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Dosing adjustment may be necessary in patients with hepatic ircipairrnent {see DOSAGE 
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In a four-week clinical trial in pediatric patients a'ged b to 11 years, results of randomly obtained ECC measurements before treatment and after 2 weeks of treatment showed that eetirizine hydrochloride 5 ar10 mg did not increase QTc; versus placebo. In a one week clinical trial (N=86) of cetirizine hycrochloride syrup (0,2S mg/kg bid) compared with placebo in pediatric patients 6 to 31 months of age, ECG measurements taken within 3 hours of the last dose did not show any EGG abnornialities or increases in QTc interval in either group compared to baseline assessments. Data from other studies where cetirizine 
hydrochloride was administered to patients G-23 months of age were consistent with the findings in this study. 

The effects of cetirizine hydrochloride on the QTc intenal at doses higher than 10 mg have not been studied in children less than 12 years of age. 

In a six-week, placebo-controlled study of 186 patients (aged 1'? t0 64 years) with allergic rhinitis and mild to moderate asthma, c-etirizine hydrochloride 10 mg once daily 
improved rhinitis symptoms and did not alter pulmonary function . In a two-week, 
placebo-controlled clinical trial, a subset analysis ¬3f 65 pediatric (aged 6 to 11 years) allergic rhinitis patients with asthma showed cetirizine hydrochloride did not alter pulmonary function . These studies support the safety of adrninaster~ing cetirizine 
hydrochloride to pediatric and adult allergic rhinitis patients with mild to moderate asthma. 



Cetirizine was not nratagenic in the Atnes test, and not clastogenic in the human 
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lymphocyte assay, the mouse lymphonia assay, ai 

In a fertility and general reproductive perforinanc 
impair fertility at an oral close of 64 mg/kg (agpro 
recommended daily oral dose in adults on a rng/m 

Pregnancy Category B 
In mice, rats, and rabbits, cetirizzne was not terata 
135 mg/kg, respectively (approximate' y 40, 180 a 
recommended daily oral dose in adults on a mg/m 
adequate and well-controlled studies in pregnant N 
studies are not always predictive of human respon 
pregnancy only if clearly needed. 

Nursing Mothers 
In mice, cetirizine caused retarded pup weight gat 
darns of 96 mg/kg (approximately 40 times the m, 
in adults on a mb/m'` basis) . Studies in beagle dog; 
the dose was excreted in milk. Cetirizzne has been 
breast milk . Because many drugs are excreted in h 
mothers is not recommended. 

Geriatric Use 
Of the total number of patients i11 clinical studies c 
and older, and 39 patients were 75 years and older 
observed between these patients and younger pati( 
older individuals cannot be ruled out. With regard 
cetirizine for each approved indication did not incl 
65 years and older to determine whether they respi 

Cetirizine is known to be substantially excreted by 
reactions to this drug may be greater in patients wi 
elderly patients are more likely to have decreased i 
dose selection, and it may be useful to monitor ren 
Renal Impairment subsections in CLINICAL PHA 
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d in vivo 3nicronraeleus test in rats . 

; study in mice, cetirizine did not 
,,imately 25 tirries the maximum 
' basis} . 

,,,I,anic at oral doses up to 96, 225, and 
id 220 times the maximum 
' basis) . There are, however, no 
7omen. Because animal reproduction 
;e, cetrrizine should be used during 

i during lactation at an oral dose in 
ximurn recom~~ncnded daily oral dose 
indicated that approximately 3% of 

reported to be excreted in human 
uman milk, use of cetiriLine in nursing 

f cetirizine, 186 patients were 65 years 
No overall differences in safety were 

nts, but greater sensitivity of same 
to efficacy, clinical studies of 
ude sufficient numbers of patients aged 
~nd differently than younger patients . 

the kidney, and the risk of toxic 
I impaired renal fi:nction. Because 
enal function, care should be taken in 
i1 function . (See Geriatric; Patients and 
E2MACC)LO .C''.3Y. i 
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to 11 mg/day. The safety of cetirizine hydrochloride syrup has been demonstrated in 4'Z patients aged 6 to 11 months in a placebo-controlled 7-day trial. The prescribed close 'sxas 0.25 mg/kg bid, which corresponded to a mean of 4 .5 mg/day, "/ith a range of 3.4 to 6 .2 mg/day. 

