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1. General Information

NADA Number: 141-035

Sponsor: Novartis Animal Health US, Inc.
Post Office Box 26402
Greensboro, NC 27404

Generic Name of Drugs: Lufenuron Tablets

Trade Name: PROGRAM® Flavor Tabs™

Marketing Status: Over-The-Counter

Effect of Supplement: Approval of this supplemental NADA will change NADA

141-035 by adding a flavored tablet formulation with the
same indications as the non-flavored tablets.

2. Indications for Use

PROGRAM Flavor Tabs are indicated for use in dogs and puppies six weeks of age
and older for the prevention and control of flea populations and in cats and kittens, six
weeks of age and older for the control of flea populations. Lufenuron controls flea
populations by preventing the development of flea eggs and does not kili adult fleas.
Concurrent use of insecticides may be necessary for adequate control of adult fleas.

3. Dosage Form, Route of Administration and Recommended Dosage

For Use in Dogs: PROGRAM Flavor Tabs are given orally, once a month, at the
recommended minimum dosage of 4.5 mg/lb (10 mg/kg).

Recommended Dosage Schedule for Dogs

Body Weight  Lufenuron Per

Tablet
Up to 10 Ibs. 45 mg
11 - 20 Ibs. 90 mg
21-45Ibs. 204.9 mg
46 - 90 Ibs. 409.8 mg

Dogs over 90 Ibs. are provided the appropriate combination of tablets.

For Use in Cats: PROGRAM Flavor Tabs are given orally, once a month, at the
recommended minimum dosage of 13.6 mg/lb (30 mg/kg).

Recommended Dosage Schedule for Cats

7 Body Weight  Lufenuron Per

Tablet
Up to 6 Ibs. 90 mg
7 - 15 Ibs. 204.9 mg

Cats over 15 Ibs. are provided the appropriate combination of tablets.



. Effectiveness

The effectiveness of PROGRAM® Flavor Tabs™ is based upon existing Novartis
product approvals for lufenuron (PROGRAM® Tablets, NADA 141-035, PROGRAM®
Suspension, NADA 141-026). The flavoring agent used in this formulation has been
adequately tested for palatability in existing Novartis product approvals (PROGRAM®
Cat Flavor Tablets, NADA 141-062, SENTINEL® Flavor Tablets, NADA 141-084).

. Target Animal Safety

The safety of PROGRAM Flavor Tabs is based upon existing Novartis product
approvals for lufenuron (PROGRAM Tablets, NADA 141-035, PROGRAM
Suspension, NADA 141-026).

. Human Safety

Data on human safety, pertaining to consumption of drug residues in food, were not
required for approval of this NADA. This drug is to be labeled for use in dogs and
cats which are non-food animals.

. Agency Conclusions

The data in support of this NADA comply with the requirements of Section 512 of the
Act and Part 514 of the implementing regulations. The data demonstrate that
PROGRAM Flavor Tabs (lufenuron), when used under labeled conditions of use, are
safe and effective.

Because adequate directions for the safe and effective lay use of PROGRAM Flavor
Tabs could be written, the product has been labeled for over-the-counter distribution.

Under section 512(c)(2)(F)(iii) of the FFDCA, this approval for non food producing
animals does not qualify for marketing exclusivity because the supplemental
application does not contain substantial evidence of the effectiveness of the drug
involved, or any studies of animal safety required for the approval and conducted or
sponsored by the applicant.

Patent # 5,416,102 expires May 2012; Patent # 5,420,163 expires May 2012; Patent
# 4,798,837 expires January 2006.

. Labeling

Package Inserts--canine, feline

Blister Foils--45 mg, 90 mg, 204.9 mg, 409.8 mg

Unit Dose Cartons--45 mg, 90 mg, 204.9 mg, 409.8 mg
Display Cartons—45 mg, 90 mg, 204.9 mg, 409.8 mg
Shipper Cartons—45 mg, 90 mg, 204.9 mg, 409.8 mg
Reminder Stickers

mmoow>

Copies of applicable labels may be obtained by writing to the:

Freedom of information Office (HFI-35)
Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857



Flavor Tabs™
Information for Dosing Dogs

The favored once-s-month Ladlet that prevents and comrols fiea populadons in
dogs.

