Paloxi

Palonosetron

Composition

Paloxi Tablet: Each film coated tablet contains
Palonosetron Hydrochloride USP equivalent to
Palonosetron 0.5 mg.

Paloxi Injection: Each ampoule contains 1.5
mL  solution  containing  Palonosetron
Hydrochloride USP equivalent to Palonosetron
0.075 mg.

Paloxi 0.25 Injection: Each vial contains 5 mL
solution containing Palonosetron Hydrochloride
USP equivalent to Palonosetron 0.25 mg.
Paloxi ODT Tablet: Each orally dispersible
tablet contains Palonosetron Hydrochloride
USP equivalent to Palonosetron 0.5 mg.

Pharmacology

Palonosetron is a 5-HT3 receptor antagonist
with a strong binding affinity for this receptor
and little or no affinity for other receptors.

Indication
Paloxi is indicated for the-

e Prevention of both acute and delayed
nausea and vomiting.

e Prevention of postoperative nausea and
vomiting (PONV) for up to 24 hours
following surgery.

® Prevention of acute nausea and vomiting
associated with highly & moderately
emetogenic cancer chemotherapy.

Dosage and administration

Usual dosage

Adult tablet dosage: One 0.5 mg tablet/day.
Adult IV dosage: A single 0.075 mg (1
ampoule) 1V dose.

Paediatric tablet dosage (1 month to less than
17 years): 0.25 mg/day (Half orally dispersible
tablet).

Postoperative Nausea and Vomiting

Adult IV dosage: A single 0.075 mg IV dose
administered over 10 seconds immediately
before the induction of anesthesia.

Chemotherapy-Induced Nausea and Vomiting
Adults tablet dosage: One 0.5 mg tablet
administered approximately one hour prior to
the start of chemotherapy.

Adult 0.25 mg 1V dosage: A single 0.25 mg IV
dose administered over 30 seconds. Dosing
should occur approximately 30 minutes before
the start of chemotherapy.

Child dosage: A single 1-3 mcg/kg (half
ampoule) IV dose.

Contra-indication

Palonosetron is contraindicated in patients
known to have hypersensitivity to the drug or
any of its components.

Warning and Precaution

Hypersensitivity reactions may occur in
patients who have exhibited hypersensitivity to
other 5-HT3 receptor antagonists.

Renal Impairment: Mild to moderate renal
impairment does not significantly affect
Palonosetron pharmacokinetic parameters.
Dosage adjustment is not necessary in patients
with any degree of renal impairment.

Hepatic Impairment: Hepatic impairment does
not significantly affect total body clearance of
Palonosetron compared to the healthy
subjects. Dosage adjustment is not necessary
in patients with any degree of hepatic
impairment.

Side effects
The most common side effects are headache
and constipation.

Use in pregnancy & lactation

Pregnancy category B. No evidence of
impaired fertility or harm to the fetus has been
found in humans due to Palonosetron.

Use in children & adolescents

Safe and effective in child patients from 28
days of age has been established by clinical
trial.

Drug interaction

Palonosetron is eliminated from the body
through both renal excretion and metabolic
pathways with the latter mediated via multiple
CYP enzymes. Therefore, the potential for
clinically significant drug interactions with
Palonosetron appears to be low.

Overdose
Overdose should be managed with supportive
care.

Storage

Store below 30° C and dry place, away from
light. Keep out of the reach of children. Do not
freeze (for injection).

Packing

Paloxi Tablet: Each commercial box contains
30 film coated tablets in Alu-Alu blister pack.
Paloxi Injection: Each commercial box
contains one ampoule of 1.5 mL solution
containing Palonosetron 0.075 mg.

Paloxi 0.25 Injection: Each commercial box
contains one vial of 5 mL solution containing
Palonosetron 0.25 mg.

Paloxi ODT Tablet: Each commercial box
contains 30 orally dispersible tablets in Alu-Alu
blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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