
CERITEC® SYRUP 1MG/ML 
Ingredient(s):
Each ml contains:
Cetirizine Hydrochloride................................................................................................................................................1mg
Methyl Paraben...........................................................................................................................1.35mg  (as preservative)
Propyl Paraben............................................................................................................................0.15mg (as preservative)

Pharmacology (Summary of Pharmacodynamic and Pharmacokinetic):
Pharmacodynamic:
Cetirizine has been shown to be an anti-H1 agent devoid of any significant anticholinergic or antiserotonin effects. At 
pharmacologically active doses, it induces neither sedation nor behavioral changes because cetirizine does not cross 
the blood brain barrier. Cetirizine inhibits the histamine-induced “early” phase of the allergic reaction. It also 
significantly reduces the migration of inflammatory cells, eg, eosinophils and the release of mediators associated with 
the “late” allergic response. Cetirizine markedly reduces bronchial hyperreactivity to histamine in the asthmatic 
patients. It also reduces the allergic reaction induced by specific allergens. These effects are obtained without any 
central effects being demonstrated either by psychometric test or by a quantified EEG. 
Pharmacokinetic:
Peak blood levels of the order of 0.3mcg/ml are reached between 30 and 60 min after administration of a 10mg dose of 
cetirizine. Its plasma half-life is approximately 10 hours in adults, 6 hours in children 6-12 years, and 5 hours in children 
2-6 years. The plasma levels are proportional to the administered dose and cetirizine is strongly bound to plasma 
proteins.

Indication(s):
Adults and children ≥ 1 year: Symptomatic treatment of seasonal rhinitis, perennial allergic rhinitis and urticaria of 
allergic origin. 

Dosage and Administration:
Children 1 to 2 years: 2.5mg (2.5ml) twice daily.
Children 2 to 6 years: 5mg (5ml) daily in 1 or 2 divided doses.
Children 6 to 12 years: 10mg (10ml) daily in 1 or 2 divided doses. 
Adults and adolescents over 12 years: 10mg once daily (10ml).
The solution can be swallowed as such

Elderly subjects: Data do not suggest that the dose needs to be reduced in elderly subjects provided that the renal 
function is normal. 
Patients with moderate to severe renal impairment: There are no data to document the efficacy/safety ratio in patients 
with 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. Refer to the following table and adjust the 
dose as indicated.

Dosing adjustments for adult patients with impaired renal function:

 

 

Group 

Normal
Mild
Moderate
Severe

End-stage renal 
disease- patients
undergoing dialysis

≥ 80
50 – 79
30 – 49

< 30 

< 10 

10mg once daily
10mg once daily
5mg once daily

5mg once every 2 days

Contra-indicated

Dosage and frequency Creatinine clearance
(ml/min)



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, his age and his body weight. 
Patients with hepatic impairment: no dose adjustment is needed in patients with solely hepatic impairment.
Patients with hepatic impairment and renal impairment: dose adjustment is recommended (see patients with moderate 
to severe renal impairment above).
Oral administration.

Contraindications:
1) Hypersensitivity to cetirizine hydrochloride. 
2) Patients with severe renal impairment at less than 10ml/min creatinine clearance.
3) This product is contraindicated in lactating women since cetirizine is excreted in breast milk. 

Side Effect(s) / Adverse Reaction(s):
There have been occasional reports of mild and transient subjective side effects eg. headache, dizziness, drowsiness, 
agitation, dry mouth and gastrointestinal discomfort. Occasionally, symptoms of hypersensitivity have been reported. 

Precaution(s) / Warning(s):
1) Activities requiring Mental Alertness: In clinical trials the occurrence of somnolence has been reported in some 
   patients taking Cetirizine: due caution should therefore be exercised when driving a car or operating potentially 
   dangerous machinery.
2) Precaution is recommended if alcohol is taken concomitantly with this product. 
3) Caution in epileptic patients and patients at risk of convulsions are recommended.
4) This product contains aspartame and is unsuitable for phenylketonurics.

Interaction with Other Medicaments:
To date, there are no known interactions with other drugs. Nevertheless, this product should be used with caution if 
sedatives are also being taken. 

Pregnancy and Lactation:
Use in pregnancy: As a precaution, this product should not be administered to pregnant women during the first 3 
months of pregnancy. 
Use in lactation: This product is contraindicated in lactating women since cetirizine is excreted in breast milk.

Symptoms and Treatment for Overdosage, and Antidote(s):
Drowsiness can be a symptom of over dosage, occurring from administration of 50mg of this product as a single dose. 
To date, there is no specific antidote. In the case of massive over dosage, gastric lavage should be performed as soon 
as possible. Usual supportive measures should be provided and routine observation carried out regularly.

Shelf-Life:
3 years from the date of manufacture.

Storage Condition(s):
Keep in a tight container. Store at temperature below 30°C. Protect from light and moisture.

Product Description and Packing(s):
Clear and colorless solution with banana flavor.
Plastic bottle of 60ml, 100ml and 120ml.
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