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elevant 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 11 and 111 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; (6) quality
management system documents related to product development and production; (7) other materials required to
prove the safety and effectiveness of the product. legal liability: Where the applicant obtains the License of Medical
Device Trading Enterprise by cheating, the (food) and Drug Supervision and Administration Department
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