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• Day 210 Adoption of CHMP Opinion and CHMP Assessment Report
• Day 215 at the latest - Presentation of translated product information
• Day 235 at the latest - Presentation of final translations of SmPC, Annex II, labelling and package leaflet, 

and Annexes IV and 127a if applicable; in the 25 languages by Eudralink
• Day 237 Transmission of CHMP Opinion to applicant and Commission
• Post-Opinion - Submission of eCTD closing sequence including final adopted annexes
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20 years providing vision and experience to 
manage global submissions

Experts in Centralized Procedures (CP) in EMA

More than 40 successfully submitted CP
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