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Fexofenadine Hcl 6
mmm CAS No. : 153439-40-8 =l

Systematic (IUPAC) name
2-[4-[1-hydroxy-4-[4-(hydroxy-diphenyl-

methyl)-1-piperidyl|butyl]phenyl]-2- methyl-proponoic ocid
1 Identifiers

CAS number 153439-40-8

ATC code R06A626

PubChem 3348

DrugBonk APRD00349 HaC

ChemSpider 3231 COzH
Chemical data O CH

3
Formula C32H39NO4 HO N
Mol. mass 501.656

SMILES eMolecules & PubChem OH
Pharmacokinetic data O HCI
Bioavailability Not yet estoblished

Protein binding 60-70%

Metabolism Hepatic (5% of dose)

Hoalf life 14.4 hours
Excretion Biliory , fecal ond renol

USES

Fexofenadine is on ontihistomine that provides relief of seasonal allergy symptoms such as runny or itchy nose,
sneezing, itchy throat, ond watery, itchy, or red eyes. It is also used for hives.

I HOWTO USE

Toke fexofenadine by mouth usuolly twice aday or as directed by your doctor. If you are toking the suspension, shoke
the bottle well before use. Toke the regulor tablet or suspension form of this medication with or without food. If you
are using the ropidly dissolving tablet, toke it on on empty stomoch. Remove the ropidly dissolving toblet from its foil
pack immediately before toking ond ploce the toblet on the tongue. It will dissolve quickly. You moy swollow the
dissolved medication with or without water.

Toking fexofenadine with apple, gropefruit, or oronge juice may decreose the obsorption of this drug. Try to avoid
toking fexofenadine with these types of fruit juices. If possible, toke this drug with woter insteod.

Antacids contoining oluminum ond mognesium con decreose the absorption of this drug. Do not toke ontocids
i within 2 hours of toking this medication.

Do not increose your dose or toke this more often than directed. Dosoge is based on your medical condition

(e.g., kidney diseose) ond response to treatment. In children, dosage is also based on age.
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Fexofenadine Hcl

I CAS No 153439-40-3 I

SIDE EFFECTS

Stomoch upset, menstruol cramps, back poin, cough, fever, stuffy nose, earache or dizziness may occur. If ony of these
effects persist or worsen, notify your doctor or phormacist promptly.

This medication does not usually comse drowsiness when used ot recommended doses ond under normol circumstonces.
However, this drug may moke you dizzy; therefore use coution engoging in activities that require olertness such os driving
I o using mochinery.

Remember that your doctor has prescribed this medication because he or she hos judged thot the benefit to you is greater
than the risk of side effects. Mony people using this medication do not have serious side effects.

A serious ollergic reoction to this drug is unlikely, but seek immediate medical attention if it occurs. Symptoms of o .
serious allergic reaction include: rosh, itching, swelling, severe dizziness, trouble breothing.

This is not o complete list of possible side eftects. If you notice other effects not listed above, contoct your doctor or
| phormocist.

PRECAUTIONS
Before toking fexofenadine, tell your doctor or pharmacist if you are allergic to it; or if you have any other ollergies.
] Before using this medication, tell your doctor or phormacist your medical history, especially of: kidney diseose.

Limit olcoholic beveroges, os it may intensify drug side effects. (See also Side Effects.)

The ropidly dissolving toblet may contoin asportome. If you have phenylketonurio (PKU) or eny other condition thot
requires you to restrict your intoke of aspartame (or phenylalonine), consult your doctor or phormacist about using this
drug safely.
Kidney function declines as you grow older. This medication is removed by the kidneys. The elderly may be more

I sensitive to the effects of this drug.

MISSED DOSE .

| If you miss a dose, use it as soon os you remember. If it is neor the time of the next dose, skip the missed dose ond resume
your usual dosing schedule. Do not double the dose to cotch up.

DOSAGE

For seasonal allergies the recommended dose for adults ond children 12 years or older is 60 mg twice doily or 180 mg
once daily. Children 6-11 years of oge should be given 30 mg twice daily. For chronic urticario, adults ond children 12
years or older should use 60 mg twice daily, and children 6-11 yeors of age should use 30 mg twice daily. Fexofenodine
con be token with or without food.

