
CALIVIDA®

Levocetirizine dihydrochloride
0.5 mg/ml oral solution

THIS IS A MEDICAMENT
Medicament is a product which affects your health, and its consumption contrary to 
instructions is dangerous for you.
Follow strictly the doctor's prescription, the method of use and the instructions of the 
pharmacist who sold the medicament.
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Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
Keep all medicaments out of the reach of children.
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Council of Arab Health Ministers, Union of Arab Pharmacists

Composition 
Each 1 ml of oral solution contains:
Active ingredient: Levocetirizine dihydrochloride 0.5 mg.         
Excipients: Maltitol liquid (E965), glycerol (E422), saccharin sodium, sodium acetate trihydrate, 
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Indications 
Levocetirizine is indicated for the treatment of:
- Seasonal, perennial and persisting allergic rhinitis (hay fever and pollinosis)
- Allergic conjunctivitis
- Chronic idiopathic urticaria
Dosage and administration
The appropriate volume of Calivida oral solution should be measured, and administered directly 
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Adults and children 12 years of age and older: 
The daily recommended dose is 5 mg (10 ml of solution) to be administered in the evening.
Children 6 to 11 years:
The recommended dose is 2.5 mg (5 ml of solution) once daily to be administered in the evening.
Children aged between 2 and 6 years:
In this group of age Calivida is indicated for the relief of symptoms of perennial allergic rhinitis 
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The daily recommended dose is 1.25 mg (2.5 ml of solution) to be administered in the evening.
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than 6 months is not recommended.
Elderly:
Adjustment of the dose is recommended in elderly patients with moderate to severe renal 
impairment (see Patients with impaired renal function).
Patients with impaired renal function:
The dosing intervals must be individualized according to renal function. Refer to the following 
table and adjust the dose as indicated.
To use the dosing table, an estimate of the patient’s creatinine clearance (CLCr) in ml/min is needed. 
The CLCr (ml/min) may be estimated from serum creatinine (mg/dl) determination using the 
following formula: 

CLCr =
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             72 x serum creatinine (mg/dl)
Dosing adjustments for patients with impaired renal function: 

CALIVIDA®

Dichlorhydrate de lévocétirizine
0,5 mg/ml solution buvable
Composition 
Chaque 1 ml de solution buvable contient:
Substance Active: Dichlorhydrate de lévocétirizine 0,5 mg.
Excipients: Maltitol liquide (E965), glycérol (E422), saccharine sodique, acétate de sodium 
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Indications
La lévocétirizine est indiquée dans le traitement de:
- La rhinite allergique saisonnière, perannuelle et persistante (rhume des foins et pollinose)
- La conjonctivite allergique
- L’urticaire chronique idiopathique
Posologie et mode d’administration
Le volume approprié de Calivida solution buvable doit être mesuré et administré directement ou 
versé dans un verre d’eau. La solution buvable sera prise par voie orale, immédiatement après 
dilution, au cours ou en dehors des repas.
Adultes enfants âgés de plus de 12 ans:
La posologie quotidienne recommandée est 5 mg (10 ml de solution).
Enfants âgés de 6 à 11 ans:
La dose recommandée est 2,5 mg (5 ml de solution) par jour à prendre le soir.
Enfants âgés de 6 mois à 5 ans:
Pour ce groupe d’âge, Calivida est indiqué dans le traitement symptomatique de l’allergie 
perannuelle et le traitement des manifestations cutanées non compliquées de l’urticaire 
chronique idiopathique.
La posologie quotidienne recommandée est de 1,25 mg (2,5 ml de solution), à administrer le soir.
En raison de l’absence de données, l’administration de la lévocétirizine à des nourrissons âgés 
de moins de 6 mois n’est pas recommandée.
Patients âgés: 
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L'intervalle entre les prises doit être ajusté selon la fonction rénale comme indiqué dans le 
tableau ci-après.
Pour utiliser ce tableau, il est nécessaire de calculer la clairance de la créatinine (CLcr) du patient 
en ml/min. La CLcr (ml/min) peut être estimée à partir de la valeur de la créatinine sérique (en 
mg/dl) selon la formule suivante:
 
