Fenaxo

Fexofenadine Hydrochloride USP

Composition:
Fenino-60 Tablet: Each film coated tablet contains Fexofenadine Hydrochloride USP 60 mg.
Fenaxo-120 Tablet: Each film coated tablet contains Fexofenadine Hydrochloride USP 120 me
Fenaxo-180 Tablet Each film coated tablet contains Fexofenadine Hydrochloride USP 150 me.
Fenaxo Suspension: Each 5 ml suspension contains Fexofenadine Hydrochloride USP 30 mg.
Description:

Fexofenadine is a pharmacologically active metabolite of Terfenadine, a non-sedating anthistamine.
It is a second-generation, long lasting H, receptor antagonist which has a sclective peripheral Hy
antagonistic action. Fexofenadine blocks the Hy receptor and thus prevents activation of cells by
histamine in the G tract, lrge blood vessels and bronehial smooth muscle. This leads to relif of the
allergic symptoms. Unlike most other anihistamines, Fexofenadine does not enter into the brain from
the blood and therefore, does not cause drowsiness. Fexofenadine lacks the cardiotoxic potential,
since it does not block the potassium channel involved in repolarization of cardia cels

Fexofenadine (Fenaxo) is rapily absorbed afier oral doses with peak plasma concentrations being
reached in 2-3 hours. It is about 60% to 70% bound to plasma proteins. About 5% o the total dose is
‘metabolized, mostly by the intestinal mucosa, with only 0.5% to 1.5% of the dose undergoing hepatic
biotransformation by the cytochrome P system. Elimination half-life of about 14 hours has been
reported although this may be prolonged in patients with renal impairment. Excretion is mainly in the
facces with only 10% being present in the urine

Indication:
* Seasonal Allergic Rhinits: It s indicated for the reief of symptoms associated with seasonal
allergic hinits in adults and children 2 years of age and older. Symptoms treated effctively were
sneezing, thinorthea, itchy noselpalatefthroat, itchy/wateryired eyes
Chronic Idiopathic Urtiaria: It s indicated for treatment of uncomplicated skin manifestations of
chronic diopathic urticaria in adults and children 6 months of age and older.
* Fexofenadine Hydrochloride significantly reduces pruritus and the number of wheals.
Dosage & Administration:

ults:
Seasonal Allergic Rhinitis: 120 mg once daily or 60 mg twice daily.
Chronic Idiopathic Urticaria: 130 mg once daily
Childre

211 years: 30 mg (1 tea-spoonfl) or 5 mi twice daily.
6 months-2 years: 15 mg (1/2 tea-spoonful) or 2.5 ml twice daily.
Contraindication:

Fexofenadine
Side-effect.
Feofenadine s genrally wel-olrted. The reporcd adverse evnts are headache, g,
drowsinss, ausa, (st i, dizincs, ycardn, palpiaions, dry mout, nse andor
throat, dyspepsia and  gastrointestinal disturbances (includin e rare evenls are taste
distrbances, anaphylacl reacins, dyspue, ahest Gghinss, ncreased hlr losshalr timog,
photosensitvity, dysmenorrhea, menstrual disorders. AS \ulh othr non-seding antlisaines
dizziness, nervousness, agitation, sleep disorders, insomnia o m: ently be report

by plints. The nidence o such eports undé Fexofenadi was S to he ncdence under

i patients with a known hy o any of it ingredients.

Effects on ability to drive and use machine:

On the basis of the pharmacodynamic profile and reported adverse events, it is unlikely that

Fexofenadine Hydrochloride tablet will produce an effect on the ablity to drive or use machinery. In

objective tess, Fexofenadine Hydrochloride has been shown to have no significant effects on central

nervous system function. This means that patients may drive o perform tasks that require

concentration. Fexofenadine did not cross the blood brain barrier in animal studics

Use in Pregnancy:

Itis a drug of pregnancy category-C. Fexofenadine should be used in pregnancy only if the potential

benefit outweighs the potentialrisk (0 the fetus.

‘Special Risk Groups:

Studies in special rsk groups (elderly, renally or heparically impaired patients) indicate that it i not

necessary (0 adjust the dose of Fexofenadine Hydrochloride in these patients.

Drug Interactions:

Fexofenadine Hydrochloride at doses of 120 mg twice daily has h:en safely co-administered with

nytromycin (500 mg thie times dily)and keosonazole (400 mg once daily) under sicady sate

Conition in heathy voluees. An ncease in the levl of Feoferadine n o of s

observed afer co-adminisiration of erythromycin or ketoconazole but this was not associated w.m

any inetase n adverse ven o ol onthe QT el conared ot ssn when e dr

were given singly. Antacid containing Aluminium and Magnesium Hydroxide have 4 ihe

absarpion.of Feofeadie. Fri uiesinluding arapeiit may reduce the hm\anammy of
exofenadine and use together should be avoided.

Overdose:

Dizziness, drowsiness, and dry mouth have been reported with Fexofenadine Hydrochloride

overdose Single dossofFeofenadie ylrochoide p t0 800 mg and duses upt 690 me ice

daily for 0/ me onee iy for | yar were tdied n healhy spjects wthut he

devel Inpmem nmmmny ignican advere vert s compared o placeho

Storage:

Keep in a cool, dry place, away from light and moisture. Keep away from reach of children.

How Supplied

Fenaxo-60 Tablet: Each box contains 3 bliser strps of 10 tablets,

Fenaxo-120 Tablet: Each box contains 3 blistersiips of 10 tablets

Fenaxo-180 Tablet: Each box contains 2 blste sirips of 10 tablets.

Fenaxo Suspension: Each battle contains 50 ml suspension and a measuring spoon.

Manufactured by:
KEMIKO PHARMACEUTICALS LTD.
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