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merging markets are facing challenges in registration including non black and white regulation especially in Middle East

and African markets (AfME). To overcome this challenge, we managed to collect all registration requirements for NCEs,
renewals & other common variations as well in the whole region. These had been classified into 4 main groups include (regional
documents “ancillaries’, CMC, non-CMC, and analysis related requirements “samples, reference standards & Columns”. Each
group had been evaluated per market to get a consolidated content for the regulatory requirements for the whole region.
Ancillaries include CPPs, GMPs, MLs, and declaration, for the CPPs, a list of reference markets have been identified and
re-arranged by the most common between AfME markets, GMPs & MLs criteria have been identified, with regard to other
declaration, a common template have been identified for each type of declarations and all ancillaries was marketed in terms
of its requirements (document type, authentication type, validity, etc.). This has been compiled in a user friendly database, in
which user can extract all required documents per market/s and/or the whole AfME region. In addition to the manufacturing
site status and requirements (if any) for the markets that require manufacturing site registration. This has a very good impact
on the submission lead time (time from registration decision and submission date) and approval timelines as well. Currently,
AfME has a unified registration dossier, in which all required documents for AfME have been included and this dossier to be
updated regularly along with the database as well.
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