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Abstract Objective: To study the common problems found during the inspection of the pre-listing filing
materials of traditional Chinese medicine formula granules in Anhui Province, so as to provide references for
the manufacturing enterprises of traditional Chinese medicine formula granules, to improve the quality of the
filing materials and strengthen the production quality management. Methods: Taking the pre-listing filing
materials submitted by Chinese medicine formula granules manufacturing enterprises through the pharmaceutical
business application system of National Medical Products Administration as the research object, the common
problems found in the filing materials were analyzed and summarized by the method of summarization. Results:
Some shortcomings and problems were found in the pre-listing filing materials of Chinese medicine granule
manufacturing enterprises in terms of completeness, production qualification, implementation standards of
materials, production technology, inspection, medicinal materials origin and medicinal parts. Conclusion:

Manufacturing enterprises should thoroughly study the regulatory laws and regulations of traditional Chinese
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medicine formula granules, accurately grasp the requirements of filing materials before listing, earnestly fulfill

the main responsibility of production and quality assurance of traditional Chinese medicine formula granules,

and ensure the authenticity, completeness and traceability of filing materials.
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