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' For.ral Use

i)ESCRIPTION

Cetirizine hydrochlonde isa whn 1
formulated as white, film-coated,
and are avallable in 5 and 10 mg

monohydrate magnesmm stearate, manmtoi ’mlcrocrystallme cellulose namral "ﬂavor red dye
(ca.rmme) ,

' hydrochlonde ata
S between 4 and 5. The
erln grape ﬂavor,

ZYRTEC syrup is a colorless to shg
concentration of 1 mg/mL (5 mg/S m
inactive ingredients of the syrup are: ban
methylparaben; propylene glycol pr




cetirizine than with placébb’ Invitro x
for other than H; receptors. Autoradios
shown neghglble penetratmn mt‘  the by

Pharmacokmetlcs' i
Absorptmn Cetmzme was rapldly

1.7 hours and 2.8 hours respectwel',v an
the presence of food. e

conoentranon in the range of 25 10 0 ng/ m fff
observed. : -

metabohte w1th neghglble antlhl
metabohsm have not been 1dent1

approx1mately 53 mL/mm

' Interactmn Studles

dlsposmon of theophyllme was not alteredby concoxmtantcetmzm

Speclal Populatmns ; B
- Pediatric Patients: When pedla 1

cetirizine capsule, the mean Cmax we :
weight-normalized, apparent tot: al body cleas ance was 33% greater and the eltmmauon half-hfe o




was 33% shorter in tlns pedlatmc‘p opuls

'n,, adu}ts In pedlatnc_p :‘:ents aged 2 to 5 years v

1% greater and -
:m adults In

' compansons, the welght-normahze appa
the elimination half-life was 33 to4
pedlatnc patients aged 6 to 23 mon
 solution (mean dose 2.3 mg), the
comparisons, the weight-normali
elimination half-hfe was 63% shorter ir
~ average AUC(0-t) in children 6 months.
_cetirizine soluuon (2 5 mg twwe ’a’ :
adults recelvmg a dose of 10 mg cetm i

Geriatric Patients: Followmg a sit
by 50% and the apparent total bo
age of 77 years compared to
cetmzme clearance in these e}dcr

‘ Yaimean age ef 53 ycars Th aseai&n.:, ,'
teers may be related to decreased renal ﬁmctmn

A dosmg adjustment may be necessary m patxents 77 years of age an se’e‘BOSAGE AND

ADMINISTRATION) i : & .

: Effect of Gender' The effect of gender; on cetmzme pharmaco 1 as ;ﬁoi;ibeen adequately
studied. ~ < o R s

Effect ofkﬁ'ce: No race;re~laiedl,d1ff erences in the lonetics o k aVé“béeh,observed.

yle Qral 10—mg daﬂy 'k

Renal lmpaxrment The kmetlcs of cetmz ine Were smdled
_doses of cetirizine for 7 days in 7 norms nte

8 patlents Wlth mlld renal flmctlon




Dosing adjustment may be‘necessary mpatxentswﬂhhepaﬁc impairment (see DOSAGEAND -
: ADMINISTRATION) : s T P e :

y ears)f showed that

The clinical relevance of thls supp
' testmg is unknown. :

neutrophlls and basophlls components ller inflar
ZYRTEC at adose of 20mg. L '

In four cllmcal studles in healthy: e

ole (4“ mg per
T QTc of9 1 msec

250 mg once daxly) There wes r,,m mgni
combmatlon with az:thromycm !

