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KenjioMerasonnn-cofepAauiie JekapcTBednbie cpeicisa — pPHCK
PAa3BHTHSA CEPLC3HON KeAYI0MKOBOH APHTMHNA Y NANMEHTOB C CHHIPOMOM
yIHHenHoro Harepsana QT

KOMHTET TI0 NCKapCTBEHHBIM CPEICTRAM JUIA WCIHOB30BAHNSA YeTOBEKOM
Esponeiickoro Meguiunckoro arentcrsa (CHMP EMA) u KoMuTeT 110 OUSHKE
puckoB Esponeiickoro memmimackoro arentcrsa (PRAC EMA) nocie
nposefieHHoro o03opa M aHaH3a KYMYJSTHBHBLIX JaHHBIX JIHTCPaTypHBIX
nybankanumi, AaHEBIX Oasnl  HexenarcabHbIX peakmuii EudraVigilance,
YBEZOMJIAIOT, UTO KCHAOMETA30JMH - COACPIKAIHE JIeKapCTBEeHHBIE CPeACTBa
MOIYT BBI3BIBATh PHCK Da3BUTHA CEPHLE3HOH IKCIYJOUKOBOH apHTMHH Y
MAIAEHTOB ¢ CHHAPOMOM Y/UIHHEHHOIO HETepBaia OT.

Jlumepamypa:
1. PRAC recommendations on signals, adopled af the 29-31 October 2018 PRAC meeting

EMA/PRAC/78152/2018 Pharmacovigilance Risk Assessment Committee (PRAC) 26
November 2018

2. New prodiuct information wording — extracts from PRAC recommendations on signals
Adopted at  the 29-3]1 October 2018 PRAC. EMA/PRAC/758155/2018
Pharmacovigilance Risk Assessment Commitiee (PRAC) 12 October 2017
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