
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WAS,m'GTON. D.C. 20460 

F. T~rry tvlcNumura 
l3ay~r Corporation 
Agricultural Division. Animal Health 
P.O. Box 390 
Shawnee :vlission. KS 66201-0390 

Subject: AdvantJg~ 10 
EP.\ Reg. No. 11556-! 17 
,\dvuntage 20 
EP .. \ Reg. t\o. 11556-119 
i\d\'ant3g~ 55 
EPA. R~g. t\o. 11556-120 
,\d\antage ! 00 
EP:\ R~~. 1\0. 11556-1:: 

OFFICEOF' 
PR[VENTICt-l. PCSTCIDES AND 

TOXIC SU3STANC[S 

DEC 23 i99? 

Amcnded Labels: RC\'ised Restriction for Application on Puppies; .\ddition 
of Statemcnt on Pre-£\istin~ Pupae. 
SlJbnliss~on5 \\crc rc:cci\ eo at EP.·\ on Dcct:mb~r 16~ 1997 

D:.:ar l\1r. i\.1c\kul1aro.. 

The i.H1~':iH..kd 1~!~"'cI5 rd~:iT~J tv Jb~)\c. sui:'r:1inL'I..l in l:orl1~l.!ct:l~n \\jth n:gis:ralioll unJc'i' 
the Fl.:Jcrai [n:-:e(:ticiJc. Fungicid..: and RoJ(;J1ticiJe :\ct. as :lnlLnd~d. h~t\c undergone n.~" le\\' ~:mJ 
arC' conditil.mal!) acceptable rro"'iocd tl:at )OU: 

1. R\.!\ iSL tht: as:; on pUrriC5 to a lninirnurn agr: of sc\"~n \'. ~c-ks l)l" oIJt.!"f. 

") Pro\"idc- EP.-\ \\"llh Jat:...: on the inciJ(;nc~ Or:.lJ\"crs~ rt.!0.~tilms in puppies. kitteil:). 
dogs and C3b. after six r.10I1ti1:-; (It" rdabd;.:u product being a\"ailabl~ in n:tcrinary clinics. Dai.:l 
,iIould ,p~cit~ br~"ds \\hcr~ applic~ble. 

St~lIllr~d copies of the cun,[itionally appro\'cd labels are enclo~ed for your record;;. 

r:ncIosurcs 

Sincerely. 

~r.~ 
Llizabcth T. Ilaebcrer 
Insecticidc-Rodenticide I3ranch 
Registrati()n Di\'ision (7505C) 



) 

Reason to Issue: Revised puppy age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 4/15/97 

(Front Panel) 

Advantagc® 20 
(imidacloprid) Topical Solution 

Once-;\-Month Topical Flea Treatment 
For 11-20 lb. Dogs 

ACCEI'TED 
with' COMME~I'S 

in EPA Lt:t~<.."!" D~tt'd: 

OEC 23 1997 

tr::h'I' ~.!i(, ;'-:!;il'."i .~::c:~!i::iJe. 

{:·:..r:l!it·i~!I'. ;,111; 1 :' ..... :~'i·i.:. ~,.l.I.' Art 
... ~ ::'1TIt'r.rkd. f\:I" lb,- Pl",t:,:il.!!" 
f't:!~i:;tl"r.!d ,um:;.!,' EPJ. Hla~. Nr, 

For the Prevcntion and Treatment of Flea Infestations on Dogs 

• Available Only Through Licensed Practicing Veterinarians 
• Kills 98-100% ofth~ Fleas on Dogs Within 12 Hours 
• One Treatment Prevents Furthcr Fica Infestation For At Least Four Weeks 
• Kills Fleas Beforc Thcy Lay Eggs 

% 
Active Ingredient By \Veight 

Imidac loprid; 1- [( 6-Chloro-3 ·pyridiny I) mcthy 1]-N -n i tro-2-imidazolidinimine 

Inert Ingredients 

Total 

KEEP OUT OF I~EACI! Of-" CflTLDREN 

WARNING 
See Below for Statcments of Practical Treatme"t and Precautionary Statemenls 

PREC AUTIO)lARY ST.·\ TEMENTS 
HAZARDS TO HU\IANS 

9.1% 

90.9% 

100% 

Causes cye irritation. Harmful ifswallo\\"cd. Do not get in eyes or on clothing. Avoid 
conlnct 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 D01vlESTIC ANIMALS 

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

As with any product, consult your veterinarian before using this product ('[1 d,'bilitat,·.u. aged, 
pregnant or nursing animals. If your animal is on medication, consult your v~~crinari"li 
before using this or any product. 

J:uscrsllindallabclsprIFTM0025f.dot I of 8 



Reason to Issue: Revised puppy age restriction and add pupae Date: 12110197 
statement. Supersedes: 4/15197 

STATEMENTS OF PRACTICAL TREATMENT 

Ifin eves: Hold eyelids open and flush with plenty ofwatcr. Get medical attention if 
initation persists. 

If swallowed: Call a physician or Poison Control Center. 

I f on skin: Wash with plenty of soap and water. 

To Physician: Treat the pmient symptomatically. 

EPA Est. : 1556-DEL'-1 
EPA Reg. :--:0. 1 i 556-119 

FOllr 1.0 mL Tubcs 

;vlanul"acturcd For 

Bayer Corporation 
Agriculture Division 

AnimallIcalth 
Shawnee Mission, Kansas 66201 USA 

J :usersllinda-labc!sp,--FTM0025 r.dot 2 of 8 
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Reason to Issue: Revised puppy age restriction and add pupac Datc: I2I! 0/97 
statement. Supersedes: 4/15/97 

(Back Pane!) 

