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የኢትዮጵያ ምግብ፣ መድኃኒትና ጤና ክብካቤ 
አስተዳደርና ቁጥጥር ባለሥልጣን
FOOD, MEDICINE AND HEALTHCARE
ADMINISTRATION AND CONTROL AUTHORITY OF 
ETHIOPIA
                                                                      
                                                                                                    Date: June 8, 2012

TO ALL PHARMACEUTICALS MARKET AUTHORIZATION APPLICANTS
The authority has been working hard to facilitate market authorization process and now, we are implementing a new expedited strategy with regard to GMP inspection and Dossier evaluation as part of marketing authorization to provide a better service to the public as well as to applicants. 
Therefore, the authority kindly requests applicants who have already applied for market authorization to submit the following information’s regarding GMP approved manufacturing lines and registered product(s) by stringent regulatory authorities within three weeks period. 
Requirements:-
· Copy of valid cGMP certificate given by SRA.
· An applicant claiming of having registration certificate issued by SRA’s should submit complete dossiers as per the national guideline for registration of medicine.  
· In case of WHO pre-qualification program accepted products, final acceptance letter and copy of WHO public assessment report. 
· Copy of the Marketing Authorization issued by the relevant SRA. 
· If the composition/formulation, strength, specifications, etc. are different from the product for which the WHO-type Product Certificate(s) was issued, then arguments and/or data to support the applicability of the certificate(s) — demonstration of pharmaceutical equivalence and bioequivalence should be submitted. 
·  If the primary packaging material of the product is different from the one approved by the drug regulatory authorities of the ICH regions and associated countries or WHO PQP, then stability testing data should be reviewed in its entirety. 
· Written commitment letter to notify the Authority whenever there is pending variation, notice of concern, withdrawal and recall is initiated the same shall be communicated to the Authority 
· Written commitment letter that indicates in the event the product is withdrawn from the market the same shall be notified to the Authority 
· Evidence of minimum five (5) years of current and continuous manufacturing experience and a copy of the last Annual Product Report as described in appendix 1 of medicine registration guideline. 
· SRA approved manufacturers in SRA region are expected to submit COA of commercial batches from accredited laboratories and SRA approved manufacturers in non-SRA region should submit samples of actual products for the purpose of laboratory analysis.
N.B. For detailed information please refer to the strategic document and each applicant is expected confirm that the information submitted by the manufacturer is factual and should take responsibility on the behalf of the manufacturer.
   

With best regards,





ፋክስ/Fax: 251-1-52 13 92 P.O.Box: 5681 Tel: 251-1-52 41 22/52 41 23 E-mail: daca@telecom.net.et
መልስ በሚሰጡበት ጊዜ የእኛን ደብዳቤ ቁጥር ይጥቀሱ
IN REPLY REFER TO OUR Ref. No.
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