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Rapid conversion of recent onset atrial fibrillation to sinus rhythm in adults who are
hemodynamically stable.

- For non-surgery patients: atrial fibrillation < 7 days duration

- For post-cardiac surgery patients: atrial fibrillation < 3 days duration
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4.4 Special warnings and precautions for use

Hypotension
Hypotension can occur in a small number of patients (vernakalant 5.7%, placebo 5.5% in
the first 2 hours post-dose).

Valvular heart disease
In patients with valvular heart disease, there was a higher incidence of ventricular
arrhythmia events in vernakalant patients. These patients should be monitored closely.




4.8 Undesirable effects

Table 1: Adverse reactions

Cardiac disorders Common: Bradycardia®, atrial flutter®

Uncommon: Sinus arrest, ventricular tachycardia, palpitations,
bundle branch block left, ventricular extrasystoles, AV block
first degree, AV block complete, bundle branch block right,
sinus bradycardia, , ECG QRS complex prolonged, cardiogenic
shock, blood pressure diastolic increased

Rare: Atrial flutter with 1:1 atrioventricular conduction b:¢

Respiratory, thoracic | Very common: Sneezing
and mediastinal
disorders Common: Cough, nasal discomfort

Uncommon: Dyspnoea, throat irritation, oropharyngeal pain,
nasal congestion suffocation feeling, choking sensation,
rhinorrhoea

General disorders Common: Infusion site pain, feeling hot, infusion site
and administrative paraesthesia
site conditions Uncommon: Fatigue, Infusion site irritation, infusion site

hypersensitivity, infusion site pruritus, malaise
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