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Analysis of key points in product quality review

YE Xiao, YAN Ruo-xi
Center for Food and Drug Inspection of NMPA, Beijing 100044, China

Abstract: In the quality management of pharmaceutical manufacturing companies, product quality review involves quality control,
quality assurance, and quality improvement. Some drug manufacturers fail to carry out product quality review effectively, which leads
to deficiencies in the identification of abnormal drug quality trends, continuous improvement of drug quality, and continuous
improvement of quality management level. By sorting out the domestic and foreign laws and regulations on drug quality review, this
paper clarifies the main points of effectively carrying out drug quality review: procedure document regulations, review frequency,
review content, statistical analysis methods, identification and analysis of review problems, review conclusions, and quality review and
management of reports, and analyze common problems in product quality review inspections.
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Fig. 1 Key points and main content of product quality review
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