CLcr=  
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               72 x créatinine sérique (mg/dl)
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fonction de la clairance rénale du patient et de son poids corporel. Il n’y a pas de données 
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Durée du traitement
La rhinite allergique intermittente (symptômes < 4 jours/semaine ou durant moins de 4 semaines) 
doit être traitée en fonction de la pathologie et de l'historique; on peut arrêter le traitement une fois 
les symptômes disparus et on peut recommencer le traitement quand les symptômes réapparais-
sent. En cas de rhinite allergique persistante (symptômes > 4 jours/semaine et durant plus de 4 
semaines), une thérapie continue peut être proposée au patient durant la période d'exposition aux 
allergènes. L’expérience clinique acquise est de 6 mois de traitement avec un comprimé pelliculé 
à 5 mg de lévocétirizine. Avec le racémique, il existe une expérience clinique allant jusqu'à un an 
de traitement pour l'urticaire chronique et la rhinite allergique chronique.
Contre-indications
Antécédents de réactions d’hypersensibilité à la lévocétirizine, à l'un des autres excipients ou 
aux dérivés de la pipérazine.
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Mises en garde et précautions
La prudence est recommandée en cas d'ingestion d'alcool (voir Interactions).
Calivida solution buvable contient du maltitol: Les patients présentant une intolérance au fructose 
(maladie héréditaire rare), ne doivent pas utiliser ce médicament.
Grossesse et allaitement 
Grossesse: Aucune donnée clinique sur des grossesses exposées n’est disponible pour la 
lévocétirizine. Les études menées chez l’animal n’ont pas révélé d’effet néfaste direct ou indirect 
sur la gestation, le développement embryonnaire/fœtal, la parturition ou le développement 
postnatal. La prudence est recommandée lors de la prescription à la femme enceinte ou allaitante.
Allaitement: Comme la lévocétirizine est supposée être excrétée dans le lait maternel, son 
administration n’est pas recommandée pendant l’allaitement.
Conduite de véhicules et utilisation de machines
Des études cliniques comparatives réalisées avec la lévocétirizine à la posologie recommandée n'ont 
pas mis en évidence d'altération de la vigilance, du temps de réaction ou de la capacité à conduire. 
Cependant, somnolence, fatigue et asthénie ont été décrites chez certains patients traités par la 
lévocétirizine. Par conséquent, les patients susceptibles de conduire un véhicule, de s’engager 
dans des activités potentiellement dangereuses ou de manipuler une machine devront évaluer 
au préalable leur réponse au médicament.
Effets indésirables
Au cours d'études cliniques menées, les effets indésirables les plus rapportés (incidence plus 
de 1%) sont sécheresse buccale, céphalée, fatigue, somnolence et asthénie, étant d'intensité 
légère à modérée.
En plus des effets indésirables rapportés au cours des essais cliniques et listés ci-dessus, de très 
rares cas d’effets indésirables ont été rapportés depuis la commercialisation du produit: choc 
anaphylactique, réaction d’hypersensibilité, angio-œdème, états d’anxiété, convulsions, thrombose 
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interaction, sécheresse des muqueuses, troubles gastro-intestinales, nausée, augmentation des 
enzymes hépatiques, réactivité croisée.
Surdosage
Symptômes: Les symptômes d’un surdosage peuvent inclure chez l'adulte une somnolence et 
chez l'enfant d'abord de l’agitation et de la nervosité suivies de somnolence.
Conduite à tenir en cas de surdosage: Il n'existe pas d'antidote connu à la lévocétirizine.
En cas de surdosage, un traitement symptomatique ou de soutien est recommandé. Un lavage 
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par hémodialyse.