ECG measurements before treatme
10 mg did not increase QTc vers
syrup (0.25 mg/kg bid) compared W

aone week cllmcal trial (N-86 of ZYRTEC
_@m[pedlamc patients 6 to i1 months of a,ge, ECG




studies where ZYRTEC was. admmlstem
the ﬁndmgs in this study. e

The effects of VA RTEC on the QTc mtervai at doses hlghe B
ch11dren less than 12 years of ; age Ll

not alter puImonary functlon In,a;
65 pediatnc (aged 6 to 11 years) al

and adult allerglc rhlmtls patlents ,

Clinical Studies: Nine multlc ‘ -

~ cetirizine 5 t0 20 mg. to. placebo in prane , /e

‘rhinitis were conducted in the Umted tates. Fi 1]
symptoms of allerglc rhinitis, 3 in seas ergi

perennial allergic rhinitis for up to 8 wee W
double-blind, clinical trials comparing ne 5 to 20 mg : etnts w1th chromc
idiopathic urticaria were also conducte howed signif

chronic 1dmpatmc urtlcana In general th

A ductlons in
,tlon) a.nd 2 in

> th the S-mg dose ,
Jiatric patientsaged 12

vere conducted i in

and children 6 months of age andfo, der. §
,rhlnorrhea, postnasal dlscharge nasal p :

' 'd skin
mamfestatxons of chromc 1d10path1, Ur : ( fage and older. It
significantly reduces the occurrence, sevemty, and duratwn of hlves and,a sxgmﬁcanﬂy reduces :

pruritus. : , \ : '

le-blind 2-4 week



ZYRTEC is contramdlcated in those pa g it
lngredlents or hydroxyzme ; L

dnvmg a car or operatmg potentl
alcohol or - other CNS. depressanxs
and addltlonal ‘impairment of CNS

: Drug—Drug Interactlons' ]
theophylline at a low dose, £ t
was a small decrease in the clea
possible that Iarger theophyllme dcse :

rcir ogen101ty study in
aately 15 times the
mately 7 times the

Carcmogenesxs, Mutagenesns an JImpai

in males ata
daily oral dose in
daily oral dose in
rved in mice ata
daﬂy oral dose in
"ended dally oral

‘ ng longqterm

“dose in mfants ona mg/m baSI
~ use of ZYRTEC is not known

e Ity

togenic at oral doses up
he maximum
, no adequate and
iction s_tudles are not always
\pregnancy only if clearly needed

ear carcmogemmty v



Nursing Mothers: In mice, cetirizine causer 'retarded pup welght gamdurm "-Iactatlon at an 0ra1 3
-dose in dams of 96 mg/kg (approxunatel s t imur
in adults on a mg/m ‘basis). Studies in be
was excreted in milk. Cetirizine ha be
many. drugs are excreted i m human mll ‘
' recommended 8

md1v1duals cannot be ruled out
approved mdlcatlon d1d not mcl

,Pedlatnc Use The safety of ZYRTE{"
months to 11 years. The safety of ZYR
in 376 pedlatnc pauents aged 6 to 11 3

cetmzme HCI The safety of Cet' :
demonstrated in a placebo—controll
bid, correspondmg toa range )

down to these ages in chﬂdren The reco )
cross-study comparisons of the pharma
- and pediatric subjects and on the safet
doses equal to or higher than the recon
subjects aged 6 to 23 months who recei
aged 2 to 5 years who received a single




aged 6 to 11 years who received a.
intermediate between that observe
tablets and those who recelve/d a sing S

The safety and effectweness of cetmzme m pediatnc pauents he ge of 6 ,months‘ have not
“been estabhshed ; , , S Sl ,

receiving ZYRTEC 5 or 10 mg was nét s1 at ferent f
respectively) S

| Adverse
| Experience
Somnolence
Fatigue -
Dry Mouth
Pharyngitis_
Dizziness




- In addition, headache and nausea occur,re,,' m

more than 2% of the patients, bu were more
connnonmplacebopatlents i T R e B R

d:(axne patlents aged 6

; ~ ~ per day were:

»: mcluded in controlled and uncontroﬂed ¢
: ;duratxon ef treatment ranged from 2 to :

ation mcluded
another placebo- ;
controlled tual of 7 days duratxo L ' ,, aged hs ho were treated
-with cetirizine (0.25 mg/kg bld) R ;

The majorlty of adverse reactlon ) ,-f_‘ 1 eax:s With ZYRTEC

0 mg in pediatric
‘tates and were

placebo (9 0%

patlents who »recelved placebo fatlgue( .6% :‘.

