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

Adottati fil-PRAC ta’ bejn il-25 u t-28 ta’ Settembru 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. Azacitidine (formulazzjonijiet injettabbli) — Vaskulite tal-
gilda (EPITT nru 19929)

Sommarju tal-karatteristici tal-prodott

4.8 - Effetti mhux mixtiega

Disturbi fil-gilda u fit-tessuti ta’ taht il-gilda

Frekwenza “mhux maghruf”: Vaskulite tal-gilda

Fuljett ta’ taghrif
4 - Effetti sekondarji possibbli
Mhux maghruf (ma tistax tittiehed stima tal-frekwenza mid-data disponibbli):

Infijammazzjoni tal-vini tad-demm fil-gilda li tista’ tirrizulta f'raxx (vaskulite tal-gilda)

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-25-28-september-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

	1.  Azacitidine (formulazzjonijiet injettabbli) – Vaskulite tal-ġilda (EPITT nru 19929)

