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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

F. Terry Mc!\amara 
Bayer Corporation 
Agricultural Division, Animal Health 

P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Subject: Advantag\! 9 
EPA Reg. No. 11556-116 
Advantage 18 
EPA Reg. No. 11556-118 

orFlCEOf 
PREVENTION. PESTICIDES A.~D 

TOXIC SWSTANCfS 

DEC 23 1997 

Amended Labels: Revised Restriction for Application nn Kittens; Additioll 
of Statement on Pre-Existing Pupae, 
Submissions were received at [1'.-\ on December 16. 1997 

Dear [vIr. Mc"\,lamara. 

Th~ am<!nded labels rderrl!d [(l above. SUDmilkd in connl!ction with registration unlkr 
the Federal Insecticide. Fungicide and Rodenticide .·\Cl. as amended. haw undergone rC\'ic\\' and 
ar!.! ~onditiunal1y acccptahl~ provkkd that: ou: 

1. Provide [1',\ "itll data L)n ,he inci(knce ofad\'erse rl!ac,iotls in puppies. 
kiltLnS~ dogs and cats, after :=;ix rnonths ofrdah:kd prl)duct b~ing: ;l\ailabh:: in \c(t:rin<'lry dillies. 
Data slll\uld specify breeds "here applicabk. 

Stamped copies of thl! conditionally appmved lahcls are enclosed for your records. 

