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On Classification of Non-active Medical Devices with Antibacterial or
Disinfection Effects

Mu Ruihong, Tang Jinglong, Ma Licui, Wen Liyin (National Institutes for Food and Drug Control, Center for
Medical Device Standardization Administration, NMPA, Beijing 102629, China)

Abstract Objective: To analyze and summarize the classification principles and management status of the non-
active medical products with antibacterial or disinfection effects, to find out the problems in the classification
of this kind of products in China, to put forward improvement measures in order to provide technical supports
for decision-making of scientific regulation. Methods: The classification principles and management status of
disinfectant, the non-active medical devices with antibacterial or disinfection effects and combination products of
drug-medical devices at home and abroad were compared and analyzed. Results and Conclusion: According to
the classification principles of USA and Europe, classification principles and management suggestions for the non-
active medical products with antibacterial or disinfection effects were put forward.
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