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After Perusal of the following:

- Law No. 127 of 1995 regarding the Practicing Pharmacy

- Ministerial Decree No. 265 of 198] regarding the technical and health
requirements jn pharmaceutica] factories,

- Ministerial Decree No. 265 of 1984 regarding the formation of g committee to
evaluate and inspect the implementation of technical and health requirements in
pharmaceutica] factories.

- Ministerjal Decree No. 2 of 1994 regarding the formation of 5 committee to
cvaluate and inspect the implementation of technical and health requirements in
pharmaceutica] factories.

- Ministerial Decree No. 2 of 1994 o re-form a committee to evaluate and inspect

- Ministeria]

Decree No. 197 of 1996 regarding the health and technical

requirements in cosmetics factorjes,
- Ministerial Decree No. 26 of 2009 regarding charges for services rendered by the
Central Administration of Pharmaceutica] Affairs (CAPA).

Article (1):
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Decided

A committee shall be formeq to inspect the human and veterinary drug
factories, cosmetics factories and medical deviceg required ‘to be
licensed, as follows:

I~ Head of the Committee (the same shall be among the experienced
pharmacists working in (e Central Administration of
Pharmaceuticg] Affairs (CAPA), and shal be chosen by the
assistant minister fo pharmaceutical affairs in each case

cosmetics and medjeg] supplies (Nominated by the Assistant
Minister for Pharmaceutical Affairs),
4-  Two pharmacists Specialized in applying the rules of good

the type of activity to be licensed),

6-  One of the employees of the Licensing Department of Central
Administration of Pharmaceutica] Affairs (CAPA)  (who
performs the work of the committee's rapporteur),
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Article (2):  The rapporteur of the committee, under the supervision of its chairman, .,
shall edit its agenda, distribute it to the members well before convening
the committee, and inform the committee members of the time and
place of its meeting, The rfapporteur shall write the minutes of its
meetings, complete the signatures on them, and present the
committee’s recommendations to the competent authority in order to
take the necessary action,

Article (3):  The aforementioned committee shall be responsible for reviewing the
technical and health requirements and the rules of good manufacturing
practice (GMP) that shall be met in new factories for human and
veterinary medicines, cosmetics factories and medical supplies on the
ground and their conformity with the documents contained in the
license file and ensuring their implementation. As well as carrying out
the tasks assigned to it by the Central Administration of
Pharmaceutical Affairs for licensed factories.

Article (4):  The committee shall issue its decisions by a majority vote of the

attendees, and in case of equality, the side of the chairman shall
prevail. In the absence of one of the committee members, the
committee head shall take the appropriate decision,
The committee may seek the assistance of an expert it deems
appropriate to obtain his opinion without having the right to vote. The
decisions of the committee shall not be considered final until they are
approved by the Minister of Health.

Article (5):  The application for licensing shall be submitted to the General
Administration of Licensing at the Central Administration of
Pharmaceutical Affairs, accompanied by the required documents and
shall be entered in the register prepared for this according to its date
and time of submission. The Department shall notify the license
applicant of the date of the first inspection, which shall be conducted
within thirty days from the date of submitting the completed
application. According to the priority of registering the request in the
register prepared for this. In the event of observations, the license
applicant shall be given a sufficient period of time to complete them.
He shall notify the Licensing Department after fulfilling these notes
and request a date for the second inspection, which shall be done
within thirty business days from the date of such notification. If the
committee finds out that the license applicant has complied with all the
stipulated conditions and rules, it shall recommend a reasoned report to
license the factory. The Licensing Department shall take the necessary
action towards issuing the license.

But if the committee finds that some observations have not been
fulfilled, the committee shall record them in its minutes, The following
inspection committees for the same factory shall be formed from
among the members of the First Committee: In the event of repeated
failure to fulfill the observations, the factory inspection shall not be
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repeated until six months shall be passed from the date of the last
inspection.

Article (6): The competent authorities shall implement this decision, and it shall
come into force as of the date of its issuance, and any decisions that
violate it shall be repealed.

Minister of Health
(signature)
Prof. Dr. Hatem El-Gabaly

Issued on 25.10.2009
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