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

'I, 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

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

SEP 2 4 'lJ1Jl 

RE: Proposed Label Revision, to remove the word "only" from a proposed statement 
EPA Reg. No.: 11556-118 
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 18 
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. 

~IY, J! ;J . 
~tl' 

t Linda Arrington 
Notifications & Minor Formulations Team Leader 
Registration Division (7505P) 
Office of Pesticide Programs 



PI .... r •• d ;".rrudio_ 0" re".,.. before comDl";fWI form Form A~j)roved, OMB No. 207n.nnM .. emr .. ~.~8.9S 

United States ~ Registration 
opp Identifier Number 

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

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

11556-118 Venus Eagle 
UNone D Restricted 

4. Company/Product (Name) PM' 
Advantage 18 Topical Solution Team 1 

S. Name and Address of Applicant (Include ZIP Code) 6. Expedited Reveiw. In accordance with FIFRA Section 31cH3) 

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 eddress Product Name 

Section - II 

0 Amendment· Explain balow. 0 Final printed lebels in repsonse to NOTlFlCAnON 
Agency letter dated 

0 Resubmission in response to Agency letter dated D ·Me Too· Application. SEP 242007 
0 Notification - Explain below. D 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. Matarial Thla Product Will Be Packaged In: 

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

Bves Bves B Ves 

~r~ No No 
Plastic 

No Glass 

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

btl submittlJd 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container IS' Location of Lebel Directions 

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

Paper Pelued 
Stenci iId 

Section - IV 
1 . Contact Point /Compltlte items directly below for idflntificetion of indi"idueJ to be contected, if necessery, to process thi8l1Pplicetion.) 

Name Title Telephone No. (Include Area Code) 
Mary McKinney Hunt Pesticides Regulatory Manager (913) 268·2311 

Certification 6. Dale I"\pplication 

I certify that the statements I have mede on this form and all attachments thereto are true, accurate and complete. ~ec"'-.'ed 

I acknowledge that any knowlinglly false or misleeding statement may be punisheble by fine or imprisonment or (Stamped) 
both under applicable law. --,-

2'~1<-tc.fYlJin~ ~ 
3. Title 

Pesticide Regulatory Managerr 

--
4. Typed Name 

, 
5. Date 

Mary McKinney Hunt ~tL I D I ~cot 
. . 

EPA Form 8570·1 IRev. 3·94) PreVIous editions are obsolete • WhIt •• EPA FIe Copy loriglneU y..-,.., . AppIIc:ent Copy 



ATTACHMENT FOR OPP 
APPLICATION FOR PESTICIDE NOTIFICATION 

Page 1 of 1 

Advantage 18 Topical Solution, EPA Reg. No. 11556-118 
September 10,2007 

Enclosed for Agency acceptance is a draft label for Advantage 18 Topical Solution, 
EPA Reg. No. 11556-118. 

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

from: Available only through licensed practicing veterinarians. 

to: Available through licensed practicing veterinarians. 

\13(, 

NOTIFICATION 

SEP 242007 

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. 



-- -- - - -~ 

G3/'61~~ AC C E P"T g-t> 

MAR 1 0 ~2D06 

18 
Once-a-month topical flea treatment for cats and kltte,..----.1.::;!~~......l1.l 

8 weeks and older and over 9 Ibl. 

READ THE ENTIRE LABEl BEFORE EACH USE. 
For the prevenlio .nd Treatment of Fl •• Infe.tllt/ons on Cats 

• AwaHabli: . ~~rough litemH pranking wterlnarllns • One II'tlI1mfIII prMnts funhet lIu in!ertlltiDl'lior up to fo~ WIlks . 
• lOlls 98·1 olthefltasonauwithln12haurs • KlIIstlusbt!orelhlyllyeggs . 

