[bookmark: _Toc93838017]Application letter template (by the Manufacturer or License Holder) 
 [Logo of the License holder/Manufacturer]
Date: [DD/MM/YYYY]
Application Letter
We  ------------------------------------------  a license holder/Manufacturer of its legal entity, registered and works under the laws of Country ---------------------- having registered organizational Actual  address  at plot No.:  ------------------------------- street/road/: --------------------------City: --------------------Tel:+ ---------------------------- e-mail: ------------------------- Fax :+ ------------------------ P.O.Box: --------------
Here by authorized ------------------------------------------ agent in Ethiopia addressed at or having its legal entity, registered and works under laws of Ethiopia, Sub-city: -------------Woreda: --------- e-mail address:  ---------------Tel: + ---------------- Mobile: + -----------P.O.Box:--------------- Street/Road/: ------------------
-to represent our company and submit the required documents to the Authority for the registration of the following medical device(s):-
Device Name: _____________________ Brand Name: _________________
Model(s): ________________________ Registration type [New, Renewal, Variation…]: ______
(Please use separate page (s) and attach to this letter if the devices the agent is authorized to register are more than one devices).
We, [the license holder/manufacturer], do here by assure that the legalized documents, the company profile and other documents that we have submitted are true and correct. We agree to inform the Ethiopian Food and Drug Authority about any change or modification made on the information given in the documents submitted.
We also agree to allow officials from the Authority to visit and have first-hand information about the industry at any time.
We recognize and accept the right of the Authority to suspend or to revoke the registration certificate that is already issued to us if any fraud or anything contradictory to our registration documents is discovered.
The appointed agent is responsible for correspondence and complete compliance with regulatory requirements pertaining to the product’s life cycle in the country. 
[License holder/Manufacturer Seal/Stamp]                        Signature: ___________  Date: _______
