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Ministry of Health and Population
The Minister

In the Name of Allah, the Most Merciful, the Compassionate
Decree of the Minister of Health
No. (#25) of 2015
regarding Reorganizing the Rules and Procedures
of Registration of Human Pharmaceutical Products

Minister of Health:

— After perusing Law No. (127) of 1955 on Pharmacy Profession Practice;

— Ministerial Decree No. (94) of 2004 on modifying some provisions of
analysis consideration;

— Ministerial Decree No. (113) of 2004 on the Rules and Procedures of
Granting the Marketing Approval for the Pharmaceutical Products;

— Ministerial Decree No. (191) of 2005 on Organizing the Procedures of Re-
registration of the Pharmaceutical Products;

— Ministerial Decree No. (296) of 2009 on Reorganizing of the Rules and
Procedures of Registration of the Human Pharmaceutical Products;

— Ministerial Decrees Nos. (575), (645) of 2012 and (342) of 2014 on
modifying some provisions of the rules and procedures of registering human
pharmaceutical products; and

— And according to the Material presented by the Minister’s Assistant for
Pharmaceutical Affairs.

Has decided

Article (1): The provisions attached to this decree shall be applied with regard to
reorganizing the rules and procedures of the registration of the human
pharmaceutical products. Nevertheless, these provisions shall not be

applied to the registration of biological products, sera, vaccines and

dietary supplements.
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Article (2): This DECREE shall be published in Al-Waga'i' Al-Misriyya
‘Egyptian Chronicles’, the Supplement of the Official Gazette’ and
shall come into force from the day following its publication therein.
Ministerial Decrees Nos. (296) of 2009, (575), (645) of 2012 and (342)
of 2014 shall be nullified. Any other provisions that may contradict this
DECREE shall be null and void.

Written on; 13/6/2015

Minister of Health
(Signed)
Prof. Adel Adawy




