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IT IS A BEAUTIFUL DAY. IN A MEDIUM
SHOT, WE SEE A WOMAN SITTING OUT-
DOORS AND WORKING INTENTLY ON HER
LAPTOP. THERE IS ABOTTLE OF ALLE-
GRA ON THE TABLE.

ON THE RIGHT HAND SIDE ARE TWO
CHARACTERS, POLLEN AND RAGWEED.
POLLEN IS THE SHORTER AND MORE
ASSERTIVE OF THE TWO. RAGWEED IS
TALLER AND HAS A MORE DEMURE
THOUGH STILL DEVILISH ATTITUDE.
POLLEN IS CARRYING A TOOLBOX WITH
HIM.

SUPER: AVENTIS LOGO

SHE WORKS ON HER LAPTOP.

WE SEE A BOTTLE OF ALLEGRA
NEXT TO HER ON THE TABLE.

SHE CONTINUES TO WORK.

Q=

RAGWEED: Hey Pollen, what's
with the toolbox?

POLLEN: We got work to do
Ragweed. We gotta start her nose
running and her eyes itching.

Hey, we're allergens. It's what we
do.

RAGWEED: See that bottle of
Allegra?

POLLEN: Yeah

RAGWEED: It makes this
job tough.

POLLEN: Oh really?

AVO: Seasonal allergies live to
make you miserable.
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CUT TO DEMO. sneezing

THE ALLERGY SYMPTOMS run ny nose
MOVE IN TOWARDS THE

ALLEGRA LOGO. But Allegra is specifically designed

fexofenadine HCl to block the histamine

SUPER: AVAILABLE BY scrafchy throat Wighlis
PRESCRIPTION ONLY.

Available by prescription only.

ALL THE SYMPTOMS ARE NOW bt runny nose

SURROUNDING THE LOGO. that triggers multi-symptom allergic
SUPER: AVAILABLE BY fexofenadine HCl ks ot g

PRESCRIPTION ONLY. N ITCHY EYES

scratchy throat

Available by prescription only.
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SYMPTOMS BOUNCE OFF
AND AWAY FROM LOGO. Which may be why it's the
’ number one prescription
SUPER: AVAILABLE BY fexofenadine HCl ATIBAING.
PRESCRIPTION ONLY. i .
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Available by prescription only.

SHE PAUSES AND REVIEWS
HER WORK.

RAGWEED: Some job you did.

POk BN Does that look like suffering to you?

AND STARTS TO LEAVE FRAME
WITH RAGWEED.

POLLEN: No, actually.
SUPER: SEE OUR AD

IN PREVENTION MAGAZINE.
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SHE FINISHES HER WORK, CLOSES
HER LAPTOP AND SMILES.

THE CRITTERS CONTINUE OFF THE
SCREEN.

SUPER: ASK YOUR DOCTOR ABOUT
ALLEGRA.

SUPER:
ALLEGRA. SO MUCH RELIEF FOR
SO MANY SYMPTOMS.

ALLEGRA.COM
1-800-ALLEGRA

fexofenadine HCl

180 mg tablets

So much relief for
SO many symptoms.

allegra.com 1-800-allegra

AVO: Allegra is for people 12 and
over. Side effects are low and may
include headache, cold or back pain.
Ask your doctor about Allegra.

POLLEN: C'mon, let’s go find
someone we can really hammer.

AVO:
ALLEGRA. SO MUCH RELIEF FOR
SO MANY SYMPTOMS.
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WE OPEN ON A COUNTRY NURSERY. IT IS
A SUNNY DAY AND A WOMAN IS PICKING
OUT A VARIETY OF PLANTS. HER EYES
ARE RED AND WATERY AS SHE IS SUF-
FERING FROM AN ALLERGY ATTACK.

SITTING ON THE RIGHT HAND SIDE ARE
TWO CHARACTERS, POLLEN AND
RAGWEED. POLLEN IS THE SHORTER AND
MORE ASSERTIVE OF THE TWO.
RAGWEED IS TALLER AND HAS A MORE
DEMURE THOUGH STILL DEVILISH ATTI-
TUDE.

| RAGWEED: Don't you love nurseries,
2| Pollen?

SUPER: AVENTIS LOGO

Look at that runny nose and (those)

AS SHE LOOKS CLOSELY AT THE itchy eyes.

FLOWERS HER ALLERGIES

CONTRUEOE POLLEN: Yeah Ragweed, it doesn't

get any better than this.

HER EYES ARE ITCHY AND HER

NOSE IS RUNNING. SHE SNEEZES AVO: Seasonal allergies live to

make you miserable.

