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

Zofran Injection contains less than 1 mmol sodium (23 mq) per dose, i.e. essentially “sodium-
free”.

4.6. Fertillity, pregnancy and lactation
Pregnancy
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Based on human experience of epidemiological studies, ondansetron is suspected to cause

orofacial malformations when administered during first trimester of pregnancy.
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In one cohort study including 1.8 million pregnancies, first trimester ondansetron use was
associated with an increased risk of oral clefts (3 additional cases per 10,000 women treated;
adjusted relative risk, 1.24 (95% CI 1.03 to 1.48).

The available epidemiological studies on cardiac malformations show conflicting

results. Animal studies do not indicate direct or indirect harmful effects with respect to
reproductive toxicity.

The use of ondansetron in pregnancy is not recommended.

Breast-feeding
Tests have shown that ondansetron passes into the milk of lactating animals. It is therefore
recommended that mothers receiving Zofran should not breast-feed their babies.

Fertility
There is no information on the effects of ondansetron on human fertility.

4.8. Undesirable effects

Eye disorders: very rare:
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1. Observed without definitive evidence of persistent clinical sequelae.

2. The majority of the blindness cases reported resolved within-20 minutes 48-hours. Most patients had
received chemotherapeutic agents, which included cisplatin. Some cases of transient blindness

were reported as cortical in origin.

3. These events were observed commonly in patients receiving chemotherapy with cisplatin.

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Any suspected
adverse events should be reported to the Ministry of Health according to the National Regulation
by using an online form
https://sideeffects.health.gov.il

4.9. Overdose

Treatment
There is no specific antidote for ondansetron, therefore in all cases of suspected overdose,
symptomatic and supportive therapy should be given as appropriate.

Further management should be as clinically indicated or as recommended by the poisons centre,
where available

The use of ipecacuanha to treat overdose with ondansetron is not recommended, as patients
are unlikely to respond due to the anti-emetic action of ondansetron itself.

5.2. Pharmacokinetic properties

Hepatic Impairment
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Following oral, intravenous or intramuscular dosing in patients with severe hepatic
impairment, ondansetron's systemic clearance is markedly reduced with prolonged
elimination half-lives (15- 32 hours) and an oral bioavailability approaching 100% due to
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