
! 

~! 
~~~:~~ I 

I 
UNITED STATES ENVIRONMENTAL PROTECTION IAGENCY 

. WASHINGTON, D.C. 20460 .. I 

NOV 04 Z008 

Douglas Spilker, Ph.D 
Bayer HealthCare LLC, Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Dear Dr. Spilker: 
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i 
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OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Subject: 
I 

Amendment of label to qualify and clarify retreatment ap~lications for 
: Advantage® 55, 18,20 & 100 Topical Solutions I. 

. E~A Registration NOS.1155~-118.' 11556-1 ~9, 11.556-121& 11556-12.2. 

. The labelmg referred to above submItted IIi connectIOn WIth the Federal InsectICIde, 
Fungicide and Rodenticide, as amended are acceptable. . ., I. 

A stamped copy of the labeling is enclosed for your records. Ple~se submit one final 
printed copy ofthe labeling before releasing the product for shipment. Itlyou have any questions 
regarding this label, please contact AutUmn Metzger at (703) 305~5314. i 

~irrely, o. . 
V~ LuM~ 
Venus Eagle \:) I . 

Product Manager 01 ·1 

Insecticide-Rodenticide Brarch 
Registration Division (7505P 
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Reason To Issue: Revise a~cordingtoEPA letter of09/18/08,nafe: 10/29/08 

''''''''''''''' aIld, <>-111.,1, of) 0/~9/()8""""""""""""" .sT'r~e<f~,:, °2/0,5/0.8"", 

Note to Reviewer: [Brackets and parentheses indicate altematelangu~ge] 

I 
I 

Advantage® 100 Topical Solution i 
I 

Once-A-Mont? Topical Flea and Lice Treatment for Dogs 
and PuPPies 7 Weeks and Older and Over 5 VbS. 

READ THE ENTIRE LABEL BEFORE EACH USE 

For the Prevention and Treatment of Flea and Lice InfeJtations on Dogs 
I 

I 
• One treatment prevents further flea infestation for at least four (4) weeks 
• Kills fleas on dogs within 12 hours I 

• Kills fleas before they lay eggs 
.• Convenient, easy to. apply 

• Kills [(biting) (chewing)] lice 
. . I 

• For.treatment and prevention of [(biting) (chewing)] lice [ihfestations] 
• Controls exi~ting [(b~ting) (chewin~)] lice infestations ·1 

• Dual protectIon (agamst fleas and hce) ,. 
• Treats, prevents and controls [(biting) (chewing)] lice [inf9stations] 
• Provides effective control of [(biting) (chewing)] lice [infe~tations] 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For treatment and prevention of infestations with [(biting) (chewing)] lice 

.. • Waterproof .. . 

• Fragrance free 

Active Ingredient 
Imidacloprid ............................................. . 

Other Ingredients ........................................ . 

Total .................................... , ............. . 

% By Weight 

9.1% 

90.9% 

100.0% 

EPA Reg. No. 11556-122 . EPA Est. No.l15S6.;.DEU-l 

KEEP OUT OF REACH OF CHILDREN 

I 
[For Directions For Use, and Storage and Disposal (ins~ctions), 

see supplemental labeling inside] I ACCEPTED 

x:moiij/\abe\sprl Advantagel OOi.Doc 
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Reason To Issue: Revise according to EPA letter of 09/18/08, Date: 10/29/08 
and e-mail of 10/29/08. Supersedes: 09/05/08 

----------------------------------------------------------------------------------------- 1-----------------------------· 

I 

I 
WARNING I 

See Below for First Aid and Precautionary statemerts 

PRECAUTIONARY STATEMENTS I 
HAZARDS TO HUMANS: Causes eye irritation. Harmful if swallowed. Do not get in 
eyes or on cloth~g. Avoid contact with skin. yv ash hands thorou~Y~ith soap and warm 
waterafterhandlmg. Keep out of reach of chIldren. Do not contammat~ feed or food. 

. I . 

I 

HAZARDS TO DOMESTIC ANIMALS t 

For external use only. Do not use on puppies under seven weeks ofag~. As with any . 
product, consult your veterinarian before using this product on debilitated, aged, pregnant or 
nursing animals. Ind~vidual. s~nsitivities, while rare, may occur after uSFg ~pestic~de 
product for pets. If SIgnS perSIst, or become more severe, consult a vet~nnanan Immediately. 
If your animal is on medicati~n, .consult your veterinarian before .usingfhis or ~y other .' 
product. For consumer questIOns call 1-800-255-6826. For medIcal emergencIes call 
1-800-422-9874. . I 
~~~ I 

Have the product container or label with you when calling apoison conhol center or doctor, 
or going for treatment. '. \ . 

