
) 

II Sr'1o ,-I It 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D,C. 20460 

F. Terry i\1c\iarnara 
Bayer Corporation 
Agricultural Division, Animal Health 
P.O. Box 390 
Shawnee \Iission, KS 6620 I -0390 

SUbject: Ad\"untagt.! 9 
EP,\ R~g. No. 11556-116 
Advantage 1 X 
[P.-\ Reg. No. 11556-118 

CnlCEOf' 
PREVENTION. PESTICIDES AND 

TOXIC SLGSTANCES 

DEC 23 1997 

Amended Label .. : Rcviscd Restriction for Application on Kittens; Addition 
of Statement on Pre-Existing Pupae, 
Submissions \\ere recci"ed at EPA, on Lkcembcr 16.1997 

Dear l'vlr. "!cl'amara. 

The ~mlend~d labels rel~'rr(:d to ab0\":.!. subnlitteJ in connection with registration under 
the l-'cd~r.11 Insecticide. Fungicide .J.nJ Rodl.!nlicide ,-\CL as arncndcu. ha\'c undergone review and 
art: C()iH.iiti(lIlCdl: accL'prablc pnn idt.'J thJt : nu: 

i. P;-()\'iJc [P.-\ \\ itb Jaw vn the incidt.!l1ct.: of aOVL'rst:!' r~acti0ns in puppies. 
kiu .. 'ns. tk'lg.:-i and C~HS_ ~~rkr six rllontil.:; of r~IabckJ product being availabtr.! in vdcrinilr: clinics. 
Data should SIk'cii~· brt.!~d:\ \\ h~r~ ;..tprli(,~1ble" 

") Stamp!.:!d C(\ries of the conditionally appro\·cd Iabd.:; a.[1:! f:ncluscd lor your records. 

Sincerdy. 

~r~ 
Elizabeth T. lIa~bcrer 
1nsccticidc-Rsdenticidc Branch 
Registration Di,ision (7505C) 
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Reason To Issue: Revised kitten age restriction and add pupae 
statement. 

(Front Panel) 

Advantage® 9 
(imidacIoprid) Topical Solution 

Date: 12110/97 
Supersedes: 4/15197 

AACCE!>Tt;:t) 
·mih'co~.nlENTS 

in'EP.\ LNl,~T D~\t~d: 

DEC 23 1997 

UmiCl' tli~' F·Jt,kl'l1! hl~·!';.:ti..:ri~C' • 
.Fun~;(.'iJ('. ~lld 1~(ldt'Jll1l,;d{~ Act 
:IS a:n(:l~dl'd, fijI' .t;;c Pt'~:";;'i:JC' 

rcgistcr~:'li"~~r,.-\ Hq;. !'\f). 

Once-A-Month Topical Flea Treatment for Cats and Kittens 9111,{~lUndeL DEC 23 

For the Prevention and Treatment of Flea Infestations 

• Available Only Through Licensed Practicing Veterinarians 
• Kills 98-100% of the Fleas on Cats Within 12 Hours 
• One Treatment Prevents Further Flea Infestation For Up to Four \Veeks 
• Kills Fleas Before TIleY Lay Eggs 

Active Ingredient 

! midacloprid: 1-[( 6-Chloro-3-pyridiny I) methylJ-N -n itro-2-imidazolidinimine 

Inert Ingredients 

Total 

KEEP OUT 0F REACH OF CIIILDREN 

WARNING 

% 
By Weight 

9.1% 

90.9% 

100% 

Sec Delo·.': tor Statcment, of Practical T rC<ltment and Precautionary Stakmcnts 

PREC\UTlONAR Y STA TEl\IENTS 
HAZARDS TO HUMANS 

Causes eye irritation. Harmful if swallowed. Do not get in eyes or on clothing. Avoid 
contact with skin. Wash hands thoroughly with soap and warm 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 usc on kittens under eight weeks of age. 

As with any product, consult your veterinarian before using this product on debilita'.cd, :\gcd, 
pregnant or nursing animals. [fyour animal is on medication, consult )'(,l..I; J~;erinari·ari ' . 
before llsing this or any other product. .. ' 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 4/15/97 

STATEMENTS OF PRACTICAL TREATMENT 

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

I f swallowed: Call a physician or Poison Control Center. 

If on skin: Wash \\lth plenty of soap and water. 

To Physician: Trem the patient symptomatically. 

EPA ESl. 11556-DEli-1 
EPA Re~. No. ! 1556-116 

Four OA m L Tub.:s 

\Ianufactured For 

Bayer Corporation 
Agriculture Division 

Animal I !calth 
Shawnee ;vlission. Kansas 6620 I USA 
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Reason To Issue: Revised kitten age restriction and add pupae 
statement. 

