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CLARITIN®

brand of loratadine

TABLETS, SYRUP, and
RAPIDLY-DISINTEGRATING TABLETS

PRODUCT
INFORMATION

DESCRIPTION Loratadine s a white to off-white powder not soluble in water, but very soluble in acetone, alcohol, and
ehlorformn. |t has o moleulr weig of 3825, and empricl formule of CHaCiN0 it chemicalname s thd
4-(8-chloro-5,6-dihydro-11H-benzo[ 1,2-blpyridin-11-ylidene)-1

following structural formula
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CLARITIN Tablets contain 10 mg micronized loratadine, an antinistamine, to be administered orally. I also contains
the following inactive ingredients: cor starch, lactose, and magnesium stezrate.

CLARITIN Syrup contains 1 mg/mL micronized lorataine, an antihistamine, to be administered orally. It aso contains
the following inactive ingredients citric acid, edetate disodium, artifcial flavor, glycerin, propylene glycol, sodium ben-
2oate, sugar, and water, The pH is

CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) contain 10 mg micronized loratadine, an anthistamine,
to be administered oraly. It disinteqrates in the mouth within seconds after plavemerd on e tonge, aluing s on-
tents {0 be subsequenty swallowed with o without water. CLARITIN REDITABS,(orateine (apdy-disintegraing
tablets) lso contain the following inactive ingredients: citrc acid, gelatin, mannitol, and mint lavor.

CLINICAL PHARMACOLOGY Lorataine is a long-acting tricyclic antinistamine with selective peripheral histamine
Ha-receptor antagonistic aclwur

Human histamine skin wheal studies following single and repeated 10 mg oral doses of CLARITIN have shown that the
drugextibts an antstamic efctbegiming Wit 1 (0.3 hurs, reachiti 8 maxmum at 810 12 hotrs, and esting n
excess of 24 hours. There was no eviderice of tolerance to this effect after 28 days of dosing with CLARITIN.

Whole body autoradiographic studies in rats and monkeys, radiolabeled tissue distribtiion studies in mice and rats,
and in vivo radioligand studies in mice have shown that neither loratadine nor its metabolites readily cross the blood-
brain barrier. Radioligand binding studies with guinea pig pulmonary and brain H;-receptors indicate that there was
prefrentalbiding to perphera erss cental nervous System Heeceplors

Repeated application of CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) to the hamster cheek pouch
did not cause local irritation.

Pharmacokinetics: Absorption: Loratadine was rapidly absorbed following oral administration of 10 mq tablets, once
daily for 10 days to healthy adult volunteers with times to maximum concentration (Tms) of 1.3 hours for loratadine and
2.5 hours for its major active metabolit, descarboethoxylorataine. Based on a cross-study comparison of single doses
of loratadine syrup e tabt gien 1o heakty ackit Wkicers, he plasre congenration pree of descarboethoxy-
loratadine for the two formulations is comparable. The are
independent ofdose over th dose ange f 10 mg 0 40 mg and are not altered by the duration of treatmen. In a single-

se study ood incressed the systemic bioavalkbiiy (AUC) o loratadine and descarboettonyortadine by sporc.
mately 40% and 15%, respeciively. The time to peak plasma concentration (Tyyo) of loratadine and
descarboethoxyloratadine was delayed by 1 hour. Peak plasma concentrations (Ciu) were food.

Pharmacokinelc tudes shoved thet CLARITIN REDITABS (oratainerapily-disinteqatingtablets) prvice plasra

of loratadine and similar to those achieved with CLARITIN Tablets. Following
‘administration of 10 mg loratadine once daily for 10 days with each dosage form in a randomized crossover compari-
son in 24 normal adult subjects, similar mean exposures (AUC) and peak plasma concentrations (Cpad Of loratadine
were cbservel, CLARITIN REDITABS (loratadie rapid-distegtating tablts) mean AUC and Cro WEre 11% and 6%
greater than that of the CLARITIN Tablet values, respectively. Descarboethoxyloratadine bioequivalence was demon-
strated between the two formulations. After 10 days of dosing, mean peak plasma concentrations were attained at
1:3hours and 2.3 hous (T o parnt and metsbote, respectvel.