Introduction

Novartis Animal Health encourxges you 10 take the time 1o read this package insert
which descrides the wae of PROGRAM® (lufenuron) Flavor Tabe 23 & convenient
soathly fica coogol reaument. Congolling flea Infestations Is very important 10
the health of your pet.

Afct reading this lnscrt If you have any questions about PROGRAM Flavor Tabs,
fez control or mextical p with flea CONSUN your ver-
erinariza wfah)odp:liranhﬂnupc\

Administration

TO ENSURE ADEQUATE ABSORPTION, ALWAYS ADMINISTER
FROGRAM FLAYOR TARS TO DOGS IMMEDIATELY AFTER OR IN
CONJUNCTION WITHA NORMAL MEAL.

Be certain the dog consumes the entire tablet or tablets, As aa alternative to direct
caing tablers may be offered kn food. Waich the dog closety following dosing 1o be
sure the entire dose has been consumed, If & ks not entirety consumed. redote once
with the full recommended dose 23 300n 25 possible.

FROGRAM Flavor Tabs must be d dly on the same
ma@mumﬁmﬂm.mm‘hﬂmmnmmu
Flavor Tabs ey begin o any time of year, 1a geographic aress where fica infesta.
tions are seasonal, the treatmen schediole should begla several weeks prior 10 the

P onset of § Tr should el the end of “flea
sexson.” If there b risk of e y and. thea shoukd con-
time the eTxire year withow Ask your for detalls

Mmmmmmme«mmmmmm

To maximize benefits from the use of PROGRAM Flavor Tads. It s impaortant o
rex all dogs within 2 howschold. All cats withia the houschold thould be treated
with hufenoros suspemsion or tablets. Fleas ¢an reproduce oa untreated dogs and
cat1 and allow Infestations 1o persist.

Description

PROGRAM Flavor Tabs are avallabie in four sizes for oral aiministraion 1o dogs
and puppies according 1 their weight (soe Dosage section). The active ingredient of
PROGRAM Flavor Tabs is lufenuroa. a benzoyiphenylures derivatlve with the fol-

Flea Infestations on Dogs

)owln: chemical mwsmon. N-[u-dlchloro-4-(l 1.23.33,
pheny )-2.6 Benzoylphenylurea wmpound;.
Including hufe nre 1assified as Insect {Dis).

As an [nsect development Inhibitor, PROGRAM Flavor Tabs docs not kill adult fleas
but effectively and safely controls MNea populations on your pet through a mode of
action which dreaks the flea's life cycle at the egg stage.

Indications
PROGRAM Flavor Tabe are fabeled for use in 80gs and puppics. six weeks of age
and older, for the prevention and controt of flea populations.

Lufeouron controls fiea pop by pre g the develop of flca eggs and
docs pot kilt adult feas, Concurrent use of insecticides may be necessary for ade-
quate conaol of adukt feas.

Precautions
PROGRAM Flavor Tabe have po effect oa adult fleas but 3t 10 Immediaicly break
the flea life cycle by p ng eggs from oping isio adulix. H pre-

exlsung immarure ficas ln the dog's environment may continue 10 develop and
emerge as adults afier reatment with PROGRAM Flavor Tabs Based oa results of
clinical studies, this emergence generally occurs during the first J0-60 days.
Therefore, If your pet already has 3 fles infestatioa befors starting PROGRAM
Plavor Tabs, nodiceable results may pot be obscrved und! several weeks afler dosing.
la cookex cllmates, immature fleas may take longer 10 compieie the life cycle and
emerpe as aduls. To speed control, traditional products that Kill sdult fleas may be
used tempocarily with PROGRAM Flavor Tabs, depending on the severity of the
Infestation.

