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Mary McKinney Hunt 
Pesticide Regulatory Manager 
Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

Shawnee Mission, KS 66201-0390 

RE: Proposed Label Revision, to remove the word "only" from a proposed statement 
EPA Reg. No.: 11556-119 
Date of Submission: September 10, 2007 

Dear Ms. Hunt: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 dated September 10,2007, for the product Advantage 20 
Topical Solution. The Registration Division (RO) has conducted a review of this request for its 
applicability under PRN 98-10 and finds that the action(s) requested fall within the scope of 
PRN 98-10. The label submitted with the application has been stamped ''Notification'' and will 
be placed in our records. 

If you have any questions, please call me directly at 703-305-6249 or Joyce Edwards of 
my staff at 703-308-5479. 

~IY, ~ // II ;!i/./1 
t;:l~{!~/~ 

fJ Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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United Stetes W Registration 
opp Identifier Number 

& EPA Environmental Protection Agency Amendment 
Washington, DC 20460 ./ Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

11556-119 Venus Eagle 
UNone o Restricted 

4. Company/Product !Name) PM' 
Advantage 20 Topical Solution Team 1 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3(cH3) 

Bayer HealthCare LLC, Animal Health Division (bHi), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

Shawnee Mission, KS 66201-0390 
EPA Reg. No. 

o Check if this is • new .ddress Product Name 

Section - II 

D Amendment - Explain below. D Final printed labels in rep sons. to NOTIFICATION 
Agency lener dated 

D Resubmission in response to Agency lener dated 0 "Me Too" Application. SEP 242007 
0 Notification - Explain below. D Other - Explain below. 

Explanation: Use additional pagels) if necessary. (For section I end Section II.) 

Enclosed for Agency acceptance is the draft label for Advantage 9 Topical Solution (EPA Reg. No. 11556-116). The only label revision is the removal of the 
word, "only," in the following statement: Available "only" through licensed practicing veterinarians. The proposed statement is: "Available through licensed 
practicing veterinarians." Please see attachment for further detail. 

Section - III 
1. Meterial Th. Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BYes BYes a Ves gM". No No No 
Plastic 
Glass 

• Certification must 
If "Ves" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other !Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size!s) Retail Container 15. Location of Lebel Directions 

L Label U Container LJ 
6. Manner in Which Label is Affixed to Product U Lithograph D Other 

Peper ~ued 
Stenci8d 

Section - IV 
1. Contact Point (Complete items directly below for identificBtion of individuBi to be contBcted, if neceSSIlf1/, to proc.ss this eppIicBtion.} 

Name Title Telephons No. ""cILllle Area Code) 

Mary McKinney Hunt Pesticides Regulatory Manager (913) 2£;:13-2311 

Certification 6. Date Application 

I certify that the statements I have made on this form and all anachments thereto are true, accurate and cot'Oplete. Received 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or imprisorvnent or (S'lbmped) 
both under applicable law. 

2.~'-1Yl~~ W 
3. TItle 

Pesticide Regulatory Managerr 

4. Typed Name 
( 

5. Date 

Mary McKinney Hunt ~11 (D I tlOoi-
. . 

EPA Form 8570-1 (Rev. 3·941 PreVIous editions are obsolete • White - EPA file Copy lori(IIMI1 Yelow - AppIIcent Capy 
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ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of 1 

Advantage 20 Topical Solution, EPA Reg. No. 11556-119 
September 10, 2007 

Enclosed for Agency acceptance is a draft label for Advantage 20 Topical Solution, 
EPA Reg. No. 11556-119. 

The only proposed change is the removal of the word, "only." 

from: Available only through licensed practicing veterinarians. 

to: Available through licensed practicing veterinarians. 

-..31, 

NanFlCATDON 

SEP 242007 

This notification is consistent with the provisions ofPR Notice 98-10 and EPA 
regulations at 40 CFR 152.46 and no other changes have been made to the labeling 
or the confidential.statement of formula of this product. I understand that it is a 
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
further understand that if this notification is not consistent with the terms of PR 
Notice 98-10 and 40 CFR 152.46, this product may be in violation ofFIFRA and I 
may be subject to enforcement action and penalties under sections 12 and 14 of 
FIFRA. 
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Ace E PTE ~-Zf/(P 
MAR 10 2006 . 