In a single-dose study with CLARITIN REDITABS (loratadine rapidly-disintegrating tablets), food increased the AUC of
loratadine by approximately 48% and did not appreciably affect the AUC of descatoahuncriadne. The imes 1 gesk
plasma concentaton (Tn) of loaacine and descarcoetiomloraading were deayed by sporoximalely 24 and 37

ours, respectively, when food was consumed prior to CLARITIN REDITABS (loratadine rapidly-disintegrating tablefs)
administration. Parent and metabolite peak concentrations (Cyys.) were not affected by food.

Ina inge ose sty wity CLARIIN REDITABS (lorataine rapdly-disirteqain tablts) in 24 subects, the AUC of
loratadine was increased by 26% when administered without waler compared to administration with water, while Co
was not substantially affected. The bioavalability of descarboethoxyloratadine was not different when administered with-
out water.

tabolism: In vitro studies with human liver microsomes indicate that loratadine is metabolized to descarboethoxy-
loratadine predominantly by cytochrome P450 3A4 (CYP3A4) and, to a lesser extent, by cytochrome P450 2D6
(CYP2DG). In the presence of a CYP3A4 infibitor ketoconazole, loratacine is metabolized to descarboethoxyloratadine
I by oncurren of either ketoconazole, erythromycin (both CYP3A4
inhibitors), or cimetidine (CYP2D6 and CYP3Ad inhibitor) to healthy volunteers was associated with substantially
increased plasma concentrations of loratadine (see Drug Interactions section).

Elimination: Approximately 80% of the total loratadine dose administered can be found equally distributed between
urin and foce it form of melabolc proguets within 10 days. I nearly al patents, expastre (ALC) to the metabo.
lte is greater than to the parent loratadine. The mean elimination haif-lives in normal adult subjects (n = 54) were 8.4
hours (range = 3 to 20 hours) for loratadine and 28 hours (range = 8.8 to 92 hours) for descarboethoxyloratadine.
Loraacin and cescatboethonoratadine esched sesy site in oost pelrts by ptrotsy e fifth dosing cay
There was considerable variability in the pharmacokinetic data in all studies of CCARITIN Tablets and Syrup, pr b{;
due fo the extensive first-pass metabolism.

ial Populations: Pediatric: The pharmacokinetic profile of loratadine in children in the 6- to 12-year age group
i simia o thet o aduls, Ina singe dose parmacokinetc study of 13 pedaic vouneers (aged 8 10 12 yar) given
10 mL of CLARITIN Syrup containing 10 mg loratadine, the ranges of individual subject values of pharmacokinetic para-
meters (AUC and ) 210 mg tablet or syrup to aduit volunteers.

The pharmacokifieic pofil ofloratadine in children in he 2 to 5year age group (n = 18) i Smilar to thal of adlts, In
a single-dose pharmacokinetic study of pediatric subjects (age 2 to 5 years) given 5 L of CLARITIN Syrup containing
5 mg loratadine, the range of individual Subject values of pharmacokinetic parameters (AUC and C,,) viere comparable
tothose olowng dmitraion f 2 10 mg taiet or syup o adult yokegr o chidrenelgh yersof e and .

Geriatric: In a study involving 12 healthy geriatric subjects (66 to 78 years old), the AUC and peak plasma levels
(Ca) of both loratadine and descarboethoxyloratacine were approximately 50% greater than those observed in studies
of younger subjects. The mean elimination half-lives for the geriatric subjects were 18.2 hours (range = 6.7 to 37 hours)
for loratadine and 17.5 hours (range = 11 to 38 hours) for descarboethoxyloratadine.

Renl impaiment n sty involvng 12 subets withchvnicroefimpaf et (cetinine dearce < 30 muimi)
both AUC and Cr increased by 73% for loratadine and by 120% for as compared
10 six subjects with norma renal function (creatinine clearance > 80 mimin). The mean elimination half-ives of loratadine
(7.6 hours) and descarboethoxyloratadine (23.9 hors) were not substantially different from that observed in normal sub-
Jects. Hemodialysis does ot have an effect on the of loratadine or in subjects
with chronic renal impairment.

ic Impairment: In seven patients with chronic alcoholic liver disease, the AUC and Cpy of loratadine were dou-
ble while the profile of was not substantially different from that observed in
other trials enrolling normal subjects. The elimination hal-lives for loratadine and descarboethoxyloratadine were 24
hours and 37 hours, respectively, and increased with increasing severity of liver disease.

