food and Drug
Administration (CFDA) database, Chinese Pharmaceutical Association (CPA) database. The standard evolution
of these varieties and its current implementation of standard and the contents of the standard were determined
by referring to the Chinese Pharmacopoeia Commission Archives. The testing items of the previous and the
current improved standard were compared. The improvement of the standard of 14 varieties of 10 enterprises
was analyzed to find out and evaluate items without improvement. Results and Conclusion: Reference number,
manufacturing enterprises, specifications, as well as previous standards were analyzed and the current standard
in use was determined. The suggestions for further improving the standard were put forward based on revision
of the testing items of improved varieties, the impact of the improved varieties on the quality of the products, the
status of unimproved varieties. Firstly, the standard could be improved in batches or step by step. The unimproved
varieties were comprehensively evaluated to make a gradual improvement scheme based on clinical efficacy,
scope of application, safety and adverse reactions, etc. Secondly, the gradual improvement of the standard of
TCM injection should be strengthened by integrating national guidance, compulsory implementation, enterprise
participation and responsibility, clinical application and feedback, evaluation and study after they are marketed.

Keywords: traditional Chinese medicine injection; improvement of national drug standard; application

progression; drug quality; scientific supervision
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