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1- Declaration of conformity according to Canadian regulation
Acc. to the form https://www.canada.ca/en/health-canada/services/drugs-health-
products/medical-devices/application-information/forms/declaration-conformity-
forms-medical-devices.html
2- Manufacturer certificate to cover export of medical devices issued from: The

Health Products and Food Branch Inspectorate (HPFBI), Health Canada
3-Medical device active license for medical devices class 11, 111, and IV

4-medical device establishment license for medical device class |

5-1SO 13485:2016 certificate

6- Declaration letter mentions full medical device list submitted to the Egyptian
health authority in case Medical device active license is issued for medical device
family, medical device group, or medical device group family, this declaration
letter will be sent to the health Canada to confirm that the license covers the
whole medical device list
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*Covering letter for the analysis confirming that applied method is according to
manufacturing standard and under the manufacturer responsibility (mentioning all
the manufacturing standards)
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Compliance with essential requirement and harmonized standards check list
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