1 s PROGRAM Flavor Tabs treated dog comes In contact with a Nea-Infested envi-
ronment, adult fleas may Infest the treated animal. However, these adult fleas will be
snable 0 reproduce. Depending on the aumber of aduit fleas. the temporary use of
may be usaxl to control these adult Ness, Your
can the most plan for your pet,

To ensure that pour pet gets the greatest benefit from PROGRAM Flavor Tabs, you
st acminisier the tablet of tablets once & month in conjunction with a normal meal.
1f you miss the 30-dsy Interval, give PROGRAM Flavor Tabs immediately and
resume your monthly dosing schedule. It is important 1o treat all dogs within the
household. All cats withia the household should be treated with lufenuron suspension
o tablets. Fleas can reproduce o untreated dogs and cats and allow infestations to
pevsist.

The active ingredient la PROGRAM Flavor Tabs is excresed la high concenuratons in
the milk. however, no resulting adverse effects have been recognized,

Recommended Dosage Schedule

Although 0ther flea spocics may b¢ found.on dogs, the ca flea (Clenocephalides fells)  pogy weight Dose Lufenuroa Per Tabie:
Is the pred flex J with lons oa dogs [n the United Suaies. In Upto 10705, O bkt oM
addidon 10 the clated with fleas can be 111020 s, One adlct 90.0 o

ponsible for medical p in your pet such as flea allergy dermalitis (FAD). 2 20 10 45 Ibs. One tablet W49 g
kiR reaction 10 flea bites. Also. flcas wansmit other panasites, induding tapeworms. 4610 90 [bs. One tablet 409.8 e

Conerolling flea tnfestatons ts important 1o your pet's health while also reds the
major and minor annoyances associaicd with these parasites.

Lufenuron, the active ingredient of PROGRAM Flavor Tabs docs not kill adult fleas.
but effcctively breaks the flea's life cycie by Inhibiting egg development. The fol-
lowing diagram Hlustrates the Nea's life cyche and where PROGRAM Flavor Tabs
acts 10 break this eycle.

Life Cycle of the Flea

Fleas can be 2 probiem because they reproduce 30 rapidly. A single female fiea may
produce up to 2000 cggs over her lifeime. Eggs haich and can develop Into adults
within only three weeks. Adult female fleas feed by Ingesing blood from your dog
and subscquently lay eggs which drop off your dog’s cost. Withia days. Iarvac hatch
from the eggs and live unds d in your dog’s dings, such a3 the carpet,
bedding and other protected areas. Flea larvae spis 8 cocoon, and when

stimulated. & young sdukt fcs emerpes and Jumps 0oio your dog b0 contnue the life
cycie, After biting a PROGRAM Flavor Tabs treated dog. the female fles ingests
Tufenuror which is deposited in hex eggs. Lufemeon prevents these Niea eggs from
developing into mature aduits. This safe and convealent approach 1o fles control
effectively breaks the fles’s life cycle and controls flea poputations.,

Dosage
PROGRAM Flavor Tabs are given orally, once 8 month, at the recomumended mini-
mum dosage of 4.5 mg Juferaron per pound (10 mg/kg) of body weight,

Dogs over 90 Ibs. should rective the appropriate combination of Lablas,

Once-A-Month

PROGRAM Fiavor Tabs will safcty and effoectively control fea fnfestagons oaly it
adminisiered in conjunction with 3 normal meal on a monthly dosing achedule. Tc
Ielp you remember the monthly dosing. use the enclosed reminder stickers on tx
Pprop aales on your calend:

Adverse Reactions

The following adverse reactions have bora reported a dogs wfer piving
PROGRAM: vomiling. depression/ Sethargy, pruritus (lwchy, scnawchy skin)
urticaria (wheals. hives), diamhea. anorexia (J0ss of appetise). and skin congestion
{red skin).

How Supplied

PROGRAM Flavor Tabs are availabie in four tablet sizes (see Dossge section)
lmmmﬂ“mhwmdhmmmhmhmhﬂemm
coded packages of six tabicts each,

Storage Conditions

PROGRAM Flavor Tabs should be stored at room Lemperature berween 597 anc
26°F (15-30°C).

