
--,-

_j__ 

1,_1, ------------'--'13
=·00=m'-"-m ____             202�4

AVICET SYRUP 0.1%WN

Composition ________________ _ 
Each ml contains Cetirizine Hydrodlloride 1 mg. 

Preservative: methylparaben 0.1%w/v. 

Appearance ________________ _ 
11 is clear and colourless syrup with banana flavour. 

Pharmacodynamics, ______________ _ 
In experimental animals, cetirizine has been shown to be an anti-H1 agent 
devoid of any significant anticholinergic or antiserotonin effects. At 
pharmacological active doses, rt induces neither sedation nor behavioural 
changes. This may be explained by the fact that cetirizine does not cross the 
blood-brain barrier. It was shown in human pharmacology studies that 
cetirizine will inhibit certain effects produced by exogenous histamine. This 
activity appears rapidly. Cetirizine also inhibits the effects produced by 
endogenous histamine released in vivo by an agent eg 48/80. Finally, it inhibits 
the cutaneous reaction induced by VIP (Vasoactive Intestinal Polypeptide) and 
su6starice P�euro"peptiae5 thafare oelievecJ to take parf in fne allefgic - -
reaction. Cetirizine markedly 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 central effects being 
demonstrated either by psychometric test or by a quantified EEG. 

Pharmacokinetics, _______________ _ 
Cetirizine is rapidly absorbed from the gastrointestinal tract; absorption is not 
reduced by food, though the rate may be decreased slightly. Peak blood levels 
in the order of 0.3 micrograms/ml are attained between 30 and 60 minutes 
following administration of a 10 mg oral dose of cetirizine. Apparent plasma 
dearance is greater in children than in adults: the terminal elimination half-life 
in healthy adult volunteers ranges between 6.7 -10.7 hours; in children 6.1 -
7.1 hours; and in children aged under 4 years 5.55 hours. Cetirizine is mainly 
excreted unchanged in the urine (approximately 70% over 5 days compared 
with 10% In the feces). The ha�l�e Is Increased In renal dysfunction: halflives 
of 19 and 21 hours in patients with mild to moderate renal impairment 
respectively have been reported. This may have implications for elderly 
patients. Cetirizine binds strongly to plasma proteins. 

Indication, _________________ _ 
Adults and children of 2 years and above: symptomatic treatment of seasonal 
aJ.IergiQlbinitis._pet"fillniaLaUergic._rhin.itis an.dJ,nticarial �llergtc origin. 

Contraindications, _______________ _ 
Cetirizine is contraindicated in: 

- hypersensitivity to any of the constituents of this formulation, to hydroxyzine 
or to any piperazine derivatives. 

• patients with severe renal Impairment at less than 15 ml/min creatinlne 
clearance. 

Recommended Dosage _____________ _ 
Route of Administration: For oral use. 

Aduffs: 10 mg (10 ml 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) twice daily. 

Children aged from 6 to 12 years: 5 mg (5 ml of oral srnution) twk:e daily. 

Children over 12 years of age: 10 mg (10 ml of oral solution) once daily. 

Elderly: 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 impainnent. 

Since cetirizine is mainly excreted via renal route, in cases no alternative 
treatment can be used, the dosing intervals must be individualised according to 
renal function. 

Refer to the following lable and adjust the dose as indicated. 

Cler- [140-age(years)) x weight (kg) / [ 72 x serum creatinine (mg/dl)I 

(x 0.85 for women) 

Dosing adjustments for adult patients with impaired renal function 

Group Creatinine clearance Posotogy and frequency 
lmVrron\ 

Nonnal renal function >90 10 mg once daUv 
Mild decrease renal fu1ction 60-< 90 10 ma once daDv 
Moderately decreased 30. < 60 5 mg once daily 
renal function 
Severe decreased 15-<30, not requiring 5 mg once every 2 days 
renal function dialvsis trealment 
End-stage renal disease <15 requiring contraindicated 

dialysis treatment 

In paediatric 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) 

Side Effects / Adverse Reactions 

Blood and lvtr<lhat� dsordera Verv rare: thrombocvtooen� 

Immune system disordera Rare: hyperaensiti,ly 
Verv rare: anaohvlactic shock 

Metabolism and nutrition lisorders Not known: increased appetite 

Psychiatric disorders Uncommon: agitation 
Rare: aggression, confusion, depression, 
hallucination, insomnia 

- - - - - Veryrare:tics- - - - -

Not known: suicidal ideation, nktlbnare 

Neivous system disorders Uncommon: paraesthesia 
Rare: convulsions 
Very rare: dysgeusia, dyskinesia, dystorua, 
syncope, tremor 
Not known: amnesia, memory imparment 

Eye disorders Very rare: acconvmxlation disoidef, 
blurred v1sion,oculnnvrntion 

Ear and labyrnth disordera Not known: vertigo 

Cardiac disorders Rare: tachycardia 

Gastrointestinal disorders Uncommon: diarrhoea 

-

Hepatobiliary disorders Rare: hepatic function abnormal (lransaminases 
increased, blood biUrubl'l increased, blood 
alkaline phosphatase ircreased, 
gamma-glutamyl transferase ilcreased) 
Not known: hepatitis 
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Skin and subculaneous tissue Uncommon: pruritus, rash 
disorders Rare:urticaria 

Very rare: angioedema, fixed drug eruption 
Not known: acute generalized exanthematous 
pustulosis (AGEP) 

Musculoske�tal and Not known:arthralgia 
conneclivetissuedisoolers 

Renal and url\aly dsordera Veryrare:dysuria,eni.resis 
Not known: urrtary retentioo 
(see Section Warnings and Precautions) 

General disorders and Uncommon: asthenia, malalse 
administration site concitions Rare: oedema 

Investigations Rare: weight increased 

Skin reactlOl'\S occumng after d1scontinuat1on of cet1nzme 
After discontinuation of cetirizine, pruritus (intense itching) and/or urticaria have 
been reported (see Section Warnings and Precautions). 

