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Amended Label>: Revised Re,trietion for Application nn Puppies; Addition 
of Statement 011 Pre-Existing Pupae. 
Suhmissions \\L're rl.:'c~i\·cd at FP.\ ~Hi DC;':t:mb~r ! 6. 1997 

rh~ ~lIl1L·ni.k~J lab~ls rd'crrl.:!d to abo\"".:. submitted ill COrll1cction \\ illl registration unckr 
tht.' fL'J.:ral Insecticide. Fungicide and Rodl'nticid~ .-\~L as :.lnh::nJ~d. han! undergone r~\·it.!'\\" and 
J.rc conditi(.ln:..d!) acccptilbk pro\"idcd that :vou: 

I. Rt.!'\'isc lhi.! usc O!l puppies to a ll1inimut11 age of :::i..:\'t:~n \\"~eks Of ohl(:f: 

, Provide [1'''\ \\ith data on the incid~nc~ ofad\'ers~ rcactions in pUJlpi~'. kitl~lls. 
dogs and cats. after six momhs ,'f relabeled product bcing availabl~ in wt~rinary clinics. Data 
should specify breeds where applicabk. 

Stamrcd copies of the conditionally approwd labels are cncio';ed for your records. 

Enclosures 

Sincerely. 

~r.~ 
Elizabeth T. lIaebcrer 
Insecticide-Rodenticide Branch 
Registration Division (7505C) 



Reason to Issue: Revised puppy age restrictions and add pupae Date: 12/10/97 
statement. Supersedes: 41I 5/97 

(Front Panel) 

Advantagc® 10 
(imidacloprid) Topical Solution 

Onee-A-Month Topical Fica Treatment 
For Small Dogs and Puppies 10 lbs and Under 

ACCEPl'ED 
\Vi!!! COM;'~Er-.."TS 

ill EP.~i. L~tr.c!I· D:-::I2d': 

DEC 23 1997 

f;I~I;'.'i· t;~{' i'.·:k;':..l i!; ·(.;:i~·ll:&. 
F~i';:!:{'i,j,·, :1i>:l :!~~i,·;::: ... :...:.(> A~:~ 

.!:-; :l·:j·!:!,kd. 1'01' j i:~> ;) .. ~:jt::ti(· 
'·(~l::,~::';,·d I,mi.l'!" .EP.\ H.-'':''" Nfo. 

For the Prevention and Treatment of Fica Infestations on Dogs 
; '.~ . 

• Available Only TImlUgh Licensed Practicing V ctefinarians 
• Kills 98-100% of the Ficas on Dogs Within 12 Ilours 
• One Treatment Prevents Further Flea Infestation For At Leust Four \Veeks 
• Kills Flc:J.S Before They Lay Eggs 

Aeli \·c Ingredient I3v Wcinht - " 
[midacloprid: 1-[( G-Chloro-3 -pyridinyl) mClhy I]-l\' -nitro-2-imidazol idinimi ne 

Irlert Ingredients 

Tota! 

KEEP OUT OF REA.Cll OF CIIILDREN 

WARJ"iING 
Sec Below [Dr Statements of Practical T,·eatment and Precautionary Slatements 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS 

9.1% 

90.9% 

100% 

Causes eye irritalion. Harmful if swallowed. Do not get in eyes or on clothing. Avoid 
contact with skin. Wash hands thoroughly with soap and wam1 water after handling. Keep 
out of reach of children. Do not contaminate feed or food. 

HAZARDS TO DOMESTIC ANIMALS 

For external use only. 
Do not use on puppies under six weeks of age. " , , 

As ",,;th any product, consult your veterinarian before using this produc: on d~bilitl:ted" aged, 
pregnant or nursing animals. If your animal is on medication, consult yvu) v<!<crim;ri~· , 
before using this or any other product. 

J:usersliinda\labclsprIFTM0024f.dot I of 8 .. 



Reason to Issue: Revised puppy age restrictions and add pupae Date: 12110197 
statement. Supersedes: 4/15/97 

STATEr\lENTS Of PRACTICAL TREATMENT 

Ifin eves: Hold eyelids open and flush with plenty of water. Get medical attention if 
irritation persists. 

If swallowed: Call a physician or Poison Control Center. 

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

To Physician: Treat the patient symptomatically. 