CUT TO DEMO. sneezing

THE ALLERGY SYMPTOMS runny nose

MOVE IN TOWARDS THE

ALLEGRA LOGO. But Allegra is specifically designed
i to block the histamine

PRESCRIPTION ONLY.

Available by prescription only.
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ALL THE SYMPTOMS ARE NOW
SURROUNDING THE LOGO.

SYMPTOMS BOUNCE OFF
AND AWAY FROM LOGO.

SHE IS PLANTING HER GARDEN
AND NO LONGER SHOWING
ALLERGY SYMPTOMS.

SUPER: SEE OUR AD
IN PREVENTION MAGAZINE

SEON, unny nose

fexofenadine HCl that triggers so many symptoms.
180 mg tablets
scratchy throat TCHY EYES

Available by prescription only.

oy 00
W\
Maybe that's why it's the
fexofenadine H(l number one prescription
180 mg s antihistamine.
Sc /
Fatchy, throat TC,L/},E

o

Available by prescription only.y &

POLLEN: Looks like our little
garden party’s over.

RAGWEED: You can thank
Allegra for that.
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SHE STANDS BACK AND ADMIRES
HER WORK.

RAGWEED AND POLLEN EXIT
THE FRAME.

SUPER: ASK YOUR DOCTOR ABOUT
ALLEGRA.

SUPER:
ALLEGRA. SO MUCH RELIEF FOR
SO MANY SYMPTOMS.

ALLEGRA.COM
1-800-ALLEGRA

Bt

fexofenadine HCl

180 mg tablets

So much relief for
SO many symptoms.

allegra.com 1-800-allegra

(b)(4)

AVO: For people 12 and over.

Side effects are low and may include
headache, cold or back pain.

Ask your doctor about Allegra.

POLLEN: Allegra. Schmallegra.

AVO:
ALLEGRA. SO MUCH RELIEF FOR
SO MANY SYMPTOMS.
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Now it's easier and more convenient than ever to save on your Allegra prescriptions.

Here’s how Allegra Extras Plus can work for you!
I. Place the attached Rebate Certificates in the enclosed holder for safe-keeping.

2. Visit your doctor and get an Allegra prescription. Allegra comes in several
strengths to match a variety of symptoms and needs.

3. Get up to $15 when you fill your Allegra prescription. See the back of your
Rebate Certificates for details. Some restrictions may apply.*

4. Send in your first Rebate Certificate and we'll send your choice of extras,
such as an umbrella, a gardening kit or a travel coffee mug.

5. Mail your third Rebate Certificate by July 31, 2003 and we'll send you
this backpack cooler!

THREE REBATES*

The one you’ll stay with

Allegra 180 mg tablets give seasonal allergy sufferers the convenient, 24-hour relief
they're looking for. In fact, results from a recent independent survey indicate that
once people try Allegra 180 mg, they tend to stay with Allegra 180 mg — more than
with any other brand of prescription antihistamine for seasonal allergy relief.!

Side effects with Aliegra 160 mg are iow and may include headache, cold or back
pain for people 12 and older.

Remember; the attached Rebate Certificates are time sensitive. So what are you
waiting for? Use your Certificates right away and save!

Sincerely,

Jamie Snyder
Customer Service Representative

PS. If you have a child who suffers from seasonal allergies, use the enclosed
postage-free card to order a FREE Allergy Kid's Kit. It makes learning to manage
seasonal allergies fun! Side effects with Allegra 30 mg are low and may include
headache, cold, coughing and accidental injury in people 6-11 years old.

Please see additional important information enclosed.

* When you purchase Allegra and send in Rebate Certificate with a pharmacy receipt. Federal and state
insurance beneficiaries excluded. Not available in MN, MA, MI, MO and RI if any insurer or third party
payer reimburses you for any part of the prescription price. See Redemption Certificate for details and
other restrictions.

**After three Rebate Certificates are redeemed by July 31, 2003, you will receive the backpack cooler.
T Source: NDC-Retail Pharmacy Database ALG-LT-7102-1 1-3506-0004368



“Hey Pcﬂ‘tg Fremember how
easy it uEeliGo be to make® -
Wherinose tiriiand her eyes water?r

, “Yeah Ragweed ‘
D Allegra really messed things

Sometimes it seems your seasonal allergies want to make you miserable
in as many ways as they can. That’s when you need the multi-symptom
relief of Allegra. Allegra is specifically designed to block the histamine that
triggers allergic responses like runny nose, itchy eyes and scratchy throat.
Which may be one reason it’s the number one prescription antihistamine.
Allegra is for people 12 and older. Side effects are low and may include
headache, cold or back pain. Talk to your doctor about Allegra.