Keep out of rexch of childrea

Manufactured for: Novartis Animal Healty US, Inc.
Greensboro, NC 77404, USA

NADA # 141-033. Approved by FDA

NAHPROFT/FV!
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© 1998 Novartis
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% Flavor Tabs™

Information for Dosing Cats

The once-s-month Nlavored Lablet that conrols fiea populations on cais,

Lntroduction

Novards Asisul Health encourages you K take the time (0 read this package insert which
deacrites the wse of PROGRAM® (lefenaroa) Flavor Tabs ag 3 convenient monthly flea
coearot [ og fiea s very ® the health of your cat.
AN reading this imscry, Ifyvu have any questioat adout PROGRAM Flavor Tabs. flea
conarol. o¢ medieal p with flea ik consull your

wha I8 your pet’s health care expent

Admilnistration

TO IENSURE ADEQUATE ARSORPTION, ALWAYS ADMINISTER
PROGRAM FLAYOR TARS [N CONJUNCTION WITH ANORMAL MEAL.

Bc cortala the et comsumcs e entire Lablet or Lablets. The tablets can be broken prior io
dwoct dosing Jor eax¢ of sdministradon i mnall cxs and kinens. As aa alwernative to direct
dosing, the Labiets can be broken 10d mized into wet food, ia mwhtiple €t houscholds, each
cat showid be ircsted scparsiely % scticve adequate dosing. Watch the et closcty following
doving © be surt the entre Jose has beea consumed. I K is ot entirely consumedt, redos
oece with the fiull Pocommended dose a3 soon a3 possible.

FROGRAM Plavor Tabs sust be adminisered monthly, preferably oa the same date each
nouth fe conpencioa with a aormal meal. Tresmen with PROGRAM Flavoc Tadt may
bcgis at mry e of year, Treatment should continue und! the end of “Yica season,” If there
& a risi of exposere 10 fless rear-round. then reatment should coatioue the entire year
withenst hmtorTepdion. Ask yOur veterinarian for details coacerning your geographic arca and
the rox effoctive roaenl schodulbe for yOur ca.

To ezl bencfies from the wse of PROGRAM Plavor Tabs, K is lmportant 10 west sl
caty withia & howschold. All dogs withis the howsehold showid be trested with ufemron
wabders. Fieas can reproduce oa wntrested dogs and cag and allow Infestations © persist

Description )
PROGRAM FlLrvor Tabs are avallabic ja two sizes of tblets for oral w0 cats

PROGRAM Flavor Tabs Is ufenuroa, 2 yl-urea derivative with the following
MIMMN-IUMI l.l.!J.J xop
bonyl]-2.6 yipheayl P

25 insect aDis).

! 1 e

As an insect development lndubitor, PROGRAM Flavor Tabs docs not kift adult fless, but
effectively and safcly coauols Nea populations 06 your cat Urough 3 mode of action which
treaks the flea’s life cycle ot the egg stage.

Indications
PROGRAM Flavor Tabs are indicated for use in cats and kittens. slx wecks of age and older,
Tox the control of fles populations.

Lulenuron controls flcz p by prevening th of fNles eggs and does not
kit aduit Nexs, Concurrent use of insecticides may be necessary for adequate corerol of adult
flcas,

Precautions
PROGRAM Flavor Tabst have 2o effect on sdult flens, but act 1o immciaicly break the flea
ife cycie by p egys from imo xiuts. . pre-eristing

fleas ia the cat's cavironment musy comtimue 0 develop and cncrge i adufts afier treatment
with PROGRAM Flavor Tabs, Basedd on ressits of clinical studics, this emergence generally
ocaurs duriag the first 30-60 drys. Therefore, if your pet already has & flea infestation before
starting PROGRAM Plavor Tabe, scticeable results may not be observed wntil several wecks
after dosing. Ia cooler climates, immatuce ficas may Lake longer 10 complete the llfe cycie
and emerge a3 adults. To speed control, traditional products that kitt sdult feas may be uscd
temporarily with PROGRAM Flavor Tabs, depending oa the severity of the infestation,

If 3 treated cat comCs bn conact with 2 fles-infestod enviroament, aduit ficas may Iafest the
treated animal, Km.maemunusn-ublemwmﬂﬂmdkn“
Depending oa the sumber of adult fleas, porary use of t insec-
ticides may be waed 10 control these adulk fleas. Your veserinaran caa recommend the most
effective treatment plan for your pet.

