






was 33% shorter in this pediatric population than in adults . It- pediatric patients aged 2 to 5 years 
who received 5 mg of cetirizine, the mean Cmax was 660 ng/rnL . Based on cross-study 
comparisons, the weight-normalized apparent total body clearance was 81 to 11 .1% greater and 
the elimination half-life was 33 to 41% shorter in this pediatric population than in adults . In 
pediatric patients aged 6 to 23 months who received a single dose of 0.25 mg/kg cetirizine oral 
solution (mean dose 2.3 mg), the mean Cmax was 340 ng/mL. Based on cross-study 
comparisons, the weight-normalized, apparent total body clearance was 304°l0 greater and the 
elimination half-life was 63°~1,) shorter in this pediatric population compared to adults . The 
average AUC(0-t) in children b months to <2 years of age receiving the maximum dose of 
cetirizine solution (2.5 mg twice a day) is expected to be two-fold higher than_ that observed in 
adults receiving a dose of 10 mg cetirizine tablets once a day. 

Geriatric Patients : Following a single, l0-mg oral dose, the elimination half-life was prolonged 
by 50% and the apparent total body clearance was 40% lower in lb geriatric subjects with a mean 
age of 77 years compared to 14 adult subjects with a mean age of 53 years . The decrease in 
cetirizine clearance in these elderly volunteers may be related to decreased renal function . 

A dosing adjustment may be necessary in patients 77 years of age and older (see DOSAGE AND 
ADMINISTRATION). 

Effect of Gender : The effect o1' gender an cetirizine pharmacokinetics ha: not been adequately 
studied . 

Effect of Race: No race-related differences in the kinetics of cetirizine have been observed . 
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Dosing adjustment maybe necessary inpatients with hepatic impairment (see DOSAGE AND 
ADMINISTRATION). 

Plharmacodynamics : Studies in 69 adult normal volunteers (aged 20 to 61 years) showed that 
ZYRTEC at doses of 5 and 10 mg strongly inhibited the skin wheal and flare caused by the 
intradermal injection of histamine . The onset of this activity after a single i0-mg dose occurred 
within 20 minutes in 50% of subjects and within one hour in 95% of subjects, this activity 
persisted for at least 24 hours. ZYRTEC at doses of 5 and lU rng also strongly inhibited the 
wheal and flare caused by inlradennal injection of histamine in 19 pediatric volunteers (aged 5 to 
12 years) and the activity persisted for at least 24 hours. 3n a 35-day study in children aged 5 to 
12, no tolerance to the antihistaminic (suppression of wheai and flare response) effects of 
ZYR'I'EC was found. In 10 infants ? to 25 months of age who received 4 to 9 days of cetirizine in 
an oral solution (0.25 mg/kg bid), there was a 90% inhibition of histamine-induced (10 mg/mL) 
cutaneous wheal and 87% inhibition of the flare 12 hours after administration of the last dose . 
The clinical relevance of this suppression o i histamine-qnducEd wheal and flare response on skin 
testing is unknown . 
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measurements taken within 3 hours of the 'last dose did not show any ECG abnormalities or 
increases in QTc interval in either group compared to baseline assessments . Data from other 
studies where ZYRTEC was administered to patients 6-23 months of age were consistent with 
the findings in this study . 

The effects of Z1'RTEC on the QTc interval at doses higher than 10 mg hazre not been studied in 
children less than 12 years of age . 

In a six-week, placebo-controlled study of 186 patients (aged 12 to 64 years" with allergic rhinitis 
and mild to moderate asthma, ZYRTEC ? 0 mg once daily improved rhinitis symptoms and did 
not alter pulmonary function . In a two-week, placebo-controlled climc;al trial, a subset analysis of 
65 pediatric (aged 6 to 11 years) allergic rhanitis patients with asthma showed ZYRTEC did noi 
alter pulmonary function . These studies support the safety of administering Zi'RTEC to pediatric 
and adult allergic rhinitis patients with mild to moderate asthnia . 

