Pulmicort® Nasal Spray

Budesonide BP

Description: Budesonide is a synthetic corticosteroid having potent
glucocorticoid activity and weak mineralocorticoid activity. It has
approximately a 200-fold higher affinity for the glucocorticoid receptor
and a 1000-fold higher topical anti-inflammatory potency than cortisol.

Mode of action: Budesonide is a man-made glucocorticoid steroid
related to the naturally-occurring hormone, cortisol or hydrocortisone
which is produced in the adrenal glands. Corticosteroids have been
shown to have a wide range of inhibitory activities against multiple cell
types (e.g. mast cell, eosinophil, neutrophil, macrophage, and
lymphocyte) and mediators (e.g. histamine, eicosanoids, leukotriene, and
cytokine) involved in allergic mediated inflammation

Pharmacokinetics: Due to extensive first-pass metabolism in the liver,
the oral bioavailability of budesonide is low (approximately 10%). After
nasal administration of a large dose (1mg) of budesonide the
systemically available fraction is approximately 15%. Negligible
biotransformation occurs in human nasal mucosa.

The plasma half-life of budesonide in humans after nasal inhalation is 2.9
+ 0.4 hours, and the plasma clearance of unchanged budesonide is 55.2
+7.8L/h.

Composition: Pulmicort® Nasal Spray: Each bottle contains 120
metered doses of Budesonide BP. Each actuation delivers Budesonide
BP 100 mcg.

Indications: Pulmicort is used for the treatment of seasonal and
perennial allergic rhinitis, vasomotor rhinitis, symptomatic relief of nasal
polyposis and prevention against nasal polyps after polypectomy.

Dosage & administration: Adults and children 6 years of age and older:
100 mcg per day administered as one spray per nostril once daily.

The maximum recommended dose for adults (12 years of age and older)
is 400 mcg per day administered as four sprays per nostril once daily.

Contraindications: Hypersensitivity to any of the ingredients of this
preparation.

Side effects: Adverse local reactions following Budesonide use are mild
and usually transient. Sneezing, headache, sore throat, dry mouth,
nausea etc. have been reported as the common side effects.

Use in pregnancy & lactation:

Pregnancy: USFDA pregnancy category B.

Lactation: It is not known whether Budesonide is excreted in human milk,
so caution should be taken during lactation.

Precautions: Budesonide nasal spray should be used with caution in
patients with active or quiescent tuberculous infection, untreated fungal,
bacterial, or systemic viral infections, or ocular herpes simplex infection.
Patients with recent nasal septal ulcers, nasal surgery, or nasal trauma
should not use a nasal corticosteroid.

Drug interactions: Ketoconazole and lItraconazole can increase
systemic exposure to Budesonide.

Over dosage: Acute overdosage of Budesonide is non-toxic.
Storage: Store in a cool and dry place, protected from light.

Packaging
Pulmicort® Nasal Spray: Each plastic 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

the spray tip with clean & soft
cloth or tissue paper. Finally
set the safety clip & dust cover
cap in the previous place

{Aﬂer actuation, gently wipe
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ldeas for healthcare ® Registered Trade Mark.
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