To ensure that your pet gets the greatest benelit from PROGRAM Flavor Tabs, you sust
administer the dosc once & monuh In coajunctioa with & oormal mesl. 1 you miss the 30-day
interval, sdministr PROGRAM Flavor Tabs immediately and resume your monthly dosing
schedule. It is Important 10 Treat all caes within the househoid. All dogs within the houschold
should be treatad with lufenuron tablets. Fleas can reproduce on unireated dogs and cats and
aflow Infestations lo persis,

The active ingredient I8 PROGRAM Flavox Tatxt ks excreted In high concentrations in the milk,
however, no resulting adverse effects have been rocognized.

Flea Infestations on Cats
Although other fiea species may be found o8 cas. the cat fica (Crenocephalides felis) is \he

and kitwens according to thoir weight (3¢ Dosage section), The active ingredien of

P flea with on cats i the United States. la addition to e
common auisance with fieas can be resp for med-

k"M‘lﬂ"ﬂm“wllqw&uunnmhmmmm
transmit other parasites inchy ¢ Nlea is 1
mu:mmﬂkmmummhwmmmswdadwmm
panasites.

Lafenuron, the active lngredicnt of PROGRAM Flavor Tabs docs aat Kill adult fleas but

effecuvely breaks the flea’s life cycic by Inhiblting egg development. The followiag diagram
Wlustrates the flea’s HIe Cycle and where PROGRAM Flavor Tabs acts 10 break this cycle:

Life Cycle of the Flea

Ficas can be a problem because ivcy reproduce 30 Fapidly. A single female fiea may produce
VP 10 2,000 eggs over ber lifetime. Eggs hatch and develop it adults within oaly theee

weeki, Adult femle fleas Foed by ingesting blood from your eat and subscquenddy lay eggs,

which drop off your cat’s coat, Within days. larvae haich from the ¢2£3 3nd live vadetecied
in your cal’s surroutZings such as the earpet. bedding. and other protecied arcas. Fies larvac
spin 3 cocoon. and ‘rher appropelately stimwulated, 3 young adult fies emerges and jumps
oot your cat to contimuc the life Cycle. Afer biting 2 PROGRAM Flavor Tabs rested eat. the
female fiea Ingests kufe which is deposited in her egge L preves these eggs
from hatching o developing into mature aduks. This safe and conventent approach w0 fica
controt cffectively broaks the Nea's Hfe cyclke and conerols flea populations.

Dosage
PROGRAM Flavor Tabs are glvea orally. once 3 month, st the recommended minkmum
dorage of 13,6 mg hufermaron per pound (30 g/kg) of body weight.

R a. JDmseﬂ Tl el

. Body Welght Dose Lufenuroa Per Tablet
Up o 6 1bs, One Tablet 90.0mg
Tw IS P One Tablet 204.9 mg

Cats over 15 1bs. are provided the appropriase combiaation of tabiets.

Once A Month

PROGRAM Flavor Tads will safely and effectively control fiea infestations only If admin.
istered on 2 monthty dasing schedule. To help you remember the monthly dosing, use the
enciosed reminder stickers oa the appronciate dates on youx cakendar,

Adverse Reactions

The following adverse resctions have bees reporied in cats afier giving PROGRAM Flavoc
Tabs: vomiting, depression/icthargy. anorexta (loss of appetite), disrrhea, hyperactivity.
dyspoaca (labored breathing), pruritus (iciry 3kin), and skin eruptions (rash),

How Supplied

PROGRAM Flavor Tabs are available In two tablet stzes (see Dosage xction), formulaes
according 10 the weight of the cal Each Lablet size i available In color<oded peckages of
€ tablets each.

Storage Conditlons
PROGRAM Flavar Tabs should be stored st room lemperatwe between 59° and R6°F (15-
30°C). Keep o of reach of chikiren.

