HESTAZINE Syrup

Cetirizine hcl 5mg /5 ml

COMPOSITION:
Each 5ml HESTAZINE contains Smg Cetirizine hydrochloride.
PROPERTIES:

Cetirizine, a human of hydroxyzine, is a potent ant

selective H1 receptor antagonist. The histamine-mediated <early> phase

of the allergic reaction is inhibited by cetirizine, which also reduces the
migration of inflammatory cells and the release of mediators ociated with
the date) allergic responses. Effects on other receptors are negligible and
consequently cetirizine is unlikely to cause undesirable anti-cholinergic and
anti-serotonin effects.

PHARMACOKINETICS:

Cetirizine is rapidly absorbed from the gastrointestinal tract; absorption is
not reduced by food, though the rate may be decreased slightly. Peak blood
levels are attained between 30 and 60 minutes following administration

of a 10 mg oral dose of cetirizine. Apparent plasma clearance is greater in
children than in adults, the terminal elimination half-life in healthy adult
volunteens ranges between 6.7 — 10.7 hours; in children 6.1 — 7.1 hours; and
in children aged less than 4 years 5.55 hours. Cetirizine is mainly excreted
unchanged in the urine (approximately 70% over 5 days compared with 10%
in the faeces). The half-life is increased in renal dysfunction. Cetirizine
binds strongly to plasma proteins.

INDICATIONS:

For the treatment of perennial rhinitis, seasonal allergic rhinitis (hay fever)
and chronic idiopathic urticaria in adults and children aged 6 years and over.
CONTRAINDICATIONS

« In patients who are hypersensitive to cetirizine, to any

Reva Pharma

mouth have been reported.
Instances of abnormal hepatic function with elevated hepatic enzymes
accompanied by elevated bilirubin have been reported. Mostly this resolves
upon discontinuation of the treatment.

The following adverse events were reported for cetirizine 10 mg in clinical
trials at rates of 1.0% or greater: Fatigue, Dizziness, Headache, Abdominal
pain, Dry mouth, Nausca, Somnolence, and Pharyngitis.

Adverse drug reactions at rates of 1% or greater in children aged from 6
months to 12 years in clinical trials are: Diarrhea, Somnolence, Rhinitis

and Fatigue.

DRUG INTERACTION:

Concomitant use of cetirizine with other CNS depressants should be avoided
as reduction in alertness and impairment of performance may occur.
DOSAGE AND ADMINISTRATION:

Adults and children aged 12 years and above: 10 ml once daily.

Children aged between 6 to 11 years: Either 5 ml twice daily or 10 ml

once dail

Children aged between 2- 5 years: 5 mg daily. Either 5 ml once daily or 2.5
ml twice daily.

Children aged between 1- 2 years: 2.5 - 5 mg daily. ie, 2.5 ml once daily or
2.5 ml twice daily.

Children aged betaween 6 month-1 year: 2.5 mg daily. ie, 2.5 ml once daily.
For patients with moderate to severe renal impairment: Since cetirizine is
mainly eliminated via renal route, in cases no alternative treatment can be
used, the dosing intervals must be individualized according to renal function
as follows:

product, to hydroxyzine or to any piperazine derivatives.

« In patients with severe renal impairment at less than 10 ml/min creatinine
clearance,

WARNINGS AND PRECAUTIONS:

+ Caution should be taken in patients with predisposition factors of urinary
retention (e.g. spinal cord lesion, prostatic hyperplasia) as cetirizine may
increase the risk of urinary retention.

« Caution in epileptic patients and patients at risk of convulsions are
recommended.

+ Allergy skin tests are inhibited by antihistamines and a wash-out period (of
3 days) is required before performing them.

PREGNANCY:

Cetirizine may be used mr pregnant women, but caution should be exercised.
NURSING MOTHERS:

Cetirizine is excreted in human milk at concentrations representing 25%

t0 90% of those measured in plasma depending on sampling time after
administration. Caution therefore should be exercised when prescribing
cetirizine to lactating women.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:

Do not exceed the recommended dose in patients who intend to drive,
operate machinery or perform precise activities. The simultancous use of
CNS inhibitors may result in additional decrease in vigilance and poor
performance.

SIDE EFFECTS:

Clinical studies have shown that cetirizine at the recommended dosage has
minor adverse effects on the CNS, including somnolence, fatigue, dizziness
and headache. In some cases, paradoxical CNS stimulation

Isolated cases of micturition difficulty, eye accommodation disorders and dry

Cre: Posology and
Group (clearance (ml/min frequency
Normal 80> 10 mg once daily
of the

Mild 50-79 10 mg once daily
Moderate 30-49 5 mg once daily
5 mg once every

Severe <30 2 days

End-stage renal disease — P
Patients undergoing dialysis <10 Contraindicated

In pediatric patients suffering from renal impairment, the dose will have to
be adjusted on an individual basis taking into account the renal clearance of
the patient, their age and their body weight

Patients with hepatic impairment: no dose adjustment is needed in patients
with solely hepatic impairment.

STORAGE CONDITIONS: Do not store above 25°C.

PACKAGING: HESTAZINE Syrup is available in bottle of 100 ml.

-A medicament is a product which affects your health, and its

e doctorand he pharmacit
me prescription without consulting your doctor.
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