Clinical Studies : Nine multicenter, randornizecl, double-blind, clinical trials comparing 
cetirizine 5 to 20 mg to placebo in patients 1 2 years and older with seasonal or perennial allergic 
rhinitis were conducted in the United States . Five of these showed significant reductions in 
symptoms of allergic rhinitis, 3 in seasonal allergic rhinitas (l, to 4 weeks in duration) and 7 in 
perennial allergic rhinitis for up to 8 weeks in duration . Two 4-week multiaenter, randomized, 
double-blind, clinical trials comparing cetirizine 5 to 20 mg to placebo in patients with chronic 
idiopathic urticaria were also conducted and showed significant improvement in syrriptoms of 
chronic idiopathic urticaria . In general, the 10-mg dose was mare effective than the 5-mg dose 
and the 20-mg dose gave no added effect . Same of these trials included pediatric patients aged 12 
to 16 years . In addition, four multicenter, randomized, placebo-controlled, double-blind 2-4 week 
trials in 534 pediatric patients aged 6 to .11 years with seasonal allergic rhinitis were conducted in 
the United States at doses up to IO m& 

INDICATIONS AND USAGE 
Seasonal Allergic Rhinitis : ZYl2TEC is indicated for the relief of symptoms associated with 
seasonal allergic rhinitis due to allergens such as ragweed, grass and tree pollens in adults and 
children 2 years of age and older . Symptoms treated effectively include sneezing, rhinorrhea, 
nasal prurifua, ocular piuritus, tearing, and redness of the eyes . 

Perennial Allergic Rhinitis: ZYRTEC is indicated for the relief of symptoms associated with 
perennial allergic rhinitis due to allergens such as dust mites, animal dander and molds in adults 
and children 6 months of age and older. S~inptams treated effectively include sneezing, 
rhinorrhea, postnasal discharge, nasal pruritus, ocular pruritus, and tearing . 

Chronic Urticaria : ZYRTEC is indicated !or the treatment of the uncomplicated skin 
manifestations of chronic idiopathic urtiearia in adults and children b months of age and older . It 
significantly reduces the occurrence, severily, and duration oil hives and significantly reduces 
pruritus . 
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aged 6 to 11 years who received a single dose of 10 mg of eetarizine syrup were estimated to be 
intermediate between that observed in adults who received a siiagle dose of 1£D mg of cetirizine 
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Table 2 . 
Adverse Experiences Reported in Pediatric Patients Aged 6 to 11 Years in 



Niusculoslceletal : arthralgia, arthritis, artilrosis, muscle weakness, inyaIgia 

Keticuloendothelial: iymphadenopathy . 

Skin : acne, alopecia, angioedexna, bullous oruption, dermatitis, dry skin, eczema, erythematous 



OV IERDOSAGE 
Overdosage has been reported with ZYRTEC, h1 one adult patient who took 150 ing of 
ZYRTEC, the patient was soinnoTent but d~d not display any other clinical signs or abnormal 
blood chemistry or hematology results. In an 18 month old pediatric patient who took an 
overdose of ZYRTEC (approximately 180 nig), restlessness and irritability were observed 
initially; this was followed by drowsiness . Should overdose occur, treatment should be 
symptomatic or supportive, taking into account any concarnitantly ingested medications, There is 
no known specific antidote to ZYRTEC. ZYRTEC is not effectively removed by, dialysis, and 
dialysis will be ineffective unless a dialyzable agent has been concomitantly ingested . The acute 
minimal lethal oral doses were 237 mg/kg in mice . (approximately 95 tirnes the snaximuin 
recommended daily oral dose in adults en a mg/m2 basis, or approximately 40 times the 
maximum recommended daily oral dose in infants on a mg h~~2 basis) and 567 m~g/k~ in rats 
(approximately 460 times the maximum recomznendEd daily oral dose in adults on a mg/m' 
basis, or approximately 190 times the maxiinum recommended daily oral dose in infants on a 
mg/m'` basis) . In rodents, the target of acute toxicity was the central nervous system, and the 
target of multiple-dose toxicity was the liver . 

DOSAGE AND ADMINISTRATION 
ZYRTEC can be taken without regard to food consumption . ZYRTEC is available a5 5 mg and 
10 mg tablets, 1 mg/n1lL syrup, and 5 mg and 10 mg chewable tablets which can be taken with or 
without water . 
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