Enclosures 

Sincerdy. 

~~~r.~ 
Elizabeth T. lIacb.::rcr 
Insecticide-R'}denticide Branch 
Registration Division (7505C) 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 41 I 5197 

(1'ront Panel) 

Advantage® 18 
(imidacloprid) Topical Solution 

ACCEP'ffi1) 
mth'C01fjiE1'!TS 

in EP!\ Let!"-:'}" fl:I:.?1: 

OEC 23 1997 

T; .. d':r ::,~, F-::.;,l.,:'::; L,:·e.:-~:,::dO:'. 
r:,:.:.:k::~~'. ;llllJ ;::Kil·!~::,.:.!"" Ad 
!!:- ::ur:-.'::c>:: !~ ,. i::.' i;'·'~'.;,,;.j(~ 
r':"f.;::.::li'l\:d i":i~:.:I..';· E~J .. \ i:e ...... :';rJ. 

Once-A-Month Topical FIca Treatment for Cats Over 9 Ib~tL~-r6-1/!), DEC 22 i997 

For the Prevention and Treatment of Flea Infestations 

• Available Only Through Licensed Practicing Veterinarians 
• Kills 98-100% of the Ficas or. Cats Within 12 I lours 
• One Treatment Prevents Further FIca Infestation For Up to Four Weeks 
• Kills Fieas Before They Lay Eggs 

% 
Active Ingredient l3y Weight 

ImidacIoprid; 1- [(6-Chloro-3-pyridiny II mcthyl]-N-nitro-2-;midazo!i<linimine 

Inert Ingredients 

Total 

KEEP OCT OF REACH OF CIlILDRE)i 

WAR0iING 
See l3clo,," for Statements of PraC:iieal Treatment and Precautionary Statements 

PREC\l;T!ONARY STXfEMEl"TS 
II.V.,\]WS TO I!U:VIANS 

9.1% 

90.9% 

100'};' 

Causes eye irritation. Harmful if swallowed. Do not get in eyes or on clothing. Avoid 
contact with skin. Wash hands thorl>ughly with soap and warm water after handling. Keep 
out of reach of children. Do no! contaminate feed or food. 

HAZARDS TO DOMESTIC ANI\lALS 

For extcrnaluse only. 
Do not use on kittens under eight weeks of age. 

As with any product, consult your veterinarian before using this product ,);1 d~!Jilitat~d, aged, 
pregnant or nursing animals. If your animal is on medication, consult your veterinarian 
before using this or any other product. 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 1211 0/97 
statement. Supersedes: 4/15/97 

STATEMENTS OF PRACTICAL TREATMENT 

If in eyes: Holt! eyelids open and flush with plenty of water. Gct medical attention if 
irritation persists. 

If swallowed: Call a physician or Poison Control Center. 

If un skin: Wash with plenty of soap and water. 

To Phvsician: Treat the patient symptomatically. 

EPA Est. 11556-0EU-l 
EPA R"g. No. 11556-118 . 

Four 0.8 mL Tubcs 

\lanul;lCtureU For 

Bayer Corporation 
Agriculturc Division 

Animnl 1 !callh 
Shawnee Mission, Kansas 66201 USA 
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Rcason To Issue: Revised kitten age restriction and add pupae Date: 12110/97 
statement. 

(Back Panel) 

Advantao-c® 18 
'" 

(imidacloprid) Topical Solution 
Fast 

Effec[i\c 

Supersedes: 4/15/97 

) Once-A-Momh Topical Flea Trea[ment for Cats Over 9 Ibs. 

• Available only through lice:1sed practicing \·eterinarians 
• Kills tleas within 12 hours 
• Prevents r:.!infestation for up to -+ \. .... C'::ks 
• Convenient. l.!i1sy to ~pply 

Fe.ue U.8 c.L Tubes 
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Rcason To Issue: Reviscd kitten age rcstriction and add pupae Datc: 12/10/97 
statement. Supersedes: 4/15/97 

(Inside Left Pancl) 

Advantage® 18 

(imidac\oprid) Topical Solution 

Once-A-Month Topical Flea Treatment for Cats 

For the Prcvention and Treatment of Flea Infestation on Cats Ovcr 9 Ibs 

) 
DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labcling. 

llOW TO ,·\PI'LY 

I. Use only on cuts. Do nol usc on other animals. 

2. Remove one applicator tube from the packagc. 

3. Hold applica:or tube in an upright posilion. Pull cap off tube. 

4. Turn the C8.p ilround and pbcl! oth..:r end of cap h:.~ck on tube. 

5. Twist eap to break seal, then remove cap irom lube. 
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Reason To 155m:: Revised kitten age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 4/ 15/97 

6. Pan the hair in the neck at the base of the skull until the skin is visible. Place the tip 
of the tube on the skin and squeeze the tube twice to expel the entire contents of the 
tube directly on the skin. Do not get this product in your pet's eves or mouUl. The 
product is bitter tasting and salivation may occur for a short time if the cat licks the 
product immediately after treatment. Treatment at the base of the skull will minimize 
the opportunity for the cat to lick the product. 

Discard empty tube as described in Storage and Disposal. 

T':e successive feeding activ·ity of fleas on pets frequently elicits a hypersensitivity skin 
;::s0:cer ~nown as flea allergy dermatitis (FADJ. Treatment Df pds with Advamage@ 
r~::ij!y kiils fleas and reduces the incidence of this condition . 

.. \j\ an,2;c·g: kills 98-100% of the i1cas Oil pets \\Jthin I ~ hours. Reinfesting fleas arc killed 
",,·i;:l:n = nours ,,·ith protection against further ika infc,tmion lasting for up to four (4) weeks. 
?:-e-~xisling pupae in the environment rna)" continue to ernergc [or six (6) \vceks or longer 
-::2;"2ndi::g. upon the climatic condition. 

:·~.J\·.1nt~;c·~tt, remains efficacious following a shampoo trcatnH~nt. s\vimming or after 
;:')..?OSUi"c! to rain or sunlight. 

:. f,'n,hl:. creutmcl1lS are rcquired for optimal control and prevention of fleas. 

I:· rc-tre:liment becomes necessary earlier than lour weeks, do not re-treat more than once 
"~~ckly. 
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Reason To Issue: Rcvi~ed kitten age restriction and add pupae Date: 12110/97 
statement. Supersedes: 4115/97 

(Inside Right Panel) 

STORAGE AND DISPOSAL 

Do not contaminate water, 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. Contlliner Disposal: Do not reuse empty 
container. \Vrap container and put in trash. 

LIl\HTED \VARRANTY AND Ul\!lTA TION OF DAMAGES 

l3ayer Corpor~tion. Agriculture Division, Animalllcalth warrants that this material conforms 
to the chemical description on the label. B;\ '{ER CORrORA TION MAKES NO OTIIER 
EXPRESS OR EvlPLIED WARRANTY, lNCLCDi:--JG ANY OTHER EXPRESS OR . 
IMPLIED W.-'.RR.\XrY OF FITNESS OR MERCIL\NTABILITY, and no agent ofBayer 
COrp0iction is authorized to do so except in writing \vith J. specific reference to this warranty. 
Any damages arising from a breach of this warran,y shall be limited to direct damages and 
shall not indude consequential commercial damages such as loss of pro filS or values. CIC. 

EPA hI. 11556·DEU-I 

[P .. \ R.::.,:. \:0. 11556-118 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 12/! 0197 
statement. Supersedes: 4/15/97 

(Label on Individual Tube) 

Advantage® 

9. 1% Imidacloprid 

O.S mL 

) EPA Reg. No. 11556-118 

Waming 

Keep Out of Reaeh of Children 

Read The Entire Label Before Usc 

Il'\ YER 

Lot No. 0000000 
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Reason T u Issue: Revised kitten age restriction and add pupae Date: 12/10/97 
Supersedes: 4/ 15/97 

(Back of Blister Package) 

BEST .AVA ILABL.E lMArrE 

f!~~*~ILl~:'?§ 
9.1 % imid1coClrid •. ":. 

=:r vtter.,l1 u,~ ot' (;I.tI 

::'ret'" oJ ;~S. 

--~~ :.~ ~:~ . 
~ .... . ::.:,-,L .... : . 

QOC666-4] 
.~~ 

::-:." 

J :uscrsll induIIJbcl,\prlf'TMOO:3f. dot Page 8 of 8 


