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Abstract Objective: To analyze the common problems in the operation of quality management system
in pharmaceutical wholesale enterprises (PWEs), and to put forward concrete implementation proposals for
improving the internal audit management level of quality system in PWEs, so as to continuously improve the
quality management level of PWEs, control the risk of drug management and ensure the quality of drug. Methods:
The specific problems in the internal audit of 328 PWEs found in the GSP certification application materials
and on-site inspection reports were summarized, sorted out and analyzed. Subsequently, the common problems
in PWEs were found out and the improvement measures were discussed. Results and Conclusion: The PWEs

should establish the whole staff participation mechanism by perfecting the internal audit management, establishing
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the complete and strict standards and working procedures, strengthening the authority and independence of the

internal audit work, to improve the comprehensive quality and ability of the internal auditors; to find out the

deviation of the implementation of the quality management system documents; to make the quality system perfect

under the new operating environment after the major changes or adjustments of the key elements of the system.

Thus, it ensured that enterprises in drug procurement, storage, sales, transportation and other daily business

processes strictly implemented GSP, and well maintained the enterprise quality management system.
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