Clinical Trials: Clinical trials of CLARITIN Tablets involved over 10,700 patients, 12 years of age and older, who
received either CLARITIN Tablets or another antihistamine andor placebo in double-blind randomized controlled studies.
In placebo-controlled trizls, 10 mg once daily of CLARITIN Tablets was superior to placebo and similar to clemastine
(1 mg BID) or terfenadine (50 mg BID) in effects on nasal and non-nasal symptoms of allergic rhinitis. In these studies,
somnolence occurred less frequently with CLARITIN Tablets than with clemastine and at about the same frequency as
terfenadine or placebo. In studies with CLARITIN Tablets at doses two to four times higher than the recommended dose
of 10 g, a dose-related increase in the incidence of somnolence was observed. Therefore, some patients, particularly
those with hepatic o renal impairment and the elderly, or those on medications that impair clearance of loratadine and
its metabolites, may experience somnolence. In addition, three placebo-controlled, double-blind, 2-week trials in 188
pediatric palients with seasonal allergic rhinits aged 6 to 12 years, were conducted at doses of CLARITIN Syrup up to
10 mg once daily.In 2 double-bind,placebo-controlld Study. the safty of 5 mg loatadine administered in
5 mlL of CLARITIN Syrup, was evaluated in 60 pediatric patients between 2 and 5 years of age. No unexpected adverse
events were observe

Clinical trials of CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) involved over 1300 patients who
received either CLARITIN REDITABS (loratadine rapidly-disintegrating tablets), CLARITIN Tablets, or placebo. In placebo-
conirolled trials, one CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) once daily was superior to placebo
and similar to CLARITIN Tablets in effects on nasal and non-nasal symptoms of seasonal allergic rhiitis.

Among those patients involved in double-blind, randomized, controlled studies of CLARITIN Tablets, approximately
1000 pterts (age 12 older), were enrolled in studies of chronic idiopathic uricaria. In placebo-controlled clinical
trials, CLARITIN Tablets 10 mg once daily were superior to placebo in the management of chronic idiopathic urticaria, as
demonsirated by reduction of associated itching, erythema, and hives. In these studies, the incidence of somnolence
seen with CLARITIN Tablets was similar to that seen with placebo.

In a study in which CLARITIN Tablets were administered to adults t four times the clinical dose for 90 days, no clini-
cally significant increase in the QT was seen on ECGs.

Inasingleising dose study n which s un 0 160 m (16 imes e linca dose) were stuter, rakain o not
cause any clinically significant changes on the T, interval n the ECGs.

INDICATIONS AND USAGE CLARITIN is indicated for the relief of nasal and non-nasal symptoms of seasonal allergic
vhinitis and for the treatment of chronic idiopathic urticaria in patients 2 years of age or older.
CLARITIN in patients who are this toany ofits

ingrediens.
PRECAUTIONS _ General: Patients with liver impairment or renal insuffiiency (GFR < 30 mLmir) should be given a
lower initia dose (10 mg every other day). (See CLINICAL PHARMACOLOGY: Special Populations.)

Dng nteracton: Lotz (10 mg ance daiy) s been cosdminstred it Urapeic dses of ertromycin
cimetdine, and ketoconazole in controlied clinical pharmacology studies in adult volunteers. Athough increased plasma
concentrations (AUC 0-24 rs) of loatading andor descarboetoxyloratadine were observed following coadminisration
of loratadine ith each of these drugs in normal volunteers (n = 24 in each study), there were no clinically relevant.
chnges in e safty prfie o rtadine, 2 assesed b dectacadiographic parameters,cicalaboraor e, vial
i, ond aderssevnts her iete o sigicant ffectson s mrvals,and 1 epors of sedato o oy
effects on plasma concentrations of cimetidine or etoconazole iere observed. Plasma concentrations (AUC 0-24 frs) of
enprromycin dcteased 1% i cosmisiraon o oratacin e o tatobsoed witheytromcinlore. The

clinical relevance of this difference is unknown. These above findings are summarized in the following table:
Effects on Plasma C (AUC 0-24 hrs) of Lt
After 10 Days of Coadministration (Loratadine 10 mg) in Normal Volunteers
Loratadine
Erythromycin (500 mg Q8h) + 40% +46%
Cimetidine (300 mg ’ngll) +103% + 6%
Ketoconazole (200 mg Q12h) +307% +13%

