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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
T WASHINGTON, D.C. 20460
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OFFICE OF
PREVENTION, PESTICIDES ANC
TOXIC SUBSTANCES

JN 25 1998

F. T. McNamara

Bayer Corporation

Agricultural Division, Animal Health
P.O.Box3%0 =

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,

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:

Internst Addrass (URL) o hitp:/fwww.epa.gov
Racycled/Recyclable » Printed with Vegetable Ol Based Inks on Recycled Paper (Minitnum 25% Postconsumer)




“The successive feeding activities of fleeas on pets may elicit a hypersensitivity skin
disorder known as flea allergy dermatitis (FAD). Treatment of pets with Advantage
rapidly kills fleas and may reduce the dnddence of this condition.”

Two copies of each final printed lebel should be submitted to the Agency prior to
shipment of the products. Stamped copies ¢ the subject labels are enclosed for your files.

Sincerely,

- /-
Elizabeth T. Haeberer

Insecticide - Rodenticide Branch
Regiswration Division (7505C)

Enclosures
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Once-a-month topical flea treatment for cats and kittens
8 weeks and oider and urder 9 {bs.

| READ THE ENTIRE LABEL BEFORE EACH USE -

For the Prevention and Treatiment of Flea Infestations

* vailable anly throegh ficensed peacticing veterinarizas
» Kills 98-400% of the fleas on cats widhin 12 hours
Active Ingredient

Imidacloprid; 1-[{6-Chloro-3-pyeidinyl) methyl])-K-nitro-D-imidazolidinimine
inert Ingredients

* Cne treatmeal pravents e fex infoctamoe for up to four weels
« Kills fleas befor they fay arps '

% by V?ilg'i}:

.30.9%

Total
KEEP GUT OF REACH OF CHILDREN

WARNING

Set Below for First Aid and Precautionary Statements

Precautionary Statements

Hazards te Humans

Causes eye irritation. Harmful if swallowed, Do ot get in eyes or oa
dothing, Avoid contact with skin. Wash hands thoroughly with soap

and warm water after handling. Keep out of reach of children. Do not
contaminate feed or food,

Hazards to Domestic Animals

For external use cniy. Do not use on kittens under eight weeks of age.
#s with any product, consult your veterinarian before using this produc
on debilitated, aged, pregnznt or narsing asimaks. Individual sensitivities.

100.0%

while rarz. may ocour ke using AT pesticide product for pets. If
signs persx, or become were severe, consult 2 veterinarian immediately.
1f your wnmal is en mwedicrion, consult your vetednarian before ustng
this o¢ zm ather procect Gl 1-800-255-6826 for 24 hour assistance.
First Aid

if in eyen Hold epmis coen and flush with plenty of water.

Get medhm attention o mcation persists.

If swallowad: (all = styudan or Poison Control Center.

If on sidx: Wash wr sty of scap and waler.

To Physican: Trear e zaneat symptomatically.

ACCEPTED
with COMMENTS
In EPA Letter Dated:

JUN 25 1998

Under the Federal Insecticide,
Funglcide, snd Rodeaticide Act,
as amwended, for the eide
wnder EPA Reg. No.
HESE—11L

Bayer &

Manufactured For Bayer Corporation,
Apriculture Divisio, Animal Realth,
Shawmee Hission, Kansas 85101 US4

Four 0.4 mL Tubes

0326, %3
EP4 Est |ISS6-DEL-E EPA Reg Mo 11554114
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Once-a-month topical flea treatment for cats and 9
kittens 8 weeks and older and under 9 tbs.

The successive feading actlvity of fleas an pets frequently
elicits  hypersensitivity skin diserder known as flea allergy
dermatitis (FAD), Treacment of pets with Advantage® rapidly
lalls fleas and reduces the incidence of this condition.

Advantage* kills 98-100% of the existing fleas on pets within
12 hours. Relnfesting fleas are killed within 2 hours with
protection agzinst further flea infestation lasting for up to four
t4) waeks. Pre-existing pupae in the environment may continue
1o emarge for six (8) weeks or longer depending upon the
chimaric condiclons.

Larval {lea stages in the pet’s surroundings are killed foliowing
zontact with an Advantage® treared pet.

Azanuge” remains efficacious following a shampoo treatment,
swimming or zfter exposure to rzin or sualight.

Monthly treatments are required for opnmal contral and
srevention of fleas,

if re-treatment becomes necessary earlier than four weeks, do
not re-Treat mare than once weekly,

Storage and Disposal
Da not contaminate water, food or feed by storage or disposal.

Storage: Store in a coal, dry place.

Pesticide Dispasal: Securely wrap original container in several
layers of newspaper and discard in trash.

Container Disposal: Do not reuse empty conminer. Wrap
container and put in trash,

Limited Warranty and Limitations of Damages

Bayer Corporation. Agriculture Division, Animal Health warranis chat this
material confarms to the chemica! description on the [abel. BAYER
CORPORATION MAKES NO OTHER EXPRESS OR IMPLIED
WARRAMTY, INCLUDING ANY OTHER EXPRESS OR IMPLIED
WARRANTY OF FITNESS OR MERCHANTABILITY, and no agent of
Bayer Carporation is authorized o do so except in waiting with a spacific
refarence to this warranty. Any damages arising from a breach of this
warranty shall be limited o direct damages and shall not include conse-
quendal cammerciz! damages such as loss of profin or valves, etc.

For the Prevention and Treatriient of Flea Infestation
gnIhCzts and Kittens 8 Weeks and Older and Under
IR

Directions for Use

bt &5 a violation of Federal Law to use this product in a manner
nconsistent with its labeling.

How to Apply
1. Use only an cats. Do not use on other animals.
2 Remove ane applicater tube from the package.

-
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Held applicator tube it an upright pesition. Pull c2p off tube.
Turn the cap around and place other end of cap back on tube.

. Twist cap to break
seal, then remove cap
from tube,

6, Parc the hair in the
neck at the base of the
skull until the skin is
visible. Place the tip of
the tube on the skin 2nd squeeze the :uhe rwnce to expel the
entire contents of the tube dlmﬂ the skin. Do not get this
product in rour pet's eyes or m The praduct is bitter tast-
g and szlivation may eccur for 2 short time if the cat licks
the product immediately after treatment, Treatment at the
base of the skull will minimize the opportuna:}' for the cat o
ek the praduct.

7. Discard empty tube as described in Storage 2and Dispoaal.
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Use these calendar stickers to remind you when your pet is
due for its next monthly applicaden of Advantaga®