Allegra. So Much Relief for So Many Symptoms.

For more information call 1-800-allegra. Join the extras program @ allegra.com.
Please see additional important information on next page.
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erSummarym Prescribing Information a5 of November 2000
ALLEGRA
[Iem{enadlne hrﬂrnl:hlnnﬂs]
Capsules and
mmnuusup USAGE
Il
ALLEGRA |5 mdicated for the relief of sympioms associated with

seasonal alkrgic rhindtis in adubs and children B years of age and
odar. Syrmnnshealad ="ecmdym sneezing, thinariea, dehy
nose/paatathioal, wataryired eyes.

I
RA & indicziad for treatment of

Auults. In placabo-contraliad seasanal alergic rhinitis clinical trils
in patiants 12 vears of age and nlnnr which included 2461 patients
remngfmfemmmrw' e capsules a1 doses of 20 my to
events were simiar in fexcenading

lonige: and pla:!bﬁ-imﬂ patients. All adverse events that
mmmpunada.-wem than 1% of patients who received the

m placens,
In aﬁwmw clinicz study In e United States, which
|m:| 12 years and oider receh nlem-

ummmm-cmm;m:umtamurawhsmﬂcrllnrens rs
Dtausandulde! It significantty reducss pruritus and the number of

DBNTR.IIIBIGI'I’IONS
ALLEGRA oatients
o any ol its ingradignts.
FWU“UIIS
°I’aﬂ g increased
|I|C
plasma levels of
Iyydrochioride munomrmonmapramamkmehunfumro-
rysin and ketoconazoke. In two separale studies, fexnkenzding

hydrochioride 120 ma bwice daily (two times lne Fecamemenced
twice daily dose) was co-adeninistered with enhromycin 500 mg

avery B NOUTs of ketocorazole 400 mg ance daily under steady-
state conditians 10 normal. heakihy vnlumm{ 4, wach study).
No difierences in agverse events or OT, inti re obsened

vl wel
when patients were mmlmem!mnuadmz tpdrochloeide alane
of in combination with eryt of kelocorazole. The fndings
of thes stuies are summarized in the following table:

Efects on sieady-state fexofenadin hydrochloride sharmacoki
nelics abter 7 i L

after Mwmnmlmmhle:nWﬁm
hydrochleride 120 mg every 12 hours times the recom-
mended twice daily dose) In nomal vilunteers (n=24)
Concomitant Cooass AlCqp.
g (Paak plasma renmrafsymnx‘
E B2% ! |t@’k«li
rythrol +82% *
(500 mg etn'-:m hrs)
Ketoconazoie +135% +164%
(400 mg oncz daify)

The changes in plasma levels were within the range of plasma leveis
ad'nemn agaguate and wel-controfed clinical trigls.
The mechanism of these interactaons has been evaluzted in in i,
in sify, and in wvo animal modes. These studies indicate that
ketoconazole or erythromycin co-edministration enfiancas faxole-
nadine gastrointestinal aleorption. i wio animal studies also
suugesl that in addition o increasing absorption. etoconazole
vases fauchenading hydrochloride  gastrontestinal secretioe,
uhlee hromycin may 250 decrazsa billary excration.

Adrninistrabion of 120 mg of fexofenadine hydrochioride (2 x 60 mg
capsule) wnnm 15 minutes of an auminum and magnesiim
conkaining antar j0i") ducruased faxafenading ALIC by 41%
and G,y 43%, A[LEGHMmuIn o be kaken closety in time with
alunurummdm nasun Tiam na:mns

......

Themtmnqgmc nof,erma anu 'epmauumi wmnny al lnniermlne
hydeocriloride wers assessed using terfenading studies with
adequate fexofanading hycrochionde exposurs (Sasec on plasma
area-under- m&wmmnm V. 1|rr! INJD| values), No eviderce

of In mige and
in & 24-month sludy in ra]sarmdosasnpbufsa migky of erfe-
nading (which led £ fexofenadine e:pnsmzsmalmre respactively
approximately 3 and 5 times the exposure from the madmum
recommenced daily oral gose of famfenading hydrocnlonds n

aﬂunsmd chllﬂren:

vitry (Bacterial Rewerse Mutation, CHOVHGPRT Forward
Muu:nn and Rat Lynar&me Chromosamal Aberrasion a55ys)
and in vy (Mouse Marrow Micronuclous assay) fests.
texnteraoine fydrachlanid revealad no avidence of mutacenicity.
In rat fertlity studies, dose-related mducnnrs in implants and
increases in at an oral dosz
of 150 my'ky of terienading [\nhtl' L Ioimlanadma hydrochic-

thatl wers approximatedy 3 tmes 1
rnanme m:o'nmmad daity oral dose of fexafenading
rochloride in adults).