‘8%) occurred more
frequently o




Adverse Expenences Re P 6 to Yea'i;s‘ in ,
Placebo—Controlled Umted State Y i h Occurred ata

More Frequently

: Adverse Experlences :

Headache
Pharyngitis

| Abdominal paln
y Cﬂlghmg

Sommnolence

Diarrhea

| Epistaxis s 2

, Bronchospasm i

Nausea Sy

Vonntmg

o The foliowmg events were observed

mcreased

stoma‘at:s mcludmg ulceratxve stomautls,., \gue dls,colérau

;Gemtounnary. cystms dysuna, hematuna, mlcmntmn frequ:;
mcontmencc, urmary tract mfectlon :

Hearlng and Vestxbular deafness earachek ototoxmlty, tlnmtus

‘ Metabohc/Nutntmnal dehydratxon'dla smg}hm;;;,,th;rst.

10




Reproductlve. dysmenorrhea female breast pam, mtermens
~menorrhag1a Vaglmtls : ST o

Retlculoendothehal‘ lymphadenopathy

Skin: acne, alopecia, angloed",\, m
rash, furunculosis, hyperkeratc
photosensitivity reaction, photosens‘ |
dlsorder skm nodule, urtlcana

Speclal Senses* parosmla taste loss taste pervers;ton

'Vlsmn' h]mdness COIl_]HIlCthItlS eye pam, tion, ocular

‘hemorrhage xerophthalmla

abdomen, face

'Occasmnal mstances of transwnt,
dunng cetirizine therapy. Hi
in association thh_ the use of ZYRTEC ]

Post—Marketmg Expenence Hela e e Sl
In the post-marketing period, the following additional rare, severe adverse events
have been reported: aggressive reaction ions, e
glomemlonephnns hallucinations,

nia, hepat d kl}ie”si’a;:*severe: ,
hypotensmn st1llb1rth sulcldal 1d at] e and thrombocs L

There is no mformatlon to. mdzcate,that ve or dépéndé cy o YRTEC ‘:




Overdosage has been reported with Z; 14 t who i
ZYRTEC the panent was somnole fb_ d not display an: r clis _lgns or abnormal
nt who took an-

:recemmended dally oral dose in ad
maximum recommended daily oral dose in inf
: (approxnnately 460 times the ; max
“basis, or approxunately 190 tlme '

\f ZYRTEC is 5 mg
tm;n seventy ‘

‘w1th decreased renal ﬁmctlo
(creatinine clearance less than mL.




**impalred renal

~once daily is recomfne‘nd_’ed: Similarly, pe trm patxents:'aged 6 to 11 years-‘
or hepatic function should use the lower recc ed dc :

administering doses of less than 2.5 mg (
’phannacokmetlc and safety mfonnatlon
~ impaired renal or hepanc funcnon 1ts usk \

reconnnended

Dose Adjustment for Gerlatnc PanentS' In patlents 7 7 yearq older, a désf;: of "5 mg

once dally is recommended.

HO‘W SUPPLIED Lot
ZYRTEC® tablets are whlte, ﬁlm—ceat X unded-off rectangular shaped
10 mg cetirizine hydrochlonde T 3 SR

taining 5 mg or

Smg tablets are engraved"

Bottles of 100: NDC 0069~,

lOmgtablets are engraved; th RTEC” ¢
- Bottles of 100: NDC 0069 5510 66 o je

TEC” on one side and “5” on the other.

0°C (59-86°F) [see
hteaspoon (5 mL)

120 mL amber glass bottles
480 mL amber glass bottl,es

0°C (59-86°F) [see

1fﬁculty in rehably L



- Cetirizine is Hcensed{\;ﬁ'éij SR
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