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Analysis of Defective Items in Drug GSP Renewal Inspection in Fujian Province

Zhang Lei, Zhang Xiuhong, Wu Zhengshan, Huang Rongzhen (Center for Certification and Evaluation of Fujian
FDA, Fuzhou 350003, China)

Abstract Objective: To analyze some common problems found in the process of drug GSP renewal inspection
in Fujian Province, and to put forward suggestions and countermeasures to promote the scientific and effective
supervision of regulatory departments and push enterprises to improve the drug quality management systems.
Methods: The defect items found in the renewal inspection of 321 pharmaceutical wholesalers and retail chain
headquarters were statistically summarized, and the common problems existed in the enterprises were analyzed.
Results and Conclusion: In the process of GSP implementation, all post personnel should participate, the
awareness of responsibility and risk should be increased, and the regulations should be strictly followed. The
supervision departments should cultivate a team of high-quality inspectors, strengthen the publicity and daily
supervision of the newly revised GSP, and promote the standardized operation of enterprises.
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