EPA Est. 1155G-DEC-i 
EPA Reg. No. 11556-117 

Four 0.4 mL Tubes 

,vla11ufactured for 

Bayer Corporation 
Agriculture Division 

Animal Health 
Sha\\nee Mission, Kansas 66201 USA 

J:uscrsllindallabelsprIFTM0024f.dot 2 of 8 
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Reason to Issue: Revised puppy age restrictions and add pupae Date: 12110/97 
statement. Supersedes: 4/15197 

(Back P~U1cl) 

Advantage@ 10 

(imidacloprid) Topical Solution 
fast 

Effc-:tivc 

Once-A-Momh Topical rIca Trcatment for 
Small Dogs and Puppies I () lbs and Under 

• Availabk only through lic~nscd practicing \·cLcrinarians 

• Kills fleas within 12 hours 
• Prevents rcinfcSlutioll for at least .. \'.'ccks 

• Con\'enient~ casy to a.r>ply 

Four 0.4 ;nL Tubes 

J:uscrsllind.ll.belspr\FTM0024f.dot 3 of 8 
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Reason to Issue: Revised puppy age restrictions and add pupae Date: 12110/97 
statement. Supersedes: 4/15/97 

(Inside Left Panel) 

Advantagc® 10 

(imidacloprid) Topical Solution 

Once-A-Month Topical Flea Trc:!tment for 
Small Dogs and Puppics 10 lbs and Under 

For the Prevention and Treatment of Flea Infestation on Dogs 

DIRECTIONS FOR USE 

It is a violation of Federal Law to usc this product in a ma~~~cr inconsistent with its labeling. 

IIO\V TO Al'l'L Y 

I. Usc only on dogs. Do not usc on other animals. 

2. Remove onc applicator tube from the pack.agc. 

3. Hold applicator tubc in an upright position. Pull ca::: orTtuDe. 

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

5. Twist cap to break seal, then remove cap from tube. 

J: usersl! inda\!abe !sprIFTM002·j f. dOl 4 of 8 
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Reason to Issue: Revised puppy age restrictions and add pupae Date: l2/10/97 
statement. Supersedes: 4/15/97 

6. The dog should be standing for easy application. Part the hair on the dog's back, 
between the shoulder blades, until the skin is visible. Place the tip of the tube on the 
skin and squeeze the tube twice to expel the entire contents dircctl:r on the skin. 

Do nO! get this product in your pet's eyes or mouth. 

7. Disca,J empty lube as described in Storage and Disposal. 

TIle successi\'~ f~cJing activity of fleas OIl pets frequently elicits a hypersensitivity skin 
disorder Known as fle<l allergy deffitatitis (FAD). _ Treatment of pets with Advantage@ 
rapidly kills tleas and reduces the incidence of this condition. 

Adv<lntage@ kills 98-100% of the existing fleas on pets within 12 hours. Reinfesting fleas 
arc killed within 2 hours with protection against further flea infestation lasting at least four 
(4) weeks. Pre-existing pupae in the cnvironmcnt may cominuc to emerge for six (6) wecks 
or longer depending upon the climatic conditions. 

Larval Ilea stages in the pet's surroundings are killed following contact with an Advantagc~ 
treated pet. 

Advantagc@ remains efficacious following a shampoo treatment, swimming or after 
exposure to rain or sunlight. 

Monthly treatments are required for optimal control and prevention of fieas. 

If re-treatment becomes necessary earlier than four weeks, do not re-treat more thut .. 9n~e 
weekly. . 

.. 

J: uscrsllinda II abe Ispr\I'TM 0024 r.dot 5 of 8 .. 



Reason to Issue: Revised puppy age restrictions and add pupae Date: \2!\ 0/97 
statement. Supersedes: 4!l5197 

(Inside Right Panel) 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 

Stora~e: Store in a cool, dry place. Pesticide Disposal: Securely "Tap original container in 
scverallaycrs of newspaper and discard in trash. Container Oisposal: Do not reuse empty 
container. Wrap container and put in trash. 

LIMITED WARRANTY AND LIlvlITATlOc-l 01' DAlvlAGES 

Baycr Corporalion, Agricul:urc Division, Animal Health warrants that this material conforms 
to th" chemical description <m the label. BA YER CORPORATION M .. \KES NO OTlIER 
EXPRESS OR Ilv[PLlED \\'ARRANTY, IKCLUDING ANY OTHER EXPRESS OR 
IMPLIED WARRANTY OF FIT1\ESS OR MERCHANTABILITY, and no agent of Bayer 
Corporation is authorized to dQ so except in writing with a specific reference to this warranty. 
Any damages arising from a breach ofth.is warranty shall be Iimiwd to direct damages and 
shall not include consequential commercial damages such as loss of profits or valucs, etc. 

EPA Est. I I 556-DEU- I 

EPA Reg. No. 11556-117 

J:usersllindallabelspr\FTM0024f.dol 6 of 8 
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Reason to Issue: Revised puppy age restrictions and add pupae Date: 12110197 
statement. Supersedes: 4115/97 

(Label on Individual Tube) 

Advantagc® 

9.1 % ImidacIoprid 

0.4 mL 

EPA R~g. i\o. 11556-117 

\Varning 

Ke~p Out of"Reach of" Children 

Read The Emir~ L~bci Before Usc 

B.\ YER 

LOl No. 0000000 

J:uscrsllindallabclsprIFTM0024f.dol 7 of 8 
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Reason to Issue: Revised puppy age restrictions and add pupae Date: 12/10/97 
statement. Supersedes: 4/15/97 

J:usersllinda\labelsprlfTM0024f.dot 

(Back of B1iskr Package) 
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