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Main Problems of Quality Control and Quality Assurance in Drug GMP
Inspection and the Suggestions

Qian Liwu, Luo Jingjing, Wang Hao, Liu Xiaoqiong, Wang Hui (Anhui Center for Food and Drug Evaluation &
Certification, Hefei 230000, China)

Abstract Objective: To explore the distribution and characteristics of defective items in quality control and
quality assurance in drug GMP inspection of Anhui Province, and provide evidences and ideas for drug marketing
authorization holders (MAH) to improve quality control and quality assurance level and for regulation departments
to strengthen drug production regulation. Methods: The defective items in quality control and quality assurance
found in the on-site GMP inspection of 230 pharmaceutical manufacturers of Anhui province from 2017 to 2018
were summarized and analyzed. Results: Most enterprises did not fully understand the terms of sample testing,
laboratory material management and deviation survey, and the implementation was not in place. There was a
certain gap with the GMP requirements for drugs. Conclusion: MAH, the main body responsible for the quality of
drugs, should continuously improve awareness, the quality control and quality assurance of drugs, and ensure the
safety and effectiveness of drugs.
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