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Background: The concurrent use of rivaroxaban and amiodarone in cardiovascular patients raises concerns about poten-
tial drug-drug interactions and increased bleeding risk. Objective: This systematic review aimed to evaluate the impact
of combining amiodarone with rivaroxaban on bleeding events compared to rivaroxaban monotherapy in cardiovascular
patients. Methods: We systematically reviewed observational studies and clinical trials examining bleeding outcomes in
patients receiving rivaroxaban with or without concurrent amiodarone therapy. Studies were included if they reported
clinical bleeding outcomes, included both combination therapy and monotherapy groups, and provided comparative stati-
stical analyses. Results: Eight studies comprising over 130.000 patients were analyzed. The combination of rivaroxaban and
amiodarone was associated with significantly increased bleeding risk across multiple studies, with hazard ratios ranging
from 1.10 to 2.83. The risk difference ranged from 13.94 to 29.7 events per 1000 person-years, with higher risks observed
in patients with elevated HAS-BLED scores and renal impairment. Major bleeding events were consistently elevated, al-
though often without reaching statistical significance, and the interaction appeared specific to amiodarone compared to
other antiarrhythmic drugs. Pharmacokinetic studies demonstrated increased rivaroxaban plasma concentrations when
co-administered with amiodarone, particularly at higher doses and in patients with renal dysfunction. Conclusions: The
combination of rivaroxaban and amiodarone significantly increases bleeding risk compared to rivaroxaban monotherapy,
necessitating careful risk-benefit assessment and enhanced monitoring in patients requiring both medications.
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Lékova interakce mezi rivaroxabanem a amiodaronem: systematicky prehled

Uvod: Sti¢asné pouzivanie rivaroxabanu a amiodarénu u kardiovaskularnych pacientov vyvolava obavy z potencialnych
liekovych interakcii a zvyseného rizika krvacania. Ciel: Tento systematicky prehlad mal za ciel vyhodnotit vplyv kombinacie
amiodarénu s rivaroxabanom na vyskyt krvacania v porovnani s monoterapiou rivaroxabanom u kardiovaskularnych paci-
entov. Metddy: Systematicky sme preskimali observacné studie a klinické skisania skimajice vyskyt krvacania u pacientov
uzivajucich rivaroxaban so sii¢asnou terapiou amiodarénom alebo bez nej. Stadie boli zahrnuté, ak uvadzali klinické vysledky
krvacania, zahfnali skupiny s kombinovanou terapiou aj monoterapiou a poskytovali porovnéavacie statistické analyzy. Vy-
sledky: Analyzovanych bolo osem $tudii zahimajucich viac ako 130 000 pacientov. Kombindcia rivaroxabanu a amiodarénu
bola spojena s vyznamne zvysenym rizikom krvéacania vo viacerych studiach, s pomermi rizika (hazard ratio) v rozmedzi od
1,10 do 2,83. Rozdiel rizika sa pohyboval od 13,94 do 29,7 udalosti na 1000 osoborokov, pricom vyssie rizika boli pozorované
u pacientov so zvy$enym HAS-BLED skére a poruchou funkcie obliciek. Zavazné krvacavé prihody boli konzistentne zvysené,
hoci ¢asto Statisticky nevyznamne, a interakcia sa javila ako Specificka pre amiodardn v porovnani s inymi antiarytmikami.

Farmakokinetické studie preukdzali zvysené plazmatické koncentracie rivaroxabanu pri si¢asnom poddavani s amiodarénom,

PLNA VERZE CLANKU - https://doi.org/10.36290/vnl.2025.087
POUZE PRO PREDPLATITELE VNITRNIHO LEKARSTVi



https://doi.org/10.36290/vnl.2025.087

