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INFORMATION 

TABLETS, SYRUP, and 
RAPIDLY-DISINTEGRATING TABLETS 
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NIICA.TlllNS AM> USAGE CLARITIN Is llllcal fer the rellef of nasal alll non-nasal ~items of seasooal allergk: 
rf1111Usa1Klforlhetraatrnantofchronlckllopathlcutk:lrlanpa:larts2ye115ofag90rolder. 
CONIRAIMJICATIIIG CL.ARJTIN is contrai'ldiCIIIEl:I in JBlierts v.tioa-e hyper.iensitivelD lhis medicatim or ID enyof its 
llpllenls. 

m an e ~n a u 
Lilllllllline OeSC11rhnelbmykr:lladoe 

+40% +46% 
+103% + 6'16 
+307% +73'16 
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Dr. Falk Pharma v. Ellodi Pharmaceuticals 
IPR2025-00055  

Dr. Falk Pharma Ex. 1089



~=':ny~11!:':i15~r!=:m'Jc1:~=.:it ~~n~1 ::1~Btr;;:== 
doseof10 mg once a deyviried from 2 weeks'to6 manlhs' clJration. The rateofpnme1Urewilhd111W11lfromlhesebiels 
was app-oxlmrtely2% In bothlhelnllllBd alll platalo J'llUIJS· 

REPORTED ADVERSE EVENTS WITH AN INCIDENCE OF MORE THAN 2% IN PLACEBO-CONTROLlED 
ALLERGIC RHINms CUNlc:AL TRIALS IN PATIENTS 12 YEARS OF AGE AND OLDER 

PERCENT OF PATIENTS REPORTING 

"'­Sormolerx:e 

F~~ulh 

l.ORATADIE PLACEBO CLEMASTIE 

~o~og n-2545 1n~': 
12 11 8 
8 6 22 
4 3 10 
3 2 4 

Adver.;ee'ilelllsreportedinplllcebo-controlledchronicidiqahk:urticerillbielsweresimilll'tolhosereportedileller­
gicrflinlisstll:lies. 

AdY8159evenlral8sdldnolappell'todlfferslgnmCllltlybased111ive,sex.C1"ra:e.altlllughlhenurmerofno~ 
subjeclsW115relllliwlySIIIIII. 

ADVERSE EVENTS OCCURRING WITH A FREQUENCY OF22% IN LORATADINE SYRUP-TREATED PATIENTS (6 TO 12 
YEARS OLD) IN PLACEBO-CONTROLLED TRIALS, AND MORE FREQUENTLY THAN IN THE PLACEBO GROUP 

PERCENT OF PATIENTS REPORTING 
l.ORATADIE PLACEBO 

1~~Jl0 n-262 

CHLORPHENIRAMIE 
2-4-mgBID/flD 

n-110 

16~~~Cl:f5_f~1).to llgh11'9ila,v ll(Jlkl, cootanlng 1 mg klratadlne per ml; armer glass txlllles of 

Starebebleen2"111d25"C(3B"IIHl77"F). 
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,..:::inatad loll pouch, 1111 lmmadl-

Ro,,9/00 

~ Scl'Ering Corporation "I" Kerilworth, NJ 07033 USA 

B-19649873 ,,....m 

CI..ARITII REDITABS (lorallldn! rapldly-dlslltei,'lllng tablets) are manufactured for Scher1ng Ctlporatlon by 
SchererDDS,England. 
U.S.PetertNos.4,282,233end4,371,516. 
Cr.pyrightd:11997,1998,1999,2000,Scheri11;1Corpcn.ti111.Allrightsreserved. 
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brand of loraladine 
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THIS AREA TO BE FILLED WITH GREEN (PMS 320) 

USUAL DOSE far ME and 

:.:~~~ td 
(10 ml )oncedaily. 
Oliltnl2tDSyeasalAge: 
One teaspOOnful (5 ml) o,ce 
dally. See package Insert 

--~ml) 
anlins: 5 mg kratadine, 

n 
~dacct:flll3fl)'lng 
d1rectio:rscarefully. 
Staebetween2· n1 
zs·c c3s• an11n"f). aaritin·syrup 

(/oratadine)1omgper10mL 

cf, ""''"' . '"'· --· l(riwcJ:th,NJ07033USA. 
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TEAR OFF FOR DISPLAY 
---------------/-----------------------------,-------------------
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Professional~olforSale 
6 x 11~ fl . oz. 
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Claritin·syrup 
(/oratadine)10mgper1omL 

DIE 3939 
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Professional ~ for Sale 
6 X 1/ , fl. DZ. .. ..., Daritin·Syrup 

(/oratadine)10mgper10m1. 
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Professional Sample-Not for Sale 
3/4 fl. oz. 

Claritin• 
(loratadine)syrup 
10 mg per 10 mL 

Rx only ~k~/ 11;;11 
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16 fl . oz. 

Claritin·syrup 
(/oratadinehomgper1omL 

\ /7. I / 
' \~~,\ ed ... ~~ -,;:;.:--

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.J contains: 
5 mg loratadine. 

Read accompanying directions carefully. 

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

cf, Copyrigh1 ci 1996, 1997, Schering Corporaiion, 
Kenilworth, NJ 07033 USA. 
All rights reserved. 22545418 Rev. 7/00 
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Daritin·syrup 
(/oratadine)10mgper1omL 
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NDC 0085-1223-01 
16 fl. oz. 

Rx only 

Claritin·syrup 
(/oratadinehomgper1omL 
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NOC 0085-1223-01 
16 fl. oz. 

Claritin® 
(Joratadine)syrup 
10 mg per 10 mL 

Rx only 

------------------------------------------------------, 
' ' ' ' ' ' ' ' ------------------------------------------------------.J 

NOC 0085-1223-01 
16 fl. oz. 

Claritin• 
(loratadine)syrup 
10 mg per 10 mL 
Usual Dose for Adults and Children 
6 Year, of Age and Older: Two tea­
spoonfuls (10 ml) once daily Children 
2 to 5 Year, 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 2s•c 
(36° and n ·F). 
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~ Copyright © 1996, Schering Coqilation, 
Kenilworth, NJ 07033 USA 
Al/ rights reserved. 22545515 Rev. 7/(X) 
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