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• List of Abbreviations:  

1. EDA: Egyptian Drug Authority 

2. CADC: Central Administration of Drug Control 

3. EDREX: Egyptian Drug Regulatory Index 

4. NP: Notice to Applicant 

5. PAC: Administration of Post -approval Control 

 

 

# Question Explanation 

A General Questions for Inquiries and Complaints 

1.  How can the electronic services, 

offered on the official EDA 

website, be accessed? 

Use the link to EDA Shababeek , in the ‘Electronic programs 

and application links’ section, on the main page of the EDA 

website   EDA Shababeek 

➢ Click on the EDA Shababeek link 

➢ Select the Central Administration of Drug Control (CADC) 

from the list 

➢ Select the link to the required service 

➢ Fill in the required data in the electronic form 

Kindly pay attention to the correct selection of the required 

link and the relevant administration: Evaluation and 

Approval (registration)/ Post Approval Control (local 

registered product/imported registered product) 

2.  How are applicants notified of 

any changes in the electronic 

submission links? 

In case any link is changed, this will be announced on the EDA 

website, and updated in   EDA Shababeek  

Frequently asked questions 

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

3.  How can a request be placed to 

change the applicant’s official 

mail, via which correspondence 

with the Central Administration 

of Drug Control takes place? 

Submit an official request (hard copy) to the General 

Administration of Technical Support, accompanied with a 

letter of delegation from the applicant. 

4.  How is a file for marketing 

authorization (registration) of a 

pharmaceutical product 

submitted? 

Use the link to EDA Shababeek  on the main page of the EDA 

website   EDA Shababeek and select the link for the required 

service as follows 

First: request to make an appointment for payment of fees for 

submission of registration file at the central administration 

Second: request to submit electronic file, and upload the e-file. 

Third: request to submit replies to assessment/analysis 

requirements  

Fourth: if requirements are fulfilled, request to make an 

appointment for submission of samples and required 

documents  

5.  How is a file for marketing 

authorization (registration) of a 

cosmetic product/medical device 

submitted? 

Use the link to EDA Shababeek on the main page of the EDA 

website   EDA Shababeek and select the link for the required 

service  

First: request to make an appointment to submit file at the 

central administration 

Second: file is reviewed upon receipt, and if requirements are 

fulfilled, a payment permit is issued and the file is accepted. 

Third: if needed, request to make an appointment to 

receive/reply to analysis requirements  

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

6.  How is the file uploaded and an 

appointment made to submit 

samples and pay fees for post-

approval local/imported 

products? 

Use the link to EDA Shababeek  on the main page of the EDA 

website   EDA Shababeek and select the link for the required 

service 

 

7.  How are replies to assessment 

requirements or analysis requests 

submitted? 

 

Use the link to EDA Shababeek on the main page of the EDA 

website  EDA Shababeek  

➢ Request to make an appointment by select the link to 

request to submit replies to assessment/analysis 

requirements  

➢ Submit the requirements on the designated date   

8.  How can the applicant learn 

about the guidelines issued by the 

Central Administration of Drug 

Control (regarding file 

assessment, reliance, cosmetics 

notification system etc..? 

➢ Select “Laws, decrees and regulations” from the main page 

on the EDA website 

➢ Select “guidelines” from the menu 

➢ Select the link for CADC from the menu CADC Guidelines 

 

9.  How can a chromatography 

column submitted as an analysis 

requirement be reclaimed? 

Use the link to EDA Shababeek on the main page of the EDA 

website  EDA Shababeek and select the link for the required 

service 

10.  How should the applicant 

communicate to follow-up on a 

product undergoing technical 

assessment or analysis?  

Contact us using the following emails of the respective 

administration, Companies’ Support Unit &Technical Office 

Unit: Contact us  

Kindly pay attention when selecting the respective 

administration: Evaluation and Approval (registration), Post-

approval Control (local registered product/imported registered 

product)  

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://edaegypt-my.sharepoint.com/:w:/g/personal/dc_gts_dc_edaegypt_gov_eg/IQAxTE1HXBS3ToY8vaGC2tdIAevXPnMA8ES94sylv_IZAbM?e=Djec90
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# Question Explanation 

11.  How can a meeting be arranged 

to discuss an issue pertaining to 

file assessment or sample 

analysis? 

Use the link for Meeting request to make an appointment 

through EDA Shababeek 

 

B Questions Concerning File Technical Assessment and Evaluation 

1.  What are the new services that 

have been introduced? 

