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

\ \ S 51.· \d--~ 

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

SfP 2 4 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.: 11556-122 
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 100 
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. 

~. ine ellyy" I! i! . 
~ 8 v..--rU""'-/L/U 

~
inda Arrington 

. / .. otifications & Minor Fonnulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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United States 6J Registration 
OPP Identifier Number 

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

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

11556-122 Venus Eagle 
UNone D Restricted 

4. Company/Product (Name) PM' 
Advantage 100 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 Ib)(il. my product is similar or identical in composition and labeling 

P.O. Box 390 to: 

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

D Check if this is a new address Product Name 

Section - II 

0 Amendment - Explain below. 0 Final printed labels in repsonsa to NOD 
Agancy letter dated PlCAllON 

0 Rasubmission in response to Agency letter dated D "Me Too" Application. 

0 Notification - Explain below. D Other - Explain below. SEP 242007 

Explanation: Use additional pagels) if necessary. (For section I and Section 11.1 

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. Material Thia Product Will Be Packaged In: 

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

Byes BYes B Yes gM'~ No No 
Plastic 

No Glass 

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

be submitted 
1 

3. Location of Net Contents Information 4. Size lsI Retail Container \5. Location of Label Directions 

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

Paper r.ued 
Stenci lid 

Section - IV 
1. Contact Point (Complete items directly below for identification of individusJ to bB contact.d, if nBcBSSsry, to procBSS this application.) 

Name Titla Telephone No. (Include Area Code) 

Mary McKinney Hunt Pesticides Regulatory Manager (913) 26£-~:?11 

Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Ro.;aivod 

I acknowladge that any knowlinglly false or misleading statement may be punishable by fina or imprisONTK:1~ ")r 
both under applicable law. 

(Stamped' 

2.S;"~'-WtJk~ I/twt 3. Title 

Pesticide Regulatory Managerr 

-----
4. Typed Neme 

S'~t. Mary McKinney Hunt (0 \ ~(J(j :t-
00 

EPA Form 8670-1 (Rav. 3-94) PreVIous editIOns are obsolete. 
.. 

White ~ EPA Fila Copy longIMIl YahW • AppIicent Copy 



ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of1 

Advantage 100 Topical Solution, EPA Reg. No. 11556-122 
September 10, 2007 

\3/10 

NO'nFlCATDON 

SEP 242007 

Enclosed for Agency acceptance is a draft label for Advantage 100 Topical Solution, 
EPA Reg. No. 11556-122. 

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

from: Available only through licensed practicing veterinarians. 

to: Available through licensed practicing veterinarians. 

This notification is consistent with the provisions of PR 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. 



100 
------ ----

ACCEPTED 
MAR 1 0 2006 . 

Under the PedeIaI Jmedk:!de. 
~ _ Rodeadddc A4, 
.. ~ for .. pcsdddr _

__________________________________________________________ ~~~~~u~~~ 

. \\5s-,"-l~ Once-a-month topical flea treatment for dogs and puppt 
7 weeks and older and over SS Ibs. 

READ THE ENTIRE LABEL BEFORE EACH USE. 
For the preVeniiQ 'illld Trealment of Flea Infestations on Dogs 

• Availablt .. ' :' t/uough licell$tll p~ldng wterinarians • One lIeatment PIMnb further flea infest.tion fill .t least four weeks 
• kms 91·' of the t1N5 on dog5wi111in 12 hOllIS • Kills fleas befOlftheylayeggs 

NonFlCATBO 

SEP ,2 4 2007 
Adive Ingredllllll ~ By Weight 
lIniclacioprid; f.(6·Chloro-3-pyridinyl) mrthyl)-N·ni!ro-2· imidalolidinimlne ... __ .... _ ...... _ ..... _ .................................. __ .. _._ ......... __ .. ___ .. _ .. __ 9.1~ 
other 1n9redlrnU ............... __ .... _ .............. _ ....... _ ..... _ ..... _ ... _ ........ _._ ... _ ... _._ .... __ ... _ ... _ •. _._ ... _ ....... _ ......... ___ • __ • ____ .... _ ...... ~ 

','al 1 DO.O~ 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
See below for Fi~t Aid and Precautionary Statements. 

Precautionary Statements 
Hturds 10 HumlllU: CIUS6 eye irritation. HermfLiI if swallowed. Do not 
gtt in f)'6 or on clothing. Avoid contact with ski n. Wash hands thoroughly 
with soap and warm water Iher handling. Kerp out of reach of children. Do 
nQt contaminale feed or food. 

Haz .. rds to Dome51itAAimals 
fflr enernal UJe only. Do not 1M on puppies under srven weeks of age. 
As with any p1oduct. consult your Yfterinarian before using this product on 
debilhalt«l. aged. pregnant or nursing animals. IndiYidLIJI HI1Sillvities. while 
rate, may occur ah~r using ANY pesticide product for petS. If signs persist, or 
be<ome mor'$eVfre, cOMulU Yfterinilriiln immt«liately.lf your animal is on 
~di(l!ion. (()Il$ultyour verMnarian before using this or any other produa. 
For consumer QU6tions call1-800·2S51i826. for medical erneJgl!llCi6 till 
1-877-258·2180. 