In pediatric patients suffering from renal impairment, the dose will have to be adjusted on an 
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Patients with hepatic impairment: 
No dose adjustment is needed in patients with solely hepatic impairment. In patients with hepatic 
impairment and renal impairment, adjustment of the dose is recommended (see Patients with 
renal impairment above).
Duration of use
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treated according to the disease and its history; it can be stopped once the symptoms have 
disappeared and can be restarted again when symptoms reappear. In case of persistent allergic 
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period. For chronic urticaria and chronic allergic rhinitis, up to one year's clinical experience is 
available for the racemate.
Contraindications
History of hypersensitivity to levocetirizine or any of the other constituents of the formulation or to 
any piperazine derivatives.
V�	���	��"�	��	�
�����������#�$����
����
��	����������
��������7���`���!�
Warnings and precautions
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Calivida oral solution contains maltitol: Patients with rare hereditary problems of fructose 
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Pregnancy and lactation
Pregnancy: For levocetirizine no clinical data on exposed pregnancies are available. Animal 
studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/fetal 
development, parturition or postnatal development. Caution should be exercised when prescribing 
to pregnant or lactating women. 
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when breastfeeding. 
Driving and using machines
Comparative clinical trials have revealed no evidence that levocetirizine at the recommended 
dose impairs mental alertness, reactivity or the ability to drive. 
Nevertheless, some patients could experience somnolence, fatigue and asthenia under therapy 
with levocetirizine. Therefore, patients intending to drive, engage in potentially hazardous activities 
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Undesirable effects
From clinical trials, mainly mild to moderate side effects such as dry mouth, headache, fatigue, 
somnolence and asthenia have been reported commonly (above 1%).
In addition to the adverse reactions reported during clinical studies and listed above, very rare 
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anaphylactic reaction, hypersensitivity reaction, angio-oedema, anxious states, convulsions, 
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photosensitivity/toxicity, interaction, dry mucous membranes, gastrointestinal disorders, nausea, 
increase of liver enzymes, cross reactivity.
Overdose 
Symptoms: Symptoms of overdose may include drowsiness in adults and initially agitation and 
restlessness, followed by drowsiness in children. 
Management of overdoses:����
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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.
Interactions 
No interaction studies have been performed with levocetirizine (including no studies with 
CYP3A4 inducers); studies with the racemate compound cetirizine demonstrated that there were 
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erythromycin, azithromycin, glipizide and diazepam). A small decrease in the clearance of 
cetirizine (16%) was observed in a multiple dose study with theophylline (400 mg once a day); 
while the disposition of theophylline was not altered by concomitant cetirizine administration. 
The extent of absorption of levocetirizine is not reduced with food, although the rate of absorption 
is decreased.
In sensitive patients the simultaneous administration of cetirizine or 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.
Pharmacodynamics
Pharmacotherapeutic group: Antihistamine for systemic use, piperazine derivative. 
Levocetirizine is an antihistaminic drug with antiallergic properties. It is a potent and selective 
antagonist of peripheral H1- receptors, with very poor effect on other receptors and has therefore 
almost no anticholinergic and antiserotonergic properties.
Levocetirizine is the (R) enantiomer of cetirizine. Binding studies revealed that levocetirizine has 
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then cetirizine (Ki= 6.3 nmol/l). Levocetirizine dissociates from H1- receptors with a half life of 
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doses of 5 mg levocetirizine. In the treatment of seasonal allergic rhinitis, formal bridging studies 
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results from studies on cetirizine relating to further testing on perennial allergic rhinitis and 
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tendency for effectiveness in a dosage-determining trial carried out on perennial allergic rhinitis. 
A therapeutic study carried out on 551 patients with persisting allergic rhinitis (symptoms: 4 days 
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of the study than placebo. No tachyphylaxy was observed. During the whole study, levocetirizine 
5 mg clinically and statically improved patients’ life quality.
Pharmacokinetics
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cetirizine (racemate). No chiral inversion occurs during the process of absorption and elimination. 
Absorption: Levocetirizine is rapidly and extensively absorbed following oral administration. 
V����
������������	
�	������
�������*���7������$	�
����������	���#��	�	����������*����$	�
�	"��
��#��� V���� ������	
�	����� �
�� 	#
�����#� ��7� ��`��� ���� �7<� ��`��� $����"���� �� ������� ���� ��
repeated 5 mg o.d. dose, respectively. The extent of absorption is dose-independent and is not 
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Distribution: No tissue distribution data are available in humans. Levocetirizine is 90% bound to 
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Biotransformation: The extent of metabolism of levocetirizine in humans is less than 14% of the 
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tions achieved following a 5 mg oral dose. 

