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Egypt: regulatory updates Framework



Egypt: regulatory updates Framework

A) New Service Introduction for adding a sub-agent / distributor



Egypt: regulatory updates Framework

B)Announcement regarding medical devices that have obtained the American CFG certificate



First-Time Registration of Software as a Medical Device (SaMD)in Egypt
Enhancing Diagnostic Accuracy and Clinical Decision-Making through Radiological Software for 
Hepatic and Chest CT(computed tomography) Imaging 



Exception of submitting the ISO 13485:2016 certificate

Registration 
device with 

an MDR 
certificate

submit both 
Certificate

FCS from 
reference 
Country

CE Certificate

submit GMP 
Certificate

GMP 
Certificate Choose One

CE Certificate
FCS from 
reference 
Country

Both certificates cover legal and the actual 
manufacture 

Both certificates cover legal and the actual 
manufacture 

Facilitating the registration procedures regarding certificates submission



Registration device with an MDD 
certificate extension +self declaration 

Must submit 
GMP 

Certificate
Choose One

CE Certificate
FCS from 
reference 
Country

Both certificates cover legal and the actual manufacture 

Exemption from submitting the ISO 13485:2016 certificate
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