Under tIae PedeftlIDsecddde. 
Punp:Jde,' and Roc:Ie .... ide Mt, 
.. ame.oded, for dw pesddde 
Repseerecl ~ 

, EPA Reg. No.\lSSl::-lt ~ = 
Once-a-month topical flea treatment for dogs and pupp.es 

7 weeks and older and 11·20 Ibs. 

READ THE ENTIRE LABEL BEFORE EACH USE. 
For the preveni' and Treatment of Flea Infeltations on Dogs 

• Ayailabl~: .. ,. .jhrough Ikensrd practicing merinarians • One treatment prevenb further fleil infestJtion for It INst four wteIc5 . 
• Kills 9B·I'Of the nelS on dogs within 12 hours • KUb fleas belore they lay eggs 

AdIV! Ingredient % By Wtiglrt 
Imldlcloprid: I· t(6'(hloro' 3·pyridinyl) melhyl)·N-nitro·2· imidazolidinimine ..................... _ .......................... _ ............ m ............... _ ... _ ._ ..... _._ .. _.9.' % 
Other Ingr.dient .................... _ ............ __ .... _ ... ____ ....... _ ................... -....... _ ...... _ .. _ .................... _-........... - ...... _ ......... -_._ ..... _ ..... _ ... - .. B.a 
Total 100ft 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
See below for First Aid and Precautionary Statements. 

Precautionary Statements 
Hillards 10 Humans: (auses eye Irritation. Harmlul il swallowed. Do nol 
11ft in eyes 01 on dOlhing. Avoid con1aCt with skin. Wash hands thoraughly 
witll soap and warm watfr after handling. Keep out of reach of children. Do 
nol contaminale feed or foDd. 

Harards 10 Domestic Anlmall 
For U'tflnal use only. Do not use on puppies ullder seven weeb of age. 
IU with any plDduct. consult your veterinarian belore using this product on 
debilill:ed. agl'd. pregnant or nUlling animals. Individual sensitivities, while 
rllt. may occur aner u~in!l ANY pesticide prodUCllor pelS. H signs pInisl. or 
become mort stvere. consull a veterinarian immediately. H your .nimilis on 
/Ilfdication. consult your veterinarian before using this or any other product. 
For cgnsumer .qvestiolls cali '·S00-255·6826. FO/ mt'llicalemergencies (III 
"'77·2~B·mO. 

first Aid 
HIW the prOOLlCt container or label wilh you when cailing a poison contrOl c."ter 
" doctor. or gooog for ueatment. 
If In ryes: liold eye open and rinse slowly and gently with water 
for 15·20 minutes. Remove contact lenses, if present. after the 
tim 5 minutes, t~en continue rinSing eye. Call a poison control CeIIter or 
doctDllgr \lfilment aovice. 
If swallowed: Call poison control cenler or doctor immt'lliately for 
treatmenr advia. Have person sip a glillS of Wilt" if able to swallow. Do not 
induce vomiting unless told to do so by the poison (onllol center or donor. 
Do not giY' anything by mouth 10 an unconsci0U5 penon. 
If on skin or clothlng:Takt off (ontaminalfd clothing. Rinse skin 
immeaiattly with pI."ty of Wiler for 15·iO minlllft. Call poison control 
(tnler Of doctor lor treatment advice. 
To Physic~n: Treill the Pilllem symptOmalklllly. 

Directions for Use 
II is a viola!ion of FeOe,.llaw te vse this product in a manner inconsistent 
with irs ~bflin!i. 

How to Apply 
1. Use ani)' on ciogL 00 not use on other anima 
2. Remo\'~ Ollf ~pplimor tube bom the package. 

~, ~~1 '. 