The amount of levocetirizine removed during a standard 4-hour hemodialysis procedure was < 10%.
Relation between pharmacokinetics and pharmacodynamics: During the formation of 
histamine-induced erythema and pruritic patches, 5 mg levocetirizine causes an inhibition 
comparable to that induced by 10 mg cetirizine. As for cetirizine, the effect on histamine induced 
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Expiry date and storage conditions 
See the expiry date printed on the outer carton.
Beware not to use Calivida after this date.
Store below 30°C. 
Keep all medicines out of reach of children.

Due to its low metabolism and absence of metabolic inhibition potential, the interaction of 
��*���	�
������"�	���	��
�����	��������
�*���[*�
��������������#��
Elimination: The plasma half-life in adults is 7.9 ± 1.9 hours. The mean apparent total body 
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only 12.9% of the dose. Renal clearance of levocetirizine is about 30 ml/min/1.73m2. Once 
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Renal impairment: The apparent body clearance of levocetirizine is correlated to the 
creatinine clearance. It is therefore recommended to adjust the dosing intervals of levocetiri-
zine, based on creatinine clearance in patients with moderate and severe renal impairment 
(see paragraph posology and administration). In anuric end stage renal disease subjects, the  
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Group
Normal

Mild
Moderate
Severe

End-stage renal 
disease - Patients 

undergoing dialysis

Creatinine clearance (ml/min)
��<7

50 – 79
30 – 49

< 30

< 10

Dosage and frequency
5 mg once daily

2.5 mg once daily
2.5 mg once every 2 days
2.5 mg once every 3 days

Contra-indicated

Groupe

Normale
Légère 

Modérée
Sévère
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stade terminal- 

Patients dialysés

Clairance de la 
créatinine (ml/min)

��<7
50 – 79
30 – 49

< 30

< 10

Dose et fréquence 
d’administration

5 mg une fois par jour
2,5 mg une fois par jour

2,5 mg une fois chaque 2 jours
2,5 mg une fois chaque 3 jours

Contre-indiqué

Adultes enfants 
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CALIVIDA®

Levocetirizine dihydrochloride
0.5 mg/ml oral solution

THIS IS A MEDICAMENT
Medicament is a product which affects your health, and its consumption contrary to 
instructions is dangerous for you.
Follow strictly the doctor's prescription, the method of use and the instructions of the 
pharmacist who sold the medicament.
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Do not by yourself interrupt the period of treatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
Keep all medicaments out of the reach of children.
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Council of Arab Health Ministers, Union of Arab Pharmacists

Composition 
Each 1 ml of oral solution contains:
Active ingredient: Levocetirizine dihydrochloride 0.5 mg.         
Excipients: Maltitol liquid (E965), glycerol (E422), saccharin sodium, sodium acetate trihydrate, 
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Indications 
Levocetirizine is indicated for the treatment of:
- Seasonal, perennial and persisting allergic rhinitis (hay fever and pollinosis)
- Allergic conjunctivitis
- Chronic idiopathic urticaria
Dosage and administration
The appropriate volume of Calivida oral solution should be measured, and administered directly 
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Adults and children 12 years of age and older: 
The daily recommended dose is 5 mg (10 ml of solution) to be administered in the evening.
Children 6 to 11 years:
The recommended dose is 2.5 mg (5 ml of solution) once daily to be administered in the evening.
Children aged between 2 and 6 years:
In this group of age Calivida is indicated for the relief of symptoms of perennial allergic rhinitis 
����	���	
��	���	��$������
����	������������$��	�	������$���
���������
�	�����
	���
���
The daily recommended dose is 1.25 mg (2.5 ml of solution) to be administered in the evening.
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than 6 months is not recommended.
Elderly:
Adjustment of the dose is recommended in elderly patients with moderate to severe renal 
impairment (see Patients with impaired renal function).
Patients with impaired renal function:
The dosing intervals must be individualized according to renal function. Refer to the following 
table and adjust the dose as indicated.
To use the dosing table, an estimate of the patient’s creatinine clearance (CLCr) in ml/min is needed. 
The CLCr (ml/min) may be estimated from serum creatinine (mg/dl) determination using the 
following formula: 

CLCr =
�+�37�8������#��
�!;���"����	����!����7�<>�$�
�"����!

