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Baloxa®

Baloxavir Marboxil
Tablet

Description

Baloxa® is an antiviral polymerase endonuclease inhibitor. Baloxa® is
a film-coated tablet for oral administration. The active component of
Baloxa® is Baloxavir Marboxil.

Pharmacology

Baloxavir Marboxil is a prodrug that is converted by hydrolysis to
Baloxavir, the active form that exerts anti-influenza virus activity.
Baloxavir inhibits the endonuclease activity of the polymerase acidic
(PA) protein, an influenza virus-specific enzyme in the viral RNA
polymerase complex required for viral gene transcription, resulting in
inhibition of influenza virus replication.

Indications
Baloxa® is an influenza virus polymerase acidic (PA) endonuclease
inhibitor indicated for the treatment of acute uncomplicated influenza
in patients 12 years of age and older who have been symptomatic for
no more than 48 hours and who are:

otherwise healthy, or
+ at high risk of developing influenza-related complications
Baloxa® is also indicated for post-exposure prophylaxis (PEP) of
influenza in patients 12 years of age and older following contact with
an individual who has influenza.

Dosage And Administrations
Take a single dose of Baloxa® orally within 48 hours of symptom
onset with or without food. The dose of Baloxa® depends on weight.

Patient Body Weight (kg) | Recommended Single Oral Dose

40 to less than 80 kg Two 20 mg tablets taken at the
same time for a total single dose of
40 mg

At least 80 kg Two 40 mg tablets taken at the
same time for a total single dose of
80 mg

Contraindications
Baloxa® is contraindicated in patients with a history of
hypersensitivity to Baloxavir Marboxil or any of its ingredients.

Warning and Precautions

Hypersensitivity such as anaphylaxis, angioedema, urticaria, and
erythema muitiforme: Initiate appropriate treatment if an allergic-like
reaction occurs or is suspected.

Risk of Bacterial Infection: Serious bacterial infections may begin
with influenza-like symptoms, may coexist with, or occur as a
complication of influenza. Baloxa® has not been shown to prevent
such complications. Prescribers should be alert to potential
secondary bacterial infections and treat them as appropriate.

Side effects

Adverse events reported in at least 1% of adult and adolescent
subjects treated with Baloxa® included diarrhea (3%), bronchitis
(3%), nausea (2%), sinusitis (2%) and headache (1%).

Use in Specific Populations

Pregnancy: There are no available data on Baloxavir Marboxil use in
pregnant women to inform a drug-associated risk of adverse
developmental outcomes.

Lactation: There are no data on the presence of Baloxavir Marboxil in
human milk, the effects on the breastfed infant, or the effects on milk
production.

Pediatric Use: The safety and effectiveness of Baloxavir Marboxil for
the treatment of acute uncomplicated influenza have been
established in pediatric patients 12 years of age and older weighing
at least 40 kg.

Drug Interactions

+ Avoid co-administration of Baloxa® with dairy products,
calcium-fortified beverages, polyvalent cation-containing
laxatives, antacids, or oral supplements (e.g., calcium, iron,
magnesium, selenium, or zinc).

« Live attenuated influenza vaccines may be affected by antivirals.

Overdosage

Treatment of an overdose of Baloxa® should consist of general
supportive measures including monitoring of vital signs and
observation of the clinical status of the patient. There is no specific
antidote for overdose with Baloxa®.

Pharmaceutical Precautions
Do not store above 30° C. Keep in a dry place. Protect from light and
keep out of the reach of children.

Commercial Pack

Baloxa® 20 Tablet: Box containing 2 tablets in 1x2’s Alu-Alu form
pack. Each film coated tablet contains Baloxavir Marboxil INN 20 mg.
Baloxa® 40 Tablet: Box containing 2 tablets in 1x2’s Alu-Alu form
pack. Each film coated tablet contains Baloxavir Marboxil INN 40 mg.
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Manufactured by

BEXIMCO PHARMACEUTICALS LTD.

126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh

3020008885 051021
® Baloxa is a registered trademark of Beximco Pharmaceuticals Ltd.



