ZelaneXx® Nasal Spray

Azelastine Hydrochloride BP

Description: Azelastine hydrochloride, a phthalazinone derivative, exhibits
histamine H1 receptor antagonist activity.

Mode of action: Azelastine hydrochloride, exhibits histamine H1 receptor
antagonist activity in isolated tissues of humans.

Pharmacokinetics: The systemic bioavailability of azelastine
hydrochloride is approximately 40%. Maximum plasma concentrations
(Cmax) are achieved in 2-3 hours.

Azelastine is oxidatively metabolized to the principal active metabolite,
desmethylazelastine, by the cytochrome P450 enzyme system.

Composition: Zelanex® Nasal Spray: Each metered dose spray delivers
Azelastine hydrochloride BP 137 micrograms (mcg).

Indications: Azelastine hydrochloride nasal spray is indicated for the
treatment of the symptoms of seasonal allergic rhinitis such as rhinorrhea,
sneezing, and nasal pruritus in adults and children 5 years and older. For
the treatment of the symptoms of vasomotor rhinitis, such as rhinorrhea,
nasal congestion and postnasal drip in adults and children 12 years and
older.

Dosage & administration: Seasonal Allergic Rhinitis

The recommended dose of Azelastine hydrochloride nasal spray in adults
and children 12 years and older with seasonal allergic rhinitis is one or two
sprays per nostril twice daily. The recommended dose of Azelastine nasal
spray in children 5 years to 11 years of age is one spray per nostril twice
daily.

Vasomotor Rhinitis

The recommended dose of Azelastine hydrochloride nasal spray in adults
and children 12 years and older with vasomotor rhinitis is two sprays per
nostril twice daily.

Contraindications: Azelastine hydrochloride nasal spray is
contraindicated in patients with a known hypersensitivity to Azelastine
hydrochloride or any of its components.

Side effects: Headache, dizziness, sneezing, nosebleed, nausea, bitter
taste etc.

Use in pregnancy & lactation: Pregnancy Category C and it is not known
whether Azelastine hydrochloride is excreted in human milk.

Precautions: Concurrent use of Azelastine hydrochloride nasal spray with
alcohol or other CNS depressants should be avoided because additional
reductions in alertness and additional impairment of CNS performance may
occur.

Drug interactions: It is specially important to check before combining
Azelastine hydrochloride nasal spray with alcohol, CNS depressent,
Cimetidine & Ketoconzole.

Over dosage: There have been no reported overdosages with azelastine
hydrochloride nasal spray.

Storage: Store in a cool and dry place, protected from light.

Packaging
Zelanex® Nasal Spray: Each bottle contains 120 metered dose sprays.

5 Easy steps of using Nasal Spray

[ Shake the bottle gently ]

[ Remove the safety clip ]

[Remove the dust cover cap ]

During actuation, hold the bottle
and head straight and upright

After actuation, gently wipe
the spray tip with clean & soft
cloth or tissue paper. Finally
set the safety clip & dust cover
cap in the previous place
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
Ideas for healthcare ® Registered Trade Mark.

530-01

TS ¢ [IRNET ¢ A= Gl

[T R, (@roe] Gqe Tl
@It @ $AEd e A1gE

JAREE 7R, 7 B fawa e
T e W &d By efim e
SIS CR YA | I fioel
@9 a3 g dfetaigs w1
KGERUSEIVS




