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

Mary McKinney Hunt 
Pesticide Regulatory Manager 
Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

SEP 24 ~ 

OFFICE Of 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

RE: Proposed Label Revision, to remove the word "only" from a proposed statement 
EPA Reg. No.: 11556-117 
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 10 
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. 

inda Arrington 
Notifications & Minor Fonnulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 
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United States W 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 

11556-117 Venus Eagle 
UNone D Restricted 

4. Company/Product (Name) PM' 
Advantage 10 Topical Solution Team 1 

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

Bayer HealthCare LLC, Animal Health Division (blli), 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 II new IIddress Product Name 

Section - II .. 
D D NOTftl'iii'" ;~'I"""" 

Amendment - Explain below. Final printed lebels in repsonse to yo .-
Agency letter dated 

SEP Z 4t667 0 Resubmission in response to Agency letter dated D -Me Too- Application. 

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. Material Thl. Product Will Be Packaged In: 

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

Byes Byes B Yes 

cr'~ 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 submitted 
I 

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

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

Peper PeIUed 
Stenci itd 

Section - IV 
1 . Contact Point (Complete items directly below for identificetion of individual to be contacted, if necessary, to process this application.} 

Name Title Telephone No. (Include Area Code) 
Mary McKinney Hunt Pesticides Regulatory Manager (913) 2:38-231 ~ 

Certification 8. Det" Aoplication 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. F.ac.h <feCI 

I acknowledge that any knowlinglly false or misleading statement may be punishable by fine or impriso~'1t o' (Stamped' 
both under applicable law. 

------

~~1kJ: 
3. Title 

Pesticide Regulatory Managerr 

4. Typed Name 
, 

5. Date 

Mary McKinney Hunt ~t tb I aOO"1-
.. 

EPA Form 8570·' (Rev. 3·94) PreVIous editions are obsolete. '. White • EPA FIle Copy (onglrullt Yellow· ~ Copy 



ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of 1 

Advantage 10 Topical Solution, EPA Reg. No. 11556-117 
September 10,2007 

'-3ltJ 
NOTIFICATION 

SEP 242007 

Enclosed for Agency acceptance is a draft label for Advantage 10 Topical Solution, 
EPA Reg. No. 11556-117. 

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 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. 
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10 
. Once-a .. month topIcal flea treatment for dOIS and puppies 

7 weeks and older and 10 Ibs. and under. 

4/~ 

-R~---D-TH-E-E-N-TI-RE-~--BE-L-B-EF-O-R-E-~-C-H-US-E-.----------------------------~NOTIRCAT'ON 

• Availablf .~. ';1/1ffiugh IIcemed practklng vtlelinarians • One trealment prMlrtS further flea infesliltion for IIIeest four WIlks .2 4 2007 
For the prevenl'~ ilnd Treatment of Flea Infestations on Dogs SEP 

• KiDs 98-1 0 of the fleas on dogs wlChln 12 hours • Kills fleas before they lay eggs 
ActJylflngredi.nt 4JIo ByWeight 
lmidacloprid: j·(Hhloro-3-py!idinyi) melhyl)-N-nltro-2' imidazolidinimine •• ~.~ .......... _ •• _ ••• _ ............... _ •• "._ ..... _._ ••• _ ••• "._."_._ •• _ •• _.,, 9.'''' 
Other Ingretlients ................ _ ............................................. _ ........ - .. - .... --........ - ............. --.... - ..... - .... - .... --__ . __ ... _ .... iIIJ». 
Tobl ~ . 100.0 .. 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
See below for First Aid and Precautionary Statements. 

Precautionary Statements 
Hlzards to Humans: (auses ~ irritation. Harmful If swallowed. Do nOI 
get In eyes 01 on clothing. Avoid contact with skin. Wash hands thoroughly 
willi soap and warm waler after handling. Keep oul of reach of children. Do 
not contamina1e leed or food. 

Keaards to Domu,ic Anlm.l, 
for elftlfmal use only. Do not use on puppies unclerseven weeks of age. 
Po! with any product, consult your ve1rrimtrian belOit using lIIit product on 
debilitatfd, agfd. prr.gnant or nursing animals. Individual SlllSilivitil5. wItIlf 
rare. may occur alter usingANV pesticide product for pIft5." signs pel5ist. or 
btcome mort stvrre. (onSull8 veterinarian Immedialely.lf your animal Is on 
medication, (onsult l'Ollr veterinarian before using this or any other product. 
fOJ consumer QUlfSlions can 1·800-255-6826. fOJ mtdic.1 etnIfrgenties call 
'-Bn-258·2280. 