There does not appear to be an increase in adverse evets in subjects who received oral contraceptives and loratadine.

Carcinogenesis, Mutagenesis, and impairmert of Fertiy: I an 18-month carcnogeniiy stuy n mice and a
2081 Sy It loraine was adminiered 1 th dietat Qoses up 0 40 Mg (rice) and 35 malkg (rts). i th
carcinogenicity studies, pharmacokinetic assessments were carried out to determine animal exposure to the drug. AUC
data deonstrated that the exposure of mice given 40 mg/kq of loratadine was 3.6 (loratadine) and 18 (descarbogthoxy-
loratadine) times the exposure in adults and 5 (loratadine) and 20 (descarboethoxyloratadine) times the exposure in
children given the maximum recommended daily oral dose. Exposure of rats given 25 mq/kg of loratadine was
28 (loratadine) and 67 (descarboethoxyloratadine) times the exposure in aduits and 40 (loratadine) and 80 (descar-
boethoxyloratadine) times the exposure i chidren given the maximum recommended daly oral dose. Male mice given
40 mglkg had a significantly higher incidence of hepatocellular tumors (combined adeniomas and carcinomas) than
concuirent controls. I rats, a significantly higher incidence of hepatocellular tumors (combined adenomas and carcino-
mas) was observed in males given 10 mgkg, and males and females given 25 mg/kg. Exposure of rats given 10 gk
O rataine was 10 (lortadine) and 15 (Gescarbostioryloratacine) s the expasute i adults and 15 (ortacine) n
20 (descarboaronoratadng) {mes te exposur n chidien given the maximm recommenced daly oral Gose. The
clinical significance of these findings during long-term use of CLARITIN is not know.

In‘mutagenicty studies, there tas no eviderce of mutagenic potentia in reverse (Ames) or forward point mutation
(CHO-HGPRT) assays, or in the assay for DNA damage (rat primary hepatocyte unscheduled DNA assay) of in two
asaysforchromosartalaertaions (hanpepherl boad mphocyte clstognss assay andhe mouse bore i
row erythrocyte micronucleus assay). In the mouse lymphoma assay, a positive finding occurred in the nonactivated but
ot the activated phase of the st

Decreased fertilty in male rats. shown by lower female conception rates, occurred at an oral dose of 64 mgk
(epproximately 50 times the maximurm recommended human daily oral dose on a mg/m? basis) and was reversible wit
cessation of dosing. Loratadine had o effect on male or female fertiity or reproduction in the rat at an oral dose of

24mglkg 20 times th uman daily oal dose on a mgim basis).

-1-

Dr. Falk Pharmav. Ellodi Pharmaceutical
IPR2024-01197
Dr. Falk Pharma Ex. 1089




Pregnancy Category B: There was no evidence of animal teratogenicity in studies performed in rats and rabbits at oral
doses Up 0 96 kg (opproxmately 75 imes and 150 times, respeciely, the makimum recommended human clly
oral doseon 3 mg/me i) Therear, Fowewr, o adequateand el conrlled st npregrant women Because
animal reproduction studies are not always predictive of human response, CLARITIN should be used during pregnancy
onlyif clearly n

Narsing Mothers: Loratadine an s metabole, descarboetronyloratacine, pass asiy o brast milk and achieve
concentrations that are equivalent 1o plasma levels with an AUCa/AUCusn ratio of 1.17 and 0.85 for loratadine and
descarboethoxyloratadine, respectively. Following a single oral dose of 40 g, a small amount of loratadine and descar-
boethoxyloratadine was excreted into the breast milk (approximately 0.03% of 40 mg over 48 hours). A decision should
be made whether to discontinue nursing or to discontinte the drug, taking into account the importance of the drug to the
mother. Caution should be exercised when CLARITIN is administered to a nursing woman.