             72 x serum creatinine (mg/dl)
Dosing adjustments for patients with impaired renal function: 

CALIVIDA®

Dichlorhydrate de lévocétirizine
0,5 mg/ml solution buvable
Composition 
Chaque 1 ml de solution buvable contient:
Substance Active: Dichlorhydrate de lévocétirizine 0,5 mg.
Excipients: Maltitol liquide (E965), glycérol (E422), saccharine sodique, acétate de sodium 
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Indications
La lévocétirizine est indiquée dans le traitement de:
- La rhinite allergique saisonnière, perannuelle et persistante (rhume des foins et pollinose)
- La conjonctivite allergique
- L’urticaire chronique idiopathique
Posologie et mode d’administration
Le volume approprié de Calivida solution buvable doit être mesuré et administré directement ou 
versé dans un verre d’eau. La solution buvable sera prise par voie orale, immédiatement après 
dilution, au cours ou en dehors des repas.
Adultes enfants âgés de plus de 12 ans:
La posologie quotidienne recommandée est 5 mg (10 ml de solution).
Enfants âgés de 6 à 11 ans:
La dose recommandée est 2,5 mg (5 ml de solution) par jour à prendre le soir.
Enfants âgés de 6 mois à 5 ans:
Pour ce groupe d’âge, Calivida est indiqué dans le traitement symptomatique de l’allergie 
perannuelle et le traitement des manifestations cutanées non compliquées de l’urticaire 
chronique idiopathique.
La posologie quotidienne recommandée est de 1,25 mg (2,5 ml de solution), à administrer le soir.
En raison de l’absence de données, l’administration de la lévocétirizine à des nourrissons âgés 
de moins de 6 mois n’est pas recommandée.
Patients âgés: 
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L'intervalle entre les prises doit être ajusté selon la fonction rénale comme indiqué dans le 
tableau ci-après.
Pour utiliser ce tableau, il est nécessaire de calculer la clairance de la créatinine (CLcr) du patient 
en ml/min. La CLcr (ml/min) peut être estimée à partir de la valeur de la créatinine sérique (en 
mg/dl) selon la formule suivante:
 
CLcr=  
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               72 x créatinine sérique (mg/dl)
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fonction de la clairance rénale du patient et de son poids corporel. Il n’y a pas de données 
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Durée du traitement
La rhinite allergique intermittente (symptômes < 4 jours/semaine ou durant moins de 4 semaines) 
doit être traitée en fonction de la pathologie et de l'historique; on peut arrêter le traitement une fois 
les symptômes disparus et on peut recommencer le traitement quand les symptômes réapparais-
sent. En cas de rhinite allergique persistante (symptômes > 4 jours/semaine et durant plus de 4 
semaines), une thérapie continue peut être proposée au patient durant la période d'exposition aux 
allergènes. L’expérience clinique acquise est de 6 mois de traitement avec un comprimé pelliculé 
à 5 mg de lévocétirizine. Avec le racémique, il existe une expérience clinique allant jusqu'à un an 
de traitement pour l'urticaire chronique et la rhinite allergique chronique.
Contre-indications
Antécédents de réactions d’hypersensibilité à la lévocétirizine, à l'un des autres excipients ou 
aux dérivés de la pipérazine.
V�	���	���		���	���O����$�������
@���������	����	�
��������*�����������
������������
@�	������
_�7���`���!�
Mises en garde et précautions
La prudence est recommandée en cas d'ingestion d'alcool (voir Interactions).
Calivida solution buvable contient du maltitol: Les patients présentant une intolérance au fructose 
(maladie héréditaire rare), ne doivent pas utiliser ce médicament.
Grossesse et allaitement 
Grossesse: Aucune donnée clinique sur des grossesses exposées n’est disponible pour la 
lévocétirizine. Les études menées chez l’animal n’ont pas révélé d’effet néfaste direct ou indirect 
sur la gestation, le développement embryonnaire/fœtal, la parturition ou le développement 
postnatal. La prudence est recommandée lors de la prescription à la femme enceinte ou allaitante.
Allaitement: Comme la lévocétirizine est supposée être excrétée dans le lait maternel, son 
administration n’est pas recommandée pendant l’allaitement.
Conduite de véhicules et utilisation de machines
Des études cliniques comparatives réalisées avec la lévocétirizine à la posologie recommandée n'ont 
pas mis en évidence d'altération de la vigilance, du temps de réaction ou de la capacité à conduire. 
Cependant, somnolence, fatigue et asthénie ont été décrites chez certains patients traités par la 
lévocétirizine. Par conséquent, les patients susceptibles de conduire un véhicule, de s’engager 
dans des activités potentiellement dangereuses ou de manipuler une machine devront évaluer 
au préalable leur réponse au médicament.
Effets indésirables
Au cours d'études cliniques menées, les effets indésirables les plus rapportés (incidence plus 
de 1%) sont sécheresse buccale, céphalée, fatigue, somnolence et asthénie, étant d'intensité 
légère à modérée.
En plus des effets indésirables rapportés au cours des essais cliniques et listés ci-dessus, de très 
rares cas d’effets indésirables ont été rapportés depuis la commercialisation du produit: choc 
anaphylactique, réaction d’hypersensibilité, angio-œdème, états d’anxiété, convulsions, thrombose 
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interaction, sécheresse des muqueuses, troubles gastro-intestinales, nausée, augmentation des 
enzymes hépatiques, réactivité croisée.
Surdosage
Symptômes: Les symptômes d’un surdosage peuvent inclure chez l'adulte une somnolence et 
chez l'enfant d'abord de l’agitation et de la nervosité suivies de somnolence.
Conduite à tenir en cas de surdosage: Il n'existe pas d'antidote connu à la lévocétirizine.
En cas de surdosage, un traitement symptomatique ou de soutien est recommandé. Un lavage 
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par hémodialyse.