Toke Fexofenadine HCl on an empty stomach with water. You con toke regulor Fexofenadine HCI with or without food.
Fexofenadine HC1 must be swollowed whole; do not chew or crush the toblet.

i
If you miss o dose...
Toke it as soon os you remember. If it is almost time for your next dose, skip the one you missed and go back to your
regular schedule. Do not toke 2 doses at once
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DRUG DESCRIPTION

B Fexofenadine hydrochloride, the active ingredientondoral suspension, is o
histomine H1-receptor antogonist with the chemical nome (£)-4-[ 1 nylmethyl)-
1-piperidinyl]-butyl]- a, a-dimethylhydroxy-4-benzeneacetic ocid hydrochloride.

The moleculor weight is 538.13 ond the empirical formula is C32H39NO4HCL.

Fexofenadine hydrochloride is o white to off-white crystalline powder. It is freely
soluble in methanol ond ethonol, slightly soluble in chloroform and woter, and

l insoluble in hexone. Fexofenadine hydrochloride is o racemate ond exists os o
zwitterion in aqueous media ot physiological pH.

Fexofenadine HCI is formuloted as o tablet for oral administration. Each toblet
contains 30, 60, or 180 mg fexofenodine hydrochloride (depending on the dosoge
strength) ond the following excipients: croscarmellose sodium, magnesium
stearate, microcrystalline cellulose, and pregelatinized starch. The aqueous tablet film coating is made from hypromellose,
iron oxide blends, polyethylene glycol, povidone, silicone dioxide, ond titonium dioxide.

Fexofenadine HC1 ODT is formulated for disintegration in the mouth immediately following administration. Each orally
i disintegrating toblet contains 30 mg fexofenadine hydrochloride ond the following excipients: citric ocid onhydrous,

crospovidone, mognesium stearote, monnitol, methacrylate copolymer, microcrystalline cellulose, povidone K-30, sodium

bicarbonate, sodium storch glycolate, asportoame, natural ond ortificiol oronge flavor, artificiol cream flavor, ond alcohol

onhydrous; the alcohol is predominontly

removed during the

monufocturing process.

Fexofenadine HCI oral suspension, o white uniform suspension, contoins 6 mg fexofenodine hydrochloride per mL ond
the following excipients: propylene glycol, edetate disodium, propylparaben, butylparaben, xonthon gum, poloxomer 407,
titonium dioxide, sodium phosphate monobosic monohydrote, sodium phosphate dibosic heptohydrote, artificial raspberry
cream flavor, sucrose, xylitol ond purified woter.

Note /Government Notification: These chemicols ore designated as those that ore used in the monufocture of the controlled substonces ond ore importont to the
I monufocture of the substonces. For any (Control Substonce) products Import ond Export *** subjected to your country government lows /control substonce ACT.

Moteriol Sofety Dato Sheet (MSDS). MSDS forms con be downlooded from the web sites of mony chemical suppliers. ,olso thot the informotion on the PTCL Sofety
web site, where this poge wos hosted, has been copied onto mony other sites, often without permission. If you have ony doubts obout the veracity of the informotion thot
you ore viewing, or have ony queries, pleose check the URL that your web browser disploays for this page. If the URL begins "www.tejopi.com/www/Denotonium

I Benzoate.htm/" the page is moaintoined by the Safety Officer in Physical Chemistry at Oxford University. If not, this page is o copy made by some other person ond we
have no responsibility for it.

Information: The information on this web page is provided to help you to work safely, but it is intended to be on overview of hozords, not a replocement for o full .

The Controlled Substonces Act (CSA) was enacted into low by the Congress of the United Stotes os Title II of the Comprehensive Drug Abuse Prevention ond Control
Act of 1970.[1] The CSA is the federal U.S. drug policy under which the monufocture, importation, possession, use ond distribution of certoin substonces is reguloted.
The Act also served os the notional implementing legislation for the Single Convention on Narcotic Drugs

This document plus the full buyer/ prescribing information, prepored
for health professionals con be found ot:

http://www.tojopi.com

or by contocting the sponsor, Toj Phormaceuticols Limited., ot:

91 022 30601000.

0 This leaflet wos prepored by
Toj Phormoceuticols Limited,
Mumbai (India).
MPSTJ278
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