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Zalu informacijas formuléjums Saja dokumenta ir ieglits no dokumenta “PRAC ieteikumi par signaliem”,
kas satur zalu informacijas atjauninajuma PRAC ieteikumu visu tekstu, ka ari dazas visparigas
vadlinijas par darbu ar signaliem. Tas ir atrodams Farmakovigilances riska vértésanas komitejas
(Pharmacovigilance Risk Assessment Committee — PRAC) ieteikumu par droSuma signaliem timekla
vietné (tikai anglu valoda).

Zalu informacijai pievienotais jaunais teksts ir pasvitrots. Pasreizéjais teksts, kas tiks dzésts, ir
parsvitrots.

1. Abemaciklibs; palbociklibs; ribociklibs —daudzformu
eritema (EPITT Nr. 19973)

Zalu apraksts

Abemaciklibs

4.8. Nevélamas blakusparadibas

8. tabula. Nevelamas blakusparadibas, par kuram zinots 3. fazes petijumos par abemaciklibu
kombinacija ar endokrino terapiju (N = 3559) un pécregistracijas pieredzes laika

Adas un zemadas audu bojajumi

Biezums “reti”: daudzformu eritéma

Ribociklibs

4.8. Nevélamas blakusparadibas

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, 2024. 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

7. tabula. Nevélamas blakusparadibas, par kuram zinots tris I1I fazes kliniskajos pétijumos
un pécregistracijas pieredzes laika

Adas un zemadas audu bojajumi

Biezums “reti”: daudzformu eritéma
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Nevelamasblakusparadtbas,parkuram—zinotspeered acijaspieredzestaika. [Visas tabula
noraditas zvaigznites, ko pieméro nevélamam blakusparadibam, attiecigi jasvitro]

Palbociklibs
4.8. Nevélamas blakusparadibas

4. tabula. Nevelamas blakusparadibas, pamatojoties uz apvienoto datu kopu no trim
randomizétiem péetijumiem (N=872) un pécregistracijas pieredzi

Adas un zemadas audu bojajumi Visas pakapes 3. pakape 4. pakape
n (%) n (%) n (%)

Retak 1(0,1 0(0,0 0(0,0

daudzformu eritéma 1(0.1) 0(0,0) 0(0,0)

- [Visas tabula noraditas zvaigznites,

ko pieméro nevélamam blakusparadibam, attiecigi jasvitro]

LietoSanas instrukcija

4. Iespéjamas blakusparadibas
Abemaciklibs un ribociklibs - biezums “reti”
Palbociklibs — biezums “retak”

Adas reakcija, kas izraisa sarkanus plankumus vai laukumus uz ddas, kas var izskatities ka3 mérkis vai
“bulla acs” ar tumsi sarkanu centru, ko ieskauj blavaki sarkani gredzeni (daudzformu eritéma).
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