't.).' /' 
." ". ~ , , 
:. \' 7 ,. ;._0., ,. 

," ... ' ,I I: 

ffi Bayer HealthCare 

M8nvtact~rea For Bayer HealthCa,e LLC, Animal Health Oivision. 
Shawnee Mislion, Kansas 66201 USA 

Saver troe 3aver Cross and Adyantage are trademllkl 01 Bayer 
~,,;7:":.:1." D, 0--.0 men 0I1ht IO~ u.s. OMenaa: '.a3".IZ. ""'.'7Uo 
... tltl~ U:--'.l74. t.~1:.1:I.l'71.ClB2. f.2l1,507. uoa.lID. -.742.080 

3. Hold appI"lC.iItof lUbe in an upright position. PuB cap off tube. 
•. Tum tile ClIP afOUnd and place other end of cap back on tube. 
5. Twist cap to break stal. then remove cap from nme. 

6. The dog should be standing for easy application. Pan the hair on die a:::l 
dog's back, belWfen tilt shoulder blades, until the still is visible. Place = 
the tip of the lube on tilt skin and squeeze the nile twice 10 exp.' El 
rh. enrire contentJ of the rube r1irrctlyon thultin. Do nor,.tthls _ 
protJua in your p.r's .yes Of mouth. 

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

The successiv' feeding activity of fIt.s on peU may elidt a hypersensitivity 
skin disorder known II flea allergy dermatitis (FAD). Trutment of pelS willi 
Advantage rapidly kills fleas and may reduce tire incidence 01 this condtion. 

Advantage kills 9B·l00% 01 the fifas on pets within 12 hours. Reinltsdng 
flru are killed within 2 hours with protl!C1ion against further flellnfestltlon 
IDling for liP to fOIll (') _Its. Pre-existing PIIPH in tilt enllironment .., 
(ontinue to tml!tgt for six (6) weeks or longer depending upon till! dimItic 
(onditions. 

t.rval fie. stagtS in tile pet's surroundings are tilled following clllllact 
with an Advantage trott'll p!!t. 

Advantage remains effICacious fob¥ing a shampoo treatment. swimnaiftg or 
Ifter exposure 10 rain or ~u"'igh~ 

Monthly treatments are required fo, optimal control .nd prevenlion If 
fleas. 

If re-treatm.,.t bKomes necessary .Illill than lour -ks. do nlll ,..l1li\ 
more lllan onc, WffIdy. 

Storage and Disposal 
Do not ton1lIlIIIl1i11e wate!, food or fMdby stD. or cispo5l\. 
Stor.ge: StOre in a cool, dry place. 
Disposal: If .mpty: Do not rfUS. container. ~. ill trash or offer for 
recycling if available. 
If plrtly filled: Call your local solid wane agency or 1-877-258-2280 faf 
disposal instructions. Neyer plac. unused product down any IncIoPt 
or outdoor thin. 

Limited Warranty and Limitation of Damages 
Bay., Hea'thCare lL(, Animal Healtll Division walTantl thal1his lIIIIinaI 
conforms to the chemical description on the lIbel. BAYER MAKES NO OlHl! 
EXPRESS OR IMPliED WARRANTY. INCLUDING AP'( rn'l~~ EXPRESS OR 
IMPLIED WARRANTY or FITNESS OR MERCHANTA3IUT\', arIJ no agent 01 
Sayet is authorized 10 do 50 except in writing with • specif'1( Iff~ til 
this warranty. Any damages arising from • breach .,f,:t.is OC1anly IIIII' tie 
limilt'll to direct damages and shall not include consequelllAll commercii! 
damages such as loss of profits or valuts. 'IC. 
C 2005 Slyet HeahhCali LlC 0083188:HJ3299 ... tn78'm ....... 
01~0627e f"'Ea t11eH1!U-1 
Made in Germany EPA'-HD. IIl111-t'l 

To rKli~ montnIy.naiI appklllian remindell,lID to www.naftIaI-COIII. 

o I rn 
IJI 
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