eralogenic Effects: Categary C. There was no evidence of teraio-
genicity in rats or rabbits &t oral doses of terienading up to 300
n‘m {which ke to fewolenading exposures Eal wers approxi-
mately 4 and 31 times, the exposure from the
maximum recommended daily oral uoseofmuﬂa‘mnaduhx)
Thare ars no adequafe and well confrolled sludies in pregnant
women. Fexfenading sheulj be usert dunnu nmg;r.y anly il the

potential benefit o
i

and survival were nasemd n mlsmmseuman mf’m ol 150
mikg of 2renadine (approwdmatsly 3 fimes the maximum recom-
mwded daily oral W§ of fewnfenading Mmhrﬂe in adtdls

There ar o adequate and wel-contraked stdies in women during
lactafion, Bscause many drugs are excreted in human milk, causion
should be exsreised when fexalenadine hydrochlonide is adminis-
1ered 1o & nursing woman.

Fediatric Use ;
The recemmended dose in pefients 6 {0 11 years of age is based on
cross-study companson of the pharmacokinetics of ALLEGRA n

adufts and pediatric patients and an 1I|e safety profile of fexafena-

ding hydrochicride in both adult and pediatric patients al doses

anual 10 or higher than the recommanded dases.

The saiety of ALLEGRA tanlets 2t a dose of 30 mg twice dally has

been demenstrated in 438 peditric patients 6 10 11 years of age in

Ity placebo-controlled 2-wesk seasonal allergic rhinits triale. The

satety of ﬂ.LLEGRann reatment of chroni: iiapathic umcam

in patients & to 11 years of paris

of the pharmacekinetics of ALLEGRA in aduft and wd’sn‘ic pabenls

and on the peotie of faxgfenadine in bath adult and Ibeduxnc
ients at doses equal to or higher than the

Isﬂdwwlwwmmmm
WerE mire cnmrmn wilh faxplerading fydrochlonds than plazebo.
The incidence of adverse events, inchading drowsiness, wes not
dose-ralated and was smlarmwhnmm oafired by age,
gender, and race.

Adverse ;m:; 2 Ider

Expariences in ages 12 years and o

reported in bo-controlled seasanal allergic rhini

wmallﬂlh in the United States &

Twize daily dosing with lexclenadine capsules
#t rates of greater than 1%
Adfverse experiance Fexnfanadine 60 Flacebe
Twice ﬂw.}' Tice Dary
(=675 (n=571)
Wiral Infection (cold, fiu) 25% 1.5%
. e
Do = e
pepsia :
Fatigus 1.3% 08%
Once daily dnqu;mfmlmdlnn Mmmlm tablets
it rates of greater (ha
Advrse expenence Faxfanadin aw Placebo
oncE daly (n=263]
(n=283)
Headache 10.6% 75%
Llppzr nes;uawry Tract Infaction  3.2% 1%
28% 14%

The [rnqmncy i magnituds of laborstory abnommalities weee
simigr in fexatgnading hydrochicride and placebo-trested patients.
Pediatric. Tzl 2 lists adverse experiences i patients Gin 1l
years of age which were reported by grestsr than 2% of patisnts
treated with fexofenadine fvdrochlonds tablets at a dose of 30 mg
twice dady in placebo-cantrolied seasoral allergic rhinitis sudies in
the United States and Ganada that were more common with fexole-
nading fydrochlarics than plicebe.
Table 2
Adverse experiences rwud___'phnuh-cmlhd seasrl

United States and Canada 21 rates of greater than 2%
Anverse experience Fexofanading 30 mg

twice (n=225)
=

{2

Headache 2% 6%
Accidantal Ingary 29% 1.3%
Goughing 3% 1.3%
Faver 24% 0.9%
Pain 4% 0.4%
(Dritls Media 24% (il %
Upper Respiratory Tract nfection 4.3% 1.7%