First Aid 
liM !hi! p-oduCt (omainer or label whh yru when tailing a poison control cen1l!r 
or docIor, 01 going IOf tmtmerrt. 
" In eyes: Hold rye OPfll and rinse slowly and gently with WIIter 
for 15·20 minute!. Remove ContKt lenses, if present. lifter the 
fitst 5 minute1. then continue rinsing eye. Call a poison control (filler or 
cIoctor for treatment advice. 
" I.all_ed: Oil poison control cenw or doctor immediately for 
trNtment advice. Have peBOn sip a glll5! 01 waler If able 10 swallow. Do not 
induce vomiting unk.ss told to do SO by the polson control center or doctOi. 
Do not give anything by moulh 10 an unconscious PlfISIlII. 
If tin skin or dtllhing:lake oft contaminated clolhing. Rinse skin 
immedialely with plenty of WI" '01 '5·20 minutes. Call poison conlrol 
centll 0' doctor lor lIeatmenladvict. -
To Physlciln! Treat the pa1ient symptomati~ 

Direction:. for Use 
h is it violation of federal law to use this product in II manner inconsistent 
with its labeling, 

How to Apply 
1. Use only on dogs. Do nOI use on othel animals. 
2. Remove one applitiltor tube from the package. 

ED Bayer HealthCare 
Manufactured for Bayer HeaHhCare LLC, Animal HalHh Division, 

Shawn •• Missioll. Kansas 66201 USA 
Bayer. Ihe Bayer e,m 100 Advantsgt are li&demarkS of Say" 

___ .... _ .., ........... of ... loIo-.g V.S. "",om>: 1.13 •• ..:!- "'13.ll3, 
"'II'.nl. 6.3".31 •. U~2,3i1. 6.<'''032, 5.2.e.so7. 5.200,sao. '.'01,II1II 

3. Hold applicator tIiIt in an ~ position. Pull cap off 11K 
4. Tum 1fIe UJI) around and place other end of cap batIr. on die. 
S. Twist cap 10 break seal. then remove cap from lUbe. 

---~ ______________________ ~ ____ ~ ______ --J-

6. The dog should be SlJnding 101 easy application. Pan die hair on the ;;;;,:; 
dog's back. between the shoulder bI.., until the skin Is YisibIe. Place 
the tip of the tube on the skin Ind squeeze the tube twice 10 ,1ftW1 -
the entire content' ofthl! tube d/rKflyon fhe skin. Do no'getfM -
producr In your Pff's ,yes or mouth. . ~ 

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

The succ15sin feeding actlvity of fleas on pelS may elkh a hypersensllfvlty 
skin disorder known as fie. allergy dellNfilis If AD). Treatment DI,ofII willi 
Advantage rapidly tNls tleis ,nd may reduce the Incidence of this concltion. 

Advantage kits 98-100'10 of the fleas on petS wi1hIn '2 hours. Reinfesting 
fleas are killed wldlin 2 hours with protKtlon against fullber flea Infestatian 
listing for up 10 !OIII (4) ween Pre-eJlisting pupae in tht enviroMlent IIIIJ 
continue to emerge for sb (6) weeks 01 longer depending upon the dimIIIc 
concltlons. 

Larval Ilea slagIS in lIIe pel's surroundings lie killed toIlowi~ contJct 
with an AdYillllilge trNIed \lIL 

AdvanIage relMillS elfrcacious following a shampoo treatmrnt. swimming or 
alter tllpDSllre 10 'lin 01 sunlight. 

Monthly treatments Irt requiraI fOi optimal contiol and pmenllon of 
fleas. 

" Ie-treatment becomes necmary earlier thin four weeks. cia not re-trat 
more than onelf weatJy. 

Storage and Disposal 
Do not contaminall WBIIr. food or t.dby storIge 01 chpauI. 
Stor.ge: StOrt in a cool. dry pIIce. 
Dlspolal: " empty: Do not reuse container. Piece in IlI5h 01 IIfIer for 
recy<ling if aVliIlble. 
If partly filled: Call your local solid WIS1e i!IIMY or. 1-177-258-2280 for 
disp05.' inslructiom. Never place unused product tlown any indDor 
01 outdoor drJin. 

Limited Warranty and Limitation of Damages 
Bayer HeahhCare llC. Animal Health DiviSion WlrTlInts IhIt thiS II\IIlIrfI: 
conforms to the chernial de$tription on the libel BAYfR MAKES NO ~.R 
EXPRESS OR IMPLIED WARRANTY. INCLUDING ANY OTHER EXPRESS OR 
IMPLIED WARRANTY OF ATNESS OR MERCHANTABILITY. and no IgInt oi 
Bayer is iluthoriled to do SO eanpl in writing with II s;t~i~'( lefttlnce to 
this warranty. Any damages arising from a bream 0; this war(dnty shill be 
limitfd to direct dama!Ies lind shill not include consequential COIIIIIIercT 
damages suCh as loss of profits or Wllues, lie. 

C 2005 Slyer HeahhClre LLC ~7!lt7ll&-Gl3ll8l.'I.~ 
0'''0558' n'EII.115-11£.:-t 
Maoe in Ger/lll!!}' __ r1!!:'4- _ 1T ... !t7 

To ttC8lVt ~ emIIl application rtrnnIItrI, "to _JlGlllII.CIIII. 

I I I· 
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