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Analysis of Typical Defects in GMP Inspection of Chinese Herbal Pieces and Its
Enlightenment on Quality Supervision of Chinese Herbal Pieces
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Monitoring, Fuzhou 350003, China; 2. Fujian Center for Drug Inspection, Fuzhou 350003, China)

Abstract Objective: To propose improvement measures for the implementation of GMP for Chinese herbal
pieces production enterprises, and provide countermeasures and suggestions for strengthening the supervision
and management of Chinese herbal pieces production. Methods: Retrospective research and analysis methods
were adopted, and the GMP inspection results of 33 sub-Chinese herbal pieces carried out in Fujian Province
from January 2018 to June 2021 were taken as the research objects, and statistical analysis on the defects found
in the inspection was conducted. Results: A total of 408 inspection defects were found, including 29 major
defects and 379 general defects, which were mainly in the aspects of organization and personnel, quality control
and quality assurance, plant facilities and equipment, qualification and validation, documentation management,
etc. Conclusion: Chinese herbal pieces production enterprises should start to improve the quality management
system in terms of strengthening personnel training, improving inspection capabilities, and solidly carrying out

self-inspection. It is recommended that the drug regulatory authorities should strengthen research on common
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issues, use smart supervision methods to improve the effectiveness of supervised inspection of Chinese herbal

pieces, and ensure the safety and effectiveness of public medication.
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