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Analysis of Defective Items in the Implementation of New Drug GMP on Manufacturing

Enterprise of Chinese Herbal Pieces in Henan Province
Xie Zhili, Dang Ming' an, Li Haijian, Wang Wenli

( Henan Provincial Food and Drug Evaluation and Inspection Center, Zhengzhou, Henan, China 450000 )
Abstract: Objective To investigate the main problems in the implementation of new drug GMP on the manufacturing enterprises of
Chinese herbal pieces in Henan Province, and to provide countermeasures and suggestions. Methods A statistical analysis based on 55
drug GMP inspections was conducted on all defects found in the 51 manufacturing enterprises of Chinese herbal pieces in Henan
Province. Results and Conclusion There are still some deficiencies in quality assurance and quality control, documentation management,
equipment management, organization and personnel, qualification and validation and other aspects, the enterprises should improve the
quality management system continuously according the new drug GMP, so as to ensure the quality of products.
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