SPC Wording for

Ciprofloxacin and prolonged QTc interval and Torsade de Pointes
as agreed following the PhVWP in February 2007

Section 4.4 - Special Warnings and Special Precautions for Use

Cardiac disorders:
Since ciprofloxacin is associated with very rare cases of QT prolongation (see section 4.8), caution
should be exercised when treating patients at risk for torsade de pointes arrhythmia.

Section 4.8 - Undesirable effects

Cardiac disorders / Frequency unknown
Ventricular arrhythmia, QT prolongation, torsade de pointes. These events were observed
predominantly among patients with further risk factors for QT prolongation (see section 4.4).




