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Ondansetron smg2ml

Ampoule

Ondansetron (as Hydrochloride) 4mg/2ml Ampoule

Description

Ondansetron is a selective 5-HT3 antagonist which belongs to a group of medicines

called anti-emetics or anti-sickness Medicine. (1)

Indications and Usage

«Prevention of chemotherapy - induced nausea and vomiting: For the prevention of

nausea and vomiting associated with initial and repeat courses of emetogenic cancer

chemotherapy, including high-dose Cisplatin.

«Preventiol rative nausea or vomiting: For the prevention of

Postoperative nausag andjor vomiting. (2)

Dosage and Admlnlstmllon

General dosi : Dilute the O ampoule before use for

prevention of chemolherapy—mduced nausea and vomiting. Dilute in 50 ml of sodium

?I%\Orldell) .9% (Or other compatible infusion fluid) before administration and infuse over
minute:

1) Prevennon of cchemotherapy -induced nausea and vomiting

Three-dose regimen:

Usual dosage — three 0.15 mg/kg IV doses. The first dose is administered 30 minutes

before the start of dose: 4and
hours after the first dose of Ondansetron.

Maximum dose — 16 mg/dos

«Pediatric:

6 months to 18 years of

Usual dosage — three 0. 15 mg/Kg IV doses. The first dose is to be admlnlsﬁered 30

minutes before the start of highly

doses are administered 4 to 8 hours after the first dose of Ondansetron

Maximum dose — 16 mg/dos:

ZI)\Srelvenlion of pos(operative nausea and vomiting

‘While recommended as a fi xed dose for patients weighing more than 40 kg, few patients

above 80 kg have been studi

Usual dosage: 4 m &l’mdlluled IV (in not less than 30 seconds preferably over 2 to 5

minutes) immediately before in u(mon of anesthesia, or postoperatively if the patient did

not receive nausea and/or vomiting occurring

within 2 hours after surgery.

In patients who do not achieve adequate control of postoperatlve nausea and/nr vomllmg

following a single, prophylactic, preinduction IV dose of Ondan:

administration of a second IV dose of Ondansetron 4 mg pos(opera(lvely does no(

provide addtional control of nausea and/or vomiting.
" : o mg (undi 2

(IM) as a single injection. (2)
ePediatric:
1 month to 12 years of age:

prior to or following ai

ia induction, or ively if the
pallen( did not receive d i nausea and/or vomiting
oceurring shortly after surgery.
Prevention of further nausea and/or vomiting was only studied in patients who had not
received prophylactic Ondansetron
Weighing more than 40 kg: 4 mg IV (over 2 to 5 minutes) as a single dose.
Weighing 40 kg orless: 0.1 mgfkg IV (over 2 to 5 minutes) as a single dose. (2, 3)
+Older adults
Single IV doses > 16 mg e no longer recommended due to potential for QT
prolongation. In patients = 75 years, Canadian recommendations place additional
restrictions to limit initial IV doses to <8 mg due to this risk. (3)
«Patients with Hepatic impairment

concentrations were deci
Tramadol: Data from small siudles indicate that Ondansetron may reduce the analgesic
eﬁect of tramadol.

use .(1,2)
Adverse Reactions
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:
Nervous system disorders
Very common: Headache.
Uncommon: Seizures, movement disorders (including extrapyramidal reactions such as
dystonic reactions, oculogyric crisis and dyskinesia) (a).

of O with and

reactions, severe, including anaphylaxis.

Rare: Dizziness ly during rapid I

Eye Disorders

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

ry rare: Transient blindness
Cardiac disorders
Uncommon:  Arrhythmias,
bradycardia.
Rare: QTc prolongation (including Torsade de Pointes).
Unknown: Myocardial ischemia®.
Vascular disorders
Common: Sensation of warmth or flushing.
Uncommon: Hypotension

y, thoracic and iastinal disordk
Uncommon: Hiccups.
Gastrointestinal disorders
Common Conshpatlon
Hepatol isorders
Uneommon: 2 mplnmallc increases in liver function tests (c).
General disor istration site conditions
Common: Local IV injection site reactions. }
(a). Observed without definitive evidence of persistent clinical sequelae.
(b). the majority of the blindness cases reported resolved within 20 minutes. Most patients
had received chemotherapeutic agents, which included Cisplatin. Some cases of transient
blindness were reported as cortical in origin.
g:) (Ihese events were observed commonly in patients receiving chemotherapy with
isplatin

