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Objective:

This notice to applicant is intended to give a roadmap for the marketing authorization holders of
biological products during the registration, re-registration and post approval process through an
illustrative workflow of file submission of each process pathway.

This notice to applicant has been prepared in accordance with the following EDA guidelines &
notice to applicants:

1. Regulatory guideline of mechanisms and rules of implementing the decree of Egyptian Drug
Authority's Chairman No. (343) of 2021 (Code: EDREX.GL. Biolnn.001)

2. Procedures for registration of biological products through reliance pathways (Code:

EDREX.GL.Bioinn.002)

Guideline for registration of biosimilar products in Egypt, Code: EDREX.GL.Bioinn.005

4. Guideline on the regulation of post-approval changes to a registered biotherapeutic product in
Egypt Code: EDREX.GL.Bioinn.008

5. Notice to applicant describing the regulation of registration of biological products through fast
track pathway code: EDREX.NP.Bioinn.007

6. Notice to applicant describing the regulation of registration of second brand products code:
EDREX.NP.Bioinn.008
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Registration process flowchart for new products (normal & fast

track pathway):

Registration Process Flowchart for
New Products (Normal & Fast Track)
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Registration process flowchart for new products (reliance pathway):

Registration Process Flowchart for APPLICANT SUBMITS INQUIRY THROUGH
- AUTOMATED SYSTEM TO RECIEVE
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Registration process flowchart for second brand products:

Registration Process Flowchart for
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*RED DOTS INDICATS APPLICANT TIMELINE AND BLUE DOTS INDICATS EDA TIMELINE
* RELEVANT EDA UNITS IN NEW REGISTERATION PATHWAY ARE: BIOLOGICAL INSPECTION UNIT - SCIENTIFIC EVALUATION UNIT - BIOVIGELENCE UNIT - RECEPTION UNIT
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Registration process flowchart for biosimilar pathway:
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Registration process flowchart for exemption file:

Registration Process Flowchart for
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Registration process flowchart for renewal pathway:

Registration Process Flowchart for
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Normal pathway of post approval changes to registered biological
products in Egypt flowchart:

Normal Pathway of Post approval changes to

registered Biological Products in Egypt

Flow Chart
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Reliance pathway of post approval changes to registered biological
products in Egypt flowchart:

Reliance Pathway of Post approval changes
to registered Biological Products in Egypt
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Pathway of minor post approval changes to registered biological
products in Egypt flowchart:

Minor Pathway of Post approval changes to
registered Biological Products in Egypt

Flowchart
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