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U.5. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number: Date of Issuance:
Office of Pesticide Programs v

SO ST Registration Division (H7505C) 11556-135 | S£P 30 2000
7 A" 1‘% 1200 Pennsylvania Avenue, NW
a M “ Washington, D.C. 20480

-

%

“‘4-,4( an£0\5 Term of Issuance: Conditional

NOTICE OF PESTICIDE:

_X_Registration

Name of Pesticide Product:

__Reregistration
K9 Advantix™ 55

{under FIFRA, as amended!

Name and Address of Registrant {include ZIP Code):

Bayer Corporation

Agriculture Division, Animal Health
P.O. Box 390

Shawnee Mission, KS 66201-0390

Note: Chariges in [abeling differing in substance from that accepted in connection with this registration muét be submitted to.and accepted by the
Registration Division prior to use of the label in commerce. In any correspondence on this praduct always ‘refer;iﬁ the above EPA registration number.

On the basis of information furnished by the regisirant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide,
Fungicide and Rodenticide Act. Registration is in no way to be construed as an endorsement or recommandation of this product by the Agency. In
order to protect health and the environment, the Administrater, on his motion, may at any time suspend or cancel the registration of a pesticide in
accordance with the Act. The acceptance of any name in cennection with the registration of a product under this Act is not te be construed as giving the
registrant a right 1o exclusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA sec. 3(c}(7)(A),
provided that you:

1. Submit and/or cite all data required for registration/reregistration of your product
under FIFRA sec. 3(c)(5) when the Agency requires all registrants of simitar products
to submit such data; and submit acceptable responses required for reregistration of
you product under FIFRA section 4.

2. Since you have agreed to generate/participate in the generation of data to address
secondary permethrin incidents in cats exposed to treated dogs and to make additional
label changes if necessary.

3. Make the following label changes:

a. We still consider the reference to a reduction in incidence of FAD an implied drug
claim. However, we will allow the statement “Kills fleas which may cause flea
allergy dermatitis (FAD).” Therefore, please replace the current paragraph with
this statement.

a

Signature of Approving Official: Date:
SEp 30 e

George T. LaRocca (™

EPA Form 8570.6 U
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b. Either delete the retreatment instructions indicating not to retreat more than once per week
or revise it to indicate that if retreatment is necessary, do not retreat more than once every
three weeks.

Please refer to the A-79 enclosure for a further description of final printed labeling. 1fthese
conditions are not complied with, the registration will be subject to cancellation in accordance with
FIFRA section 6(e). Your release for shipment of the product bearing amended labeling
constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your
records. If you have any questions regarding this action, please contact Dr. William Sproat of my
team at (703) 308-8587.

ge T. LaRocca

Product Manager 13
Insecticide Branch
Registration Division (7505C)

Enclosure
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K
ADVAlgTIX“‘ 100

Topical prevention and treatment of ticks, fleas and mosquitoes
for monthly use on dogs and puppies 7 weeks of age and older, weighing cver 55 Ihs.

Read The Enlive Labei Before Each Use
DO NOT USE ON CATS

Sar the Provestien and Treatwest of Tichs. Fleas and Mosquitoes oa Dogs

» Awalisble only twough Scensed practicing veterinarians

= Repels and kills ticks including Deer ticks (wedtor of Eyme disease), American dog ticks (vector of Rocky Mountain spotted
fever), Brown dog ticks {vector of ehriichiosis), and Lone Star ficks for op o four weeks
* Kiils 99-100% of the fleas on dogs within 12 hours and confinues to prevent infestations for at Jeast four weeks

« Kl e before they lay egrs

« Larval flen stages in the dog’s surmoundings are iifled foflowing contact with a K9 Advantia™ treated dog

» Repels and kills moscuitoes for up to four weeks
-uﬁsmmmmwim

“eis/rans rulio; Max 55% (2} cis and e 45% (1) trans

KEEP OUT OF REACH OF CHILDREN

Couses ey imiiation. Haswiad ¥ Swallowed. Do not get in eyes or on
dibhing, Avoid contnct wilh skin. Wash hancis Thoroughly with s0ap and

Directions for Use

R s avidkalion of Federal Law o wse this produd in 2 maeney sconsstent
with its. labeling. Do not contaninate fred or food.

