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ANTIHISTAMINE (H;-RECEPTOR)

Each 5 mL contains:
Cetirizine dihydrochloride 5 mg

<> PRODUCT DESCRIPTION:
Clear, colorless syrup with banana-grape flavor

<> MECHANISM OF ACTION:
Pharmacology
In animals, CETIHIS has been shown to be an anti-H, agent devoid of any significant anticholinergic or antiserotonin effects. At active doses, it does not induce
sedation or behavioral changes.
CETIHIS will inhibit certain effects produced by exogenous histamine. CETIHIS also inhibits the effects produced by endogenous histamine released in vivo.
It inhibits the cutaneous reaction induced by Vasoactive Intestinal Polypeptide and substance P, neuropeptides.
CETIHIS inhibits the histamine-induced “early” phase of the allergic reaction. It also significantly reduces the migration of inflammatory cells e.g., eosinophils
and the release of mediators associated with the “late” allergic response.
CETIHIS reduces bronchial hyper reactivity to histamine in the asthmatic patient. It also reduces the allergic reaction induced by specific allergens. These effects
are obtained without any central effects.
Pharmacokinetics
Peak blood levels reached between 30 and 60 minutes after administration of 10 mg CETIHIS. It is strongly bound to plasma proteins.

<> INDICATION:
Adults and children of 2 years and above: symptomatic treatment of seasonal allergic rhinitis, perennial allergic rhinitis and urticaria of allergic origin.

<> DOSAGE AND ADMINISTRATION:
The solution can be swallowed as such.
Route of Administration
For oral use.
Adults
10 mg (10 mL of oral solution) once daily.
A 5 mg starting dose (5 mL of oral solution) may be proposed if this leads to satisfactory control of the symptoms.
Children
Children aged from 2 to 6 years
2.5 mg (2.5 mL of oral solution bid) twice daily.
Children aged from 6 to 12 years
5 mg (5 mL of oral solution) twice daily.
Children over 12 years of age
10 mg (10 mL of oral solution) once daily.
Elderly
Data does 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
Since Cetirizine is mainly excreted 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.

CLecr = [140 — age (years)] x weight (kg) (x 0.85 for women)
72 x serum creatinine (mg/dL)

Dosing adjustments for adult patients with impaired renal function:

Group Estimated Glomerular Dosage and frequency
Filtration Rate (eGFR) (ml/min)
Normal renal function >90 10 mg once daily
Mild decrease renal function 60 —<90 10 mg once daily
Moderately decreased renal function 30 -<60 5 mg once daily
Severely decreased renal function 15 — <30 not requiring dialysis treatment 5 mg once every 2 days
End-stage renal disease < 15 requiring dialysis treatment 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, age and
body weight of the patient.

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 renal impairment above).

<> WARNING AND PRECAUTION:
Alcohol
At therapeutic doses, no clinically significant interactions have been demonstrated with alcohol (for a blood alcohol level of 0.5 g/L). Nevertheless, precaution
is recommended if alcohol is taken concomitantly (see Section Drug Interaction).
Increased risk of urinary retention
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 (see Section Side Effect).
Patients at risk of convulsions
Caution in epileptic patients and patients at risk of convulsions is recommended.
Skin reactions
Pruritus and/or urticaria may occur when Cetirizine is stopped, even if those symptoms were not present before treatment initiation (see Section Side Effect). In
some cases, the symptoms may be intense and may require treatment to be restarted. The symptoms should resolve when the treatment is restarted.
Allergy skin tests
Allergy skin tests are inhibited by antihistamines and a wash-out period of 3 days is reccommended before performing them.
Food
The extent of absorption of Cetirizine is not reduced with food, although the rate of absorption is decreased.
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.
Pregnancy and Lactation
Fertility
Limited data is available on human fertility but no safety concern has been identified.
Animal data show no safety concern for human reproduction.
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Pregnancy

Caution should be exercised when prescribing to pregnant women. For Cetirizine prospectively collected data on pregnancy outcomes do not suggest potential
for maternal or fetal/embryonic toxicity above background rates.

Animal studies do not indicate direct or indirect harmful effects with respect to pregnancy, embryonal/fetal development, parturition or postnatal development.
Lactation

Cetirizine passes into breast milk. A risk of side effects in breastfed infants cannot be excluded. Caution should be exercised when prescribing Cetirizine to lactating
women. Cetirizine is excreted in human milk at concentrations representing 25% to 90% of those measured in plasma, depending on sampling time after administration.