Pedatc Use: The ey of CLARIIN Syrup s a daycose of 10 mg s been demonstted 168 pediatrc patens
60 12 years of age in placebo-controlled 2-week trials. The safety and tolerability of CLARITIN Syrup at a daily dose of

ias been demonstrated in 60 pediatric patients 2 to 5 years of age in a double-blind, placebo-
controlled; 2-week study. The effectiveness of CLARITIN for the treatment of seasonal allergic rhinitis and chronic
idiopathic urticaria in children aged 2 to 12 years is based on an extrapolation of the demonstrated eficacy of CLARITIN in
adults n these conditions and the likelinood that the disease course, pathophysiology, and the drug’s effect are substan-
tially similar to that of the adults. The recommended dose for the pediatrc population is based on cross-study comparison

hamacoinelcs o CLARITIN i aduls and pedtric subjcs and on he ey profle of ortadie I bth duts
and peditric patients at doses equal to or higher than the recommended doses. The safety and effectiveness of CLARITIN
in children under 2 years of age have not been establish
ADVERSE REACTIONS  CLARITIN Tablets: Approximately 90,000 patients, aged 12 and older, received CLARITIN
Tablets. 10 mg once daiy in controlled and uncontrolled studies. Placebo-conrolled ciinial trials at the recommended
dose of 10 mg once a day varied from 2 weeks'to 6 months’ duration. The rate of premature withdravia from these trials
was approximately 2% in both the treated and placebo grouy

REPORTED ADVERSE EVENTS WITH AN INCIDENCE OF MORE THAN 2% IN PLACEBO-CONTROLLED
ALLERGIC RHINITIS CLINICAL TRIALS IN PATIENTS 12 YEARS OF AGE AND OLDER
PERCENT OF PATIENTS REPORTING

LORATADINE PLACEBO CLEMASTINE TERFENADINE
10mg QD 11mg BID 60 mg BID
n=1926 n =2545 n=>53%6 n=684

Headache 12 1 8

Somnolence 8 6 2

Fatique 4 3 10

Dry Mouth 3 2

jverse events reported in placebo-controlled chronic idiopatiic urticara tials were similar o those reported in aller-

A
gic rhiniis studies.
dverse event rates did not appear to differ significantly based on age, sex, or race, although the number of nonwhite
subjects was relatively small
CLARITIN REDITABS (loratadine rapidly-disi ing tablets): Appi 500 patients received
CLARITIN REDITABS (loratadine rapidly-disintegrating tablets) in controlled clinical trils of 2 weeks' duration. In these
s, advers vent were it ntpeandfequency o tose seen i CLARITIN Tabes and placebo
f CLARITIN REDITAS pi tablets) did not result in an increased report-

ing frequency of mouth or tongue irtation.

LARITIN, Syrup: Aporoimitely 300 pedtric ptents 0 12 yers, ofagerecived 101mg lratadine once daly n
convroled lricl i for  porad of 80 15 days. Among thse, 188 hidren e reaod with 10 mg loratade syrp
once daily in placebo-controlled rials. Adverse events in hese pediatric patients were observed to occur with type an
frequency similar to those seen in the adult population. The rate of premature discontinuance due to adverse events
among pediatrc patients receiving loratadine 10 mg daily was less than 1%

ADVERSE EVENTS OCCURRING WITH A FREQUENCY OF > 2% IN LORATADINE SYRUP-TREATED PATIENTS (6 T0 12
YEARS OLD) IN PLACEBO-CONTROLLED TRIALS, AND MORE FREQUENTLY THAN IN THE PLACEBO GROUP
PERCENT OF PATIENTS REPORTING

LORATADINE PLACEBO CHLORPHENIRAMINE
10mg QD 24mgBIDTID
n-188 n=262 n=170
Nervousness 1 2 2
Wheezing 4 2 5
Fatigue 3 2 5
Hyporknesia 3 1 1
Abdominal Pain 2 0 0
Comunctivitis 2 < 1
Dysphonia 2 < 0
alaise 2 0 1
Upper Respirato
merl Ingrﬂnnry 2 <1 0

