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CLARATADIN

Composition and excipients:
Each CLARATADIN tablet contains 10mg of loratadine.

Mechanism of action:
Loratadine is a tricyclic antihistamine with selective, peripheral H,-receptor activity. Loratadine has no significant H,-receptor

activity.

Pharmacokinetic properties:

Absorption and metabolism: After oral administration, loratadine is rapidly and well absorbed and undergoes an extensive first pass

metabolism, mainly by CYP3A4 and CYP2D6. The major metabolite is active and responsible for a large part of the clinical effect.
Distribution: Loratadine is highly bound (97% to 99%) and its active metabolite moderately bound (73% to 76%) to plasma proteins.
Elimination: Approximately 40% of the dose is excreted in the urine and 42% in the faeces over a 10 day period and mainly in the

form of conjugated metabolites.

Indications:

Loratadine is indicated for the symptomatic treatment of allergic rhinitis and chronic idiopathic urticaria.

Posology and method of administration:
The drug may be taken without regard to mealtime.
Adults and children over 12 years of age: 10 mg once daily one tablet or 10 ml of the syrup.

Paediatric patients:

Children 2 to 12 years of age with:

Body weight more than 30 kg: 10 mg once daily one tablet or 10ml of the syrup.

Body weight 30 kg or less: (5mg) 5ml of the syrup once daily, the tablets are not suitable in children with a body weight less
than 30 kg.

Children under 2 years of age: The safety and efficacy of Loratadine use in these patients has not been established.

Patients with hepatic impairment: Patients with severe liver impairment should be administered a lower initial dose because they may

have reduced clearance of loratadine.

Adults and children weighing more than 30 kg: An initial dose of 10 mg every other day is recommended

Children weighing 30 kg or less: An initial dose of 5 ml (5 mg) every other day is recommended.

Patients with renal impairment: No dosage adjustments are required in patients with renal insufficiency.

Elderly: No dosage adjustments are required in the elderly.

Contraindications:

Hypersensitivity to the active substance or to any of the excipients.

Warnings and precautions:

e Loratadine should be administered with caution in patients with severe liver impairment.

e  This product contains sucrose; thus patients with rare hereditary problems of fructose intolerance, glucose-galactose
malabsorption or sucrose isomaltase insufficiency should not take this medicine.

e This product contains lactose. Patients with rare hereditary problems of galactose intolerance, the Lapp lactase
deficiency or glucose-galactose malabsorption should not take this medicine.

e The administration of Loratadine should be discontinued at least 48 hours before skin tests since antihistamines may

prevent or reduce otherwise positive reactions to dermal reactivity index.



Drug Interaction:

e  When administered concomitantly with alcohol, Loratadine have no potentiating effects.

e Potential interaction may occur with all known inhibitors agents of CYP3A4 or CYP2D6 resulting in elevated levels
of loratadine, which may cause an increase in adverse events.

e Increase in plasma concentrations of loratadine has been reported after concomitant use with ketoconazole,

erythromycin, and cimetidine, but without clinically significant changes.

Pregnancy:

As a precautionary measure, it is preferable to avoid the use of loratadine during pregnancy.

Lactation:

Loratadine is excreted in breast milk, therefore the use of loratadine is not recommended in breast-feeding women.

Effects on ability to drive and use machines:
Patients should be informed that very rarely some people experience drowsiness, which may aftect their ability to drive or use

machines.

Undesirable effects
Common adverse reactions reported in clinical trials in pediatric patients aged 2 through 12 years: were headache, nervousness, and
fatigue.

The most frequent adverse reactions reported in adults and adolescents were somnolence, headache, increased appetite and insomnia.

Overdose:

Overdosage with loratadine increased the occurrence of anticholinergic symptoms.

In the event of overdose, general symptomatic and supportive measures should be instituted and maintained for as long as necessary.
Administration of activated charcoal as a slurry with water may be attempted. Gastric lavage may be considered. Loratadine is not
removed by haemodialysis and it is not known if loratadine is removed by peritoneal dialysis. Medical monitoring of the patient is to

be continued after emergency treatment.

Storage condition:
Store at room temperature.

CLARATADIN tablets should be protected from excessive moisture.

How supplied:

A carton box contains 10 or 20 tablets.



