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Besonin Aqua Nasal Spray
(Budesonide 100mcg/dose)

Besonin Aqua Nasal Spray
(Budesonide 2 mg/mL)

Composition

Budesonide 2 mg/mL: Each mL contains
Budesonide 2.0 mg. Each metered dose delivers
Budesonide 100 mcg.

Description

Besonin Aqua Nasal Spray is a metered-dose,
manual-pump spray formulation containing a
micronized suspension of budesonide in an
aqueous medium.

It appears as a white to almost white suspension.

Pharmacodynamics

Budesonide is a non-halogenated corticosteroid,
which has a potent glucocorticoid activity and
weak mineralocorticoid activity. As a measure
of systemic activity, budesonide is 40 times
more potent than cortisol when administered
subcutaneously and 25 times more potent
when administered orally in the rat thymus
involution assay. The precise mechanism of
corticosteroid actions in seasonal and perennial
allergic and nonallergic rhinitis is not known.
Corticosteroids have been shown to have
a wide range of inhibitory activities against
multiple cell types and mediators involved
in allergic- and non-allergic/irritant-mediated
inflammation. These anti-inflammatory actions
of corticosteroids may contribute to their
efficacy in asthma. Budesonide has potent
local anti-inflammatory effects on respiratory
mucosa when administered topically. It works
by decreasing inflammation (swelling) in
the nasal passages caused by allergens.

Pharmacokinetics

Bioavailability of oral budesonide in man is low
due to an extensive first pass metabolism in the
liver.

The systemic availability of budesonide from
Besonin Aqua, with reference to the metered
dose is 33%. AUC after administration of 256
micrograms budesonide from Besonin Aqua is
2.7 nmol/L in adults.

Indication
Prevention and treatment of seasonal and
perennial allergic rhinitis and vasomotor rhinitis.

Dosage

Dose for Adults and Children > 6 Years.

100 mcg nasal spray: One spray into each
nostril daily.

Directions for use

1. This medicine is for intranasal use only.
Shake the bottle gently before use.

2. Prime for initial use by putting two fingers
on the shoulders of the spray pump unit
and place your thumb on the bottom of the
bottle. Press upward with thumb, release,
and repeat until a fine mist appears (5-10
sprays). Now your pump is primed and ready
to use. If 2 or more days have elapsed since
the last use, the pump should be reprimed
with 2 sprays or until a fine mist appears.

3. Gently blow nose to clear nostrils.

4. Place the spray tip 0.5 cm to 1 cm into one
nostril. Hold bottle vertically upright, allowing
spray tip to aim toward the back of the nose.
Close other nostril with finger, rapidly press
once with thumb and sniff gently at the same
time.
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5. Repeat in the other nostril.

6. Do NOT take more than the recommended
dose of this medicine.

7. Patients should use medicine at regular
intervals since its effectiveness depends on
its regular use.

8. Missed dose: Take your next dose as soon
as you remember. If it is time for your next
dose, skip the missed dose and go back to
your regular schedule. Do not double doses.

Precaution

1. Avoid getting this medicine in your eyes.

2. Anyone who has chicken pox or measles
should not take this medicine.

3. Intranasal corticosteroids may affect growth
rates in children. Talk to your doctor for more
information.

Pediatric: After administration of budesonide,
the time to reach peak concentrations and
plasma half-life were similar in children and in
adults. Children had plasma concentrations
approximately twice those observed in adults
due primarily to differences in weight between
children and adults.
Pregnancy/Nursing: If you are planning
to become pregnant or want to breast-feed,
talk to your doctor first to discuss the benefits
and risks associated with this medicine. For
breast-feeding mothers, it is NOT known if this
medicine is excreted in the breast milk. Do NOT
use if you are nursing until you have talked with
your doctor, or pediatrician.

Overdosage:
Acute overdose should not present clinical
problems.

Contraindication
Hypersensitivity to any of the ingredients in
these preparations contraindicates its use.

Drug interaction
Let your doctor know if you are taking any other

medications either by prescription or over-the-
counter. There are no serious documented drug
interactions with this medicine.

Side effect
Side effects caused by this medicine include:
nasal irritation, nasal dryness, epistaxis,
coughing, sore throat, hoarseness, bad taste,
and nausea.

Storage
100 mcg/dose: Store below 30°C.

Package

Besonin Aqueous Nasal Spray 100mcg/dose
is supplied in a 15 ml HDPE plastic bottle, pump
and nasal applicator. Pack size of 200 sprays.

Reg. No.:
100 mcg/dose MALO08082702AZ

Manufactured by

SYNMOSA BIOPHARMA CORPORATION,
Synmosa Plant

No.6, Kuang Yeh 1* Road, Hu-Kuo Hsiang,
Hsin-Chu Ind. Park, Hsin Chu Hsien, Taiwan,
R.O.C.

Product Registration Holder:

RIGEL PHARMA SDN. BHD.

3" Floor, Apex Healthcare Building, No. 2,
Jalan SS 13/5, 47500 Subang Jaya, Selangor,
Malaysia.
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Version number

MY-BSN100-EI-2020.02.18

Revision date

2020.02.18

Dimensions (mm)
Width * Height * Depth

140 x 200

PANTONE
Matching System