Sty pedaric Pl 210 6 yers ofage Feceied 5 mg oraadine once Gl n e DN, paceb conroled
clinical tia for 2 period of 14 days. No unexpected adverse events were seen given the known safety profif of oratadine
and lkely adverse reactions for this patient population. The following adverse events occurred with a frequency of 2to 3
petent e oaacinesyrup yStcd ptents (210 s years o) curg th placebo-convoled i, nd more guenty
than in the placebo group: diarrhea, epistari, pharynditi, influenza-like symptoms, fatigue, stomatits, tooth disorder,
earache,viral infection, and rash.

In adition o those adverse events reported above (= 29%), the following adverse events have been reported in at least
one patient in CLARITIN clinical rials in adult and pediatric patients:

onomic Nervous System: altered lacrimation, altered salivation, flushing, hypoesthesia, impotence, increased

sweating, thirst.

Body 15  Wihole: angioneurotc edema, astheria, back pan, blured vision, chest ain, earace, eye pain, fever, g
cramps, malaise, rigors, innitus, weight gain

Cardlovascular System: hypertension. hypotension, palpitations, supraventricular tachyarrhythimias, syncope, tachy-

aardi
Central and Peripheral Nervous System: blepharospas, diziness, dysphoria, hypertonia, migraine, paresthesia,
tremor, vertigo.

Gastrointestinal System: altered taste, anorexia, constipation, diarrhea, dyspepsia, flatulence, gastritis, hiccup,
increased appetite, loose stools, nausea, vomiting.

Musculoskeletal System: arthralgia, myalgia

Psychiatrc: agitation, amnesia, anxiety, confusion, decreased libido, depression, impaired concentration, insomnia,
irrtabiliy, paroniria

Reprodictive System: breast pain, dysmenorrhea, menorrhagia, vaginiti.

Respiratory System: bronchits, bronchospasm, coughing, dyspnea, hemoptysis, laryngits, nasal dryness, sinusits,

sneezin
SkmgandA,upenda es: dermatitis, dry hair, dry skin, photosensitivity reaction, pruritus, purpura, urticaria.

Urinary System:_altered micturition, urinary discoloration, urinary incontinence, urinary retention.

In addtion, the following spontaneous adverse events have been reported rarely during the marketing of loratadine:
abnormal hepatic function, including jaundice, hepatitis, and hepatic necrosis; alopecia; anaphylaxis; breast enlargement;
erythema multiforme; peripheral edema; thrombocytopenia; and seizures.

DRUG ABUSE AND DEPENDENCE There is no information to indicate that abuse or dependency occurs with CLARITIN,
OVERDOSAGE In adults, somnolence, tachycardia, and headache have been reported with overdoses greater than
10 mg with the Tablet formulation (40 mg-1 mﬁ) Extrapyramidal signs and palpitations have been reported in children
with overdoses of greater than 10 mg of CLARITIN Syrup. In the event of overdosage, general symptomatic and support-
ive measures should be instituted promptly and maiitained for as long as necessa

Treatment of overdosage would reasonably consist of emesis (ipecac syrup), except in patients with impaired

f d charcal 10 absorhany fenining rug I vomting s s
Cessfu, or contraindicated, gastric lavage should be performed with normal safine. Saline cathartics may also be of value
for rapid dilution of bowel contents. Loratadine is not eliminated by hemodialysis. It is not known if loratadine is elimi-
nated Zy peritoneal dialysis.

No deaths occurred at oral doses up to 5000 mg/kg in mice (approximately 1200 and 1400 times, respectively, the
maximum recommended daily oral dose in adults and children on a mg/m? basis). No deaths occurred at oral doses up
105000 mg/kg in matured rats (approximately 2400 and 2900 times, respectively, the maximum recommended daily oral
dose in adults and children on a mg/m? basis). However, lethality occurred in juvenile rats at an oral dose of 125
(approximately 100 and 70 times, respectively, the maximum recommended daily oral dose in adults and children on a
mg/m basis). No deaths occurred at oral doses up to 1280 mglkg in monkeys (approximately 2100 and 1500 times,
respectively, the maximum I d dults and children on a mg/m? basis).