(Back Panel) 

Advantage® 9 

(imidacloprid) Topical Solution 
Fast 

Effective 

Date: 12/10197 
Supersedes: 4/15/97 

Oncc-A-Month Topical Flea Treatmcnt for Cats and Kittens 9 lbs. and Under 

• i\ vailablc only through licensed practicing veterimtrians 
• Kills fleas within 12 hours 
• Prevents reinfestation for up to 4 weeks 
• Convenient, easy to apply 

Four 0.4 mL Tubes 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 12/10197 
statement. Supersedes: 41lS/97 

(Inside Left Panel) 

Advantagc® 9 

(imidacloprid) Topical Solution 

Once-A-Month Topical FIca Treatment for Cats 

For the Prevention and Trcatment of Fica Infestation on Cats and Kittens 9 lbs and Under. 

DIRECTIONS FOR USE 

) It is a violation of Fcderal Law to use this product in a manncr inconsistf!nt witil its labeling. 

HOW TO APPL Y 

I. Use only on cats. Do not usc on other animals. 

2. Remo\'c one applicator tube from the packagc. 

3. Hold appiic:ltor tube in an urright position. Pull car orf tube. 

) 

.t. Turn the cap around and place other end of cap back on tube. 

5. Twist cap to break seal, then removc cap from tube. 
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Reason To Issue: Revised kitten age restriction and add pupac Datc: 12/10/97 
statement. Supersedes: 411 5/97 

6. Part the hair in the neck at the base of the skull until the skin is visible. Place the tip 
orthe tube on the skin and squeeze the tube twice to expel the entire contents orthe 
tube directly on the skin. Do not get this product in your pet's eyes or mouth. TIle 
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. 

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

The successive feeding activity of fleas on pets frequently elicits a hypersensitivity skin 
disorder known as flea allergy dermatitis (FAD). Treatment of pets with Advantage@ 
rapidly kills fleas and reduces the incidence of this condition. 

Advantage@ kills 98-100% of the existing fleas on pets within 12 hours. Reinfesting fleas 
arc killed within :2 hours with proh:ction against [urther flea infestation lasting [or up 10 four 
(4) weeks. Pre-existing pupae in the cnvironment may continue to emerge for six (6) weeks 
or longer depending upon the climatic conditions. 

Larval nea swgcs in the pet's surroundings arc killed following contact with an Advantugc-1P 
treakd pet. 

AJvantnge@' remains efficacious follo\ving a shanlpoo treatment, swimn1ing or after 
exposure to rain or sunlight. 

Momhly treatments are required for optimal control and prevention of ficas. 

Ifre-treatment becomes necessary earlier than four weeks, do not re-treat more than once 
weekly. 

J:\usersllinuallabclspr\FTM0022f. Dot Page 5 of 8 
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Reason To Issue: Revised kitten age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 4/15/97 

(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: Securciy \\-Tap original container in 
several layers of newspaper and discard in trash. Container Disposal: Do not reuse empty 
container. Wrap container and put in trash. 

LIMITED WARRANTY AND LIMITATION Of DAiv1AGES 

Bayer Corporation, Agriculture Division, Animal Health warrants that this material conforms 
to the chemical description on the labe!. BAYER CORPOR.A TION MAKES NO OTHER 
EXPRESS OR IMPLIED WARRANTY, INCLUDING ANY OTHER EXPRESS OR 
IMPLIED WARRANTY Of l'ITNESS OR MERCIIANTAI3ILITY, and no agent o!"Baycr 
Corporation is authorized to do so cxccpt in writing with a specific reference to this wammty. 
Any damages a.rising from a breach of this warranty shall be limited to direct damages and 
shall not include conse'lllcnlial commercial damages such as loss of profits or values, etc. 

EPA Est. 11556-DEU-1 

EPA Reg. No. 11556-116 
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Reason To Issue: Revised kitten age restriction and add pupae 
statement. 

(Lab.!! on Individual Tube) 

Advantage® 

9.1 % lmidacloprid 

0.4 mL 

EPA Reg. No. 11556-116 

V/aming 

Keep Out "f Reach of Children 

Rcad Th~ Entire Label l3efore Usc 

SAYER 

Lot No. 0000000 
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Date: 12110/97 
Supersedes: 4/15197 
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Reason To Issue: Revised kitten age restriction and add pupae 
statement. 

(l3ack of l3lister Package) 
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Date: 12110/97 
Supersedes: 4/15197 


