
COMPOSITION
Each Uncoated Tablet Contains: 
Levocetirizine Dihydrochloride  USP 5 mg

Description
Levocetirizine, the (R) enantiomer of cetirizine, is a potent 
and selective antagonist of peripheral H1-receptors. 5 mg 
levocetirizine provide a similar pattern of inhibition of histamine-

action on histamine-induced skin reactions was out of phase with 
the plasma concentrations.

Pharmacodynamics
Pharmacodynamic studies in healthy volunteers demonstrate 
that, at half the dose, levocetirizine has comparable activity to 
cetirizine, both in the skin and in the nose.

In vitro studies (Boyden chambers and cell layers techniques) 
show that levocetirizine inhibits eotaxin-induced eosinophil 
transendothelial migration through both dermal and lung cells. 

technique) showed three main inhibitory effects of levocetirizine 

1 release, modulation of vascular permeability and a decrease 
in eosinophil recruitment.

in several double-blind, placebo controlled, clinical trials 
performed in adult patients suffering from seasonal allergic 
rhinitis or perennial allergic rhinitis.

levocetirizine-treated patients) suffering from persistent 
allergic rhinitis (symptoms present 4 days a week for at least 
4 consecutive weeks) and sensitized to house dust mites and 
grass pollen demonstrated that levocetirizine 5 mg was clinically 

relief from the total symptom score of allergic rhinitis throughout 
the whole duration of the study, without any tachyphylaxis. 

improved the quality of life of the patients.

Pharmacokinetics
The pharmacokinetics of levocetirizine are linear with dose- 
and time-independent with low inter-subject variability. The 

enantiomer or when given as cetirizine.

so far. Hence, no interactions would be expected with the 
combination

In sensitive patients the simultaneous administration of 
levocetirizine and alcohol or other CNS depressants may have 
effects on the central nervous system, although it has been 
shown that the racemate cetirizine does not potentiate the effect 
of alcohol.
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No chiral inversion occurs during the process of absorption and 
elimination.

Absorption:
Levocetirizine is rapidly and extensively absorbed following oral 

 
after dosing. Steady state is achieved after two days. Peak 

a single and a repeated 5 mg o.d. dose, respectively. The extent 
of absorption is dose-independent and is not altered by food, but 
the peak concentration is reduced and delayed.

Distribution:
No tissue distribution data are available in humans, neither 
concerning the passage of levocetirizine through the blood-
brain-barrier. In rats and dogs, the highest tissue levels are 
found in liver and kidneys, the lowest in the CNS compartment.

Biotransformation:
The extent of metabolism of levocetirizine in humans is less 

from genetic polymorphism or concomitant intake of enzyme 

conjugation. Dealkylation pathways are primarily mediated 

following a 5 mg oral dose.

Due to its low metabolism and absence of metabolic inhibition 
potential, the interaction of levocetirizine with other substances, 
or vice-versa, is unlikely.

Elimination:

route of excretion of levocetirizine and metabolites is via urine, 

Renal impairment:
The apparent body clearance of levocetirizine is correlated to 
the creatinine clearance. It is therefore recommended to adjust 
the dosing intervals of levocetirizine, based on creatinine 
clearance in patients with moderate and severe renal 
impairment. In anuric end stage renal disease subjects, the 

compared to normal subjects. The amount of levocetirizine 
removed during a standard 4-hour hemodialysis procedure 

Indications
LE-CET is used in the symptomatic treatment of allergic rhinitis 
(including persistent allergic rhinitis) and chronic idiopathic 
urticaria.

Dosage
One tablet daily or as advised by Physician 

possible.

Side effects
The majority of adverse reactions reported have been reversible 
and of a minor nature. The most frequent are gastro-intestinal 
disorders, in particular dyspepsia, abdominal pain, nausea and 
diarrhoea, and occasional occurrence of dizziness. Dermatological 
complaints including pruritus and rash and abnormal hepatic 
enzyme and serum creatinine levels have also been reported.

Overdose
Symptoms of overdose may include drowsiness in adults and 
initially agitation and restlessness, followed by drowsiness in 
children.

Management of overdoses

Should overdose occur, symptomatic or supportive treatment is 
recommended. Gastric lavage should be considered following 
short-term ingestion. Levocetirizine is not effectively removed by 
haemodialysis.

Contraindications:
Hypersensitivity to levocetirizine, to other piperazine derivatives, 
or to any of the excipients. Patients with severe renal impairment 

Precautions
The use of LE-CET is not recommended in children aged less 

not yet allow dose adaptation.

Precaution is recommended with intake of alcohol.

Patients with rare hereditary problems of galactose intolerance, 

should not take this medicine.

Use during pregnancy and lactation

parturition or postnatal development. Caution should be 
exercised when prescribing to pregnant or lactating women.

Drug Interactions
The individual drugs are not known to have any interactions 
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Composition:

Chaque comprimé non enrobé contient:

La description:

plasmatiques.

Pharmacodynamique:

fois dans la peau et dans le nez.

placebo chez des patients adultes souffrant de rhinite allergique 

puissant que le placebo sur le plan clinique et statistique sur 

Précautions:

Utilisation pendant la grossesse et l’allaitement:

allaitantes.

Interactions médicamenteuses:

ne serait attendue avec la combinaison

PRÉSENTATION:

CONDITIONS DE STOCKAGE:

Durée de vie:

la date de fabrication.
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Pharmacocinétique:

Absorption:

Distribution:

dans le foie et les reins, les plus faibles dans le compartiment du 

Biotransformation:

une dose orale de 5 mg.

Élimination:

stade terminal anurique, la clairance corporelle totale est 

Les indications

rhinite allergique (y compris la rhinite allergique persistante) et 

Dosage

Effets secondaires

gastro-intestinaux, en particulier la dyspepsie, les douleurs 

occasionnels. Des troubles dermatologiques, notamment 

Surdose:

de la somnolence chez les enfants.

Gestion des surdoses

En cas de surdosage, un traitement symptomatique ou de 

Contre-indications:
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