ActIve "'gredltllt .. 8y Weight 
Imldadoprld; H(6..(hlolo·3·py!idinyl) methyIJ·N-nit1D·2·Imid.lclirlinimine __ • __ •. __ ._. ____ •• ___ •• _________ 9.1" 
Other Ingtrdlent ••.•• _._ •••••••••• __ • __ ••••• _._ •• _ ••• _._ ••• _____ •• _ .• _._._._._ •• _. ___ • __ ._._" .. ________ .~ 

Total 100.0" 

KEEP OUT OF REACH OF CHILDREN 

WARNING 
SPe below for First Aid and Precautionary Statements. 

Precautionary Statements 
H.zalds to Huma"s; Cluses rye i,riurion. Harmful if s'HallaM<!. 00 not 
ge: in ryes 01 on da\hing. Avoid tontact with 1Idn. Wash handi thoroughly 
with soap anc warm Wiler after handling. Krrp 0IIl of reach of children. Do 
not contaminate fuel 01100II. 

Haurds to Oomutk Ani",." 
For uternal lise only. Do not use on kittens under eight werks of ~t. 
Iu ,,,th any I"oo~. consult your veterinarian before using thi$ product on 
dPbilitalrd. agell. pregnlnt or nuning animals. Individual semitjyjrie~ while 
rart.1TIIY «cur liter uiing ANY pesticide produn for pelS. If signs persis" or 
become 1nQ!1 \r~trl, consult II vettrinarian immediltely.1f yourlRimal1s on 
medication, [oniuh your veterinarian before using this or any other product. 
For (on~umrr questions tin 1·800·255-6826. For rntdical emergencies 01 
'·877·256·2480. 

First Aid 
Ha~ tht p,'OC!uct c~ntainer Of label wiItr you Wltn calling a poison corrl7Ol cente 
01 dono. or poing lor I!tatmenL 
If in tyts: Hold eye open and rime slowly and gently with water 
lor 15·20 r.'Iinlllt~ Rtmow tOnllC! Itn~~ if P!t~n\. afltl ttIt 
first 5 minlilu. then continue rinsing rye. Call I poison tOnllOl cmltr 01 
doctcr lor ufatmtnt advite. 
If swallowed: Call poOson control tentll or doctor immediately for 
treltment aD\i(e. H.~ person sip a glasal water il,ble to swallow. Do not 
indU(f vOfIIIting unless told 10 do 50 by the poison contrOl ttnttl or doctOl 
00 nOI giw .. nyt.,;nll by mOllth to an untonstious pet5OII. 

It Dn sliin DJ tlothing:lakt off tontaminated tlothing. RInse skIn 
Immediate!)· with ~Irnly 01 Wltfl fa' 15·20 minules. Cit/I poison conuol 
(tnttr or do=:~' lor :rtatmrnt .dvite. 
To Physician: irra: tht p'titnt symploma1ically. 

Directions for Use 
II is i V.OIlliOf'! cf ftcerall~w 10 use thi$ product in a manner inconsiSlffIt 
witl1 iu labe,inp. 

How to Apply 
I. Use only or: tals. 00 roo: u5t on olher lnimals. 
2.l!elT'oYf one applicatel tubf Irom the package. 

, '\1\ I, '~~) ,,~'0 '\'.r 1.\ "'~"D 't-t(<3 .. 
I ! 

: j '< ., ))," , . ,4 .. ,.... 
' . ." ./AiJ.:) . ' ,,/ .. / Ij(! 

, f. I 

. EB Bayer HealthCare 
t.l3nu·m~ac Fl:r Bayer HeallnCare ltC. Animal Healill DIVISion, 

Slllwnee Mission, /{an$8. 66201 USA 
s.,\·er lne Snel QCSI ana AlNentage are tredemarlo.t OJ Baver 

All, .. ",,;, ': :O:::::l: ~\ ':-1 c· ,"'Ole 01 ft't to~"" v.S. 011."'1; B.831 .• ''', 6 •• 1~"3. 
t.d:"~·l. ~.'):f ;", ~ : i ): . .l;!. ~.'''1.t-J2. ~.HI.507. 6.20&..:1110. .,"2.010 

NOTIFICATION 

. SEP 242007 

l. HoIcI appIicalDl tube in an upright position. NI tip 011 tutre. 
~. Tum the cap ,rIIIIld and pIICt other end of cap badI an*' 
5. Twisl c'll 10 IIrllk seal. then rtnIIM up tram .. 