Manulacrured for: Novards Animal Heatth US. Inc.
Greensboro, NC 27404, USA

NADA # 141-035. Approved by FDA
© 1998 Novartls Animal Heatth US, Iec.

NAHPRO-FT/AVIL
9




St
AR

P L LL LT LY VP

A Y
Flavor Tabs™ pp Flavor Tabs™
For dogs up to 10 Ibs, $ § .

RN vFordogs up to 10 [be,

1
’
1
]
‘.

BLUE
et 110mm
' 112mm
BROWN
PMS 479
—L Y
3.5mm 3.5mm
163mm
CUSTOMER : “THIS AREA FOR APPROVALS
NOVARTIS I Is mportant that this document bo carefully reviewed. This documentls. .
submitted for cc:{:y, design, slza and unwind diraction, If present, UPC/BARCODE
DATE I3 shown In posttion, at correct size and with the correct numbars. .
GDN 3336701 7/10/98 Pleasa sign and date indicating approval. N

A4
Relum b, Graphic Services, Reyolds Mekls Company 520 Lincol Avents, DowingtowT, PA 19635
B e o, Py Y ety




VINYL . .cATSEAL (FRONT) SIDE

foliavor Tabs™
- dogs 11 to 20 Ibs.
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For dogs 21 to 45 Ibs,
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- Ghve once a mmonth, always with a meal %o ensure absorption
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Imprint here

i

PR%RAMFIavor Tabs™

LLFBLROY
Important directions for use

* To ensure complete absorption, always administer PROGRAM Flavor
Tabs to dogs immediataly after or in conjunction with a normai meal.
* PROGRAM Flavor Tabs have no eftect on adutt fleas, but controf flea
populations by breaking the flea [ife cycle at the egg stags.

* Treatment should begin early in the flea season and should continue
untll the end of the flea season. if there is a risk of exposure to
fleas year-round, then treatment should continue the entire year
without interruption.

* It is important to treat all dogs in the household. Cats in the same
household shoukd be treated with [ufenuron suspension or tablats.

» PROGRAM Flavor Tabs must be administsred monthly, preferably on
the same date each month,
For full product information, read package insert.
If you have any questions conceming the use of this product, contact
your veterinarian, who is your pet's healthcare sxpert,

For Dogs up to 10 Ibs.

% ) NOVARTIS

Also avaiiable in scdtional package NAH/PRO-FT/45/UDC/
508

sizes for cther weight ranges.

(LFEFROY

for the prevention and

in dogs.

up to 10 Ibs. in weight.
Net contents: 8 tablets, 45 mg each,
Product #3011

—— . —
@ " S ¢ o ¢ > b - 0 — A " o ool

control of flea populations

Recommended for dogs and pupples

G

Flavor Tabs™

Once-a-month Flavor Tabs

Keep this and all dm%s
out of the reach of children,

Manufactured lor:
Novartis Animal Health US, Inc.
Greensboro, NC 27404 US.A

NADA #141-035
Approved by the FDA.
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Imprint here Manutactured for:

PROGRAM Fiovor Tabs™

Important directions for use

« To ensure completa absorption, always administer PROGRAM Flavor
Tabs immediately after or in conjunction with a normal meal.

* PROGRAM Flavor Tabs have no effect on adult fleas, but control flea
populations by breaking the flea life cycle at the egg stage.

¢ Treatment should begin early in the flea season and shoukd continue
until the end of the flea season. if there is a risk of exposure to
fleas ysar-round, then treatment should continuse the entire year
without interruption.

* It is important to treat ail dogs and cats in the household.

* PROGRAM Flavor Tabs musat be administered monthly, prefarably on
the same date each month.
For fuft product information, read package insert,
If you have any questions conceming the use of this product, contact
your veterinarian, who is your pet's healthcare expert.

control of flea populations  Novartis Animal Heatth US, inc.
in dogs and for the control  Greensboro, NC 27404 USA.

