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049-96-26549-22 Zofran tablets 4 mg

049-95-26560-22 Zofran tablets 8 mg
ondansetron ( as hydrochloride dihydrate ) :7'vo 2a'on
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Adults:

Zofran is indicated for the management of nausea and vomiting induced by cytotoxic chemotherapy and
radiotherapy.

Zofran is indicated for the prevention and treatment of post-operative nausea and vomiting (PONV).

Paediatric Population:

Zofran is indicated for the management of nausea and vomiting induced by cytotoxic chemotherapy.
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Special warnings and precautions for use

Hypersensitivity reactions have been reported in patients who have exhibited hypersensitivity to
other selective 5HT3 receptor antagonists. Respiratory events should be treated symptomatically
and clinicians should pay particular attention to them as precursors of hypersensitivity reactions.

Ondansetron prolongs the QT interval in a dose-dependent manner (see section 5.1). In
addition, post-marketing cases of Torsade de Pointes have been reported in patients using
ondansetron. Avoid ondansetron in patients with congenital long QT syndrome. Ondansetron
should be administered with caution to patients who have or may develop prolongation of QTc,
including patients with electrolyte abnormalities, congestive heart failure, bradyarrhythmias or
patients taking other medicinal products that lead to QT prolongation or electrolyte
abnormalities.

Cases of myocardial ischemia have been
reported in patients treated with ondansetron. In some patients, especially in the case of
intravenous administration, symptoms appeared immediately after administration of ondansetron.
Patients should be alerted to the signs and symptoms of myocardial ischemia.



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 (>1/1,000 to <1/100), rare
(=1/10,000 to <1/1,000), 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, very rare and
not known events were generally determined from post-marketing spontaneous data.

The following frequencies are estimated at the standard recommended doses of ondansetron.
The adverse event profiles in children and adolescents were comparable to that seen in adults.

Immune system disorders

Rare: Immediate hypersensitivity reactions sometimes severe, including
anaphylaxis.

Nervous system disorders

\Very common: Headache.

Uncommon: Seizures, movement disorders (including extrapyramidal reactions
such as dystonic reactions, oculogyric crisis and dyskinesia)®.

Rare: Dizziness predominantly during rapid IV administration.

Eye disorders

Rare: Transient visual disturbances (e.g. blurred vision) predominantly
during IV administration.

Very rare: Transient blindness predominantly during IV administration ©.

Cardiac disorders

Uncommon: Arrhythmias, chest pain with or without ST segment
depression, bradycardia.

Rare: QTc prolongation (including Torsade de Pointes).

Not known Myocardial ischemia* (see section 4.4)

Vascular disorders

Common: Sensation of warmth or flushing.

Uncommon: Hypotension.

Respiratory, thoracic and mediastinal disorders

Uncommon: Hiccups.

Gastrointestinal disorders

Common: Constipation.

Hepatobiliary disorders

Uncommon: Asymptomatic increases in liver function tests ©.
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