PACKAGE LEAFLET:
INFORMATION FOR THE USER
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Read all of this leaflet carefully before you start taking this medicine.
« Keep this leaflet. You may need to read it again.
« If you have any further questions, ask your doctor.
« This medicine has been prescribed for you. Do not pass it on to others. It
may harm them, even if their symptoms are the same as yours.
« If any of the side effects gets serious, or if you notice any side effects not
listed in this leaflet, please tell your doctor.

COMPOSITION
Bilasver 20 Tablet: Each tablet contains Bilastine INN 20 mg.

DESCRIPTION

Bilastine is non-sedating, long-acting histamine antagonist. Its effects are
mediated via selective inhibition of peripheral H 1-receptors. It shows
moderate to high affinity for histamine H 1-receptors and no affinity for
muscarinic, serotonergic, dopaminergic and noradrenergic receptors. Bilastine
inhibit histamine-induced flare skin reactions for 24 hours following single
doses.

INDICATIONS
Bilastine is indicated for the treatment of allergic rhino-conjunctivitis (seasonal
and perennial), allergic rhinitis and urticaria.

DOSAGE & ADMINISTRATION

Adults and adolescents (12 years of age and over):

Bilastine 20mg tablet (1 tablet) once daily for the relief of symptoms of allergic
rhino conjunctivitis, urticaria and allergic rhinitis. The maximum recommended
daily dose is 20mg and should not be exceeded. The tablet should be taken one
hour before or two hours after intake of food or fruit juice.

USE IN PREGNANCY & LACTATION

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.

Use in Children

The safety and efficacy of Bilastine in children under 12 years of age have not
been established.

SIDE EFFECTS
The most common side effects associated with Bilastine is headache, dizziness
and fatigue.

PRECAUTION

Treatment with Bilastin 20 mg does not affect the driving performance.
However, patients should be informed that very rarely some people experience
drowsiness, which may affect their ability to drive or use machines. In clinical
trials elderly patients (=65 years) showed no difference in efficacy or safety with
respect to younger patients. The maximum plasma concentration of Bilastin
after administration of 20 mg in patients with severe renal impairment is below
the safety threshold of most common adverse effects and cardiac or CNS
safety. No dosage adjustment is necessary in patients with renal impairment.
Bilastin is not metabolized in human. Since renal elimination is the major
excretion, biliary excretion is expected to be only marginally involved in the
elimination of Bilastin. Changes in liver function are not expected to have a
clinically relevant influence.

CONTRAINDICATIONS
Bilastine is contraindicated in patient who are hypersensitive to this
medication or to any of its ingredients.

DRUG INTERACTIONS
No clinically important drug interactions have been reported.

OVER DOSAGE

No serious adverse events have been reported in case of over dosage.
However, in the event of overdosage, symptomatic and supportive treatment
is recommended.

HOW TO STORE BILASVER
« Keep out of the reach and sight of children.
« Store at temperature not exceeding 30°C in a dry place. Protect from light & moisture.
+ Keep this medicine in the original container/box.
« Do not take your medicine after the expiry date (EXP) shown on the packing
materials. The expiry date refers to the last day of that month.

AVAILABILITY
Bilasver 20 Tablet: Each box contains 3X10’s in Alu-Alu blister pack.

Manufactured by:

Veritas Pharmaceuticals Ltd.
Vannara, Mouchak, Kaliakoir, Gazipur, Bangladesh.
® Registered Trademark.
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