➢ Granting Renewal Certificate for registration file 

renewal—Fast Track 

➢ Pre-submission file assessment for imported products (for 

marketing authorization and post-approval variations)—

Fast Track 

➢ Pre-submission file assessment for locally produced 

products (for marketing authorization and post-approval 

variations)—Fast Track 

➢ Pre-submission file assessment for registered imported 

products —Fast Track 

➢ Pre-submission file assessment for registered locally 

produced products —Fast Track 

2.  How to benefit from the New 

Procedure for File Review, for 

post-approval variation batches, 

to optimize the product’s 

available shelf life  

If the product technical file is submitted for prior to 

production of variation batch according to the New Procedure 

for File Review for Products Submitted to PAC for Analysis , 

the batch certificate of analysis will not be required, hence the 

time taken for file assessment will not affect the available time 

of circulation of the product in the market.  

Use the link to  EDA Shababeek  on the main page of the EDA 

website and select the link for applying for the new 

procedure. 

https://docs.google.com/forms/d/e/1FAIpQLSd57FBKQSq4NcT4dmfICH1SgsVQQHq3UPtxDgsO9uXYk4UQ2A/viewform
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://edaegypt.gov.eg/media/is4fjg3z/notice-to-applicant-arabic-%D8%A2%D9%84%D9%8A%D8%A7%D8%AA-%D8%AA%D9%82%D8%AF%D9%8A%D9%85-%D9%81%D8%AD%D8%B5-%D8%B9%D9%8A_ar-2-2026.pdf
https://edaegypt.gov.eg/media/is4fjg3z/notice-to-applicant-arabic-%D8%A2%D9%84%D9%8A%D8%A7%D8%AA-%D8%AA%D9%82%D8%AF%D9%8A%D9%85-%D9%81%D8%AD%D8%B5-%D8%B9%D9%8A_ar-2-2026.pdf
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

3.  How to benefit from application 

of the procedure for technical 

file assessment and sample 

analysis for the first 3 batches 

simultaneously, to optimize 

requirements and reduce 

turnaround time 

For submission of the first 3 batches simultaneously, after 

assessment requirements for the Administration of Evaluation 

and Approval have been fulfilled, follow the steps in clause 3 in 

the New Procedure for File Review for Products Submitted to 

PAC for Analysis 

 

 

4.  What steps should be followed to 

ensure the fulfilment of the 

assessment requirements for a 

file submitted for registration? 

Comply to the technical assessment guideline published on 

EDA’s website, which can be reached by selecting “Laws, 

decrees and regulations” from the main page on the EDA 

website, selecting “guidelines” from the menu and selecting the 

link for CADC from the following menu CADC Guidelines 

 

5.  How is the reference determined 

for the test for impurities and 

the acceptance limits for a 

product? 

Comply to the technical assessment guideline published on 

EDA’s website, which can be reached by selecting “Laws, 

decrees and regulations” from the main page on the EDA 

website, selecting “guidelines” from the menu and selecting the 

link for CADC from the following menu CADC Guidelines 

 

6.  When must testing for the 

residual solvent be performed on 

a product? 

Consult the decision tree in the technical assessment guideline 

published on EDA’s website, which can be reached by selecting 

“Laws, decrees and regulations” from the main page on the 

EDA website, selecting “guidelines” from the menu and 

selecting the link for CADC from the following menu CADC 

Guidelines 

 

https://edaegypt.gov.eg/media/is4fjg3z/notice-to-applicant-arabic-%D8%A2%D9%84%D9%8A%D8%A7%D8%AA-%D8%AA%D9%82%D8%AF%D9%8A%D9%85-%D9%81%D8%AD%D8%B5-%D8%B9%D9%8A_ar-2-2026.pdf
https://edaegypt.gov.eg/media/is4fjg3z/notice-to-applicant-arabic-%D8%A2%D9%84%D9%8A%D8%A7%D8%AA-%D8%AA%D9%82%D8%AF%D9%8A%D9%85-%D9%81%D8%AD%D8%B5-%D8%B9%D9%8A_ar-2-2026.pdf
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
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# Question Explanation 

7.  How is the file for validation of 

an analytical method prepared?  

Consult the guidance in the section for chemical analysis in the 

technical assessment guideline published on EDA’s website, 

which can be reached by selecting “Laws, decrees and 

regulations” from the main page on the EDA website, selecting 

“guidelines” from the menu and selecting the link for CADC 

from the following menu CADC Guidelines 

  

8.  Will equivalent columns be 

accepted for the analysis of 

product samples? 

Equivalent columns are accepted, according to the published 

guidelines from the following menu CADC Guidelines 

 

9.  How can a meeting be arranged 

to discuss an issue pertaining to 

file assessment? 

Use the link for Meeting request to make an appointment 

through  EDA Shababeek  

10.  What is the procedure for 

updating/altering the method of 

analysis of a product? 

For a product undergoing registration 

• Use the link to EDA Shababeek on the main page of the EDA 

website   EDA Shababeek  and select the link to request 

changing the method of analysis of a product under 

registration 

For a registered product 

• Use the link to EDA Shababeek on the main page of the EDA 

website   EDA Shababeek  and select the link to request 

changing the method of analysis of a registered product  

https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://docs.google.com/forms/d/e/1FAIpQLSd57FBKQSq4NcT4dmfICH1SgsVQQHq3UPtxDgsO9uXYk4UQ2A/viewform
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

11.  What is pre-submission 

assessment and what benefit can 

be gained from it? 