Chroeic Idinpsthic Uticaria

Adverse events reportec by patients 12 years of age and older in

pacebo-controlled chronic idopzshic urticara studies were similar

to those reported in placaba-contralled seasanal allergic iniis

shudies. In placebo-controbed chronic idicpathic urticana clinicsl
which included 726 patents 12 years of ape and oider

remwnu fexpteniading hydrochioride tabiets 2t dases of 20 1o 240

ce daily, adverse events ware simily in fexofenadine

nynmcmnrma and placebo-treated patients. Tab

Experiences in patients aged 12 vears ¢

Jemlled Iy greater Ihan 2% of pai'nn‘.s treated with fexafenading

rachlonids 60
i the United States and Canads and that were mors commen wim
im1e ing hyﬂrncnmnne than placaho. saieg of fe»n[ena

pwmmamsm‘mvsor lsbamnnmsmnmma
vice in acuts and aﬂulesnem patients at
ol igher than the 658 (388 Pediatric
LisaJ.
Table 3
HAverse expel mmmlln lients 12 and older in
&I ic rlicaria studies
in numnmummm tes of greater than 2%
Acigrse experince F&Wm 50 mg
rwemf/ {n=178)
(=188)
Back Pain 22% 1.1%
Sinusitis 22% 11%
Diziness 22% 0.6%
Drawsiness 27% 0.0%

Events that have Desn reponied during controlled clinical trials
imalving sazsomal allergic rhinitis and chronic ogathic urticaria
patienis wilh incidances less than 1% and similer to placebo and
have been rarely reported during postmarketing sunveillancs
include: insamniz, nervousness, and sieep isorders o paraniria
In rare cases, rash, urticaria, pruritus anﬁmrsewu reactions
wiih mlmonswasangmam tightness, dyspnsa,
Nushing and systemic anaphyls have been reported.
OVERDOSAGE

Fieports of fexofenadine hydrochioride overdose have been indre-
mntand contain limited information. Howewer, dizziness, drows:
ness, and dry mouth have baen reparied. Single doses of feralara-
dlnemﬂmcwrmmmwumg [£ix normal volunteers at ths dose
leval), and deses up io 630 my twice daily for 1 manth (thres
normal mlunmmalmdnsaletél or 240 my once day for 1 year
(3 ncn'ni voluntzers at this dose level) were administered

it effectiveness of ALLEGRA for the treziment of sexsonal allergic
rhintis In pabents & o 11 years of age was demanstrated in one
trial (=411} in which AL tabigls 30 my twice ﬂaw snnrﬁ
cantly reducsd total symptom scores compared 10 place nng
with exirapolation of demanstraisd efficacy in name'ns m
wears and abowe, and the pharmacokinetic comparsons in adufts
and chikdren. The effectiveness of ALLEGRA for the trestment of
chronic idiogathic urticariz in patients 6 10 TR:arsm aqe is hased
on an extrapolation of the demanstrated effcacy of ALLEGRA in
aduits with this congition and the liselinood that the disease courss.
pathaptysialogy and the wuglss effect are substantally simir in
children to that ol adult patien

The safety and effectiveness of ALLEGRA in pedistric patients under
G years of age have nct been established.

Circal studies of ALLEGRA tablets and cagsues did not include
sufficient numbers of sul ?ﬁmsmﬂau L detarming
w1-1ncrlms papultion respan ﬁ!e'enwirnm'ryaun#ﬂ(nmm
reponied dlinical axperience has not
responses between the geriatric and younger patients, This drug is
knwn 10 b2 substantizly excreted by the kidney, and the risk of
fowic reactions 10 this drug may b2 greater in patisnts with impaired
renal function, Bacauss eldery palients are mare likely 10 have
dezreased renal function, care should be taken In dose sekction,
=“1H beDuGseiul to monitor renal functicn. (See CLINICAL

S

of clinkzally skgnifican adverse events as
ccmpareu o
In the event of overtoss, consider standard measures to remove
any unah:;;dbed dug. Syn‘amrn!nl: and supparive treatment is

Hemodialysts did not effectively removs fexatznading Fydrochlande

from biood (1.7% remowed) foliowing terfenadine administration.

No deaths occurred & oral doses of fexnfenading hydrachloride up

1o 5000 mgkg in mice (110 times the makimum recommended

:Iaw oral dose in adults and 200 times ths maxmum recom-
ncied daty oral dose in children based an mg/r’) and up 1o 5000

n'gfhg in rats (230 times the maximum racommendsd daiy oral

dose in aduts and 400 bmes the maxmum recommended daly

aral dose in children based an rng-m Additionalty, ne clinical

sigees of towicaly or gross pathol ings were absened, In
N gvidenca of tanditity was of mcam'aldnsm.p"ne[l:ﬂ

myiep (300 times the maimum recamemanded aily oral dose

adus and 530 times the maximum recommended daly aral doss

in chidran based on mg/m’|
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