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Analysis of common problems on registration quality management system verification of

customized denture manufacturers and technical review suggestions
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( Center for Certification and Evaluation, Guangdong Medical Products Administration, Guangzhou 510080, China )

[ Abstract] Objective Focusing on the common problems in the registration quality management system verification of
customized denture manufacturers, conducting cause analysis, and proposing technical review suggestions for customized denture
products. Methods Collect and organize the on-site verification data of the registered quality management system of customized
denture manufacturers in Guangdong Province in 2024, and analyze the non—conforming items and common problems identified
during the on-site verification. Results In 2024, nearly 55 on-site verifications of the registered quality management system of
customized denture manufacturers were conducted in the Guangdong Province, and a total of 243 non—conforming items were found.
The non-conforming items were statistically sorted out, and the common problems found were specifically analyzed from seven
aspects: organization and personnel, factory buildings, facilities and equipment, document management, design and development,
procurement, production, and quality control, and technical review suggestions for customized denture products were put forward.
Conclusion This article summarizes the on-site verification of the registration quality management system of customized denture
manufacturers in Guangdong Province in 2024, analyzes common problems, and considers the concerns of customized denture
products in the technical review process, providing customized denture manufacturers and related industry practitioners references, in
order to further enhance the quality management system of customized denture manufacturing manufacturers, improve the quality of
product registration application materials, and jointly promote the high—quality development of the industry.
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