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Key Points of Compliance Management for Factory Buildings
and Facilities of Medical Device Manufacturers

Hui Xu Kunpeng Qu

Manxiu Medical Device Enterprise Compliance Research Center, Suzhou, Jiangsu 215000, China

Abstract

Plants and facilities are the basis for the operation of medical device manufacturers, and are also a focus of the supervision and inspec-
tion of medical device manufacturers by regulatory agencies. Among them, the function setting and realization of workshops and facil-
ities, area division and management, environmental management, clean area and management of related air purification, process water,
compressed air and other systems are the main points of compliance work. With the continuous improvement of regulatory standards,
intensity and frequency, factories and facilities are the common items identified as defects in the supervision of medical device man-
ufacturers. How to do the corresponding compliance work well is of great significance for the improvement of enterprise production
quality management system and the development of the hospital.
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