*These types of adverse drug reactions have been denved from post-marketing
experience with Ondansetron via ecause
these reactions are reported voluntarily from a populat\on of uncertain swze it is not
possible to reliably estimate their frequency which is therefore categorized as not known.
Pregnancy and Lactation:
Women of childbearing potential: should consider the use of contraception. (1)
Pregnancy: Adverse events have not been observed in animal reproduction studies. Only
use 5-HT3 receptor antagomsts if clearly needed. (2)
Breast-feeding: tests have shown that Ondansefron passes into the milk of lactating
animals. It is therefore recommended that mothers receiving Ondansetron should not
breast-feed their babies. (1)

during ini tion (b).

chest pain, with or without ST segment depression,

erdose
Symptoms and Signs
In the majority of cases, symptoms were similar to those already reported in patients

Clearance of Ondanselmn is significantly reduced and serum half-life
prolonged in subjects with moderate or severe impairment of hepatic function. In such
patients a total daily dose of 8 mg should not be exceeded and therefore parenteral or
oral administration is recommended.
+Patients with Renal impairment
No alteration of daily dosage or frequency of dosing, or route of administration are
required.
«Patients with poor Sparteine/Debrisoquine metabolism
No alteration of daily dosage or frequency of dosing is required. (1)
Contraindications
Hypersensitivity to the active substance (or other selective 5SHT3 receptor antagonists) or
to any of the excnplen . . . "

is

Wamlngs and Precautions
Talk to your doctor or pharmacist before receiving Ondansetron Injection.

ave or have had prolonged QT interval (seen on an ECG, electrical recording of
the heart).
« If you have or have had alterations in heart rhythm (including a slow or uneven
heartbeat) or other heart problems (such as heart failure or conduction disorders).be
alert to the signs and symptoms of myocardial ischemia specially in case of intravenous
administration.
. Ifdyou have prob\ems with the levels of salts in your blood, such as potassium, sodium
and magne:
« If you have Ilver problems.
« If you have gut problems such as a blockage or suffer from severe oonsllpa(\on
«If you have just had or are going to have your adenoids or tonsils removed.
« If'you have depression or other conditions that are treated with antidepressants. The
use of these medicines together with Ondansetron Injection can lead to serotonin
syndrome, a potentially life-threatening condition.
Special precautions should be taken if Ondansetron Injection is to be given to a child
receiving medication for cancer treatment which might alter liver function. (1)
Interactions
Caution should be exercised when Ondansetron is co administered with drugs that
prolong the QT interval (including some Cytotoxics) and/or cause electrolyte
abnormalities.
Use of Ondansetron with QT prolonging drugs may result in additional QT prolongation.
Concom\tam use of Ondansetron with cardiotoxic drugs e.g. anthracyclines (such as

[ 1) or annmonc?1 (such as Erythromycm)
such as

uch as
blockers (such as Atenolol or Timolol) may increase the risk of arrhythmias.
Serotonergic Drugs (e.g. SSRIs and SNRIs): There have been post-marketing reports
describing patients with serotonin syndrome (including altered mental status, autonomic
instability  and neuromuscular abnormalities) following the concomitant use of
Ondansetron and other serotonergic drugs (including SSRIis and SNRIs).
Phenytoin, Carbamazepine and Rifampicin: In patients treated with potent inducers of
CYP3A4, the oral clearance of Ondansetron was increased and Ondansetron blood

receiving that have been reported include visual
; and a vasovagal episode With transient

second degrse A\/ block.

Ondansetron prolongs the QT interval in a d
recommended in cases of

Overdose.

Pediatric population

Pediatric cases consistent with serotonin syndrome have been reported after inadvertent
oral overdoses of Ondansetron (exceeded estimated ingestion of 4 mg/kg) in infants and
children aged 12 months to 2 years.

Management

There is no specific antidote for Ondansetron, therefore in all cases ol suspected
overdose, symptomatic and supportive therapy should be given as appropriat

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 itseff. (1)
Incompatibilities

Ondansetron injection should not be administered in the same syringe or infusion as
any other medication. Ondansetron injection should only be mixed with those infusion
solutions that are compatible. In addition, alkaline solutions and fluorouracil in
concentrations greater than 0.8mg per ml have been shown to be physically
incompatible with Ondansetron. (1, 4)

Storage Conditions

Store below 30°C. Protect from light and freezing.

Keep in the box until just before use.

Packaging

Each 2 ml ampoule contains 4mg Ondansetron (as HCI). 10 ampoules with a leaflet are
\nsened into a cardboard box.

manner. ECG itoring is

SEMC (Electronic Medicines Compendium)
2)Fact and comparisons 2017

3)Up To Date

4)USPDI 2007, Ondansetron injection
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