Sifena’

Fexofenadine

Composition:
Sifena®120 Tablet: Each film coated tablet contains Fexofenadine 120 mg
equivalent to Fexofenadine Hydrochloride USP.

Description:

Fexofenadine Hydrochloride is an antihistamine with selective peripheral
Hi-receptor antagonist activity, which does not cross blood-brain barrier. In
laboratory  animals, no anticholinergic, alphal-adrenergic or
beta-adrenergic-receptor blocking effects where observed. No sedative or
other central nervous system effects were observed. It is rapidly absorbed
following oral administration and 60-70% bound to plasma proteins.
Approximately 5% of the total oral dose is metabolized. The mean
elimination half-life of Fexofenadine is 14.4 hours .

Indications:

Seasonal Allergic Rhinitis: It is indicated for the relief of symptoms associated
with seasonal allergic rhinitis in adults and children 2 years of age and older.
Symptoms treated effectively were sneezing, rhinorrhea, itchy
nose/palate/throat, itchy/watery/red eyes.

Chronic Idiopathic Urticaria: 1t is indicated for treatment of uncomplicated
skin manifestations of chronic idiopathic urticaria in adults and children 6
months of age and older. Fexofenadine significantly reduces pruritus and the
number of wheals.

Dosage & Administration:

Adults:  Seasonal Allergic Rhinitis: 120 mg once daily or 60 mg twice daily.
Chronic Idiopathic Urticaria: 180 mg once daily.

Childrens: 2-11 years: 30 mg (1spoonful) or 5 ml twice daily.

6 Months-2 years: 15 mg (1/2 spoonful) or 2.5 ml twice daily.

Side-effect:
Adverse effects observed are hadache, dyspepsia, fatigue, drowsiness,
nousea, chest tightness, dyspnoea etc.

Use in Special Group :

Pregnancy : It is a drug of pregnancy category-C. Fexofenadine should be
used in pregnancy only if the potential benefit outweighs the potential risk
to the fetus.

Risk Groups : Studies in special risk groups (elderly, renally or hepatically
impaired patients) indicate that it is not necessary to adjust the dose of
Fexofenadine Hydrochloride in these patients.

Contraindications :
Fexofenadine is contraindicated in patient with known hypersensitivity to
any of the ingredients.

Warning & Precautions :

Do not use if you have ever had an allergic reaction to this product or any of
its ingredients. Ask a doctor before use if you have kidney desease. Your
doctor should determine if you need a different dose. Do not take more
than directed, do not take at the same time as aluminum or magnesium
antacids, do not take with fruit juices. Stop use and ask a doctor if an allergic
reaction to this product occurs. Pregnant or breast-feeding should ask a
Doctor/Pharmacist before use.

Drug Interactions :

Co-administration of Fexofenadine with ketoconazole & erythromycin led to
increased plasma concentration of Fexofenadine. Fexofenadine should not
be taken closely in time with aluminum & magnesium containing antacids.

Storage :
Store at temperature not exceeding 30° C in a dry place. Protect from light &
moisture. Keep out of the reach of children.

Commercial Pack :
Sifena®120 Tablet : Each box contains 5x10's tablets in Alu-PVDC blister
pack.

Manufactured by :
e Silva
m) Pharmaceuticals Limited
¥4 Maijdee, Noakhali, Bangladesh
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