----------~--~----~--~------------~ 6. Part the hair 011 the neck .1 the base of the skull until the skin is YisIIIe. -
Plact the tip of the tube on the ~ldn and 5qUtm the tube twice 10 upel = 
rhunt/If contents of tM tII~ dirKfly Oil thule/n. Do notg.trhlr _ 
prOGuct in yaur pen eyes or IIIOUCII. The ploduct is bitllr taslin, _ 
,l1li ~Iiwtion mIJ occur for a shun liflll! If the Q'I Ikb the product 
immedilltly afIIt trNtmem. Treatment It !hi! but 0/ !hi sIIUII wi 
rnirimile the opponunity for the cat to lick tire produa. 

7. Discard empty MIt IS descrtbed in Storage and DIsposII. 

The sucCfssivt feeding activity of ~ .. on .-u ~ ,licit. /lfpfrlt1lSltlvity 
skin disorder .nown IS fie •• O.,gy drrmatitis (FAD). Treatment of ~ with 
AllYlntlgt rapidly kilh tIus ano may ltdute the intidtnct of \his iontitIGn. 

Adwanuge kill 91·100% of tile fillS on petS within 12 houri. 1Iein~ 
fIe.s ille lUlled wilhin 21rours wirh prolection against further flu infestation 
lasting for up to foul (I) weeks. Plf~.isting puJllt In the environmeRt 1!1aJ 
continue to emtlgt for til (6) weeks or longer deptnding UlIGn Itrt dmItiC 
conditkrns. 

\.anrll lin stages ill the pt'I', IIIITOUflIIingJ all killed foIlowi"9 tontatt 
witlllII AMntage tre.ted jIlL . 

Mwntage rtnIIIinslflicacious fallowing I sIJImpoo treatrnMt. swimn'iIllCW 
.tiel fIIPOSure to ";" or sunllg/lt. 

MonIllIy trfllllltrlU are required for optirrwr/ control and prevenIion of "' .. 
H rfotrellllltm bKomtS M<eswy earli., than lour _ks. do not rt-1IUt 
mort than once wttIIIy. 

Storage and Disposal 
Do not tontaminala wate~ food or Ittdby stDlIgt or disposal. 
Storl,e: Store in I cool, dry .e. 
Disposal: If e.per: Do not leuse container. Place in trasb or olfrt for 
rtcydng il Mil ... 
" pwtty fill.d: (aU your local solid waste agency or H!77-52281 tor 
disposal instructions. NfVlI place unused product down any Indoor 
or oll1doot elr';". 

Limited Warranty and limitation of Damages 
Bayer He.lthCillf LLC. Anlmal HfllCIr DlvillDII WIIflrIU that IIrIJ mattrIII 
conforms 10 the ch,mical dl!Kripliorr on tilt libel. BAV!R MAKES NO Oll:n 
EXPRESS 011 IMPLIED WARRANTY. INCLUDING ANY OTHER EXPRni OR 
IMPUED WARRANTY Of FITNESS OR MERCHANTABIUTY. and no agem of 
BaY'r is authorized to do so ellCtpI in writing wirh I specific merer.tt 10 
this wan;rnty. Anr damages lrising Irom a bruch of this warranty st.IIl.I 
limited \0 dirm clamagn ,lid sllall 1\0\ include cOIMllutll1i1l cOlmlle1tiil 
damages such as loss of profits or vallin I!tc. 

e 2DOS Sayet lIelithea" LlC 00837.n.Q32~1791.~)tII.~O 
01406081 Obi. 1156C-B1 
Made in Genna", f .... !Ieo lilt l1.tl, 

10 reeerve monlnl, email llIplrc:ltiGn ~indIt1. 10 to www.ftGllet1.n 

I I I I 
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