Rekomandimet e sinjaleve nga PRAC-u

28 Shtator 2020!
EMA/PRAC/458924/2020
Pharmacovigilance Risk Assessment Committee (PRAC)

Cdo muaj Agjencia Europiane e Barnave (EMA) publikon pérmbledhjen e té gjitha sinjaleve té
sigurisé té diskutuara gjaté mbledhjes sé fundit té Komitetit t¢é Farmakovigjilencés pér
Vlerésimin e Rrezikut (PRAC).

Pérmbledhja pérfshin rekomandimet e PRAC-ut pér barnat e autorizuara né nivel gendror dhe
nacional.

1. Abirateron — Reaksion anafilaktik

Informacione té métejshme jané né dispozicion né fagen e internetit t¢ EMA-s (rekomandimet e
PRAC-ut pér sinjalet e miratuara né mbledhjen e PRAC-ut té datés 31 Gusht-3 Shtator 2020):

Vegza: https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-
signals-adopted-31-august-3-september-2020-prac-meeting en.pdf

2. Fluorokinolonet né formulimet pér pérdorim sistemik dhe inhalator 2 — regurgitacioni i
valvulés sé zemrés, disekcioni i arteries cervikale dhe aneurizmi dhe disekcioni i aortés

Informacione té métejshme jané né dispozicion né fagen e internetit t¢ EMA-s (rekomandimet e
PRAC-ut pér sinjalet e miratuara né mbledhjen e PRAC-ut té datés 31 Gusht-3 Shtator 2020):

Vegza: https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-
signals-adopted-31-august-3-september-2020-prac-meeting_en.pdf
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3. Interferon alfa-2a; peginterferon alfa-2a — ¢rregullim nga spektri i neuromielitit optik

Informacione té métejshme jané né dispozicion né fagen e internetit t6 EMA-s (rekomandimet e
PRAC-ut pér sinjalet e miratuara né mbledhjen e PRAC-ut té datés 31 Gusht-3 Shtator 2020):

Vegza: https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-
signals-adopted-31-august-3-september-2020-prac-meeting en.pdf

4. Pomalidomid — Leukoencefalopatia progresive multifokale (PML)

Informacione té métejshme jané né dispozicion né fagen e internetit t¢ EMA-s (rekomandimet e
PRAC-ut pér sinjalet e miratuara né mbledhjen e PRAC-ut té datés 31 Gusht-3 Shtator 2020):

Vegza: https://www.ema.europa.eu/en/documents/prac-recommendation/prac-recommendations-
signals-adopted-31-august-3-september-2020-prac-meeting_en.pdf

1 Data e pritshme e publikimit. Data aktuale e publikimit mund té kontrollohet né webfagen e dedikuar pér rekomandimet e PRAC —ut pér
sinjalet e sigurisé

2 Ciprofloxacin; delafloxacin; levofloxacin; lomefloxacin; moxifloxacin; norfloxacin; ofloxacin; pefloxacin; prulifloxacin; rufloxacin
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