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Country in Africa to Achieve ML3 for Both
Medicines & Vaccines (Producing) Regulation
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EDA PharmaNxt

Organized by the Egyptian Drug Authority (EDA), is a flagship
conference designed to position Egypt as a regional and global
hub for pharmaceutical advancements. Aiming to become an
annual congress, the event features a large-scale exhibition,
expert-led discussions, and strategic panels on market trends,
challenges, and opportunities. The 2025 edition celebrates Egypt's
achievement as the 1st country in Africa to achieve ML3 for Both
Medicines & Vaccines (Producing) Regulation, a recognition that
enhances global trust in Egyptian pharmaceuticals, attracts new
investments, and expands export opportunities. The conference
will also feature a key industry session addressing challenges
and opportunities in advancing the pharmaceutical sector,
fostering dialogue and collaboration among global stakeholders.
Supported by leading pharmaceutical companies, Pharma Next
iIsmade possiblethroughthecommitmentofitssponsors,towhom
EDA extends its sincere appreciation for driving innovation and
excellence in the industry.

About EDA
Confident Steps Towards the Future

The Egyptian Drug Authority (EDA) is the national regulatory
body responsible for overseeing Egypt's pharmaceutical and
medical supplies sector. Established by Presidential Decree
No. 151 of 2019, EDA ensures the quality, safety, efficacy, and
availability of pharmaceuticals, playing a key role in public health
and national security. Inspired by global models like the U.S. FDA
and the European Medicines Agency (EMA), EDA strives to align
with international best practices.




Vision & Mission
Vision gﬂ

Aglobally leading drug authority ensuring pharmaceutical security
and comprehensive healthcare.

GOALS "
° ° ® == &
Mission T4
=\

Ensuring quality, safety, efficacy, and availability of
pharmaceuticals and medical supplies through qualified
professionals, adhering to global standards and innovative
approaches.

Key Objectives

1. Ensure drug quality, safety, and efficacy.

2. Support availability and accessibility of medicines.

3. Raise health & pharmaceutical awareness.

4. Strengthen institutional excellence and digital
transformation.

5. Develop human resources and global cooperation.

6. Achieve financial sustainability.

Core Functions

« Regulatory: Policy-making, setting industry standards,
and ensuring compliance.

- Operational: Licensing, drug registration, and fostering
R&D.

« Supervisory: Market surveillance, inspections, and adverse
event monitoring.




Services & Digital Transformation

EDA provides hotline support (15301), professional training, and
laboratory services, alongside digital solutions for reporting
adverse events, tracking drug availability,and managing regulatory
approvals.

Key Achievements

« WHO Maturity Level 3 accreditation in 2024.

 Elected leader of North Africa’'s drug regulatory
harmonization in 2025.

- Regional hub for Africa-CDC’s mRNA vaccine
manufacturing.

« 13% increase in Egyptian pharmaceutical exports in
2024.

« Over 130,000 inspections & 1,298 GMP certifications
issued.

- Strategic international partnerships with leading global
regulators.

Strategic Projects

- E-Registration (eCTD): Accelerating drug approvals &
boosting exports.

- Pharmaceutical Traceability: Preventing counterfeit
drugs through digital tracking.

- Comprehensive Digitalization: Enhancing efficiency and
accessibility of services

Looking Ahead

EDA is committed to strengthening Egypt’'s pharmaceutical
industry, fostering innovation, and ensuring global
competitiveness while securing a sustainable, high-quality drug
supply for Egypt and beyond.
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