@, Oy Mark

v £
Mﬁi} Republic of Egypt e -
y of Health & Population 5 _
gy The Minister CR: 353579

Tax ID: 20(%328*697
ISO 9001-2015 Certified

The Minister of Health and Population
Resolution No. 25 of 2009
15 NOV 201
Minister of Health and Population:
After perusal of the following:
- LawNo. 127 of 1955 regarding the Pharmacy profession practice
= The health requirements for pharmaceutical institutions issued by the ministerial
decree dated 24/5/1956.
—  Ministerial Decree No. 15] of 2006 regarding medical products stores.
= Ministerial Decree No. 540 of 2007 regarding the prohibition of marketing the
pharmaceutical products that do not conform to specifications,
= And based on what was presented by the Minister Assistant for Pharmaceutical
Affairs.

Decided

Article (1): Without disregarding the health requirements for pharmaceutical
institutions, distribution companies and medical products stores shall be
licensed to carry out their activities in accordance with the following
procedures and conditions:

I- The licensing application shall be submitted on the form prepared for
this purpose at the competent pharmacy administration, accompanied
by all required documents, A licensing inspection on the place shall be
conducted, If the inspection proves that some requirements are not
fulfilled, the license applicant shall be granted a maximum period of
sixty days. In the case of fulfilling the requirements, the license shall
be issued within 90 days.

2- The medical products store area shall not be less than 500 m? (five
hundred square meters),

3- The medical products store shall have an independent entrance and
shall not have direct contact with a resident or a place of another
activity,

4- The store shall contain a cold room to store the medical products, that
require to be kept in refrigerators according to the temperature
specified in the Marketing Authorization License (MAL) for each type
of products.

5-  The medical products store or distribution company shall have a
computer system to record all data related to the products, including
purchase and sale invoices.

6-  The medical products store or distribution company shall have an
appropriate number of vehicles equipped for lransporting medical

product package.

7 The temperature in the store shall not exceed 30 degrees Celsius.

8  The manager of the store shal] be g pharmacist, and a sufficient number
of qualified workers shall be provided,
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Article (2):

Article (3):
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Article (4):

Republic of Egypt
'y of Health & Population
The Minister

Medicines shall not be traded in, stored or sold in bulk except through
distribution companies or medical products stores licensed by the
Ministry of Health and Population.

Distribution companies and medical products stores shall be obligated

to the following, when buying or selling medicines:

1-  acquire medicines from pharmaceutical products factories
licensed by the Ministry of Health and Population, or importers
of medical products registered in the records of the Ministry of
Health and Population according to distribution contracts that

shall be reviewed by the pharmaceutical inspection, and the

inspection has the right to obtain a copy of these contracts. It is
prohibited to store any medical products that are not mentioned
to be distributed.in contracts

2-  Not to buy or sell medical products except by invoices that are
registered in the incoming and outgoing records and their data
shall be documented on the computer by the name of the
preparation and its quantity, registration number, expiry date,
address of the supplying company or recipient, batch number and
barcode. These documents shall be kept for five years.

3-  Not to sell medicines to the public or to other medical products
stores.

4-  Not to sell or distribute medicines except within the governorate
in which the license was issued. If the distribution companies or
medical products store desire to distribute outside their
governorate, they shall obtain a license to do so from the Central
Administration of Pharmaceutical Affairs.

5- Not to grant facilities or discounts except after obtaining the
approval of the Ministry of Health and Population on the type
and percentage of discount and the medicines that apply to if,
provided that this percentage shall not exceed 10%, It is
prohibited to deduct except for free circulating medicines that
can be circulated without a medical prescription and shall be
dispensed under the supervision of a pharmacist and The Central
Administration of Pharmaceutical Affairs shall determine the
type of medicine groups and free circulating medicines.

6- Each distribution company or medical products stores shall
submit to the Central Administration of Pharmaceutical Affairs a
statement of the unavailable drugs within a month at most from
the date of their unavailability and an emergency plan that allows
for the reassembly and recall of any products from the market
according to the instructions of the Ministry of Health and
Population or the factory of the products.

The store shall be subjected to periodic and sudden inspection by the
pharmacy administrations and in case of proven violation to Law No.
127 of 1955 regarding pharmacy profession practice or other legal
provisions or this decree, by the distribution company or the medical
products store, or trading in smuggled or adulterated or expired
medicines or medicines not contracted to distribute or medicines
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without invoices, the distribution company or the medical products
store is closed administratively and medicines are seized by the
competent health authorities . Adulterated and expired medicines and
preparations shall be destroyed. and Legal procedures shall be taken

Article (5):  Owners of distribution companies and medical products stores existing
at the time of publication of this decree shall reconcile their status in
terms of store arca within a maximum period ending by 30/6/2010.

Article (6):  Ministerial Decree No. 151 of 2006 shall be cancelled. And all the
provisions that contradict this decree shall be cancelled

Article (7):  This decision shall be published in the Egyptian Official Gazette and
shall be effective by the day following the date of its publication.

Issued on 18.01.2009

Minister of Health and Population
Prof. Dr. Hatem El-Gabaly

Ministry of Health and Population / Central Administration of the General Secretariat
/ General Administration of Administrative Affairs / Department of Secretarial and
Services (eligible line, page 77) / Publication and Distribution Section.
L

Dear Sir;

kindly note and take into account the implementation of what was stated herewith and
nolify the entities affiliates you.

Best regard

Manager Manager
Department of Secretarial and General Department of
____Internal Services Administrative Affairs

Si ¥ Signature
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