The effectiveness of cetiriz%ne hydrochloride for the treatment o£ allergic rninitis and chronic idiopathic urtiearia in pediatric patients aged 6 months to 1 I years is based on an extrapolation of the demonstrated efficacy of cetirizine in adults with these conditions and the likelihood that the disease course, pathophysioiQgy and the drug's effect are 
substantially similar between these two populations. Efficacy is extrapolated down to 6 months of age for perennial allergic rhinitis and down to 2 years of age rOr seasonal allergic rhinitis because these diseases are thought to occur down t6 these ages in children . The recommended doses for the pediatric, population are based on crass-study comparisons of the pharnzacokinetics and pharmacodynamics of ectirizine in adult and pediatric; subjects and on the safety profile of eetirizine in both adult and pediatric patients at doses equal to or higher than the recommended doses. The cetirizine AUC and C�,aX in pediatric subjects aged 6 to 23 months who received a mean of 2.3 mg in a single dose, and in subjects aged 2 to 5 years who received a single dose of 5 mg of cetirizine syrup and in pediatric subjects aged 6 t0 11 years who received a single dose of 10 mg of cetirizine syrup were estimated to be intermediate between thai observed in adults who received a single dose of 10 mg of cetit-izine tablets and those ~xho received a single dose of 20 mg of cetirizine tablets. 

The safety and effectiveness of eetirizine in pediatric patients under the age of 6 months have not been established. 

Table 1 lists adverse exper%ences in patients aged 12 years and older which were reported 
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for cetirizine hydrochloride 5 and 10 xng in controlled clinical trials in the United States and that were more common with cetirizine than placebo. 

Table 1~Adverse Experiences Reported in Patients Aged 12 Years and Older in ra 
Placebo-Controlled United States Cetiri,ztne Hydrochloride Trials (Maximum Dose of 10 mg) at Rates of 2% or Greater (Percent Incidence) 
Adverse Certirizine Hydrochloride Placebo 

I 

L 
Ex erience (N = 2034) CN=1612) S 

I 
I 
neo eyw e ('ertir". omnolence__~T_'_ 13.7_____ i I Fatigue 5.9 2 .6 Dry Mouth ~ 5 .0 2.3 

Pharyn Jitis 2 .0 
Dizziness 2.0 -;---"~_ -_i -- - - - - ---~--~._. ._ 1 .2- 
In addition, headache and nausea occurred in more than of the patients, but were more common in placebo patients . 

Pediatric studies were also conducted with cetirizine . More than 1300 pediatric patients aged 6 to 11 years with more than 900 'treated with cetirizine hydrai;hToride at doses of -1 .25 to 10 mg per day were included in controlled and uncontrolled clinical trials conducted in the United Stares . The duration of treatment ranged from 2 Co i? weeks. Placebo-controlled trials up to 4 weeks duration included 168 pediatric patients aged 2 to 5 years who received cetirizine, the majority of whom received single daily doses of S mg. A placebo-controlled trial 1 S months in duration included 399 patients aged 12 to 24 months treated with cetiriaine (G:25 mi4/kg bid), and another placebo-controlled trial of 7 days duration included 42 patients aged b to 11 months who were treated with cetirizine (0.25 mg/kg bid) . 

The majority of adverse reactions reported in pediatric patients aged 2 to 11 years with cetirizine were mild or moderate. In placebo-controlled trials, the incidence of discontinuations due to adverse reactions in pediatric patients receiving up to 10 mg of cetirizine hydrochloride was uncommon (0 .4% on c-etirizine vs . 1 .0% on placebo). 

Table 2 lists adverse experiences which were reported for cetirizine hydrochloride 5 and 10 mg in pediatric patients aged b to 11 years in placebo-controlled clinical trials in the United States and were more common with cetirizine than placebo . Of these, abdominal pain was considered treatment-related wid somnolence appeared to be dose-related, 1 .3% in placebo, 1 .9% at 5 mg and 4.2% at 10 mg. The adverse experiences reported in pediatric patients aged 2 to " years in placebo-controlled trials were qualitatively similar in nature and generally similar in frequency to those reported in trials with children aged b to 1 1 years. 

