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Discussion about Quality Control of Traditional Chinese Medicine Formula
Granules Based on 2022 Special Sampling Inspection

Deng Jimin, Tao Ye, Yuan Jie, Zhai Hongyan', Zhang Yazhong' (Anhui Institute of Food and Drug Control,
NMPA Key Laboratory for Quality and Evaluation of Traditional Chinses Medicine, Hefei 230051, China)

Abstract Objective: To understand the overall quality status and the current problems of traditional Chinese
medicine formula granules (TCMFGs) through the special sampling inspection, so as to provide a solid reference
for the subsequent quality supervision, as well as revision and implementation of national standard. Methods:
Based on the 2022 special sampling inspection of TCMFGs in Anhui Province, the issues related to quality control
in the sampling inspection process were reviewed. Results: The quality of the TCMFGs was good in general,
and the unqualified rate was 1.7%. There were some problems such as improper use of raw materials, lax health
control, poor granulation process, and unreasonable inspection methods for some projects and high requirements
for instruments and equipment in the implementation of national standards. Conclusion: It is suggested to
improve the quality of TCMFGs products and ensure the healthy and orderly development of TCMFGs industry

by implementing the main responsibility of production enterprises, improving the testing ability of inspection
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institutions, and optimizing the feasibility of standards by the department of standards revising.
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