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Notice to applicant for Factories Licensing 
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Version No:1/0 
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Notice to applicant  

: For 

1- Flowchart of ensuring Application of Good Manufacturing Practice GMP within 

Steps of Licensing Pharmaceutical Products Factories 

2- Flowchart of Making Sure of Application of Good Manufacturing Practice GMP 

Within Steps of Adding Production Line to a Licensed Pharmaceutical Products 

Factory 

3- Flow chart of approval of any modification applied to the pharmaceutical products 

factory:  a) with change in motor powers 

4- Flowchart of approval any modification applied to the pharmaceutical products 

factory:  b) With no change in motor powers 

5- Flowchart of Issuance/cancellation of technical operating license of 

pharmaceutical products factory 

6- Flowchart of Licensing Accessory Store that belongs to a licensed pharmaceutical 

products factory 

7- Flowchart of Issuing certified typical copies of pharmaceutical products factory's 

license / data certificate / technical operating license 

8- Flowchart of Layout review of factories  

9- Flowchart of Making any change in data of the technical operating license of 

pharmaceutical products factories 
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1- Flowchart of ensuring Application of Good Manufacturing Practice GMP within Steps of Licensing 

Pharmaceutical Products Factories: 

 

 

 

 
Documents fulfilled                                               

 

     Documents not fulfilled            

 

 

Documents fulfilled    

  

 

 

 

 

 

 

 

 

 

 

 

 

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

industrial development authority IDA  

 

Informing IDA with the 

needed documents  

 

 Set a date for the 

initial inspection  

Perform the initial inspection  

Review documents  
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The factory applies GMP requirements                                               If the factory requests to be considered under construction 

 
 

 

 

 

 

 

 

 

 

 
Documents fulfilled                    Documents not fulfilled 

 

 

 

 

 
                                                              documents fulfilled 

 

 
 Documents not fulfilled     

  

 

 

Set a date for the final licensing 

inspection visit  

Review documents  

Informing the applicant  

with the needed documents  

 

Final licensing 

inspection is done  

Request rejected 

Factory is 

registered 

under 

construction 



 

 

 

N
o
tice to

 ap
p
lican

t
 

5 

 

 

 

 

 

 
 

Factory complies with GMP requirements               There are comments (factory not comply with GMP)  

 

 

 

 

 

 
 
 

 
 

 

 

 

 

 

 

Payment of fees (5000L.E for every production line) 

Perform the fulfilment inspection   

 

Issuance of the of pharmaceutical products 

factory technical operating license  

Receiving a copy of request for performing inspection 

for follow up of the comments from IDA 
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Flowchart of Making Sure of Application of Good Manufacturing Practice GMP Within Steps of Adding 

Production Line to a Licensed Pharmaceutical Products Factory: 

 

 

 

 
 

 

Documents not fulfilled 

 

                                                                              
 

 Documents fulfilled 

                                                                                                                                     

Documents fulfilled 
 

 

 
        

        

 
 

 

 

 

 

              

 

Review documents days  

 

Final inspection to be 

performed 

Set a date for the final inspection 

visit  

A copy of request of adding a new production line is received from 

industrial development authority IDA  

 

Informing IDA with the needed 

documents  
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Factory complies with GMP requirements              There are comments (factory not comply with GMP) 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Update of the technical operating license of 

pharmaceutical products factory  

Perform the fulfilment inspection   

 

Receiving a copy of request for performing inspection 

for fulfilment of the comments from IDA 

 

Set a date for the follow up inspection  
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Flow chart of approval of any modification applied to the pharmaceutical products factory:  a) with change in 

motor powers: 

 
 

 

 

 
Documents not fulfilled 

 

 
                                                                                            Documents fulfilled 

Documents fulfilled  

 

 

 

 
 

 

 

 

 

 

 

 

Review documents  

 

A copy of request of making any modification to the pharmaceutical 

products factory (with change in motor powers) is received from 

industrial development authority  

 

Informing IDA with the needed 

documents  

 

 Set a date for the licensing inspection visit of the 

modified area  

The inspection visit of the 

modified area is done  
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                                         Factory complies with GMP requirements                       There are comments (factory not comply with GMP) 
 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 
                                                                     

 
                     

 

Receiving a copy of request for performing licensing inspection for 

fulfilment of the comments from IDA 

 

Perform the fulfilment 

licensing inspection   

 

Set a date for the fulfillment licensing inspection  
Updating the technical 

operation license of 

pharmaceutical products 

factory 
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Flowchart of approval any modification applied to the pharmaceutical products factory:  b) With no 

change in motor powers: 

 
 

 

 

 
Documents not fulfilled 

 

 
                                                                          Documents fulfilled   

Documents fulfilled  

 

 

 

 
Documents not fulfilled 

 

 

 

 

 

 

 

 

A copy of request of making any modification to the pharmaceutical 

products factory (with no change in motor powers) is received 

 

Review documents  

 

Informing the applicant with the 

needed documents  

 

 

Request 

rejected 

Set a date for the licensing inspection  

The inspection visit of the 

modified area is done  
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                                         Factory complies with GMP requirements                       There are comments (factory not comply with GMP) 
 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 
                                                                     