DOSAGE AND ADMINISTRATION Adults and children 6 years of age and over: The recommended dose of CLARITIN is
one 10mg talet o rdia, o  easpoonul (10mg) of Syrup once gy

Children 2105 yers of age: The recommended dose of CLARITIN Syrur is 5mg (1 teasFaenml) once daiy.

In adults and children 6 years of age and over with liver failure or rénal insufficiency (GFR < 30 mLimin), the starting
dose should be 10 mg (one tablet or two teaspoonfuls) every other day. In children 210 5 years of age with fiver failure
orrenal insufficiency, the starting dose should be 5 mg (one teaspoonful) every other day.

Administration of CLARITIN REDITABS (loratadine raj id!iv rating tablets): Place CLARITIN REDITABS
(oratadine rapidly-disintegrating tablets) on the tongue. Tablet disintegration occurs rapicly. Administer with or without
waer

HOW SUPPLIED CLARITIN Tablets: 10 m, whit t off-white compressed tabets impressed with the product identication
fuamber 453" o one e and " CLARITIN 10" 0nth ot g ensty pobeyene plasie ot of 10 (NOC 0085 0456.03
and 500 (NDC 0085-0458-06). Also available, CLARITIN Unit-of-Use packages of 30 tablets (10 tablets per biiste card)
(NDC 0085-0458-05): and 10 x 10 tablet Uit Dose-Hospital Pack (NDC 0085-0458-04).

Protect Unit-of-Use packaging and Unit Dose-Hospital Pack from excessive moisture.

Store between 2° and 30°C (36° and 86°F).

i G, colores o ightyelon i, contaning 1mg loratading per ml; amber glass botles of
C 0085-1223-

CLARITIN Sy
16 fluid ounces (N
Store between 2° and 25°C (36° and 77°F).

CLARITIN REDITABS (loratadine rapidly-disintegrating tablets): CLARITIN REDITABS (oratadine rapidly-disintegrat-
ingtabts). 10 mo, white o off-wit e foe bkt mpresed it Ieter " on one Sie: Unkolise
polyvinyl chioride blister packages of 30 tablets (three laminated foil pouches, each containing one bilster card of
10{ablet)suppd i Paent nsructons for Use (NDC 0085-1128.02).

Keep CLARITIN REDITABS (loratadine rapidydisinteqratig tablts) i adry place.

Store between 2° and 25°C (36° and 77°F). Use months of opening laminated foil pouch, and immy
ately upon opening individual tablet blister.

f Schering Corporation
P Kenilworth, NJ 07033 USA

Rev. 9/00 B-19649873
196284777

CLARITIN REDITABS (loratadine rapidly-
Scherer DDS, England.

USS. Patent Nos. 4,282,233 and 4,371,516,

Copyright © 1997, 1998, 1999, 2000, Schering Corporation. Al righs reserved.

integrating tablets) are manufactured for Schering Corporation by

CLARITIN®
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Usual Dose for Adults and Children 6 Years of
Age and Older: Two teaspoonfuls (10 mL)
once daily. Children 2 to 5 Years of Age: One
teaspoonful (5 mL) once daily. See package
insert,

Each teaspoonful (5 mL) contains:
5 mg loratadine.

Read accompanying directions carefully.

Store between 2° and 25°C (36° and 77°F).

¢ Copyright © 1996, 1997, Schering Corporation,
Kenilworth, NJ 07033 USA.

All rights reserved. 22545418 Rev. 7/00
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16 fl. oz.

Claritin &

(loratadine)syrup

10 mg per 10 mL

Rx only

CS%% / nsv

NDC 0085-1223-01
16 fl. oz.

Claritin &

ine)s
T

Usual Dose for Adults and Children
6 Years of Age and Older: Two tea-
spoonfuls (10 mL) once daily. Children
2to 5 Years of Age: One teaspoonful
(5 mL) once daily. See package insert.
Each teaspoonful (5 mL) contains:

5 mgq loratadine.

Read accompanying directions carefully.
Store between 2° and 25°C

(36° and 77°F).
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