In pediatric patients suffering from renal impairment, the dose will have to be adjusted on an 
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Patients with hepatic impairment: 
No dose adjustment is needed in patients with solely hepatic impairment. In patients with hepatic 
impairment and renal impairment, adjustment of the dose is recommended (see Patients with 
renal impairment above).
Duration of use
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treated according to the disease and its history; it can be stopped once the symptoms have 
disappeared and can be restarted again when symptoms reappear. In case of persistent allergic 
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proposed to the patient during the period of exposure to allergens. Clinical experience with 5 mg 
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period. For chronic urticaria and chronic allergic rhinitis, up to one year's clinical experience is 
available for the racemate.
Contraindications
History of hypersensitivity to levocetirizine or any of the other constituents of the formulation or to 
any piperazine derivatives.
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Warnings and precautions
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Calivida oral solution contains maltitol: Patients with rare hereditary problems of fructose 
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Pregnancy and lactation
Pregnancy: For levocetirizine no clinical data on exposed pregnancies are available. Animal 
studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/fetal 
development, parturition or postnatal development. Caution should be exercised when prescribing 
to pregnant or lactating women. 
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when breastfeeding. 
Driving and using machines
Comparative clinical trials have revealed no evidence that levocetirizine at the recommended 
dose impairs mental alertness, reactivity or the ability to drive. 
Nevertheless, some patients could experience somnolence, fatigue and asthenia under therapy 
with levocetirizine. Therefore, patients intending to drive, engage in potentially hazardous activities 
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Undesirable effects
From clinical trials, mainly mild to moderate side effects such as dry mouth, headache, fatigue, 
somnolence and asthenia have been reported commonly (above 1%).
In addition to the adverse reactions reported during clinical studies and listed above, very rare 
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anaphylactic reaction, hypersensitivity reaction, angio-oedema, anxious states, convulsions, 
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photosensitivity/toxicity, interaction, dry mucous membranes, gastrointestinal disorders, nausea, 
increase of liver enzymes, cross reactivity.
Overdose 
Symptoms: Symptoms of overdose may include drowsiness in adults and initially agitation and 
restlessness, followed by drowsiness in children. 
Management of overdoses:����
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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.
Interactions 
No interaction studies have been performed with levocetirizine (including no studies with 
CYP3A4 inducers); studies with the racemate compound cetirizine demonstrated that there were 
��� ���������#� 
���*��	� ��*�
��� ��	�
��	����� �"�	�� 
������
���
����� ����	������� ��	�����������
erythromycin, azithromycin, glipizide and diazepam). A small decrease in the clearance of 
cetirizine (16%) was observed in a multiple dose study with theophylline (400 mg once a day); 
while the disposition of theophylline was not altered by concomitant cetirizine administration. 
The extent of absorption of levocetirizine is not reduced with food, although the rate of absorption 
is decreased.
In sensitive patients the simultaneous administration of cetirizine or 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.
Pharmacodynamics
Pharmacotherapeutic group: Antihistamine for systemic use, piperazine derivative. 
Levocetirizine is an antihistaminic drug with antiallergic properties. It is a potent and selective 
antagonist of peripheral H1- receptors, with very poor effect on other receptors and has therefore 
almost no anticholinergic and antiserotonergic properties.
Levocetirizine is the (R) enantiomer of cetirizine. Binding studies revealed that levocetirizine has 
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then cetirizine (Ki= 6.3 nmol/l). Levocetirizine dissociates from H1- receptors with a half life of 
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doses of 5 mg levocetirizine. In the treatment of seasonal allergic rhinitis, formal bridging studies 
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results from studies on cetirizine relating to further testing on perennial allergic rhinitis and 
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tendency for effectiveness in a dosage-determining trial carried out on perennial allergic rhinitis. 
A therapeutic study carried out on 551 patients with persisting allergic rhinitis (symptoms: 4 days 
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of the study than placebo. No tachyphylaxy was observed. During the whole study, levocetirizine 
5 mg clinically and statically improved patients’ life quality.
Pharmacokinetics
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cetirizine (racemate). No chiral inversion occurs during the process of absorption and elimination. 
Absorption: Levocetirizine is rapidly and extensively absorbed following oral administration. 
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repeated 5 mg o.d. dose, respectively. The extent of absorption is dose-independent and is not 
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Distribution: No tissue distribution data are available in humans. Levocetirizine is 90% bound to 
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Biotransformation: The extent of metabolism of levocetirizine in humans is less than 14% of the 
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enzyme inhibitors are expected to be negligible. Metabolic pathways include aromatic oxidation, 
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tions achieved following a 5 mg oral dose. 

