FEXOVID 180 mg TABLET

DESCRIPTION

Oblong, peach film-coated tablet plain on both sides with
bevel-edged and shallow convex faces.

COMPOSITION

Each film-coated tablet contains Fexofenadine Hydrochloride
180 mg.

PHARMACODYNAMICS

Fexofenadine is an non-sedating antihistamine with selective
peripheral Hj-receptor antagonist activity and is a
pharmacologically active metabolite of terfenadine. However,
it does not possess significant sedative or antimuscarinic
actions.

PHARMACOKINETICS

Absorption

Fexofenadine hydrochloride has rapid absorption following
oral administration. The pharmacokinetics of fexofenadine
are linear for oral doses up to 240 mg a day (120 mg twice a
day).

Distribution
The volume of distribution is 5.4 to 5.8 liters/kilogram.

Protein binding
Fexofenadine has 60 to 70% plasma protein binding,
predominantly to albumin and alphas-acid glycoprotein.

Biotransformation
About 5% of the total dose is metabolized; approximately 0.5
to 1.5% by cytochrome P450 3A4 isoenzyme metabolism
and 3.5% transformed to a methyl ester metabolite by
intestinal microflora.

Elimination

Elimination half-life of 14.4 hours in healthy subjects. The
mean elimination half-life was 59% and 72% longer than
healthy subjects for patients with mild renal impairment
(creatinine clearance of 41 to 80mL per minute) and severe
renal impairment (creatinine clearance of 11 to 40mL per
minute) respectively. In patients on dialysis, half-life was
31% longer than in healthy subjects.

Excretion is mainly in the faeces with only 10% being
present in the urine.

INDICATIONS

Relief of symptoms associated with seasonal allergic
rhinitis such as sneezing, rhinorrhea, itchy eyes, nose, and
throat; and red, watery eyes.

Treatment of uncomplicated skin manifestations of chronic
idiopathic urticaria. It significantly reduces pruritus and the
number of wheals.

CONTRAINDICATIONS

» Hypersensitivity to fexofenadine.
« Patients with renal function impairment.

PRECAUTIONS

Fexofenadine hydrochloride should be administered with
care in the elderly and renally or hepatically impaired
patients.

Patients with a history of or ongoing cardiovascular disease
should be warned that, antihistamines have been associated
with the adverse events, tachycardia and palpitations.
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Carcinogenicity

Fexofenadine showed no carcinogenic potential in 18- and
24-month studies in mice and rats given oral terfenadine
doses of 50 and 150 mg per kg of body weight (mg/kg) per
day, respectively. These doses resulted in area under the
plasma concentration-time curve (AUC) values for
fexofenadine of up to four times the human therapeutic value
based on the recommended dosage.

Mutagenicity
Fexofenadine was not mutagenic in in vitro bacterial or
animal studies and in vivo animal studies.

PREGNANCY AND LACTATION

Adequate and well-controlled studies in humans have not
been done.

It is not known whether fexofenadine is distributed into
breast milk.

DRUG INTERACTIONS

Combinations containing any of the following medications,

depending on the amount present, may also interact with this

medication.

« Erythromycin or Ketoconazole.

« Antacids, aluminium and magnesium hydroxide-containing
medication

MAIN SIDE/ADVERSE EFFECTS

Rare incidence: back pain, coughing, dizziness, drowsiness,
dysmenorrheal, dyspepsia, fatigue, fever, headache, nausea,
otitis media, sinusitis, viral infection (cold and flu).

OVERDOSE

Clinical features
Dizziness, drowsiness, dry mouth.

Treatment of overdosages

« There is no known antidote to fexofenadine.

« Treatment is generally symptomatic and supportive, may
consider standard measure to remove any unabsorbed drug.
Hemodialysis does not effectively remove fexofenadine
from blood.

Patients whom intentionally overdose should be referred
for psychiatric evaluation.

DOSAGE AND ADMINISTRATION
Oral.

.

.

Adult and children aged 12 years and above:
One tablet once daily.

The efficacy and safety has not been studied in children
under 12.

Storage: Store below 30°C.

Presentation/Packing:
Alu-alu blister pack of 4 x 7's.

Product Registration Holder: HOVID Bhd.
121, Jalan Tunku Abdul Rahman

(Jalan Kuala Kangsar),

30010 Ipoh, Perak, Malaysia.

Manufactured by: HOVID Bhd.
Lot 56442, 7 /2 Miles, Jalan Ipoh/Chemor,
31200 Chemor, Perak, Malaysia.
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