First Aid 
Haw the poduct containfl' or label with )lOll v.tlen calling a poison control cenII!r 
or clxtor. or gcin{l fC1 veaunem. 
If In ~yes: Hold eye optn and rinSf slowly 2nd gentty with water 
tor 15-10 mir.ulft. ~mDVf contact len5e5. If pr6ent, aher the 
fillt S minutes. then (ontinul rinsing eye. Call. poison (ontrol center 01 
doctor for treatmen1 advice. 
If swallowed: Call poison control center or doctOl immediately for 
treatmem advi,,~. Havt person sip • glw of Wlter if .bIt to swallow. 00 not 
illduct vomiting unl6s told to do SO by the poison control center or doctor. 
Do n01 give anr-hing by mouth to an unconscious person. 
If on Ikln or dothlng:Tilke off contaminalld clothing. Rin" skin 
immediately wilh pll'l1ty of Wiler lor 15-20 minutl!5. CaU poison control 
Cfllter or dlX'lor for treatmrm acmee. 
TD Physician: lrut the patient sympID/TIJlically. 

Directions for Use 
It Is iI violation 01 ftoderallaw tD use this product in a mall/lfl' InCOM.51IfIt 
with its labfiing. 

HowtoApply 
1. Use only on nogs. Do not use on other animals. 
2. Rem1M' one o1pplicatortubt from me PiCkage. 

ffi Bayer HealthCare 
Manufaclllled Fa. Bayer HealthCare LLC. Animal Heallh Oivision. 

Shawnee Mission, Kansas 66201 USA 
Bayer. the Baver Cr06s and Advantage are trademarlls 01 Bayer 

"'_go Q ".".onod <t cnr ........ 01 .... -.,g us. ""_" I.W.OIl. ""'.7U • ... ~.H'. U"..1".'.::I2._ ~.'21.C.3t. '.-.607. '.JOt.no .•. 741._ 

f!( 
Do not Iltt this produc:t In 

---L.;;'1_ou_r...;pet'J:......_ltyc;...l_o_r_m_._uth. ___ ..;;. ___ ~~ __ ...... _ 

6. TtIt dog should Ill' standing for easy appliattion. The entire contenll of ;;;;;;; 
the Advanlage tube should be applied _Iv to three or four sp01S on _ 
the top of the back from the shoulder til the base of tilt taII.At uch spot. 
part the hair until the skin Is visible. PIICe 1111 lip of the 1UIIe onllJe Uin -
and gently squetlt 10 opel a portion of the solution on the skin. Do NIl _ 
appfy an excessive amount of solution at any one spot that could calM 

. some of the solution to run off the side of the dog. 
7. Dbeam empty tubt .5 described In Storage and DiJpDSII. 

The successive feed ng activItY of fleas on ~ /Illy elicit a hypersensitivity 
sldn disorder known as flea anergy delTllftjtis (fAD). Treatment 01 petS witII 
Advantage rapidly kills fleas and may reduce the Incidence of 1his condtlon. 

AdvantaOt kiDs 91-100% of the fleas on petS within 12 hou~ Re!nfesting 
fle.s .re lined within 2 hours with protKtion against further fiN InfestaIIoii 
listing lor up to four (4) weeks. Prt-i!xisling JIUPIf in the ellYilllllllltnlllllY 
continue to emerge for sill (6) weeks or longer depending upon the clirnltk 
conditionS. 

Larval flea stageS in the pet's surrollndings Ife killed following CIIIIIId 
with an Advantage bealed pel 

Advantage Il'tIIiIins .tf1ClKious foIloMng • shampoo 1rNtmrnt, swillllMig or 
.her ellPOSUIf 10 rain or sunli91l. 

Monthly treatments art required for optimal conttol and prIIIMIIon of 
f1elL 

If re·trfltment becomes necessary earliel than four weeks.. do not re-1IIIt 
more than once _"Iy. 
Storage and Disposal 
00 noI contamlnm Will«. food or ftedby storIgI or cispasaI. 
Storlge: Store in I cooL rtr place. 
DlspDIII: If empty: 00 not reuse container. PIact III tTlSh or offIr for 
recydlng if ''IIiIabIe. . 
If p"''' filltcl: elll your local solid WlSte 1genq 01 1-877·2s.22ID for 
disposil instructions. Nt!ver place unused produtt clown Iny indoor 
01 outdoor drain. 

Limited Warranty and Limitation of Damages 
Blyer HulthClfr L1C. Anmel Health Division YlirflIIU thIt thl5 ~ 
conforms 10 the chemical description on tilt label. BAYER MAKES NO 0TJf~ 
EXPRESS OR IMPliED WARRANTY, INCLUDING ANY OTHER EXPRESS OIl 
IMPliED WARRANTY Of fnN£S5 OR MERCHANTABllIlY. Ind iIO agefd of 
Bayer i~ .uthorized 10 do SO Utept in writing with • spedfK referenCe,t.I/ 
thb Wlnllnry. Any damages arising flom • bre.cI\A)! thIS Wln.nty WI be 
limited 10 direct damalJ6 .nd shill nOl include crns!qi'e'nt'aI cDinnlt!dal 
clamag6 sLich a~ loss of profits or VlI~ etc. 

C 2005 Blyer HealtllCare lLC oo.6124:ot11~\1\tm, ... ~ili 
01405771- ~£& ""lIEU., 
Made in Germany ___ ~ _liD. 11~'2" 

To receive 1l0I1II,, omaU IPplicalion IlnillOlrl, CO ID \!"ft.nafIIIi.C1IIIL 

II I I 
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