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Analysis of Defective Items in Pharmaceutical Wholesale Enterprises Renewal
Inspection in Shandong Province

Shang Jingying, Xie Jizhen', Wang Qun, Yang Chengyong (Shandong Center for Food and Drug Evaluation
& Inspection, Jinan 250014, China)

Abstract Objective: To provide suggestions and countermeasures for the scientific supervision of regulatory
departments and continuous improvement of quality management system, by analyzing some common problems
found in the process of pharmaceutical wholesale enterprises renewal inspection in Shandong Province. Methods:
The defects found in the renewal inspection of 169 pharmaceutical wholesale enterprises were counted, and
the common problems of enterprises were analyzed. Results: The common problems found in the process of
pharmaceutical wholesale enterprises renewal inspection mainly focus on quality management system documents,
storage and maintenance, personnel and training, and facilities and equipment. Conclusion: The supervision
department should strengthen the supervision and inspection, do a good job in daily supervision, and strengthen
the publicity and implementation of laws and regulations; in the process of drug distribution, all staff at all
positions should participate in the process and perform their duties according to the system. By improving the
quality consciousness of all employees, We will promote the standardized operation and healthy development of
enterprises.
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