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of Class 111 medical devices is handled as follows: (1) The applicant shall submit the application materials to the
relevant departments; (2) Relevant departments shall accept the application of the applicant; (3) Investigate the actual
site and audit the products; (4) Grant the issuance of a class 111 medical device license. 2. Legal basis: Article 14 of the
Regulations on the Supervision and Administration of Medical Devices As for the registration of Class 1l and I1I
medical devices, the following materials shall be submitted: (1) Product risk analysis data; (2) Technical requirements
for the products; (3) Product inspection report; (4) Clinical evaluation data; (5) Product specification and label
samples; (3) Property right certificate and lease agreement; (4) Identity of legal representative, principal person in
charge, quality manager, graduation certificate and other certification materials; As a medical device qualification
registration consultant, we provide professional medical
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