Medical Device Regulatory
Requirements for
Egypt

Introduction to the Egypt Regulatory System

The Ministry of Health and Population (MOHP), isth e key government agency charged with

meeting Egypt’s healthcare needs and regulations. MOHP is the organization that
manages and coordinates standardization activities in Egypt. There is little local medical
equipment production so the market relies mainly on imports and is extremely receptive to

American medical products because of the advancedt  echnology and associated training,
well-developed marketing systems, as well as financ  ing available through U.S.AID’ s
Commodity Import Program. FDA approval is key to h ~ aving medical products registered,
although the Ministry of Health may still do additi onal testing on any medical device.

Standards issued by the Egyptian Organization for S tandardization and Quality Control
(EOS) are applied to some specific medical measurin g devices and instruments. With
respect to other medical products where no mandator y standards exist, the following
international standards are adopted: International Standards ISO/IEC); European
Standards (EN) — (in the absence of EN standards, B ritish (BS), German (JIS), and French
(NF) standards may be applied); American Standards (ANS); and Japanese Standards
(JI1S). In the absence of an Egyptian or internatio  nal standard, authorities often will refer to
the Analysis Certificate accompanying the product.

The importation of used and refurbished medical equ ipment and supplies to Egypt is
banned. The ban does not differentiate between the most complex computer — based

imaging equipment and the most basic of supplies. At present, even new medical
equipment must be tested in the country of origin a nd proven safe before it will be
approved for importation into Egypt. The importer must submit a form requesting the
Ministry of Health’s approval to import medical equ ipment. The importer will attach to the
request a certificate issued by official health aut horities in the country of origin, indicating
that the medical equipment, subject to importation, is safely used there.

The importer will also present an original certific ate from the manufacturer indicating the
production year of the equipment and that it is new . In addition, the importer will present a
certificate of approval from the Food and Drug Admi nistration (FDA) or a certificate of
approval from the European Bureau of Standards. Th e importer must prove that it has a
service center that can provide after sales support for the imported medical equipment, to
include spare parts and technical maintenance. The MOH'’s technical committee will
examine and review the technical specifications of the equipment before granting an
approval to admit it into Egypt. These regulations also apply to medical equipment that is
being donated, not sold for profit.

Documents Required for Approving Medical Devices/Eq uipment:

The Drug Policy & Planning Center of the Egyptian M inistry of Health requires the
following documents in order to register and approv e medical devices and equipment:

1. Copy of Pro-forma Invoice

2. Copy of FDA approval (Certificate to Foreign Gov  ernment) signed and sealed by the
Egyptian Embassy/Consulate in the US.

3. Copy of the legalized Agency Agreement



4. Catalog or literature (hard copy or CD)

1. The FDA approval is the key to have medical dev  ices/equipment approved by the MOH
in Egypt.

2. Local importers could obtain a “Pre-Approval’ o f products they intend to import before
actual shipment arrives at customs and could wait f or a long time until approval
procedures are complete. This way will save a lot of time, effort and cost. Importer needs
to present only a Pro-forma Invoice, and the Certif  icate to Foreign Government to the
DPPC of the MOH. The pre-approval takes about one  week to be granted.

Documents Required to Register Medical Disposables

1. Registration request stating the product, the m  anufacturing company and the country
of origin, signed and stamped by the requesting com pany.

2. An affirmation that the imports will only be fr om the country of origin, signed and
stamped by the company.

3. A copy of importers record register in the Mini stry of Health and Population naming the
manufacturing company and the original for inspecti on.

4. A copy of the registered effective contract and the original for inspection. In case of an
intermediate company or branch, the relationship wi th the mother company should be
clearly indicated in full details and registered.

5. The Original Free Sale Certificate signed ata  Health Authority and registered in the
Egyptian Embassy in the country of origin. It shou Id indicate the commercial name of the
product, the name of the manufacturer, his address and state that the product is being
freely sold in the country of origin. In case ther e is no health Authority and there is
another entity that is responsible for medical disp osables, such as the Chamber of
Commerce and Industry, this entity should provide a signed letter indicating its
responsibility for registering such products in the country of origin.

6. CE certificate or FDA approval signed, effectiv e and indicating the name of the product,
the name of the manufacturer and the CE number. In  case the commercial names are not
clearly stated within the CE/FDA certificate, a dec  laration of conformity or a CE/FDA
attachment should be given clarifying the names of all products and their commercial
names as well.

