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WASHINGTON, D.C. 20460

F. T. McNamara
Bayer Corporation
Agricultural Division, Animal Health

P.0. Box 390

Shawnee Mission, KS 66201-0390

Subject:

Advantage 9 for Cats
EPA Reg. No. 11556-116

Advantage 18 for Cats

EPA Reg-No. 11556-118

Advantage 10 for Dogs -

EPA Reg. No. 11556-117

Advantage 20 for Dogs

EPA Reg. No. 11556-119

Advantage 55 for Dogs
EPA Reg. No. 11556-120

Advantage 100 for Dogs
EPA Reg. No. 11556-122

Revised Labels

Received at EPA June 18. 1998

Dear Mr. McNamara,
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The subject labels have been reviewed and will be acceptable if the following claim
modification is made on each of the labels. Delete “The successive feeding activities.......

reduces

the incidents of this condition.” The following statement may be used as a replacement:

Intemet Address (URL) « hitp.//www.epa.gov ~
Recyecled/Recyclable » Printed with Vegelable Ol Based Inks on Recycled Paper (Minimurm 25% FPoslconsumer)
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“The successive feeding activities of fleas on pets may elicit 2 hyperseasitivity skin
disorder known as flea allergy dermatitis (FAD). Treatment of pets with Advantage
rapidly kills fleas and may reduce the incidence of this condition.™

Two copies of each final printed label should be submitted to the Agency arior to
shipment of the products. Stamped copies of the subject labels are enclosed for vour files.

Sincerely,

. -
Elizabeth T. Haeberar
Insecticide - Rodern:icid= Bzach

Registration Divisien (73030

Enclosures . o _ _ ' - '
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s Kills fleas within 12 hours

For Small Dogs and Puppies
7 Weeks and Older and Under 10 Ibs.

W fritdocloprid)
Topical Solution

Onte-2-ttonth topical flea
treatinent for dogs and

puppies T weeks and older
- and under 10 lbs.

* Availzme oty through licensed
pracoong e etinarians

* Kills "was wizmin 12 hours

READ ENTIRE LABEL
BEFORE EACH USE

Four coior prdcess
Maich pantone 349
& varnish

Size: 68/18/112 mm

— Once-a-month topical flex |
adva ntage’ treatment for dogs and g 0
- uppies 7 weeks and alder
\ A apnd under 10 Ihs,

For the Prevention and Treattaent of Flea [nfestations on Dogs

« fvaikhle anly twough Jicemdupra:ti:ing veterinarians

= Kilis 98-100% of the Meas ar dogs within 12 hours

« {ne weatment peevenss further flea infestation far ax least four weeks

« Kills fleas before they lay eggs

Active Ingredient . % By Weight
Imidacloprid; |-{jéhioro-3-pyridingl) methyl]-N-nitro-3 -imidazelidiniming ... 8. 1Y
Inert ingredients 20.%%
Total 100.0%

KEEP QUT OF REACH OF CHILDREN
WARNING

See Below far First Aid and Precautionary Statemens.
For Directions Rar Use and ather labeling, see supplemental hbeling inside,

Precautionary Statements

Hazards to Humans )
Causes rye imimpen. Hamiful if swallowed, Do na:‘get in eres ar o clathing,
Avaid contact with skin. Wash hands thorughly with seap and warm water after
handling, keey out of reach of children. Do not contaminare de2d or food,

Hazards to Domestic Animals
For external use only. Do not use on pupoies under sever weeks of age,
A8 with a0y prdict cansult your veterinarian belore using this product on
debilitated, aged, pregnant or aursing animals, Individyal sersitivities, while
rare, may occur aftar using ANY pesticide prodact for pats. I¢ signs parsist, ar
become more severe. constlt a veterinarian immediately. If your animal is on
medication, consuit your vetennarian befare using this or any other product,
Call 1-80G-255-6826 for 14 hour assistance.

First Aid

i in eyes: Hold eyelids open and fush with pleaty

of water, Ger seexcal anenton il imzmtion persists,

1f swallowed: (ad 2 physican or Poison Control Center.
1€ on shin: Wase with plenty of spap and water.

To Physician: Treat the patienc sympromatically.

o"854283" 7

* Freverns reinfiestation for qé
3z e 4 washy ] . 02603
« Conwenaat, c2st to apply 5> = Hanuacured f Bame s Four 0.4 mL Tubes
X kgrcloira Dpwson, Lowes. i, !
Srrwws Honoe, Cuaszs | US4 Kodeom Gamany £ L T1SSERE0E €8 Reg. Ko LISSELLT
. 00000000

ACCEPTED
with COMMENTS
" In EPA Letter Dated:

JR25 1998

Under the Federsl Imsecticide,
Fusgicide, asd Rodenticide Aet,
a3 amended, for the ticide
wndee FP4 Reg. No.

IS SE-7

—p—

Lot No.:

RECEIVED
JUN 1 6 1998

LABEL COORDINATION
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Once-a-month topic:;zl' ﬂéa treatment for doés aﬁd puppies

7 weeks and older and under 10 Ibs.

