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Abstract Objective: To urge the drug marketing authorization holder in Fujian Province to implement the
main responsibility, improve the holder and the manufacturer's share-line production quality management ability,
effectively control the risks of contamination and to ensure the quality and safety of medicines. Methods:
The requirements of relevant foreign laws and regulations on drug share-line production were summarized.
The problems and risks of Fujian province MAH's share-line production found in the inspection process were
analyzed. Results: By combing and analyzing the inspection defects, it was found that the main problems included
inadequate risk assessment of share-line production, inadequate risk control measures, defects related to cleaning
and verification, equipment and document control. This article proposes relevant suggestions to address the above
issues. Conlcusion: This article provides technical support for further standardizing the scientific management
of drug share-line production by drug marketing authorization holders and drug manufacturers, and effectively

reducing the risks of contamination in the process of drug share-line production in Fujian province.
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