If in eyes: Hold eyeopen and rinseslowly and gently with water for .1~ - 20 minutes. '. 
Remove contact lenses; if present, after the fIrst 5 mulutes, then continue rinsing eye. Call a 
poison control center or doctor for treatment advice. I 

If swallowed: Call poison control center or doctor immediately for trealent advice. Have 
person sip a glass of water if able to swallow. Do not induce vomiting ~less told to do so by 
the poison control center or doctor. Do not give anything by mouth to ap unconscious 

. I 
person. I 

! 

If on skin or clothing: Take off contaminated clothing. Rinse skin nmhediately with plenty 
of water for· 15 ,.... 20 minutes. Call 'a poison control center or doctor for treatment advice, 

To Physician: Treat the patient symptomatically. .. I 

I 
DIRECTIONS FOR USE 

I 
'I 

It is a violation of Federal Law to use this product in a manner inconsist~nt with its labeling. 

HOW TO APPLY 

1. Use only on dogs. Do not use on other animals. 
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Reason To Issue: Revise according to EPA letter of 09118/08, Date: 10/29108 

2. 

[Visuals Depicting How to Open Applicator Tube] 

3. Hold applicator tube in an upright position. Pull cap off tube. 
I 

4. Turn the cap around and place other end of cap back on tube. 

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

[Visuals Depicting Application To Animal] 

i 
6. The dog should be standing for easy application. The entire con~entsofthe 

Advantage tube should be llPplied evenly to three or four sp()ts tin the top. of the back 
from the shoulder to ,the ba!)e of the tail. At each spot,part the~air until the skinis 

:i%j~:~:':ilieti:~~o~~~~fu,~e.e:!~,;:;;~:~~e~u':~:~::iti.t of . 
spot that could cause some of the solution to run off the side ofie dog. . 

Do not get this product in your pet's eyes or mouth. I 

7. Discard empty tube as described in Storage and Disposal. I 

8. . In case of severe flea infestation, retreatment may be necessary ~arlier than four 
weeks. Do not retreat more often than once every seven days. .ti\fter flea cOIitrolis 
attained, return to a monthly retreatment schedule. I· . 

GENERALINFO~TION I 
I . 

The successive feeding activity of fleas on pets may elicit a hypersensittvity skin disorder 
known as flea allergy dermatitis (FAD). Treatment of dogs with Advantage kills fleas and 
may reduce the incidence of this condition. . I 

• I 

I . 

Advantage kills fleas on dogs within 12 hours. Reinfesting fleas are killed within 2 hours 
with protection against further flea infestation lasting for up to four (4) ~ieeks. Pte-ex.istiIlg 
pupae in the environment maycoritinue to emerge for six (6) weeks or 16

1 

ngerdependmg ... 
upon the climatic conditions ..... 

Larval flea stages in the pet's surroundings ate killed following contact Iwith an Advantage 
treated pet. i . 

! 
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Reason To Issue: Revise according to EPA letter of 09118/08, Date: 10129/08 
____________________________ ~~_ ~:~~L<?f. J_W?_?(~~: ___________ ______________ -___ ~llt~E~~~~.: __ 92~9_~~9_~ ------

Advantage is waterproof and remains effective following a shampoo treatment, swimming or 
after exposure to rain or sunlight. I 
Monthly treatments are required for optimal control and prevention of ;fleas. 

I STORAGE AND DISPOSAL \ 

Four [or six] 0.135 fl. oz (4;0 mL) Tubes 

.Manufactured For 

Bayer HealthCare LLC 
. Animal Health Division 

P.O. Box 390 
Shawnee Mission, Kansas 66201 USA 

Made in' Gennany 
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Reason To Issue: Revise according toEPA letter of 09/18/08, Dat¢: 10/29/08 
----- --__________________ ___ ~~_~~~~!.<?K J_W?:~[~~~ _____________________________ ~~B~~~~~~: __ Q~~Q~~Q_~ _____ _ 

[Label on Individual Tube] 

Advantage® 100 

9 _1 % Imidacloprid 

0_135 fl. oz. (4.0 mL) 

EPA Reg. No. 11556-122 

Warning 

KeeP Out of Reach of Children 

Read The Entire Label Before Use 

BAYER 

Lot No. 0000000 

." - .!. 
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