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LEGAL MANUFACTURER NAME
(Date)
MANUFACTURER’S COMMITMENT ABOUT SAFETY OF MEDICAL DEVICES

Dear Head of Central administration of Medical Devices,

For the following medical device applied for marketing in the Arab Republic of Egypt:

- Medical Device Name(as attached list):
- Medical Device Models/Codes

® (Company) undertakes that the medical device applied for marketing in the Arab Republic of Egypt, has
not any recalls, FSNs, or FSCAs in respect of (Models/Codes No., Lot/Batch No., or Serial No.), in the past

(3) three years from issuance of commitment letter.

= (Company) undertakes that since granting the marketing authorization of the medical device and during
the marketing stage, (Company) will be forced to communicate any Recalls, FSNs, or FSCAs to the
"Medical Device Safety Unit (MDSU - EPVC)" by (Agent/distributer) - the company's agent/distributer in
the Arab Republic of Egypt.

= (Company) undertakes that there is a vigilance system in place, oversights the vigilance system of the
(Agent/distributer) - the company's agent in the Arab Republic of Egypt, and makes sure that
(Agent/distributer) meets all vigilance requirements (in reference to MDSU Guidelines), and
communicates them with the "Medical Device Safety Unit (MDSU - EPVC)".

Signature

Title

(Date)



