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TIMETABLE FOR GENERICS APPLICATIONS 
 
 
Timetable for the evaluation of ‘generic applications’ under Article 10(1) of Directive 2001/83/EC, as 
amended via the Centralised Procedure: 
 
 

Start of the Procedure   Day 1 

Circulation (Co)-Rapp AR 
 
 

  Day 80 

Adoption GxP Inspection 
Request 

  Day 90 

Comments from CHMP 
members 
 

  Day 100 

Peer review -Dialogue 
 
 

  Day 105 
 
 

(Draft LoQ•1)   (Day 115) 

Opinion •2 
 

  Day 120  
 

 

                                                      
•1 If applicable 

•2 Unless “major” objections or GxP Inspection issues are identified 



 
 

Restart of the clock 
 

  Day 121 

Circulation (Co)-Rapp AR 
GxP Inspection Report •3 

  Day 150 

Comments from CHMP 
members 

  Day 170 

Opinion •4   Day 180 
 
 
Clock stop 

Oral Explanations 
Final GxP Inspection Report 
 

  Day 181 
 
 
 
 
Before Day 210  

 
Target dates for the submission of the application/responses are published on the EMEA Website 
(http://www.emea.eu.int/ – Human Medicines - Application Procedures -  ‘Pre-Submission Guidance’). 
 

                                                      
•3 If available at this time point 

•4 Unless “major” objections are identified to be addressed in writing or during an OE and/or outstanding GxP issues 

EMEA/327896/2005 EMEA 2005 2/3 

http://www.emea.eu.int/


EMEA/327896/2005 EMEA 2005 3/3 

  
PIPIT and Decision making Timetable 
 
 

Provision of Product 
information in 21 languages     
! 

  + 5 Days after 
adoption of final 
Opinion 
 

MS comments on Product 
information ! 

  + 19 Days after 
adoption of final 
Opinion 
 

Provision of final Product 
information in 21 languages 
taking account comments 
from MS     ! 

  + 22 Days after 
adoption of final 
Opinion 
 

Transmission of final 
documents to EC           ! 
 

  + 27 Days after 
adoption of final 
Opinion 

 
 
 

Commission: Start Standing 
Committee consultation 

  + 29 
(22 Days) 
 

Final Commission Decision      
! 
 

  + 67 Days 
(15 Days) 

 
 
For ‘hybrid applications’ under Article 10(3) of Directive 2001/83/EC, as amended the timetable for a new 
application applies for the first evaluation phase. For the second evaluation phase, a shortened timetable 
could be agreed upon on a case-by-case basis. 
 


