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Medical device registration inspection is a key technical support link for product marketing
authorization, and its control level directly affects the scientific rationality of registration approval
decisions. At present, various inspection agencies generally have problems such as scattered
provisions, lack of data correlation, and low efficiency of quality system operation. According to
current regulations, qualification standards, and industry technical specifications, this article establishes
a standardized control system covering the entire process of sample management, testing execution,
and report issuance, along with supporting operation manuals and template files. By establishing
an internal self inspection and evaluation system, promoting the creation of information systems,
and incorporating a closed-loop feedback improvement model based on review opinions, a quality
management approach with practical value and the possibility of continuous improvement has been
shaped, providing theoretical support and practical reference for improving the management of medical
device inspection institutions at all levels.

medical device registration and inspection; standardization of the entire process; quality
control measures
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