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Introduction



Long Supply Chains

Limited Access

Growing Demand

Poor Fit

High Costs

Most Medical Devices are imported

Small Manufacturing

Medical Device Challenges in Africa
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Driving forces toward Manufacturing Shift



Egypt’s Role: From Regional Hub to Powerhouse
African Health Leadership

• Supports African regulatory harmonization
•     Exports devices and expertise to African nations

Government Support

•   Vision 2030 industrial growth strategy
•  The Egyptian Drug Authority (EDA) support 
•   Boosting Medical  local manufacturing



Challenges Faced by Medical Devices in 
Obtaining Certification

High Conformity Assessment
Fees

Reduced Market 
Competitiveness

Challenges
Impact on unit cost 

Discouragement of Local 
Innovation



1

Meets advanced local
standards for quality

management systems.

CE-Marked EquivalenceISO 13485 Compliance

Registration of Locally Manufactured Medical Devices 
not holding International Quality Certificates

GMP Enforcement IMDRF Harmonization 
3 4

Enforces basic local
manufacturing standards

for product safety.

Aligns with international 
frameworks for basic Regulatory

alignment.

2

Ensures global market access 
through harmonized regulatory 

standards.



EDA's Strategies for Medical Device 
Localization

Periodic Meetings

Industrial  Localization
CommitteeEDA's Role in

Medical Device
Localization Adoption Local Evaluation

Mechanisms

Updating  Registration
Regulations



Conclusion & Call to Action
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