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Formulazzjoni gdida tal-kliem tal-informazzjoni dwar
prodott — Siltiet mir-rakkomandazzjonijiet tal-PRAC dwar
is-sinjali

Adottata fil-PRAC ta’ bejn it-3 u s-6 ta’ Lulju 2023

Il-formulazzjoni tal-kliem tal-informazzjoni dwar il-prodott f"dan id-dokument hija estratta mid-
dokument intitolat "Rakkomandazzjonijiet tal-PRAC dwar is-sinjali" li fih it-test shih tar-
rakkomandazzjonijiet tal-PRAC ghall-aggornament tal-informazzjoni dwar il-prodott, kif ukoll xi gwida
generali dwar il-gestjoni tas-sinjali. Jista’ jinstab hawnhekk (bl-Ingliz biss).

It-test il-gdid li ghandu jizdied mal-informazzjoni dwar il-prodott huwa sottolinjat. It-test attwali li
ghandu jithassar huwa magtugh.

1. Olaparib - Hsara epatocellulari u epatite (EPITT nru
19846)

Sommarju tal-karatteristici tal-prodott
4.4, Twissijiet specjali u prekawzjonijiet ghall-uzu

Epatotossicita

Kazijiet ta’ epatotossicita kienu rrappurtati f'pazjenti ttrattati b’olaparib (ara sezzjoni 4.8). Jekk
jizviluppaw sintomi jew sinjali klinici li jissuggerixxu epatotossicita, ghandha ssir evalwazzjoni klinika
fil-pront tal-pazjent u I-kejl tat-testijiet tal-funzjoni tal-fwied. F'’kaz ta’ hsara suspettata fil-fwied
ikkawzata mill-medic¢ina (DILI), it-trattament ghandu jigi interrott. F'’kaz ta’ twaqqif sever tat-
trattament DILI, it-twaqqif ghandu jitgies bhala klinikament xierag.

4.8. Effetti mhux mixtiega

Tabella 1 Lista f'tabella ta’ reazzjonijiet avversi

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, 2023. Reproduction is authorised provided the source is acknowledged.


https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-signals-adopted-3-6-july-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

Sistema tal-Klassifika tal-Organi MedDRA Frekwenza tal-gradi Kollha ta’ CTCAE

Disturbi fil-fwied u fil-marrara Mhux maghruf

Hsara fil-fwied ikkawzata mill-medic¢ina*

Komuni

Zieda fit-transaminazi®

* Kif osservat fl-ambjent ta” wara t-tgeghid fis-suq.

a Zieda fit-transaminazi tinkludi PTs ta’ zieda fl-alanina aminotransferazi, zieda fl-

aspartatamminotransferazi, zieda fl-enzimi tal-fwied u ipertransaminasemija.

Fuljett ta’ taghrif
2. X'ghandek tkun taf gabel ma tiehu Lynparza
Twissijiet u prekawzjonijiet

Kellem lit-tabib, lill-ispizjar jew lill-infermier tieghek gabel jew waqt it-trattament b’Lynparza:

e jekk tinnota sfurija tal-gilda tieghek jew tal-abjad ta’ ghajnejk, awrina skura anormali (kulur

kannella), ugigh fuqg in-naha tal-lemin tal-parti tal-istonku tieghek (addome), gheja, thossok

ingas bil-guh mis-soltu jew dardir mhux spjegat u rimettar ikkuntattja lit-tabib tieghek

minnufih peress li dan jista’ jindika problemi fil-fwied tieghek

4. Effetti sekondarji possibbli
Effetti sekondarji ohra jinkludu

mhux maghruf (ma jistax jigi stmat minn data disponibbli)

- Sinjali ta’ problemi fil-fwied, bhal sfurija tal-gilda tieghek jew tal-abjad ta’ ghajnejk (suffejra),

dardir jew rimettar, ugigh fug in-naha tal-lemin tal-parti tal-istonku tieghek (addome), awrina

skura (kulur kannella), thossok ingas guh mis-soltu, gheja

Komuni (jistghu jaffettwaw sa persuna wahda f'10)

o [ ] testijiet anormali tal-funzjoni tal-fwied
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