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Abstract Objective: To summarize the contents of alternation control, deviation management and quality
risk management in the quality management system, so as to improve the quality management system in the
pharmaceutical production enterprises. Methods: We summarized and analyzed the quality control standards
by using the quality management system in one production enterprise as a basis and the guidance of GMP and
the literatures published recently in China. Results and Conclusion: The pharmaceutical production enterprises
should strengthen the construction of the quality management system, give priority to deviation management,
alternation and risk assessment, and learn advanced theory and method, so as to improve the quality management
level, and ultimately improve the quality management system.
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