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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 

SEP 24 2007 

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.: 11556-120 
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 55 
Topical Solution. The Registration Division (RD) 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. 

j1 Linda Arrington 
. Notifications & Minor Formulations Team Leader 

Registration Division (7505P) 
Office of Pesticide Programs 
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United States § Registration opp Idantifiar Numbar 

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

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

11556-120 Venus Eagle 
UNone D Restricted 

4. Company/Product (Name) PM' 
Advantage 55 Topical Solution Team 1 

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

Bayer HealthCare LLC, Animal Health Division (b)(i). 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 II new _ddr.ss Product Name 

Section - II 

D Amendment - Explain below. 0 Final printed labels in repsonse to NOTIFICATION 
Agency letter dated 

0 Resubmillsion in response to Agency letter dated 0 -Me Too- Application. 
SEP 242007 

0 Notification - Explain below. 0 Other - Explain below. 

Explanation: Use additional pagels) if necessary. (For section I and 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 Thi8 Product Will Be Peckaged In: 

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

Byes Byes B Yes g~~ 
No No No 

Plastic 
Glass 

• Certification must 
If -Yes- No. per If -Yes- No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitttKI 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 15. Location of Label Directions 

L label U Container Lj 
6. Manner in Which Label is Affixed to Product UUthograPh 0 Other 

Paper ~ued 
Stenci iKI 

Section - IV 
1. Contact Point (Complete items directly below for identification of individual to b. contacted, if nacassary, to procflSS this application.} 

Name Titla Telephone No. (In-:'lIde Area Code' 
Mary McKinney Hunt Pesticides Regulatory Manager (913) 26f'-~:>11 

Certification 6. ;)a~e A,;plication 

I certify that the statements I have made on this form and all attachments therato are true, accurate end cf"MrI..,t1l Received 

I acknowledge that any knowling/ly false or misleading statement may be punishable by fine or imprisorvna"lt Ot (Stamped) 
both under applicable law. 

2.~'1Y)Jd.n~~ 
3. Title 

Pesticide Regulatory Managerr 

4. Typed Name 
I 

5. Date 

Mary McKinney Hunt ~t , I D I J..00-=t--
. . 

EPA Form 8670-1 (Rav. 3-94. PreVIous editions are obsolete • WhiM - EPA fie Copy lorigInaI, Yelow - AppIant Copy 



ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of 1 

Advantage 55 Topical Solution, EPA Reg. No. 11556-120 
September 10, 2007 

Enclosed for Agency acceptance is a draft label for Advantage 55 Topical Solution, 
EPA Reg. No. 11556-120. 

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

from: Available only through licensed practicing veterinarians. 

to: Available through licensed practicing veterinarians. 

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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oa/'I>fdooh' ACCEPTED 

~'~55 
MAR 1 0 2006 

Under the Pederal Insecddde, 
Punsldde, - Jodentktcte Ad. 
as amended, for the pesddde 

Once-a-month topical ftea treatment for dogs and pupp' 
7 weeks and older and 2 I-I I lb •• 

EPA Res- No. \ss I.. - \.~ 

READ THE ENTIRE 1,~8El BHORE EACH USE. . . 
For the preVen!'9 .... iI Treatment of Flea Infestations on Dogs . 

• Available.' 'ltJrough licertlfd prKticing veterinarilll5 • One lTtalmenl prrvrnll further "" infestation for'l "'51 lour weeb 
• kills 98·1 % of the fleas OIl dogs within 12 hours • IOns fleas before thry lay eggs 

Adln In8redlent " By weight 
Imldacloprid; 1·( 16·(hloro-3·pyridinyQ ITII!lhyI}·N·ni\lo, 2· imidazohdinimlne ............... _h. __ ........ _ ..... _ .... _ .... __ ..... _ ................ __ .... _ ..... _.9.1"' 
Other In9'edienlJ ............. __ ..... ___ ........... __ ~ __ .... _ ... _ .. _ .... _ .... ____ ....... __ ....... _ .. ____ • __ ._ .... _ ... ___ .. _ .. _ .. ~ 

Tot.1 100.0"' 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
See below for first Aid and Pre<iutionary Statements. 

Precautionary Statements 
HaUlds \0 Humans: Causes eye llri18\ion. Harmlul if swallowed. 00 not 
get in ryes or on clothing. Awicl contact with skin. Wash h.nds thoroughly 
with soap and warm wale, alt" handling. Keep out of rrach of (hildren. Do 
nol (onlaminate fI!fd or food. 

Do not ,et dds product lrJ 
your pet's .yes or mouth. 

-
Hazards to Domenlc Animals 
For ener"al vir Dilly. Do not uSt' on puppies unlltr sev@nweeksof age. 
As willl any product, (onsult your veterinarian belor, using this product on 
debilitated. aged. IIregnant or nursing8nimals. Individual sensitivities. while 
rare, may ()((ur aller u$ing ANY pesticide produCl fOI pelS-if sigm persIst. or 
bKomr more SfYfr,. consult a vetrlinariilll immediately. If your animal is on 
medication. c0l15uh yow veterinarian before U1lng this or any other produa. 
Fot consumer qur:.tions caK 1·800·255·6826. rer medical emergencies (I" 
1-877-258·2210. 

