Billi®

Bilastine
Tablet/Orally Dispersible Tablet/Oral Solution

Description

Billi® is a preparation of Bilastine.

Pharmacology

Bilastine is a non-sedating, long acting histamine antagonist with
high selectivity and high affinity to Hi1 receptor. (3 times higher than
Cetirizine and 6 times higher than Fexofenadine). Even at high
concentration, Bilastine does not show affinity for 30 other receptors
including muscarinic, serotonergic, dopaminergic and noradrenergic
receptors or other receptor subtypes (Hz, Ha, Ha). Therefore, it shows
very good efficacy and safety profile in treating allergic conditions.
Indications

Symptomatic treatment of allergic rhinitis, allergic rhino-conjunctivitis
and urticaria. It is also used to relieve symptoms of hay fever
(sneezing, itchy, runny blocked-nose and watery eyes).

Dosage and Administrations

Children 6 to 11 years (a body weight of at least 20 kg): 10 mg
Orally dispersible tablet or 4 ml Oral Solution once daily.

The maximum recommended daily dose is 10 mg in children, which
should not be exceeded. If a dose is missed, the next scheduled
dose should be taken. An extra dose should not be taken. Bilastine
oral dispersible tablet should be placed in mouth and it will disperse
rapidly and then swallowed. Alternatively, the tablet can be dispersed
in a tea spoon of water before being swallowed by the children.
Adults & adolescents (12 years of age and over): 20 mg tablet once
daily.

Elderly: No dosage adjustments are recommended in patients over
65 years of age.

The maximum recommended daily dose in adults is 20 mg, which
should not be exceeded. If a dose is missed, the next scheduled
dose should be taken. An extra dose should not be taken. Bilastine,
once daily, should be swallowed with water on an empty stomach to
achieve optimal exposure to Bilastine.

Contraindications

Hypersensitivity to active substance or any other excipients of Billi®.
Warning and Precautions

Efficacy and safety of Bilastine in children under 2 years of age have
not been established and there is little clinical experience in children
aged 2 to 5 years, therefore Bilastine should not be used in these age
groups. In patients with moderate or severe renal impairment
co-administration of Bilastine with P-glycoprotein inhibitors, such as
e.g., ketoconazole, erythromycin, cyclosporine, ritonavir or diltiazem,
may increase plasmatic levels of Bilastine and therefore increase the
risk of adverse effects of Bilastine. Therefore, co-administration of
Bilastine and P-glycoprotein inhibitors should be avoided in patients
with moderate or severe renal impairment.

Side Effects

Common side effects include: headache, somnolence, dizziness,
and fatigue etc.

Use in Pregnancy and Lactation

Pregnancy: There are no adequate and well-controlled studies in
pregnant women. Until such data become available, Bilastine should
be avoided during pregnancy, unless advised otherwise by a
physician. Animal studies do not indicate major direct or indirect
harmful effects with respect to reproductive toxicity, parturition or
postnatal development.

Lactation: It is not known whether Bilastine is excreted in human
milk. So it should be used with caution in lactating mothers.

Drug Interactions

Concomitant administration of Bilastine and ketoconazole, Diltiazem,
Cyclosporine or erythromycin increases plasma concentration of
Bilastine. Concomitant intake of Bilastine and lorazepam 3 mg for 8
days did not potentiate the depressant CNS effects of lorazepam.
The concurrent use of Bilastine with other QTC prolonging drugs is
not recommended.

Pharmaceutical Precautions

Keep in a dry place and store below 30° C. Protect from light and keep
out of the reach of children.

Commercial Pack

Billi® Meltab: Box containing 30 tablets in 3x10’s Alu-Alu form packs.
Each orally dispersible tablet contains Bilastine INN 10 mg.

Billi® 20 Tablet: Box containing 30 tablets in 2x15’s Alu-Alu form
packs. Each tablet contains Bilastine INN 20 mg.

Billi® Oral Solution: 60 ml solution in amber glass bottle. Each ml
contains Bilastine INN 2.5 mg.

Manufactured by
BEXIMCO PHARMACEUTICALS LTD.
126, Kathaldia, Auchpara, Tongi, Gazipur, Bangladesh

3020008680 080421
® Billi is a regi of Beximco P icals Ltd.
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