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ss scope of the three types of medical devices Requirements for the Business License of Class 111 Medical Device: 1, site
requirements: must be office nature, the use area of at least 60 square meters; 2. Personnel requirements: 3 relevant
personnel (company responsible person, quality responsible person, quality inspection personnel) need to record and
hold the certificate; 3, product requirements: must have the product information in accordance with the business
scope, and issue a certificate; 4. Other relevant laws and regulation requirements. For three types of medical devices, it
shall have a business site and warehouse suitable with the scale of operation 1. If the business code is class 111-6821
medical electronic equipment, Class I11-6846 implant materials artificial organs, Class 111-6863 stomatology

materials,
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