Perfex

Fexofenadine Hydrochloride USP

COMPOSITION

Perfex 60 Tablet: Each film coated tablet contains Fexofenadine
Hydrochloride USP 60 mg

Perfex 120 Tablet: Each film coated tablet contains Fexofenadine
Hydrochloride USP 120 mg

Perfex 180 Tablet: Each film coated tablet contains Fexofenadine
Hydrochloride USP 180 mg

Perfex Suspension: Each 5 mL suspension contains Fexofenadine
Hydrochloride USP 30 mg

PHARMACOLOGY

Fexofenadine Hydrochloride is a second-generation, long lasting
H,-receptor antagonist (antihistamine) which has a selective and
peripheral H,-antagonist action. Fexofenadine Hydrochloride blocks the
H, receptor and thus prevents activation of cells by histamine in Gl tract,
large blood vessels, and bronchial smooth muscle. This leads to relief of
the allergic symptoms. Fexofenadine Hydrochloride does not enter the
brain from the blood and, therefore, does not cause drowsiness.
Fexofenadine Hydrochloride is rapidly absorbed after oral
administration with peak plasma concentration being reached in 2-3
hours. Elimination half-life is about 14 hours has been reported although
this may be prolonged in patients with renal impairment.

INDICATION

Seasonal Allergic Rhinitis

Fexofenadine Hydrochloride is indicated for the relief of symptoms
associated with seasonal allergic rhinitis in adults and children of 2
years of age and older. Symptoms to treat effectively:-

+ Sneezing

+ Rhinorrhea

* ltchy & watery nose/palate/throat

+ ltchy/watery/red eyes

Chronic Idiopathic Urticaria

Fexofenadine Hydrochloride is indicated for the treatment of
uncomplicated skin manifestations of chronic idiopathic urticaria in
adults and children 6 months to 11 years of age.

DOSE AND ADMINISTRATION

Perfex Tablets

Seasonal Allergic Rhinitis & Chronic Idiopathic Urticaria

Adults and children 12 years and older: 60 mg twice daily or 120 mg
once daily or 180 mg once daily.

Perfex Suspension

Seasonal Allergic Rhinitis

Children 2 to 11 years: 30 mg (5 mL) twice daily.

Chronic Idiopathic Urticaria

Children 2 to 11 years: 30 mg (5mL) twice daily.

Children 6 months to less than 2 years: 15 mg (2.5 mL) twice daily.

Shake the bottle well, before each use.

USE IN RENAL IMPAIRMENT

In adult patients with decreased renal function a dose of 60 mg once
daily is recommended as the starting dose. For Pediatric patients with
decreased renal function, the recommended starting dose of
Fexofenadine Hydrochloride is 30 mg once daily for patients 2 to 11
years of age and 15 mg once daily for patients 6 months to less than 2
years of age.

Or as directed by the physicians

CONTRA-INDICATION
Fexofenadine Hydrochloride is contraindicated in patients with known
hypersensitivity to any of its ingredients.

WARNING AND PRECAUTION:

Fexofenadine Hydrochloride should generally be avoided in
patients with hepatic insufficiency. Fexofenadine Hydrochloride
should generally be avoided in patients who are hypersensitive
to this medication or its ingredients.

SIDE EFFECTS

Fexofenadine Hydrochloride is generally well tolerated. The incidence of
adverse effects, including headache, drowsiness, nausea and
dizziness, is not dose related and is similar across subgroups defined by
age, gender and race. Other rare side effects are hypertension,
palpitation, arrhythmias, tremor, convulsions, sleep disturbances and
hypersensitivity reactions.

Use in pregnancy and lactation

In pregnancy

There are no adequate and well-controlled studies in pregnant women.
Perfex should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus.

Lactation

It is not known if Fexofenadine Hydrochloride is excreted in human milk.
Because many drugs are excreted in human milk, caution should be
exercised when Fexofenadine is administered to a nursing woman.

Pediatric Use
Safety and effectiveness of Fexofenadine Hydrochloride in pediatric
patients can be used up to the age of 6 months.

DRUG INTERACTION

Co-administration of Fexofenadine Hydrochloride with Ketoconazole
and Erythromycin led to increased plasma levels of Fexofenadine
Hydrochloride. Fexofenadine Hydrochloride should not be taken closely
in time with Aluminum and Magnesium containing Antacids.

OVERDOSE

Dizziness, drowsiness and dry mouth have been reported with
Fexofenadine Hydrochloride overdose. Symptomatic and supportive
treatment is recommended.

STORAGE
Store in a cool (below 30°C) and dry place, away from light. Keep out of
the reach of children.

PACKAGING

Perfex 60 Tablet: Each commercial box contains 50 film coated tablets
in Alu-PVC blister strips.

Perfex 120 Tablet: Each commercial box contains 30 film coated tablets
in Alu-PVC blister strips.

Perfex 180 Tablet: Each commercial box contains 20 film coated tablets
in Alu-PVC blister strips.

Perfex Suspension: Each commercial Amber PET bottle contains 50
mL suspension and 10 mL measuring cup.

Manufactured By

®
BEACON
Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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