In the placebo-controlled trials of pediatric patients 6 to 24 months of age, the incidences of adverse experiences were similar in the cetirizine and placebo treatment groups in each study. Somnolence occurred with essentially the same frequency in patients who received cetirizine and patients who received placebo. In a study of I week duration in children 6- 
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Abnormal hepatic function, aggravated tooth caries, constipation, dyspepsia, eructation, flatulence, gastritis, hemorrhoids, increased appetite, melena, rectal hemorrhage, stomatitis including ulcerative ,toanat;.tis, tongue discoloration, tongue edema. 

Genitourinary 
Cystitis, dysuria, llematuria, macturition frequency, pplyuria, urinary incontinence, urinary tract infection . 

Hearing and Vestilbular 
Deafness, earache, ototoxicity, tinnittzt, . 

Metabolic/Nu tritional 
Dehydration, diabetes mellitus, thirst . 

1Vlusculoskeletat 
Artllralgia, arthritis, arthrosis, muscle weakness, myalgia. 

Psychiatric 
Abnormal thinking, agitation, amnesia, anxiety, decreased libido, depersonalization, depression, emotional lability, euphoiia., impaired concentration, insomnia, nervousness, paroniria, sleep disorder. 

Respiratory System 
Bronchitis, dyspnea, hyperventilation, -increased sputum, pneumonia, respiratory disorder, rhinitis, sinusitis, upper r-espiyatory tract infb-ction . 

Reproductive 
Dysmenorrhea, female breast pain, iutermenstrual bleeding, leuk-aarhea, menoarhagia, vaginitis . 
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Adults and Children 12 Years and Older 
The recommended iiutiai dose of cetinzine hydrochloride orally disintegrating tablets is S 
mg or 1(? mg per day in adults and children 12 years and older, depending on symptom 
severity. Mast patients in clinical trials started at 1 0 m~. Cetirizizie Hydrochloride Orally 
Disintegrating Tablets are given as a single daily dose . The time of administration may be 
varied to suit individual patient needs. 

Children 6 to 11 Years 
The recommended initial dose of Cetirizine Hydrochloride Orally Disintegrating Tablets 
in children aged 6 to 11 years is 5 mg or 10 mg once daily depending on symptom 
severity . The time of administration may be varied to suit individual patient needs. 

Children 2 to S Years 
The recommended initial dose of Cetxrazine Hydrochloride Orally Disintegrating Tablets 
in children aged 2 to 5 years is 5 mg once a day. 

Dose Adjustment for Renal and Hepatic Impairment 
In patients 12 years of age and older with decreased renal function (creatinine clearance 
ll-31 mI,/min), patients on hemodialysis (cre;atinine clearance less than 7 inL/miri), and 
in hepatically impaired patients, a dose of 5 mg once daily is recommended. Similarly, 
pediatric patients aged 6 to 11 years with impaired renal or hepatic function should use 
the lower recommended dose . In the absence of pharmaaokinctic and safety information 
for cetirizine in children below the age of 6 years with impaired renal or rlepatic function, 
its use in this impaired patient population is not recommended . 

Dose Adjustment for Geriatric Patients 
In patients 77 years of age and older, a dose of 5 rr¬g once daily is recommended. 

HOW SUPPLIED 
Cetirizine Hydrochloride Orally Disintegrating Tablets are white to off-white, round, flat-
faced, beveled edge, unscored tablet oontaining 5 nig or 10 mg cetirizire hydrochloride . 

5 ing tablets are engraved with (ingrcni~i) on one side and (ingrawng) on the other. 
(IVDC number aradpackage size to he determined) 

10 mg tablets are engraved with (ingraving) on one side and (ingr~~~ing)on the other. 
(NDC number and package size to be determined.) 

STORAGE: Store at 20° to 25°C (68° to 77°F) [See LISP Controlled Room 
Temperature] . 


