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Textinn i pessu skjali fyrir lyfjaupplysingar er Gtdrattur ur skjali sem nefnist ‘PRAC raddleggingar vegna
oryggisboda (PRAC recommendations on signals)’ en i pvi skjali er heildartexti med radleggingum PRAC
um uppfaerslu a lyfjaupplysingum asamt almennum leidbeiningum um malsmedferd 6ryggisboda.
Skjalid er haegt ad nalgast hér (adeins a ensku).

Nyr texti sem baeta a vid lyfjaupplysingar er undirstrikadur. Texti sem & ad eyda er yfirstrikadt

1. Nivolumab - Bodefnafar (EPITT nr. 19880)

Samantekt a eiginleikum lyfs
4.8. Aukaverkanir

Tafla 6: Aukaverkanir vid nivolumab einlyfjamedferd

Nivolumab einlyfjamedferd

Onaemiskerfi

Algengar Innrennslistengd vidbrogd (pb. & m. bodefnafar, ofnaemi (p. @ m.
bradaofnaemisvidbrégd)

1 Expected publication date. The actual publication date can be checked on the webpage dedicated to PRAC
recommendations on safety signals.
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https://www.ema.europa.eu/documents/prac-recommendation/prac-recommendations-signals-adopted-5-8-june-2023-prac-meeting_en.pdf
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals

Tafla 7: Aukaverkanir vi® notkun nivolumabs dsamt 68rum lyfjum

Asamt ipilimumabi (med eda an | Asamt Asamt cabozantinibi
krabbameinslyfjamedferdar) krabbameinslyfjamedferd

Onaemiskerfi

Algengar Innrennslistengd vidbrégd Innrennslistengd ofnaemi (p.m.t.
(b.m.t. bodefnafar, ofnaemi vidbrogd (p.m.t. brédaofnaemisvidbrégd)

bodefnafar, ofneemi

Sjaldgeefar innrennslistengd
ofnaemisvidbrégd

2. Tofacitinib — brymlabélur (EPITT nr. 19885)

Samantekt a eiginleikum lyfs
4.8. Aukaverkanir
HU& og undirhid

Tidni ,algengar": prymlabdlur

Fylgisedill
4. Hugsanlegar aukaverkanir

Algengar (geta komid fyrir hja allt ad 1 af hverjum 10 einstaklingum): brymlabdlur
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