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quality management institution or full-time quality management personnel suitable for the business scale and

business scope. The quality management personnel shall have the relevant professional academic qualifications or
professional titles recognized by the state; 2. Having a relatively independent business site commensurate with the scale
and scope of business; 3. Having storage conditions suitable with the scale and scope of business, including storage
facilities and equipment that meet the requirements of the characteristics of medical device products; 4. The product
quality management system shall be established and improved, including procurement, purchase acceptance, storage,
warehouse delivery review, quality tracking and adverse event reporting system; 5. It shall have
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