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United States ~. Registration opp kfantifiar 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 

11556·120 Deborah McCall o None o Rastricted 
4. Company/Product (Nama) PM' 

Advantaqe 55 for DOQS 

5. Name and Address of Applicant (Include ZIP Cod.) 6. Expedited Reveiw. In accordance with FIFRA Section 3(c1e31 
Bayer Corporation, Animal Health, Agriculture Division (bleil. my product is similar or identical in composition and labeling 
P.O. Box 390 to: . 

NOIIEICATION Shawnee Mission, KS 66201 EPA Reg. No. 

o Check if rhis is a ntlw addrtlss Product Name ~EB - 5 Z002 
Section - II 

0 Amendment - Explain balow. D Final printed labals in rapBonse to 
Agency letter dated 

\J Resubmi88ion in response to Agency letter dated 0 -Me Too· Application. 

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

Explanation: Usa additional page(s) if necessary. (For section I and Section II.) 

Please see attached explanation for details. 

Section - III 
1. Matarial nr. Product Will Be Pack_ged In: 

Child-Resistant Packaging Unit Packaging Water Solubla Packaging 2. Typ. of Container 

Bve. Ere. B Ve. 

~;r No No No 
Plastic 
Glue 

• C6rtification must If "Yes" No. par If ·Yes· No. par Paper 

! Unit Packaging wgt. container Package wgt container Other ISpecify) 
t. }submitted 

I 
3. Location of Net Contents Information 4. Size(s) Retail Container 5, Location of Label Directions 

LJ Label U Container 
C:J On Label 

On labe! accompanying product 

S. Manner in Which Lebal is Affixed to Product §UthoarePh 0 Other 
Paper ~Ued 
Stenci itd 

Section - IV 
1. Contact Point (Comp(sre irsms dirtlcrly btllow for idtlnrificBtion of individual ro be conrscrtld, if necessary, to proCfISS this application.) 

Neme Tide Telaphone ~o. «(I(nc~bde Area Code' 
F. Terry McNamara Director, Preclinical Dev. & EPA Reg. Affairs (913) 2\ib·'./bBB , , 

· 
Certification e. Odt«J' Application 

I certify that the statements I have made on this form and all attachments thereto aro trua, accurate and <hfftplet,!.. Received 

I acknowledge that any knowlingUy false or misleading Sla'temant may be punishable by fine or imprisolVTlIint or • .' 'lS~mpedl 
both under applicable law. . . . . , , · .... . . . . • • • 2. Signature 3. Title· • , · r;;, :;;;J.~ 'lhr Nu, A""hA 

..... .. • 
Director, Preclinical Development & EPA Regulat"ry 2\ff~i~s . · .... 

4. Typed Name (! . • • 5. Date 

3)4)fJ;(;) 
· . ~ .. 

F. Terry McNamara .. • • • • • " 
.. .. EPA Form 8570·1 tRev. 3-94·, PreVIous echuons ara obsolete. WhkII - EPA File Copy (ongill"l V.Dow • App_ Copy 



, 
" 

... __ ._---------------

Attachment for Application for Pesticide Registration 
Advantage® 55 for Dogs, EPA Reg. No. 11556-120 

Enclosed with this application are five (5) copies offinal printed labels for Bayer's Advantage® 
55 for Dogs product (EPA Reg. No. 11556-120). This label is for a new package size (I tube). 
The revision is being made by Notification as per PR Notice 98-10 which allows for a change in 
package size under section II.B "Changes in Packaging and Related Labeling Statements." The 
enclosed label is identical to the currently approved labels for the 4-tube and 6-tube package 
sizes for Advantage 55 for Dogs. The only change from the existing label is the net contentS 
statement for the I-tube package, specifically "One 2.5 mL Tube". Except for the net contents 
statement, no other changes have been made to the label. 
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Gnu-a-month topical nea treatment for dogs and puppies 
7 weeks and older and 21·55 Ihs. 55 

READ THE ENTIRE LABEL BEFORE EACH USE 
For the Prevention and Treatment of Flea Infestations on Dogs 
• Availahle only through icemtd practicing vet~inarialll • <me trutment prmntl further II!a infestation lor at lun four WIth 
• KiI~ 98·IOODf, 01 the ~a! !WI dogs within 11 hoof! • Kins Ileal belor! they lay ew 
Active Ingredient % ByWe~ht 
bnicbdoprid; 1-[(6-Chloro-l-pyridinyl) mrth~1-N..fIitrtr2 ';miduolidi nimiM ._ •••• __ •••••••• _ .•... __ ................................ _ 9.1 y, 
Inert Ingredients ........ _ .............. ___ .......•.......... __ ...... _ ..•..... _ ... __ ..........•. .,. .... _ ......... _ ...... _ ...•....... _ ... 90.'% 
Total 100.0% 
KEEP OUT OF REACH OF CHILDREN 
WARNING ~ee ielGW for first Aid and Prmutionlry Sl~t!mutl 
Precautionary Statements 
Hazards to Humans 
UUIU ryf irrit~tion. HarmM if mhwtd. Do not gtl in 
'YfS or on dothing. Avoid <ontaCI with skin. W1Ih hillds 
tflorougbly with "'ap ~Dd w;ann w;aUr ~Ftu h~Ddling. lr~p 
IMIt of rmh of (hildrm Do not conwnillalf fftd or food. 
Hazards to Domestic Animals 
For exttrn~1 use only. Do nOI use on puppits uDdtr Sffln 
l'Ilfb or age. As with ~ny product, consult your Vflfril\lri~n 
Mfort using this product on dfbilil~tl!d, agt'd, prtgRant or 
rwn:ing animals. Individual sfnsitivitifl, whilt r.lrt, may oCCllr 
afttr using ANY pfsticidf product for pm. If iigM pmin, 