The amount of levocetirizine removed during a standard 4-hour hemodialysis procedure was < 10%.
Relation between pharmacokinetics and pharmacodynamics: During the formation of 
histamine-induced erythema and pruritic patches, 5 mg levocetirizine causes an inhibition 
comparable to that induced by 10 mg cetirizine. As for cetirizine, the effect on histamine induced 
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Expiry date and storage conditions 
See the expiry date printed on the outer carton.
Beware not to use Calivida after this date.
Store below 30°C. 
Keep all medicines out of reach of children.

Due to its low metabolism and absence of metabolic inhibition potential, the interaction of 
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Elimination: The plasma half-life in adults is 7.9 ± 1.9 hours. The mean apparent total body 
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only 12.9% of the dose. Renal clearance of levocetirizine is about 30 ml/min/1.73m2. Once 
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Renal impairment: The apparent body clearance of levocetirizine is correlated to the 
creatinine clearance. It is therefore recommended to adjust the dosing intervals of levocetiri-
zine, based on creatinine clearance in patients with moderate and severe renal impairment 
(see paragraph posology and administration). In anuric end stage renal disease subjects, the  
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Group
Normal

Mild
Moderate
Severe

End-stage renal 
disease - Patients 

undergoing dialysis

Creatinine clearance (ml/min)
��<7

50 – 79
30 – 49

< 30

< 10

Dosage and frequency
5 mg once daily

2.5 mg once daily
2.5 mg once every 2 days
2.5 mg once every 3 days

Contra-indicated

Groupe

Normale
Légère 

Modérée
Sévère

%���$�������
@��������
stade terminal- 

Patients dialysés

Clairance de la 
créatinine (ml/min)

��<7
50 – 79
30 – 49

< 30

< 10

Dose et fréquence 
d’administration

5 mg une fois par jour
2,5 mg une fois par jour

2,5 mg une fois chaque 2 jours
2,5 mg une fois chaque 3 jours

Contre-indiqué

Adultes enfants 

q
le racémique, 

p
supposée 

 somnolence, f
susceptibles g g

évaluer 
au préalable 

p y
��� �������

-intestinales, 


