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CERTIFIED FOR SUCCESS

Using the CEP Procedure to elevate quality and drive trust
23-24 September 2025 | Budapest, Hungary

CONFERENCE
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Agenda

1. EDA Overview

2. Reliance practice

3. API Listing

4. API Tool
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EDA Overview
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EDA’s Establishment

CAPA
Central Administration of Pharmaceutical 

Affairs

NODCAR
National Organization for Drug Control and Research

NORCB
National Organization For Research and Control of 

Biologicals

Before August 2019

Law no. 151 of 2019
ratified by President Sisi on 25 August 2019

Decree No. 777 of 2020
issued by Prime Minister on 29 March 2020

Executive Regulations

An Independent Public Service Authority Directly Affiliated 
to the Egyptian Prime Minister
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International Accreditation

EDA is the first African NRA to 
achieve WHO ML3 for both 
Medicines and Vaccines - 

Producing

March 2022, 
December 2024
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Reliance Practice
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For Finished Products
Reliance Pathways Eligibility Criteria & requirements

Verification Route Abridged Route 

1-Product approved by at least two SRAs 
Or Product approved in one SRA & WHO 

prequalification

2-Verification  of full sameness of
Product for local market is similar with that 

approved by SRA 
(Sameness + Including CMC)

1-Product approved by at least one SRA 
Or WHO prequalification

2-Verification  of  sameness of
Product for local market is similar with that 

approved by SRA 
.

CTD CPP GMP Sameness 
letter

Unredacted 
Ass. report
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For Active Pharmaceutical Ingredients
Relying on CEPs 

Normal Evaluation CEPs Reliance Pathway

3.2.S.1 General Information
3.2.S.2 Manufacture

3.2.S.3 Characterization
3.2.S.4 Control of the API 

3.2.S.5 Reference standards or materials
3.2.S.6 Container-closure system

3.2.S.7 Stability 

3.2.S.1.3 General properties
3.2.S.3.1 Elucidation of structure and other characteristics

3.2.S.4.1 Specification
3.2.S.4.2 / 3.2.S.4.3 Analytical procedures and validation

3.2.S.4.4 Batch analysis
3.2.S.5 Reference standards or materials

3.2.S.6 Container closure system
Exception: where

the CEP specifies a container closure system and the applicant / FPP 
manufacturer declares to use the same

container closure system.
3.2.S.7 Stability

Exception: where the CEP specifies a re-test period that is the same as 
or of longer duration, and storage

conditions which are the same or higher temperature and humidity as 
proposed by the applicant.
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API Listing
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Purpose of API Listing

1- Ease of selection of API suppliers with confirmed high-quality 
standards of their drug substances.

2- Saving time of evaluation of Quality CTD file (only P-Part will be 
evaluated).
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APIs are Listed by:

Egyptian API 
Manufacturer. 

Imported API 
Manufacturer. 

MAH of finished 
pharmaceutical 

product. 
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Total Listed APIs Total Users

API Listing

288

2 A1 42 A2 244 A3

Number of APIs

151 362

Total APIs with more than 1 supplier 48
Total APIs with the same supplier with different monographs 9
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Total Listed APIs

API Listing

288

40A2 236A3

35

CEP
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API Tool
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Since 24/9/2024

This innovative tool offers detailed information on active 
pharmaceutical ingredients, including:

Inclusion in the EDA White List.

Available Scientific References (Pharmacopeias)

Key Influential Properties on Substance Quality 
      (CQA- Critical quality attribute)

API SEARCHING TOOL
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THANK 
YOU

For Further information

Email 

Website

Info@edaegypt.gov.eg

https://edaegypt.gov.eg/

mailto:Info@edaegypt.gov.eg
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EDQM, Council of Europe
Follow us and engage: 

edqm

@edqm_news

@EDQMCouncilofEurope

#CertifiedForSuccess

http://www.linkedin.com/company/edqm
https://x.com/edqm_news
https://www.facebook.com/EDQMCouncilofEurope
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