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or filing of Class Il medical devices 2. Business license or pre-check name notice 3. Copy of the identity certificate,
educational background or professional title certificate of the legal representative, the person in charge of the
enterprise and the person in charge of quality 4. Copy of the geographical location map, floor plan, house property
right certificate or lease agreement (attached with the house property right certificate). 5 6. Product qualification
certificate 7. Last home purchase and sales contract and purchase channels Note: The record validity period of class 1
medical devices is long-term, and the new record certificate of Class 11 medical devices shall be issued to the municipal
food and drug regulatory department 6 months before the expiration
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