Read entire {abel before each use

For the Prevention and Treatrnent of Flea Infestations on Dogs

* Avallable ony thngd Gcassad practiong ameinarians

= Kills 96-100% of the fux ea dogs wicwe 12 haves

» One meatren pravess fiher Mo inkssson for at feast our weels
* Kills fleas bekore they @y g

Active Ingredient

"o 3y Werght
9.1%

Imidazlopeid; |-fy6<Chicrz-icymeingty mesryT-N-nitra-2-imidazolidinimine

i 30.5%

Inert Ingredients
Total

KEEP OUT OF REACH OF CHILDREN
WARNING

See below for First Ald and Preczationary Statements

Precautionary Statements

Hazards to Humans .

Causes eye rmmnse. =armiul ~ swallowed. Do not get in
eyes or on Zothing, Avoid for=ot with sidn, Wash hands
thoroughly with 3sa= ind war— witer after handling. Keep
out of reach of chvzre~. Do not zomaminarte feed or food.
Hazards to Dotmestic Animals

Far externz) use only, o not .5z an puppies under seven
weeks of2ge A w2y proauts Sonsult your vererinarian
before using this 3oz on des-mated, aged, pregnant or
nursing ammais. sndivicual sensiowities, while rare, may
oceur after using ANY pesticide produce for pets. If signs
Persist, Or pecome mMore severe. consult 2 veterinarian
immediately. |f yz_- 2~mal s ¢~ =edication, consult your
veterinarian o'z & .5 7g ns o7 any other product. Call
1-800.255-6516 for 14 hour assistance,

First Aid

If in eyes: —oid 2ya 25 2pen 2ne Fush with plenty of water.
Get medics; stie~L o~ T rIaus~ sarsists.,

If swallowed: Cat 2 Zrysicrzn 2= Soison Contrel Center.

If on skin: Wash w2 Dtgnty ©° s22p and water,

To Physician: Trea: 1~& satiant sy—proniatically.
Directions for Use

It 15 3 viclaugn of Fecer3l Law o <2 this product in 2 manner
incensistent with <s aneling.

How to Apply

|. Use only 2n gcgs. 20 net use o0 other animals,

2 Remove one acoimrcr tube *=m the package.

H0.0%

skin 2nd squeeze the tube Twice to expel the enure
contents directly on the siin. Do not get this product o your pet's
eyes ar mouth.

~
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Hoild apcicatss to2e in an oright position, Pull czp
off tube.

Turn the cap a-ou=2 and paze other end of cap back
on tbe., o o

Twist £ab 0 braax jeal, ther =amove cap from tube.

. The dog shewe o2 smading “or easy application. Par
the hawr on the 2ag's tack Senween the shoulder blades.,
until the swn 5 vs sie, Place re tip of the tube on the

o e

7. Discard empry tube as described in Storage ane Dhsposal,
The successive feeding =ctivity of fleas on peats ~equantly
elicits a hypersensigivity sikin disorder known as %ea aliergy
dermatitis (FAD). Treatment of pets with Advancage* 2oy
kills fleas and reduces the incidence of this condwan.
Advantage® kills 98-100% of the existing fleas on pezs withi
12 hours. Reinfesting fleas are killed within 2 nzars wis
protection against further flea infestation lasting at e2s: fou~
{4} weeks. Pre-existing pupae in the environment =ay cor-
tinue to emerge for six {6) weeks or longer depe=zag upo~
the clenatic condivons,

Larval flea stages in the peTs surroundings are kiliac fcilow-
ing contact with an Advaniage® treated pet.

Advantage® remains efficacious following a shamsao reat.
ment, swimnming or after exposure to rain or sunbghs,
Monthly treatments are required for optimal comtrol anc
prevention of fleas.

If re-treatment becomes necessary earfier than four weeks.
do not re-treat more than once weekly.

Storage and Disposal

Do not contaminate weter, food or feed by siorige or
disposal

Storage: Store in a cool, dry place.

Pesticide Disposal: Securely wrap original contamer
saveral layers of newspaper and discard in trash,

Container Disposal: Do not reuse empty contuirer, Wrap
container and put in wrash, .

Limited Warranty and Limitation of Damages

Hayer Corporadon, Agriculrure Division, Animal Health warrzno das
this material conforms. to the chemial descripton on the hbe.
BAYER CORPORATION MAKES NG OTHER EXFRESS CR. IMPLIEC
WARRANTY, INCLUDING ANY OTHER EXPRESS OR HMPLIED
WARRANTY OF FITNESS OR MERCHANTABILITY, 2nd s agent o
Bayer Corparation is authorized to do so except in wntng with 2
specific reference o this warranty, Any damages zrising frem a beeaer
of this warranty shall be limiced to diredr damaghs and shall ~o% inchude
consequential commerzial damages sueh as loss of profiss o values. etz

Hanulactared For Bayer {omorano, 430, 4
hgdceloure Divisica, kamal Hesth, EFk 25 1I350DE0
{hawnes Mettion, Kamsas 66301 US4 . EPA Beg e 11556117
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