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Adults :

For the management of nausea and vomiting induced by cytotoxic chemotherapy and radiotherapy.
For the prevention and treatment of post -operative nausea and vomiting (PONV).

Pediatric population :

For the management of chemotherapy -induced nausea and vomiting (CINV) in children aged = 6
months , and for the prevention and treatment of PONV in children aged = 1 month
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4.4. Special warnings and precautions for use

Myocardial ischemia has been reported in patients treated with ondansetron. In some cases,
predominantly during intravenous administration, the symptoms appeared immediately after
administration but recovered with prompt treatment. Therefore, caution should be exercised during
and after administration of ondansetron.

4.8. Undesirable effects

Tabulated list of adverse reactions

Adverse events are listed below by system organ class and frequency. Frequencies are defined as: very
common (>1/10), common (>1/100 to <1/10), uncommon (>1/1000 to <1/100), rare (>1/10,000 to
<1/1000) and very rare (<1/10,000) and not known (cannot be estimated from the available data).
Very common, common and uncommon events were generally determined from clinical trial data.
The incidence in placebo was taken into account. Rare ané-,very rare and not known events were
generally determined from post-marketing spontaneous data.
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Cardiac disorders

Uncommon: Arrhythmias, chest pain with or without ST segment depression, bradycardia.
Rare: QTec prolongation (including Torsade de Pointes)
Not known: Myocardial ischemia *

*These types of adverse drug reactions have been derived from post-marketing experience with Ondansetron -
Fresenius via spontaneous case reports and literature cases. Because these reactions are reported voluntarily from
a population of uncertain size, it is not possible to reliably estimate their frequency which is therefore
categorized as not known.
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