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Egyptian Drug Authority

Decree No. (216) of 2020
Chairman of the Egyptian Drug Authority
After perusal of the following:
- Law of Establishing the Egyptian Drug Authority promulgated by Law No. (151) of 2019
& its executive regulation;
- Law, ministerial decrees and publications regulating the export of medical products and

devices.
- What stated by the Head of the Central Administration of Pharmaceutical Policies and
Market Access (PPMA);
- And good and regular work flow.
Decided
Article (1)

The rules in respect of the medical products and devices export procedure subject to the
provisions of Law No. (151) of 2019 shall be approved as follows:

1. The export of medical products and devices (finished products/bulk) which are subject to
the Provisions of Law No. (151) of 2019 regarding establishing the Egyptian Drug
Authority shall apply to obtain an export permission from the Egyptian Drug
Authority (EDA), provided that such medical products and devices shall be registered at
the EDA (as per the applicable rules and procedures), either for local circulation and/or
export, exceptions are made for medical products and devices obtaining a prior approval
from the Egyptian Drug Authority according to the manufacturing for export system
only.

2. The export shall be approved without the need for conducting analysis at the Authority’s
laboratories and upon the full responsibility of the company and without the least
responsibility upon the Egyptian Drug Authority.

3. The approval on exporting any quantity of the registered products shall not be given if the
same is not available at the local market, provided that the Drug Shortage Department at
the Egyptian Drug Authority shall be referred to in this regard.

Article (2)
A regulatory guideline with the mechanism of applying such organizational procedures and
rules shall be issued and declared within a period of five business days to support the export
of medical products and devices at the Egyptian Drug Authority. It shall be updated, if
required. SR Ny
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