Advantage® 20 

(imidacloprid) Topical Solution 
Fast 

Effective 

Once-A-Month Topical Flea Treatment for 11-20 lb. Dogs 

• Available only through licensed pr~cticing veterinarians 
• Kills fleas within 12 hours 
• Prevents reinfestation lor at least 4 weeks 
• Convenient. easy to apply 

r our 1.0 mL Tubes 

J: users·.1 i ndal labc Ispr'- FT~ 1 0025 f.Jot 3 of 8 



) 

Reason to Issue: Revised puppy age restriction and add pupae 
statement. 

Date: 12110/97 
Supersedes: 4/15/97 

(Inside Left Panel) 

Advantage® 20 

(imidacloprid) Topical Solution 

Once-A.-Month Topical Flea Treatment [or 11-20 lb. Dogs 

For the Prevcntion and Treatment of Flea Infestation on Dogs 

DIRECTIONS FOR USE 

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

IIOW TO APPLY 

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

2. Remove one applicator tube from the package. 

3. Hold applicator tub~ ;n an upright rosition. Pull cap ofT It:bc. 

4. Tum the cap around ~nd place otl1<:r end of car back on lUbe. 

&l 
5. Twist cap to break seal, then remove cap from tubc. I 

J:uscrsllinda\labcbprIF r),,10025f.Jot 4 of 8 
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Reason to Issue: Revised puppy age restriction and add pupae Date: 12110}97 
statement. Supersedes: 4}15}97 

6. The dog should bc standing for easy applieation. Part the hair on the dog's back, 
between the shoulder blades, until the skin is visible. Place the tip of the tube on thl:! 
skin and squeeze the tube twice to expel the entire contents directly on the skin. 

Do not get this product in vour pet's eyes or mouth. 

7. Discard empty tl!be ~s described i:1 Storage and Disposal. 

Tbe successive feeding activity of f1eas on pets frequently elicits a hypersensitivity skin 
disL)rGl![ k..'10\\11 as flea allergy dCml~!titi::i (FAD). Treatment of pets v;ith i\d\'antagelj{~ 
ra~idly kiDs !leas and rCCL!CL'S thL! incic.1::~.:c of this condition. 

,\dv',mlageg: kills 98-100% ofth" existir.g ilea.> on pets within 12 hours. Reinfesting f1eas 
are >:illet: within 2 hours \V'itll p)'(lteclion i~ainst further ilea infestation lasting at least fuur 
(of) \V·ceks. Pre-existing pupae in Ihe ell\ ironment may continue to emerge fur six (6) weeks 
0r longer d;:pending upon the climatic cOr!Jit!ons. 

LaryJ.! rre~ stages in tht.: pet"s surroundii:gs arc killed following contact with an ,\dvantagc'.g, 
tre2tcd pel. 

Adv·amagc·,ID remains efficaciolls fullowiI'g a shampoo trealment, s\\iimming or alier 
exposure to rain or sunlight. 

Momhly treatments arc required for oplima! control and prevention of f1eas. 

If re·treatment becomes necessary earlie, than four weeks, do not re-treat more than '~nec 
weekly. 

J: users'. 1 in dailabo Ispr\FTMOO 25 LJot 5 of 8 
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Reason to Issue: Revised puppy age restriction and add pupae Date: 12flO/97 '-/'.1/ 
statement. Supersedes: 4/15/97 f1 

(Inside Right Panel) 

STORAGE AND DISPOSAL 

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

StOl'age: 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 
container. Wrap container and put in trash. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

Bayer Corporation. Agriculture Diyision, Aninul Health warrants that this material conforms 
to the chemical description on the label. 13A YER CORl'ORA TION MAKES NO OTHER 
EXPRESS OR IivlPLIED WARRANTY, E\CLLiDING Ai\Y OTHER EXPRESS OR 
I'vlPUED \VARR.:\NTY OF FITNESS OR 1vlERClIANTAi3ILITY, and no agent of Bayer 
Corporation is authorized t() do so except in writing with a specific reference to this warmmy. 
Any damages arising from a breach of this warranty shall be iimited to direct damages and 
shall not include consequential commercial damages such as loss of profits or vaiues. etc. 

EPA Est. 11556-DEC-l 

EP .. \ Reg. :\0. 11556-119 

J: users\1 inda\tab:: lspr", FTi'v 10025 f.dor 6 of 8 



Reason to Issue: Revised puppy age restriction and add pupae Date: 12/10/97 
statement. Supersedes: 4/15/97 

(Labe! on Individual Tube) 

Advantage® 

').1 % Imidac!oprid 

1.0 mL 

EPA Reg. No. 11556-119 

) 
\Varning 

Keep Out of Reach of Children 

Read Tlte Entire Label Before Usc 

BAYER 

Lot No. 0000000 

J: users\ lindallaoc!spnf'Trvl0025 f. dot 7 of 8 



Reason to Issue: Revised puppy age restriction and add pupae Datc: 121 I 0/97 4 ~ 
statement. Supcrsedes: 4fl5/97 -'r, 

(Back of l3lister Package) 

BEST AVA I L ABLE. IAAAf:rJ:::. 

) 
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