NADA #141-035
of flea pozt:la:ionsn:n ca::: Approved by the FDA
Recommended for dogs and pupp :
11.20 Ibs, In welght; for cats and Kittens Net conients: 8 tablets, 90 mg each.
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Product #30121

For Dogs 11-20 Ibs,  For Cats up to 6 Ibs.
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Also available in sdditonal package NAH/PRO-FT/0/UDC/
sizes for other weight ranges. 500
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Imprint here

WMFIavor Tabs™

Important directions for use

* To snsure complete absomption, always administer PROGRAM Flavor
Tabs immediately aftsr or in conjunction with a normal meal.

+* PROGRAM Flavor Tabs have no effect on adult fleas, but control flea
populations by breaking the flea life cycle at the egg stage.

* Treatment should begin early in the flea season and should cortinue
until the end of the flea season. If there Ia a risk of exposure to
fleas ysar-round, then treatment should continue the entire year
without interruption.

* R is important to treat all dogs and cats in the household.

* PROGRAM Flavor Tabs must be edministered monthly, preferably on
the same date each month,
For full product information, read packags insent,
i you have any questions conceming the use of this product, contact
your veterinarian, who is your pet's healthcare expent.

For Dogs 21-45Ibs. For Cats 7-15 Ibs,

Also available in acitional package NAHPRO-FT204.80UDC/
5R8

sizes for other weight ranges.
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WRFD  Flavor Tabs™

v vOr VDS 51 rosch of oeren
for the prevention and '
control of flea popuUlations  Nevs ko Health US, inc.
in dogs and for the control  Gmensbor, NC 27404 USA.
of flea populations in cats.  NaDA#41035

Recommended for dogs and pupples Approved by the FDA
21-45 Ibs, In weight; for cats and Net contents: 8 tablets, 204.9 mg eech.

kittens 7-15 Ibs. In weight. Product #30131
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Imprint here

PRW Flavor Tabs™

Important directions for use

+ To ensurs complete absorption, always administer PROGRAM Flavor
Tabs to dogs immediataly after or in conjunction with a normal meal,
* PROGRAM Flavor Tabs have no effect on adult fleas, but control flea
populations by breaking the flea life cycle at the egg stage.

* Treatment should begin early in the flea season and should continue
unttil the end of the flea season. [f thers Is a risk of exposure to
fleas year-round, then treatment should continue the entire year
without interruption.

* Rt is important to treat all dogs in the household, Cats in the same
housshold shoukd be treated with lufenuron suspension or tablets,

+ PROGRAM Flavor Tabs must be administered monthly, preferably on
the same date each month.
For full product information, read package insent,
Hf you have any questions conceming the use of this product, contact
your veterinarian, who is your pet's healthcare expart.

For Dogs 46 to 90 Ibe.

U NOVARTIS

Also available n additional package
sizes for other weight ranges.

598
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NAH/PRO-FT/409.800C/1 |

Once-a-month Flavor Tabs  Keep this and all drugs

for the prevention and
control of flea populations
in dogs.

Recommended for dogs and pupples
46-90 Ibs, In weight.

Net contents: 8 tablets,
409.8 mg each,

Product #30141

Manutactured for,

Greensboro, NC 27404 U.SA.

NADA #141-035
Approved by the FDA

Flavor Tabs™

out of the reach of children,

Novartis Animal Health US, Inc,
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Flavor Tabs™

U> NOVARTIS

Flavor Tabs™
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PROGRAM PRODUCT ID 30111

MS 30111 078

) NOVARTIS

U) NOVARTIS

PRCCRAM

urROY AL AVOR TABS™

Poouat0 30111

PROGRAM

. JUREE——{
FLAVOR TAES

Product 1D 363 T

- PROGRAM

LUFEMURON)

HAVOR TABS™

b NOVARTIS

PROGRAM

Broguct 1D 30711

P 30111

PMS BLACK
R AL BRI

) NOVARTIS

Novartis Animal Health US, Inc.
Greensbhoro, NC 27404

Product ID 30111

MS 30111 078

o SINGLEWALL
BOX MEETS ALL CONSTRUCTION
REDUIREMENTS OF APPLICABLE
FREIGHT CLASSIFICATION

EDGECRUSH 32
TEST (ECT)  LBS/IN

) NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

PMS 479 BROWN
PMS BLACK

REFERENCE NO._141130
DATE 7/15/98

THIS MINATURE DOES NOT NECESSARILY REFLECT THE
PROPER COLORATION FOR CORRECT COLORS AND COLO
NUMBER PLEASE REFER TO PACKAGING SPECIFICATION



