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Composition: Each fdm-coated lablet contains:
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APregelamzed slarch, Microcrystaline cellulose, Croscanmeliose sodwm, Magnesium stearate, Hydroxypropyl methylosthsose,
Povidone, THanium dioxide, Tslc, Polyethylans glyool 6000, Polysorbate B0, Fed iran oxide, Yellow iron cxida),
Presentation: Casdboard box with 1 blister of 10 film-coated titiets,
Indications
Fexolenadine is indicated o relieve symploms Mmuﬂam“mmmmmammﬂ;wm;m
nosa, palate, and throal; itchy red and watery eyes: chronic idiopathicurtcana,
Dosage and administration
 Aduits and childnen aged 12 years and aver: 1 lablet twice daily,
« Patients wilh kidnay fallure: The recomrmendid initial dose is.a single dosaof B0 mg once daily,
-mmmmhmmmamwmrmmmmwmm
Contraindications:
- Hypersansilivity to any imgredients of AgimiastsD,
- Children wndes 12 years of age.
Procautions
- Fexotenading hydrochlonde should be admanistensd with cane in the elderly, hepatic or renal irmpainsd patiants.
- Caution should be exercised in peopls who are driwing and operating machinery.
- Fenofenadine hydrochionde should be administened with cane in patients with a risk of cardiovasaular disease of with a pralonged QT
inberval,
Fexofenadine should not be used concurrentty with other antihistamine agent.
Interactions
- Coadmenstration of fexclenadine hydrochionde with keloconazola and erythromycin increases area under the plasma diug
concentration-time curve, the mechanism may be due (o incregsed absgeption and decreased excretion of fexolenadine. However, this
interaction is nol considered clinical moaningiul, v 3
Antacids containing alumimium or magnasium reduce bioavallability of fexofenading. It is advisatle 1o lsave 2 hours Detwaen
administration of fexofenadine hydrochlarida and thesa amacids,
Pregnancy and lactation
*Pregnancy. There are no adequate data on fexofenadine use during pregnancy. Fexofenading hydrechloride should be used during
pregnancy anly il the potential benalt outweighs the potental risk to the fatus,
*Lactaticn: It is not known if Agimfast®80 is excreled in human milk; therefore, faxofenadine should be used cauticusly in nursing
mathers,

Effects on ability to drive and use machines
Although fexcfenadine rarely tauses drowsingss. caution should be exercisad whan driving or operating machinery.,
Undesirable effects

- The undesirable sffacts of Agimfast®60 are not affected by the dose. age, $ex anc race of patients.

- Common: Drowsiness, fatligue, headache, insomnia, dizziness; nauséa, ndigestion; viral infections (colds, influenza), dysmenorrhea,
upper réspiratory infections, Achy throat, cough, fever, olitis media, sinusitis, back pain,

Infarm your physician aboul side effects encountered while taking thes diug.
Pharmacoedynamles

:Fexofenadine is a second-generation antihistamine with specific. selective peripharal H,-recaplor anlagonis! activity, Fexofenadineg
;lhimm an activa matabolite of tarfenadine has no cardiotoxicity because it does not block potassiurm channel involved in repalarization

cardiaccalls,

-Fexofenadine has no significant acetylcholine and dopamine anaconist activity and exhibitz no alpha1-adrenaergic or bata-adnenengic-
racepior blocking effects. Al therapeutic doses. no sedalive or ather contral norvous system eflects are observad Agimfast®60 has fast
and profenged affects because it slowly bind 1o H, recaptor o form a sustainable complex which is separated slowly.

Pharmacokinetics

-Cral Agimfast"60 s well absorbed. After taking ong 60mg tables, peak biood concentration is about 142 nanogram' ml, achieved afier 2-
Fhours, Food reduces the peak plasma conceniration by 179, bul does nol dalay the time toreach piak concentration of the drug,

Fexclenadine is 60 - 70% plasma protein bound, predominantly to alburmin and a,-acid glycoprolein, Thi voleme of distribution is 5.4 1o
5.8 Mers/kg. Itis unknown whether it crosses the placenta or is distibuted in breast mik_ but, when terfenading is used, fexclenading is
discovenid as a tarfenading rmetabolite in breast milk, Fexofenadine does nol crass the blood brain barrier.

-Approximataly 5% of the dose is metabolized, Nearly 0.5 - 1.5% i3 metabolized in the liver by cylochiome P, enzymes inlo inactive
surbstances. 3.5% = converted into methyl ester desvatives, mainly due to this intestina! flom.

- Eliminatian half-ile of fexofenadine is approximately 14.4 howrs, prolonged in patients with renal impairment. The drag is mainky
excreled in the feces (approximately 80% ) 11- 12% of the dosa is excreted in urine as unchanged farm,

Overdose and managemant

+ Information on acute 1oxicity of fexsfanadine is imited, However, drowsiness. dizzinass, dry mouth have been reported.

* Managemant: Standard measures should be considered b remave the unabsorbad madicings ramaining in the gastroimiestinal ract,
Symplomatic and suppontive irsatmant is recommended,

*Haemodialysis reduces plasma concenirations slightly {1.7%), There is no specific antidote.

KEEP QUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE
FOR FURTHER INFORMATION, CONSLLT YOUR PHYSICIAN

Storage: Protect from humidity and light, below 307G,
Shelf - life: 36 months frem the manufacturng date,
Dot use this product after the expiny dale printed on the |abel,
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