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Publishing initial for MAA

¢ CHMP (Co-)Rapporteurs AR

* PRAC Rapporteur AR

¢ Comments from CHMP & PRAC on RMP AR

¢ Updated PRAC Rapporteur AR, PRAC
Advice Adoption and early draft LoQ (for
Peer review TC)

¢ Peer Review TC

* Draft LoQ

* Publishing activities connected Joint Response
with Response Document Restart Assessment Report
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» Day 210 Adoption of CHMP Opinion and CHMP Assessment Report

e Day 215 at the latest - Presentation of translated product information

» Day 235 at the latest - Presentation of final translations of SmPC, Annex Il, labelling and package leaflet,
and Annexes IV and 127a if applicable; in the 25 languages by Eudralink Submission of
Day 237 Transmission of CHMP Opinion to applicant and Commission responses
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