PROGRAM PRODUCT ID 30121

,’\A

MS 30121 078

U> NOVARTIS

PRCGRAM

wrawkw - ALAVOR TABS™

) NOVARTIS

PROGRAM_

gunn —ana™
LRV

Q0 mig. 10 Displey Units ¢
10 Cangns <104 Cortona Toiai;

Product ID 30121

roaan 30121

o 30121

> NOVARTIS

PROGRAM

= wans
AVJT A

8¢ mg 1C Dispioy Unis ¢
12 Somons 1102 Caronz Totol:

Product ID 30121

PMS BLACK
SR R AR

MS 30121 078

@ ,

) NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

Product ID 30121

MS 30121 078

D CONy,
o Ay
Ol

(NN, <
¢ SINGLEWALL
B0X MEETS ALL CONSTRUCTION
REQUIREMENTS OF APPLICABLE

FREIQHT CLASSIFICATION
EDGE CRUSH 32
TEST (ECT)  LBS/IN

SIZELMT T moues

W 65 28

O
3 ous.

| () NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

PMS 185 RED
PMS BLACK

REFERENCE NO.

141131

DATE 7/15/98

THIS MINATURE DOES NOT NECESSARILY REFLECT THE
PROPER COLORATION FOR CORRECT COLORS AND COLOF
NUMBER PLEASE REFER TO PACKAGING SPECIFICATION



PROGRAM PRODUCT ID 30131

U NOVARTIS

Nowmrta hubvvat Muali MS, but,
Srvetere, C T3

\

MS cu131 [078 7]

~ e
soeed

O NOVARTIS

d) NOYARTIS

Poatn 30131

U NOVARTIS

" PMSBUACK

MS 201315 OT8 |

e

> NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

Product ID 30131

MS 30131 | 078,%

»-vf—-'

) NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

PMS 115 YELLOW
PMS BLACK,

EDGECRUSH - 32
TEST (ECT) LBS/N

REFERENCE NO. _141119
DATE . 7/15/98 —

THIS MiNATURE DOES NOT NECESSARILY REFLECT THE = -
PROPER COLORATION FOR CORRECT COLORS AND COLOR
NUMBER PLEASE REFER TO PACKAGING SPECIFICATION



PROGKAM PRODUCT ID 30141

o

MS oo 141 078

U NOVARTIS

Amiemal Maalty 118, bt
Ovembera BC 77484

b NOVARTIS

wrrN  FLAVORTABS™

rroain 30141

PROGRAM

FLAVOR TABS™

409.8 mg, 10 Display Untts of
10 Cartons (100 Cartons Total)

Product ID 30141

P

wraryy — HAVORTABS™

b NOVARTIS

ROCRAM

PROGRAM

FLAVOR TABS™

409.8 mg, 10 Display Untts of
10 Cartons (100 Cartons Total)

Product ID 30141

Pt 30141

PMS BLACK

MS 30141 T8

) NOVARTIS

Novartis Animal Health US, Inc.

Greensboro, NC 27404

Product ID 301

41

MS 30141 078

GLEWALL
BOX MEETS ALL CONSTRUCTION
REQUIREMENTS OF APPLICABLE
FREIGHT CLASSTFICATION

EDGE CRUSH 32
TEST (ECT)  LBSTIN

) NOVARTIS

Novartis Animal Health US, Inc.
Greensboro, NC 27404

PMS BLACK

REFERENCE NO._141120

DATE _7/15/98

THIS MINATURE DOES NOT NECESSARILY REFLECT THE
PROPER COLORATION FOR CORRECT COLORS AND COL(
NUMBER PLEASE REFER TO PACKAGING SPECIFICATION
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Place treatment reminder stickers on your calendar for each

K of the months following the data of the initial treatment.
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