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• List of Abbreviations 

IDA: Industrial Development Authority 

GMP: Good Manufacturing Practice 

EDA: Egyptian Drug Authority 

CALI : Central Administration of Pharmaceutical Institutions licensing 
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• Notice to applicant Body of Content 

Flow chart of Ensuring Implementation of Good Manufacturing Practice for Licensing Pharmaceutical Products Factory /Add / Upgrade 

Production Line /Approval of any variation Factories 

 

 

 

 

  

A copy of the factory file & the licensing application is received from industrial development 

authority IDA (via e-mail or Hard copy) OR directly from the factory in case of factories not 

under the authority of IDA 

 

Review documents within 10 

working days 

 

Informing IDA with the required 

documents via -e-mail 

to be submitted within 

15 working days 

 

Documents fulfilled 

 

Documents fulfilled 

 
Set a date for the initial inspection within 48 hours 

and registered in the under licensed factories list 

Perform the initial inspection within 30 

working days 
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The factory applies GMP requirements                                       If the factory requests to be considered under construction 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

Request and documents are submitted to the 

administration as a hard copy or via Google drive 

Review documents within 10 

working days 

Inform the applicant Within 

10working days the 

required documents via e-mail 

to be submitted within 15days 

 

Request rejected 

Copy of the request for final licensing inspection is received from 

IDA (as a hard copy or by e-mail) directly from the factory in case 

of factories not under the authority of IDA 

 

Set a date for the final inspection visit 

within 48 hours 

Final inspection is 

done within 30 

working days 

Documents not fulfilled Documents fulfilled 

Factory is 

considered under 

construction 

Documents fulfilled 
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Factory complies to GMP requirements              There are comments (factory don’t comply to GMP) 

 

 

 

 

 

 

 

 

 

 

Receiving a copy of request for performing a licensing inspection for fulfilment of 

the comments from IDA OR directly from the factory 

Perform the fulfilment licensing inspection within 30 working days    

 

Pay fees for every new production line 

Issuance of the of pharmaceutical products factory technical 

license of operation within 15 working days (as described in 

QP.CALI.002) 

Issuance of official letter to the factory to fulfil the comments only(from IDA)or from EDAfor factories not under 

authority of EDA 

 

Set a date for the fulfilment the licensing inspection within 48 hours 

Prepare licensing inspection report summary within 15 days 

to be published after release of the Technical License of 

Operation 
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Flow chart of Issuance/ Modification / Renewal /Cancellation of Technical License of Operation procedure 

 

 
 
 

 

              
 

 
   Documents not fulfilled 

 
                                                                             

 
Documents fulfilled 

 
 
 

  
 

 

Informing the applicant with the required 

documents via e-mail / official letter to be 

submitted within 15 working days 

 

Submission of application form of Issuance/ Modification / Renewal /Cancellation of 

Technical License of Operation of the pharmaceutical products factory (via google drive 

link or Hard copy) or upon notification from the factory or factory manager that manager 

has been left his position 

Request rejected 

 

Review documents within 10 working 

days 

 

Issuance and authorization of the Technical License of 

working days from the request  15 withinOperation  

- informing factory to recruit another manager and notify 

relevant administrations  
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Flowchart of Licensing Accessory Store that belongs to a licensed pharmaceutical products factory 

 

 

 

 
 

 

 

 

 

            Documents fulfilled   
 

           

 
 

 

                                                                                                                                               

 

 

 
                

 

 

Review documents within 10 working  

days and sending letter to local council 

 

Submission of request of licensing accessory 

store to the factory (via google drive link or 

Hard copy) 

 

Set a date for the licensing inspection of the accessory store 

Request 

rejected 

 

Informing the applicant with the needed 

documents via e-mail / official letter to 

be submitted within 15 working days 

Documents fulfilled  

 
Documents fulfilled  

 

Documents not fulfilled  
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   Accessory store complies with GSP requirements             There are comments (accessory store does not comply with GSP) 

 

 

 

 
                                                                        

           
 
 
 

                                                     
                                                                                                                                                                        

 
                                                                                                                     

         

 

 

 

 

Comments not fulfilled                                                                                      Comments fulfilled 

 

 

Issuance of official letter within 10 working days to the factory to fulfil 

the comments within maximum of 8 months 

 

The license inspection of the accessory 

store is done within 30 working days 

 

Perform the first fulfilment license 

inspection within 30 working days    

 

Submission of a request for performing a licensing 

inspection for fulfilment of the comments 

 

fulfilment license inspection  stSet a date for the 1 
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Payment of service to be considered  

fulfilment license inspection visit  ndSet a date for the 2 

Perform the second fulfilment license 

inspection within 30 working days    

 

Submission of a request for performing 

license inspection for fulfilment of the 

comments 

 

Issuance of formal letter within 10 working days to the factory to 

fulfil the comments within maximum of 4 months 

 

Request 

rejected 

Issuance of the accessory store license & updating 

technical license of operation of the factory within 30 

working days (as described in QP. CALI.002) 

Comments fulfilled 
Comments not fulfilled 
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Flowchart of Issuing certified typical copies of pharmaceutical products factory's Technical License of Operation 

 

 

  

  

  
  
  
                  
  
  
  
  

 Documents not fulfilled 

  
  
  

                                          
  

                                                                                      Documents fulfilled 

  

Documents 

fulfilled 

  
      

      
  

  

Review documents within 3 working days  

  
 

    

 

Request 

rejected 

  
  

The company submit the application form to issue certified typical copy from the 

Technical License of Operation attached with the required documents  

 The required documents (via Google drive link or hard copy ) 
    

    
  

Issuance and Authorization   
of the typical copy within 7  
working days  

  

Informing the applicant with  the  
deficient documents via email/formal 

letter to be submitted within 15 

working days 

 

 

Documents not fulfilled 
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Layout review of factories flow chart 

 

 

 

 

 

 

 

 

 

 

 

 

 

Egyptian Drug Authority (EDA) 

 
 

 

 
 

 
 
 

 
 

 
 
 

 
 

 
 
 
 

 
  

 
 
 

  
 

Submission of application form of layout review 
 

Review documents within 10 
working days 

 

Documents 

not fulfilled 
Documents fulfilled 

Informing the applicant the 
required documents via 
 e-mail to be submitted 

within 15 working days 

 

Request rejected 

 

Licensing Inspectors sends 
e-mail to the applicant with 

the required service 
consideration within 10 

working days 

 

Documents not fulfilled 
 

Service 

Consideration not 

paid 
 

licensing inspector sends e-mail to the General 

Administration of Factories Inspection with the 

fulfilled applications 

Helding the layout committee review within 30 days  

Preparing letter to the company with the result of the committee  

the committee members signs 3 typical copies of the layout if the Layout complies with GMP 

requirements 
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History Table 

  

Summary of Changes Issue date Version No. 

New issuance for coding on CALI after update of Sops  June 2026 2 

   

   

   

    

   

 

 

 


