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a class 111 medical device license.2. Legal basis: Article 14 of the Regulations on Supervision and Administration of
Medical Devices for the filing of Class | medical devices and application for the registration of Class Il and 111 medical
devices, the following materials shall be submitted: (1) product risk analysis data; (2) product technical requirements;
(3) product technical requirements; (3) product inspection report; (5); (5) clinical evaluation data; product
specification and label samples; (6) quality management system documents related to product development and
production; 1. Business license of medical and medical devices submitted by the operating enterprise. There are three
types of medical enterprise business licenses, among which the first class medical device license
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