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On Defects in the Implementation of New Edition GMP for Drugs in Medical
Oxygen Production Enterprises in Henan Province

Zhang Weiqi, Xie Zhili, Dang Ming'an, Li Haijian (Henan Provincial Food and Drug Evaluation and Inspection
Center, Zhengzhou 450000, China)

Abstract: Objective: To find out the main problems in the implementation of new edition GMP for drugs
in medical oxygen production enterprises in Henan Province and put forward suggestions to implement the
new edition GMP for drugs effectively. Methods: All defective items found in 34 medical oxygen production
enterprises in the 45 tracking and on-site inspections for GMP certification were statistically analyzed. Results
and Conclusion: Some deficiencies still existed in the following aspects, such as quality assurance and quality
control, documentation management, equipment management, organization and personnel, qualification and
validation, production management and so on. The medical oxygen production enterprises should continuously
improve the quality management system so as to ensure products quality.
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