<> SIDE EFFECT:
Post Marketing Data
Adverse drug reactions (ADRs) are listed below by MedDRA system organ class and by frequency.
Frequencies are defined as: Very common (>1/10); Common (>1/100 to <1/10); Uncommon (>1/1,000 to <1/100); Rare (=1/10,000 to <1/1,000); Very rare
(<1/10,000); Not known (cannot be estimated from the available data).
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System Organ Class Frequency Undesirable Effect
Blood and lymphatic system disorders Very rare Thrombocytopenia
Immune system disorders Rare Hypersensitivity
Very rare Anaphylactic shock
Metabolism and nutrition disorders Not known Increased appetite
Psychiatric disorders Uncommon Agitation
Rare Aggression, confusion, depression, hallucination, insomnia
Very rare Tics
Not known Suicidal ideation, nightmare
Nervous system disorders Uncommon Paresthesia
Rare Convulsions
Very rare Dysgeusia, dyskinesia, dystonia, syncope, tremor
Not known Amnesia, memory impairment
Eye disorders Very rare Accommodation disorder, blurred vision, oculogyric crisis
Ear and labyrinth disorders Not known Vertigo
Cardiac disorders Rare Tachycardia
Gastrointestinal disorders Uncommon Diarrhea
Hepatobiliary disorders Rare Hepatic function abnormal (transaminases increased, blood

bilirubin increased, blood alkaline phosphatase increased,
gamma-glutamy! transferase increased)

Not known Hepatitis
Skin and subcutaneous tissue disorders Uncommon Pruritus, rash

Rare Urticaria

Very rare Angioedema, fixed drug eruption

Not known Acute generalized exanthematous pustulosis (AGEP)
Musculoskeletal and connective tissue disorders Not known Arthralgia, myalgia
Renal and urinary disorders Very rare Dysuria, enuresis

Not known Urinary retention (see Section Warning and Precaution)
General disorders and administration Uncommon Asthenia, malaise
site conditions Rare Oedema
Investigations Rare Weight increased

Skin reactions occurring after discontinuation of Cetirizine
After discontinuation of Cetirizine, pruritus (intense itching) and/or urticaria have been reported (see Section Warning and Precaution).

<> CONTRAINDICATION:
Cetirizine is contraindicated in:
® hypersensitivity to any of the constituents of this formulation, to Hydroxyzine or to any Piperazine derivatives
® patients with end-stage renal disease with eGFR (Estimated Glomerular Filtration Rate) below 15 mL/min.

<> DRUG INTERACTION:
Due to the pharmacokinetic, pharmacodynamic and tolerance profile of Cetirizine, no interactions are expected with this antihistamine. Neither pharmacodynamic
nor significant pharmacokinetic interaction was reported in drug-drug interactions studies performed, notably with Pseudoephedrine or Theophylline (400 mg/day).
Alcohol and other CNS depressants
In sensitive patients, the concurrent use of alcohol or other CNS depressants may cause additional reductions in alertness and impairment of performance, although
Cetirizine does not potentiate the effect of alcohol (0.5 g/L blood levels) (see Section Warning and Precaution).

{} OVERDOSE AND TREATMENT:
Symptoms and signs
Symptoms observed after an important overdose of Cetirizine are mainly associated with CNS effects or with effects that could suggest an anticholinergic effect.
Adverse events reported after an intake of at least 5 times the recommended daily dose are: confusion, diarrhea, dizziness, fatigue, headache, malaise, mydriasis,
pruritus, restlessness, sedation, somnolence, stupor, tachycardia, tremor, and urinary retention.
Treatment
There is no known specific antidote to Cetirizine.
Should overdose occur, symptomatic or supportive treatment is recommended.
Cetirizine is not effectively removed by hemodialysis.
Management should be as clinically indicated or as recommended by the national poisons centre, where available.

<> STORAGE:
Store at temperature of not more than 30°C.

<> DOSAGE FORM AND PACKAGING AVAILABLE:
Bottle 5 mg/5 mL, 60 mL Syrup

<> DATE OF REVISION:
July 18, 2025

Manufactured by:
UNISON LABORATORIES CO., LTD.
39 Moo 4, Klong Udomcholjorn, Muang Chachoengsao,
Chachoengsao 24000 Thailand

C-MY/180725-16 (AR)
(MIMS ANNUAL Malaysia 2005; * ZYRTEC_Feb. 2024) ICMY 0053
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