Logo of the license holder/Manufacturer

Date: DD/MM/YYYY
Authorization 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: ---------------------
Hereby 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/:------------------------  as [first/second/third] agent  of our products in the territory of The Federal Democratic Republic of Ethiopia.
The agent in Ethiopia is fully authorized to submit and receive the registration related requirements and to import, promote, market, and distributor ---------------------company’s products in Ethiopian territory. 
Both the above mentioned parties (the License holder/Manufacturer/ and the Agent) will be responsible fully responsible for, if any fraud or unsuspected and unacceptable adverse events occur to the consumer under normal utilization, for collecting the product from the market and are responsible for substantiating any event. 
The License holder/Manufacturer/ and the Agent are responsible for medicine pharmacovigilance, Medical Device vigilance and post marketing reporting of the product safety, quality and efficacy follow up after marketing. The appointed agent(s) is responsible for correspondence and complete compliance with regulatory requirements pertaining to the product distribution life cycle in the country. 
This letter of authorization is valid for ----------years. Both parties shall consult with each other for continuation of the authorization ---------- months before the end of the validity term/prior to termination.
License holder/Manufacturer Seal/Stamp                            
Signature: ----------------------                                                                       
  Date: ----------------------------                    
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Date: DD/MM/YYYY
Agency/Distribution/ Agreement
This Distribution Agreement is made as of DD/MM/YYYY, between license holder/Manufacturer:  ----------------------------------- 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: -------------------
And ------------------- an agent in Ethiopia having its legal entity, registered and works under laws of Ethiopia with full address Ethiopia Sub-city: --------------- Woreda: ------------------e-mail address:  ----------------------Tel: + ------------------ Mobile: + ----------------- P.O.Box:-------------------Street/Road/: ------------------
As its first/second/third agent in Ethiopia and the distributor accepts the appointment.
Accordingly, the distributor is authorized to submit License holder/Manufacturer applications for registration of distribution agreement with Food and Drug Administration and Control Authority of Ethiopia (EFDA) as well as to promote, import, distribute and sale License holder/Manufacturer products in Ethiopia.





We, the License holder/Manufacturer/ and the Agent have the following shared duties and responsibilities: -
1. If any fraud or unsuspected and unacceptable adverse events occur to the consumer under normal utilization, the License holder/Manufacturer/ and the Agent will be responsible for collecting the product from the market and are responsible for substantiating any event. 
2. The local agent/Distributor shall notify any governmental authority or regulatory body in the territory about any reportable event and/or field safety corrective actions in compliance with its vigilance requirements set forth under the laws and regulations of the territory. Accordingly, distributor shall notify the license holder/Manufacturer without delay about any potential reportable events and/or field safety corrective actions affecting products.
3. The License holder/Manufacturer/ and the Agent are responsible for medicine pharmacovigilance, Medical Device vigilance and post marketing reporting of the product safety, quality and efficacy follow up after marketing. 
4. The appointed agent(s) is responsible for correspondence and complete compliance with regulatory requirements pertaining to the product distribution life cycle in the country. 
5. This agency agreement shall come into force as of its date of signature and remain valid until DD/MM/YYYY unless terminated by either party with a written notice at any time. (written notice -----days prior to termination).


License holder/Manufacturer Seal/Stamp                                                          Agent Seal/Stamp

Signature: ----------------------                                                                         Signature: ----------------------
Date: ----------------------------                                                                                   Date: ----------------------
TO WHOM IT MAY CONCERNED
1. Proof of payment for agency agreement fee ($50USD) as fixed by the Ministry of Council of Ethiopia which shall be deposited to Ethiopian Food and Drug Administration Control Authority (EFDA) account number at Commercial Bank of Ethiopia(CBE).
2.  The agency agreement shall be sent to the respective authority(EFDA) archive office through unopened and properly packed DHL. 
3. The agency agreement shall be sent to Medicine Registration and Licensing Directorate both in softcopy of scanned pdf and hardcopy after signed by both parties, with fee paid receipt and, signed fee order in CD or flash. The CD and the flash shall be returned to the applicant after the   softcopy of scanned pdf of the document is uploaded on the system(Eris). 
4. Valid Certificate of Competency (COC) shall be submitted in softcopy of scanned pdf.
5. We shall not consider any agreement sent to authority in any form other than the above mentioned and more than five (5) pages with unnecessary information from the regulatory perspectives (please refer proclamation 1112/2019).         
6. The suppliers’/license holder/manufacturer and the authorized agent can have an agreement with an additional article between each other as per their negotiations and their country`s legal frame/regulation/ in separate document/paper which shall be separate from agreement sent to authority(EFDA).
7. The agreement shall be made only between suppliers’/license holder/manufacturer and the authorized local agent. There shall not be any an intermediate actors or export as the license holder rather than a facilitator for collection, packing and shipping of the product on behalf of main manufacturer (the export shall act only as facilitator or for administrative purpose.) otherwise, the responsibility of the three parties/thrice parties/ (license holder/manufacturer, exporter and local agent) shall be clearly addressed in the agreement and signed by each parties.                