6. The dog should be standing for easy apprkation. The entire conteftU of -
tM Advantage tube should be applltd 'WIlly to !IIrft or four spo1S on = 
\he top of the back nDIIIlhe 5houlder to the basr of the taH.At mh spot. _ 
part the ulr until the skin is visible. Place the tip ollhe lube on tbf skin -
and genlly 5quern 10 expel it portion of die solution on the skin. 00 nac 

. First Aid 
Ha\If tIIf ~odUCl colltiillel or label wth you v.nen(alling a poison comrol celltel 
or dot'IOi. 01 going !of lTfatmenl. 
If in eyea: Hold eyt open and rinse slowly and gtntly with waler 
fOl 15-10 minutes. Remove (ontact lenses. if present. after the 
first 5 minutH, then continue riMing eyt. Call a poison control center or 
doctor for trUlIllen! advice. 
If swallowed: Call poison (ontrol center or doctor immediately for 

-treatment advice. Have person sip a glass of watfl if able 10 swallow. Do nol 
induCf vomiting unlm toid to do SO by Ihe poison control tentt! or doctor. 
00 not give anything by mouth 10 an untonsdous person. 
If oll.lIin 01 rlotllin,!Ta" oil (onl,mioaled cio/hing. Rinse skin 
immedIately with plenly of water lor 1 ~·20 minutes. (an polson control 
unter or dOCIDI ttll treatmenl Mlvice. 
10 Physician: Treal tilt patient symptDlTlalically. 

Directions for Ute 
It i~ 8 ";0181ion of fedmllaw 10 use this product in a manner inconsistent 
with i,s labeling. 

How to Appl)' 
1. Use only on dogs. Do not 11$4' on olllft animlls. :. 
2. Remolll' one appii(ilorlube from the package. 

ffi Bayer HealthCare 
Menulactulecl For Bayer HeeJlhC8Ia LLC. Ani",,' Health Division. 

Shawnee Misafon, Kanw 66201 USA 
Sayer. the flayer CIC~S BOO Advantage Bre trademarkS DI Bayer 

ActvMtaQ.1S p"OIK'ttlll "" on. c· ~ of ,,. toDowwng V.S. po'\tOItIi: I,U' •• U.6.t1.3.183, 
6 ••• n:r, 6.J19.31'. UJI.UI. 6.411.N2. 6.111.507. 6.201.HO. '.742-'80 

apply an e"tisive amoun1 of solution al 111)' one JP01 thIt [Q~ ca_ 
some of the solution 10 run 011 \he side of the dog. 

7. Oi5c:ard empty hAlf a) described j" Storage and DiJpoJII. 

The 5Uccessive freding actiYi1y of flras on ~ may elicit I hypersensllMty 
skin disorder known as flra allelgY derma1Jlis (fAD). Tl.atment 01 prlS MIt! 
Advantagt rilpidly kills fleas and may reduce tM incidence of this conditloll. 

AdVintage kills 98·100,," 01 ttle 11m on pets wilhln 12 haUl$. Rrinlrsling 
fleas are lciDed within 2 houll with protection agaill$llurthel Ilea infest.a1iDll 
liSting for up to lour (4) weeks. Pre-e~I;ng pupae in the environment 1lIIY 
continue to emerge for sbr '6, weeb 01 longer depending upon tile climatic 
conditions. • 

laMI flWI stages In the pel'S 5\1ffoundil1g$ are killed following contact 
wi!ll an Advan\age treated pet. 

Advantage remarrs eff'rca(ious following a shampoo IIratment. swimming or 
after exposult to rain 015Unligllt. 

Monthly treatments are required for optimal corruol and plMn1ion 01 
11m 

1/ re·trealment becomes necessary earlit! thilln four weeks. do not re-m! 
molt than once weekly. 

Storage and Disposal 
Do not contaminate ..... te~ food or teed bj 'lOrage or diIpcuI. 
5torage: StOll! in a tool, dry place. • 
Disposal: If empty: Do not reuse container. Place in tIirSh or ohr for 
recycling if lViillble. 

If partly filled: elK your local solid waste agtnCy 01 1-877·25&-22ID for 
disposal instructions. Hever pllce unused proollCllfown III)' indoor 
or ouldoor Main. 

Limited Warranty and Limitation of Dam~es 
Bayer HeaIthC." LlC, AIIlmal Htlhh DMsIon wanants 1haI1ItIS iInrIC 
conforms to the cMmiul description on the label. BAy[R MAKES NO 0l1tER 
EXPR£SS OR IMPLIED WAIIRANTY, INClUDING ANY OTHER EXPIWS ~ 
IMPlIED WARRANTY OF FITNESS OR MERCHANTABIUlY. and no agent ct~ 
layer Is authorued 10 do so .xcept in wri~ with a specifit reftllllC' " 
this warranty. Any damages ariSing f'om • breach of !,![, 'Y!lrrl~1Y shill be 
limittd to elfltCt dalNgts and shall nOlinclude consloquen:ia/ commen:iaI 
damages such as 1055 01 ptolil! or valuH. ftt. 

C 2005 88)'81 HeallhCa,e llC OlI!78117~'Htm~1(t 
01405964 U .. I:A tl5IHltW 
Malle In Germany €PJo l1l<I. No. ""'~J 

10 receive monthly emal' applicltiol remindera. 00 \I. www .. lDfIIIsa 

I II I 
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advantage> 

9.1% Imldadoprid 

. 0.0(1.4 n 0% (2.S ml) . 

EPA Reg. 
No.11556w120 

WARNING 
keep- out of 
reaCh of chRclren 
RudThe Entire 
Labellelore Use 

EaBayer 
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