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Prijaté na zasadnuti vyboru PRAC v drioch 10. az 13. februara 2025

Znenie informacii o lieku v tomto dokumente je vynaté z dokumentu s nazvom Odporacania vyboru
PRAC tykajuce sa signalov, ktory obsahuje cely text odporucani vyboru PRAC na aktualizaciu informacii
o lieku, ako aj urcité vSeobecné usmernenie k spracovaniu signalov. Nachadzaju sa na webovej stranke
venovanej Odporucaniam vyboru PRAC tykajucim sa bezpecnostnych signédlov (len v anglictine).

Novy text, ktory ma byt pridany do informacii o lieku, je podciarknuty. Stéasny text, ktory sa ma
odstranit, je preéiarknuty.

1. Mogamulizumab - kolitida (EPITT ¢. 20113)

Suhrn charakteristickych vlastnosti lieku
4.8 Neziaduce ucinky

Poruchy gastrointestinalneho traktu
Frekvencia ,Casté":

Kolitida

Opis vybranych neziaducich reakcii

Poruchy gastrointestindlneho traktu

Kolitida bola charakterizovana najma vodnatou hnackou, v niektorych pripadoch nadmernou.

Pisomna informacia pre pouzivatel’a

4, Mozné vedlajsie Ucinky

1 Expected publication date. The actual publication date can be checked on the webpage dedicated to PRAC
recommendations on safety signals.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/signal-management/prac-recommendations-safety-signals

Zavazné vedl'ajsSie acinky

== s v

Casté vedl'ajsie Gc¢inky (mdzu postihovat az 1 z 10 0s6b):

- vodnatd hnadka, ¢astejsia stolica ako zvy&ajne, silnd bolest brucha alebo citlivost, ktoré su
moznymi priznakmi zapalu hrubého ¢reva (kolitidy).
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