Precautfons7Waming - - - - - - - - - -
Activities Requiring Mental Alertness: In clinical trials the occurrence of 
somnolence has been reported in some patients taking Cetirtzine: due caution 
should therefore be exercised when driving a car or operating potentially 
dangerous machinery. 

Dosage adjustment is necessary in patients with moderate or severe renal 
impairment (see section Recommended Dose). Caution should be taken in 
patients with predisposition factors of urinary retention {e.g. spinal oord lesion, 
prostatic hyperplasia) as cetirizine may increase the risk of urinary retention. 

Caution in epileplic patients and patients at risk of convulsions is recommended. 

For patients whose symptoms persist, it is advised to consult a doctor or 
pharmacist At therapeutic doses, no clinically signification interactions have 
been deroonstrated with alcohol (for a blood alcohol �vet of 0.5 gn). 
Nevertheless, precaution is recommended if alcohol is laken concomitantly. 

Alle(lly skin tests are inhibited by antihistamines and a wash-out penod (of 3 
days) is required beforB performing them. 

Pruritus and/or urticaria may occur when cetirizine is stopped, even if those 
symptoms were not present before treatment initiation. 

In some cases, the symptoms may be intense and may require treatment to be 
restarted. The symptoms should resolve when the treatment is restarted. 

Paediatric population: Oueio the-amount ohome-excipients·inihe-formulation;­
the use of the product is not recommended in children aged less than 2 years. 

Use in pregnancy & 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. 

Pregnancy: For cetirizine, very rare clinical data on exposed pregnancies are 
available. Animal studies do not indicate direct or indirect harmful effects with 
respect to pregnancy, embryonal/foetal development, parturition or postnatal 
development 

Caution should be exercised when prescribing to pregnant women. 

Breast-feeding: Cetirizine is excreted in human milk at concentrations 
representing 25% to 90% of those measured in plasma, depending on sampling 
time after administration. Caution therefore should be exercised when 
prescribing cetirizine to lactating women. 

Interaction with other Medicaments, __________ _ 

Due to the pharmacokinetic, phannacodynamic and tolerance profile of 
cetiri.zine, no interactions are expected with this antihistamine. Actually, neither 
phannaoodynamic nor significant phannac:okinetic inleraction was reported in 
drug-drug interactions studies performed, notably with pseudoephedrine or 
theoph�line (400 mg/day). 

The extent of absorption of cetirizine is not reduced with food, although the 
rate of absorption is decreased. 

ln sensitive patients, the concurrent use of alcohol or other CNS depressants 
may cause additional reductions in alertness and impairment of performance 
although cetinzine does not potentiate the effect of alcohol (0.5 g/1 blood 
levels). 

Symptoms and Treatment for overdosage and antidote(s), ____ _ 

Symptoms observed after an overdose of cetirizine are mainly associated with 
CNS effects or with effects that could suggest anticholinergic effect. 

Adverse events reported after an intake of at least 5 times the recommended 
-daiJ¥-dosaare: confusion, diarrhoea, dizziness,Jatigu.e, headache. malaise,­
mydriasis, pruritus, restlessness, sedation, somnolence, stupor, tachycardia, 
tremor and urinary retention. 

There is no known specific antidote to cetirizine. Should overdose occur, 
symptomatic or supportive treatment is recommended. 

Gastric lavage should be considered following ingestion of a short occurrence. 
In addition, active charcoal should be considered if cetirizine has been 
ingested within 1 hour. 

Cetirizine is not effectively removed by dialysis. 

Effects on Ability to Drive and Use Machine, ________ _ 

Objective measurements of driving ability, sleep latency and assembly line 
performance have not demonstrated any clinically relevant effects at the 
recommended dose of 10 mg. However, palienls who experience somnolence 
should refrain from driving, engaging in potentially hazardous activities or 
operating machinery. They should not exceed the recommended dose and 
should take their response to the medicinal product into account. 

In sensitive patients, concurrent use with alcohol or other CNS depressants 
may cause additional reductions in alertness and impairment of performance. 

Pack size _________________ _ 
1 x 75ml & 30 x 75ml amber PET bottle 

- - - - -

Storage conditions ______________ _ 
Store below 30"C. 

Shett-life _________________ _ 
3 years. 

Product Registration Holder ____________ _ 
Advanco Pharma Sdn Bhd (539885-W) 

No.28, Jalan BP 6/6, Bandar Bukit Pucoong, 
4 7120 Puchong, Selangor. 

Manufacturer ________________ _ 
AV Manufacturing Sdn Bhd (667760-V) 
Lot 10621 (PT16700), Jalan Permata 2, 
Arab Malaysian Industrial Park, 71800 Nilai, 
Negeri Sem�lan. 
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