7. The Technical File consisting of the following: (all originals signed and stamped by the
manufacturing company)

A certificate of the raw materials indicating the s pecifications of the materials used and

the reason for their presence in the product. For ¢ olors and scents, the raw materials used
to create them should be indicated. A certificate 0 f the analysis procedures and a
certificate of the analysis of the final product an d its conformity to the manufacturing
specifications. This certificate should be issued by the quality assurance center in the
factory. If the product is sterile, a certificate 0 f sterilization procedures is needed.
Certificate of the sketch diagram and dimensions wi th the product name. Certificate of the
validity period. Certificate indicating the packagi ng procedures, the materials used in
making the packages, number of units in each packag e and in the outer package and the
labels on the inner and the outer packages.



8. A sample from each item to with the followingi  nformation indicated upon:

The manufacturing company name. The CE/FDA number i  ndicated in the CE/FDA
certificate included in the file Manufacturing date and the expiry date In case the
manufacturing date is not mentioned on the package a letter signed and stamped by the
company indicating it accepts to write to the manuf acturing date on the products that
would be released in the Egyptian market or a lette  r signed and stamped by the company
indicating it accepts to send a certificate on the manufacturing date with each shipment
exported to Egypt.

1. In case of materials extracted from animal origi  n (bones, tissues, brain etc.) a certificate
issued by the Ministry of Health in the country of origin indicating that it is clear from the
causes of mad cow disease. This matter should be p  resented first to the technical
committee of drugs inspection to give a decision wh ether this product is pharmaceutical
disposable or a pharmaceutical drug.

2. In case the product contains a medical material or an unknown material, the matter
should be presented to the technical committee of d rugs inspection to give a decision
whether this product is pharmaceutical disposable o r pharmaceutical drug.

Market Access-Customs/Other Charges

Custom tariffs on medical equipment and devices are 2% plus 10% sales tax. In addition,
there are other miscellaneous fees such as customs clearance, demurrage and
transportation charges, bank commission, etc. Tota | costs could amount to 17%.

Egyptian law also requires that for public tenders, foreign companies must retain Egyptian
commercial agents. Foreign firms are not required to have an agent when dealing with the
private sector or for sales financed by USAID or US  DA. However, most foreign companies
have found it beneficial to engage a local agent to handle the problems associated with
communications, bureaucratic procedures, local busi ness practices, and

marketing. Based on geographical location or produ ct basis, a firm can appoint multiple
agents in Egypt to further enhance its success. Al though agents commissions vary with
services provided and he amount of individual contr acts, agents generally charge a
commission ranging from 2-4% for opening credits an d 1-2% for clearing goods through
customs.

Parastatal companies purchase commaodities through c all for international tenders. These
are announced in the daily Egyptian press. US firm s must use an Egyptian agent to
purchase tender documents from the issuing sector e ntity. In many cases, US firm may
not be able to provide variety of products required in large tenders. With the formation of
a consortium, however, it can offer a bid. The lta  lians, German and the Japanese have
successfully used this technique in Egypt. Egyptia n buyers prefer a single bid for an
entire tender rather than having to piece together bids for each component.

Public sector companies may request credit in their procurement tenders. While suppliers
offering credit will certainly have a better chance of winning bids, sales without credit are
sometimes made since other factors such as price, q uality, and a delivery schedule may
be of greater importance.

Public sector companies generally also require a pe  rformance bond equal to 10% of the
contract releasable upon completion of the contract . To avoid delays in obtaining release



of the performance bond, the contract must be forma lly amended if the buyer requests any
change in delivery terms or specifications.

U.S. firms should be aware that while the purchasin g company may simply accept the
lowest bid meeting specifications, it may also atte mpt to bargain with one or more of the
lowest bides to negotiate better terms. Therefore, US firms should be prepared to
empower their agents to do so. On major contracts, it is advisable to have an American
representative conduct such bargaining.

There are no language requirements in Egypt. Altho  ugh Arabic is the official language,
English is acceptable. The country uses the metric system of measurement, but bids will
not be rejected if another system is offered unless the tender specifically requires metric
measurements.

Mrs. Jihan Labib, Commercial Specialist
U.S. Embassy, Cairo

Tel: 20-2-797-2223, Fax: 20-2-795-8368
Email:

Ministry of Health & Population
H.E. Dr. Hatem El Gabaly, Minister

3 Magles El Shaab St., Cairo

XDr. Assem Abdel Nasser Fadel, Deputy Minister

3 Magles El Shaab St., Garden City

Tel: +20 (2) 796-4281, 792-2904, 794-1576, Fax: +20 (2) 795-1527, 792-2904
Dr. Samia Salah, Director

Drug Planning & Policy Center

9 Emad Eldin St., 2nd Floor, Cairo

588-1317, 588-1773, Fax: 588-1202
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