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Arab Republlc of Egypt
i Health and Population Mlmstcr Decree

L

Ministry of Health & Population
The Minister

Minister of Heath and Population: ki
After Perusal of the following: \\%\\w&t\
Law No. 127 of 1955 regarding practicing the Pharmacyprofession. AN\
Ministerial Decree No. 297 of 2009 concerning the registration rules and

procedures of biological medicines, antisera, vaccines and blood products.

As per the presentation of the Assistant Minister for Pharmaceutical Affairs.

Decided
(Article One)

The provision of Article No. 7 of Ministerial Decree No.297 of 2009 shall be

replaced with the following provision:

Article"7":

A-  The registration of pharmaceuticals imported as well as the manufactured
abroad and locally packed shall be subject to the following:

1) These Pharmaceuticals shall be traded in the country of origin, except
for some of the vaccines listed in the routine immunization table of the
Preventive Affairs Central Administration by the decision of the
Technical Committee for Drug Control.

2) It shall be traded in a reference country, approved by the Technical
Committee for Drug Control, and prequalified by the World Health
Organization (WHO Prequalified) for at least one year or obtained a
trade certificate from the European EMEA, American FDA, Australian
TGA or Japanese MHLW, provided that the registration applicant shall

o be permitted to apply for an investigation during this period.
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submission of the Site Master File to the General Inspection Administration.
The manufacturer shall be inspected after approving the Site Master file. The
inspection report shall be presented to the Technical Committee for Drug
Control to take a decision concerning the progress of registration procedures
of the pharmaceutical.

The Technical Committee for Drug Control may request an inspection of the
manufacturer in the event of non-conformity of the analysis twice for the
pharmaceutical within three years, based on a report submitted by the
National Authority for Research and Control of Biological Pharmaceuticals.

(Article Two)
This decision shall be published in the Egyptian Official Gazette and shall come into
force from the day following the date of its publication.

Minister of Health and Population
(signature)
Prof. Adel Adawy y

Issued on: 02.04.2015
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