Bayerffi 
t!lnuiKlllrt<i For by!T (~rpantion. 
Agriwilln Difilion. Animll !lnlth. 
Sh~_! 1sion~w "~IIl!A· : I'b.d! in Innnln1 
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or becomf morf lfvm, (OMUIt ~ vettrilllriu imm!di~t!Iy. 
If your ~nimal ii on mtdi(~tion, (onsult your merinari~n 
before using liIis or ~ny other product. for (Onlum,r 
qlJ!llions (d 1·800.255·6826. For mtdi(aI fIIIugflKin 
call 1-111-258-2280. 

First Aid 
If in e~s: Hold eyeflll! 'PM ~nd Hush wilh plenty 
of wat!r. Gel medical atltntion if irritition pmistl. 
If SWilIlowed: uD ~ ph)'1ician 01' hison Control bnler. 
If on skin: Wash with plenty of sup and walfr. 
To Physkian: Trtat tilt patient tymplomatinDy. 

One 2.5 mL Tube 
om ..... 

I:PA ElL onm·N]-OO1 EPA ~.IIa. IISS6-120 

ITtFICATtOIV 

APR - 5 2002 

• Available only through 
licensed practicing veterinarians 

• Kills fleas within 12 hours 

• Prevents reinfestation 
for at least 4 weeks 

• Convenient, easy to apply p 
Once-a-month topical (lea treatment 
for dogs and puppies 7 weeks and 
older and 11-55 Ibs. 

GOo~;·3;~l'·...,';'~t1 .... - I 
L~ QJ .-11 -"""- -~ 

V) -J:. 1 
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•• Once-a-month topical flea treatment for dogs and 
puppies 7 week. and older and 21-55 lb •. 55 --

The successive feeding activity of fleas on pets 
may elicit a hypersensitivity skin disorder known 
as flea allergy dermatitis (FAD). Treatment of 
pets wi[h Advantage" rapidly kills fleas and may 
reduce the inddence of this condition. 

Advantage" kills 98-100% of the existing fleas on 
pets within 12 hours. Reinfesting fleas are killed 
within 2 hours with protection against further 
flea infestation lasting for up to four (~) weeks. 
Pre-existing pupae in the environment may con
tinue to emerge for six (6) weeks or longer 
depending upon the climatic conditions. 

Larval flea stages in the pet's surroundings are 
killed following contact with an Advantage
treated pet. 

Advantage~ remains efficacious following a 
shampoo treatment. swimming or after expo
sure to rain or sunlight.. 

Monthly treatments are reqUired for optimal 
control and prevention of fleas. 

If fe-treatment becomes necessary earlier 
than four weeks. do not fe-treat more than 
once weekly. 

• • • ••• • • • • ••• •• • • • • • •• • • • • • • • ••• 

• • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • • ••• • 

Storage and Disposal 
Do not contaminate W3ter, food or feed by 
storage or disposal. 

Storage: Store in a cool, dry place. 

Pesticide Disposal: Securely wrap original 
container in several layers of newspaper and 
discard in trash. 

Container Disposal: Do not reuse empty con· 
tainer. Wrap container and PUt in trash. 

Limited Wananty and LimitatiollS of Damages 

Bayer Corporation. Agriculture Division, Animal 
Health warrants that this material conforms to the 
chemical description on the label. BAYER 
CORPORATION MAKES NO OTHER EXPRESS OR 
IMPliED WARRANTY, INCLUDING ANY GrHER 
EXPRESS OR IMPLIED WARRANTY OF FITNESS 
OR MERCHANTABILITY, and no agent of Bayer 
Corporation Is authorized to do so except In writing 
with a specific reference to this warranty. Any 
damages arising from a breach of this warranty shaU 
be limited to direct damages and shall not Include 
conse(juential commercial damages such as loss of 
proflts or values, etc. 

• 
17-

17-

for the prevention and treatment of flea 
Infestation on dogs and puppies 7 weeks 
and older and 21-55 Ibs. 
Directions for Use 

It Is a violation of Federaflaw to use this product 
In a manner Inconsirtent with Its labeling. 

How to Apply 
I. Use only on dop. Do not use on other animals. 

2. Remove one applicator tube from the package. 
~, 

11111 
3. Hold applicator wbe in an upright position. pun 

cap offwbe. 

4. Tum the cap around and place other end of cap 
back on tube. 

5. Twin cap to 
break seal, then ~ 
remove ca,p 
from tube. 

6. Trle dog should .. 
be standing klr ::..~:::= 
easy appllca. 
tion.The entire contents oftheAdvanuge· tube 
should be applied evenly to three or four spots 
on the top 01 the back from the stloulder to the 
bue of the UiLAt each spot, part the tJalr until 
the skin is visibJe.Placethe tip of the wbe on the 
skin and gently s(jueeze to expel 0 portion o(the 
solution on the skin. Do no! apply on excessiV(' 
amount ofsoluUon at any one spot that could cause 
som~ of!he solu!ion!o /Un off the side of the dog. 

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

." 
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