 
                      

   
 

Set a date for the follow up inspection visit  

Update of the technical operating license of 

pharmaceutical products factory if required 

 

Perform the follow up 

licensing inspection  

 

Issuance of official letter to the factory /or inspection 

administration to fulfil the comments 
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Flowchart of Issuance/cancellation of technical operating license of pharmaceutical products factory: 

 

 

 
 

              
Documents fulfilled 

 

   Documents not fulfilled 

 
                                                                             
 

 

Documents fulfilled 

 

 

 
                                                                            

                       Documents not fulfilled 

 

 

 

 

 

 

 
 

 

Informing the applicant with the needed 

documents 

Review documents  

 

Issuance and authorization of the technical 

operating license 

Submission of request of issuance of a technical operation 

licensing of the pharmaceutical products factory 

 

Request rejected 
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Flowchart of Licensing Accessory Store that belongs to a licensed pharmaceutical products factory: 

 

 

 
 

 

 

 

 

              

 
           Documents not fulfilled 

 
 

 

                                                                                                                                 Documents fulfilled            

                                                                  

Documents fulfilled 

 

 

 
Documents not fulfilled                                                                                               

 

 

 

 

 

Submission of request of licensing accessory store to the factory 

 

The inspection of the accessory store is 

conducted  

 

 

Review documents  

Request rejected 

 

Informing the applicant with the 

needed documents  

Set a date for the licensing inspection of the accessory 

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

 

 

 

 
                                                                        

           
 
 
 

                                                     
                                                                                                                                                                        

 
                                                                                                                     

         

 

 

 

 

 

Comments fulfilled          
Comments not fulfilled                  

                                                                                                         

 

 

 

Issuance of official letter to the factory to fulfil the comments within maximum of 8 months 

 

Perform the first fulfilment 

inspection  

 

Issuance of formal letter to the factory to fulfil the 

comments within maximum of 4 months 

 

Submission of a request for performing inspection for fulfilment of the comments 

 

fulfillment inspection visit  stSet a date for the 1 
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Comments not fulfilled                    Comments fulfilled 

 

 

 

 

 

 

 

 

 

 

Submission of a request for performing 

inspection for fulfilment of the comments 

 

fulfilment inspection visit  ndSet a date for the 2 

Perform the second fulfilment 

inspection   

 

Payment of service consideration (20000 L.E) 

Request rejected 
Issuance of the accessory store license & updating technical operating 

license of the factory  
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Flowchart of Issuing certified typical copies of pharmaceutical products factory’s technical license for operation : 

 

 

 
 

              
 

 

 

 

Documents not fulfilled 

 

 
                                                                                                                                                                  

 

                                                                                     Documents fulfilled 

                                                              

  Documents fulfilled 

                                     

 

 

 

 

 

 

 

 

Submission of request of issuance of certified typical copy attached with a copy of technical operating 

license of the factory with clarification of the exportation countries and number of required copies with 

the receipt of the service consideration  

Request rejected 

Informing the applicant with the 

needed documents via e-mail / 

formal letter to be submitted  

Review documents  

 

 

 

Authorization and issuance of the typical 

copy from the request 
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Flowchart of Layout review of factories:   

 

 
 

              
             

        Documents not fulfilled 
 
 

                                                                                                                                                         

fulfilled                                                                              

 
Documents fulfilled                                                                                                                       

 

 

 
      Documents not fulfilled 

     
                                                                        

                                                           

 

 

 

 

 

 

Submission of request of layout review  

 

   

Inform the applicant days with the 

required service considerations  
Request rejected 

Informing the applicant with the needed 

documents  

 

Review documents  
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 Layout complies with GMP requirements                There are comments (layout not comply with GMP)                                                                          

 

 

 

 
 

 

  

 

 

 

 

 

 

 

 

 

 
         

                             

set the layout committee on time    

Set the date of the layout review to be held from the date of the submission of fulfilled request and 

inform the applicant with the committee date  
Request 

rejected 

Issuance of official letter to the factory to fulfil the 

comments of the layout committee  

 

Submission of a request for reconvening 

the committee for fulfilment of the 

comments 

 
Set the date of the layout review to be held from the date of 

the submission of request and inform the applicant with the 

committee date 

Hold the fulfilment layout committee   

 

Approval of the layout  

Issuance of the official letter of approving the 

layout & a copy of the approved layout to the 

factory  

 

 



 

 

 

N
o
tice to

 ap
p
lican

t
 

19 

 

Flowchart of Making any change in data of the technical operating license of pharmaceutical products factories: 

 
 

              
 

 

 
 Documents not fulfilled 

 
 

Documents fulfilled                                                      

 

     documents fulfilled                                                                                     

 

 

 
Documents not fulfilled        

 
 

Submission of request of making any change in technical operating license 

of the pharmaceutical products factory  

 

Informing the applicant with the needed 

documents via e-mail / official letter to be 

submitted  

rejected Request   

Review documents days 

Authorization and issuance of the updated technical operating license from the request 