The applicant submits a file for technical assessment prior to 

submission of samples. 

If the technical requirements are fulfilled, the fulfilment 

statement is sent to the applicant, as well as the analysis 

requirements 

The analysis requirements are to be submitted with the 

samples collected by EDA inspectors, within the validity 

period of the fulfilment statement, whereby the file will not be 

assessed again, saving time 

12.  What is the validity period for a 

pre-submission fulfilment 

statement? 

One year 

13.  How is pre-submission 

assessment applied for? 

Use the link to  EDA Shababeek on the main page of the EDA 

website   and select the link for requesting pre-submission 

assessment 

14.  How are replies to requirements 

for pre-submission assessment 

submitted? 

Use the link to EDA Shababeek  on the main page of the EDA 

website  EDA Shababeek and select the link for submitting 

replies to pre-submission assessment requirements. 

15.  What products are eligible for 

reliance pathway? 

Products that have been granted a Certificate of 

Pharmaceutical Product by one or more of the NRAs listed in 

the Technical Committee’s approved list of reference 

authorities. 

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

16.  How can one learn about the 

guideline for the reliance 

pathway, published on the EDA 

website?  

Select “Laws, decrees and regulations” from the main page on 

the EDA website, selecting “guidelines” from the menu and 

selecting the link for CADC from the following menu CADC 

Guidelines 

 

17.  What is the benefit of applying 

for the reliance pathway? 

The analysis requirements and the analysis time are reduced. 

18.  How can the reliance pathway be 

applied for? 

Apply for pre-submission assessment to the administration of 

Evaluation and Approval (registration) or the administration 

of Post-approval control (imported registered product) using 

the relevant service link 

19.  When is registration file renewal 

applied for? 

In the course of re-registration proceedings. 

20.  What is the procedure for 

applying for registration file 

renewal? 

Use the link to EDA Shababeek on the main page of the EDA 

website EDA Shababeek and select the link for requesting 

registration file renewal. 

21.  How is the renewal certificate 

received? 

The certificate is emailed to the applicant as soon as it is 

issued. 

 

 

 

https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://edaegypt.gov.eg/en/laws-decrees-regulatory-guidelines-and-notices/regulatory-guidelines/central-administration-of-drug-control/
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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C Questions Concerning Sample Receipt and Analysis 

1.  What measures can be taken by 

the applicant to ensure 

streamlined sample receipt and 

fulfilment of requirements? 

➢ Follow EDREX:NP.CADC.010 to ensure all requirements 

are fulfilled prior to submission and ensure streamlined 

sample receipt 

2.  How can a verified copy of the 

final report or the approved 

product composition for a 

product be acquired from the 

General Administration of 

Evaluation and Control? 

➢ Submit a request to the relevant administration 

(Evaluation and Approval/Post-approval Control). If 

approved, pay the designated fees. 

➢ Use the link  EDA Shababeek and select the link for the 

service 

➢ Fill in the required data in the electronic form and upload 

an image of the payment receipt, ensuring the correct 

administration is specified 

➢ Submit the original payment receipt at the appointed time 

for receiving the requested document 

3.  How can a detailed final report 

be acquired from the 

Administration of Post-approval 

Control? 

➢ Submit a request to the manager of the Administration of 

Post -approval Control (PAC), and if approved, pay the 

designated fees. 

➢ Submit the original receipt to PAC, and the report will be 

sent by email 

4.  How can a modification of a 

product specification be 

requested, for a product 

undergoing registration?  

Use the link  EDA Shababeek and select the link for the 

request to modify product specification. 

 

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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# Question Explanation 

5.  How can amendment of an issued 

final report be requested? 

Submit a request via email to the respective administration in 

the General Administration of Evaluation and Control. A 

reply will be sent within 5 days to the applicant’s official email, 

and the applicant may be directed to use the link EDA 

Shababeek and select the link for the request to modify 

product specification 

 

 

 

  

https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
https://docs.google.com/spreadsheets/d/10a4p4ISOKJziFc4HENYFlSpUkP2O-QMjwGN0WxynROw/edit?gid=0#gid=0
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New issue 1/2024 01/2024 

Change the formatting to comply with EDA System for Elaboration 

and Indexing of the Egyptian Drug Regulatory Index (EDREX) 

Quality Procedure (QP:QA.027) 

26/1/2025 

02/2025 

Standardized contact channels by limiting communication solely to 

"Contact Us", and added sequential numbering to all questions for 

improved clarity and referencing. 

15/10/2026 

03/2026 

   

    

   

 

 

 