Now ts Apply

£. Use only on dogs. DO NOT USE ON CATS or on othey animals.

2. Rewwove applicaior e from the package.

Ny

R
Ay A

3. Hokd applicatos kave in a0 upright posilion. Ml cag off whe.

4, Tust) the cap anound and place oy end of cap bk on lube.

5. Twitt cap o break seal, then remove cap from e

6. The dog shoukd be sianding for easy applicaiicn. The enlire contents
of e X5 Advariin™ lnder il e applen evendy by lwer: or four pots
o v g of e nach Srvum e shoulder 10 the busie of the Gl Al each
spol, pint e hair unkll e skin i vishie. Pace e tip of the ke on
e shin aml genllly squeent 1o tnpel & postion of the solion on the
skin Do sl apply an exessive avwoun of salinn 2 amy one spot that
could cawse some o1 Bwe SOl W run off the side of the dog.

ﬂiﬂvbﬂimuhmmmmmhw
Do not cantaminste waler produd or

Hove e provduct conbainer or fabel with you when calling 2 poisan
comteol canley or dior, oF going for reslment.

i in oyac: Hokd eye 0pen and rinse dowly and gently with woler for
1520 minsdes. esaove contact lenses, i present, alier the fst 5 mn-
wies, lhan conlisee rinsing eye- Call 2 poison comirol cenler or docior for
aant advice.

¥ sumiismad: €l poison coeirol conter of docky immediately kv eat-
et nulvice. Have pevson sip 8 ghass of water il able i swallow. Do wot
inaluce vomiting wnliss told 10 do 30 by the poison condrol cenler of
dodir. Do nel e amyling by mouth 10 20 SnNCORSCIOM person.

¥ oo shin or dathing: Toke off contaminated dothing. Rinse skin
immedistaly with planty of wales for 15-20 minutes. Call 2 poison
contvel camies or Secior v resbment advice:

- 431!

,;3

I
Do not et 13 product it ;
yaur dog's eyed or mputh.

7 mmmnhnhdnmmm

The successie feeding acivity of Seas on dogs wasy eficil a hypersens:-
Wity skin disorder knowst 2 Rea allergy dermalitis FAD). Treabment ol
dogs with X9 Advantix™ rapicly kil fiess and may reduce the incidenor
of this. condltion.

K9 Advantie™ kil 98 -100% of the existing fless on dogs within 12 howrs.
Reinlesiing fless ave killed wilhin 2 hows with proleciion agains! further
fen imlestalion lnsting 2 Jeust lour (1) wesks. Pre-cailing pupac in the
omEctment may confinue 1o emerge for sin (6) weeks or longer
depending upon the cimatic Condilioes.

Laswal Flew stages in the doy’s survoundings are killd fpliowing contadt
willh 3 K9 Aduantin™ trested dog.

K9 Advania™ remais eficacous following 2 shampoo ireaiment,
Swiswaing or sher exposure ¥ rain of munlight.

Monihly irestments are requited for oplimal conleol ad prevention of
Beas and tidks.

H re-irestmert becomes necessary, do nol re-irest more I n onc.
every week.

To Playsiolan: Voot the pisient symplormakically. Storage und Disposal
Do mol conkamingte wales, food or leed by siorage o disposal
Storage: Siore in 2 cool, dry place. Proded from feezing.
Pestichie Blapacal: N ampty: [ not reuse Nhis container. Place i i s,
::Ih:'ﬂ:[‘ . Incal sali! nase 1-800-255-6826 for
enulinchered Corparation, your IPEACY O
mmﬂm BM@ disposal mslrucions. Never place unerced producl down any indoor of
Shamnne Mimiow, Kantas 66201 USA T ouldoos drain.
Useliod Wasranty snd Limitation of Damages

Sayer Gorpavalion, Agritisae Diision, Aimat Health warrants that this matevial condérs to. the chemical
w-uumcmmmmmmmmww
SOCLERING ANY OTHER DIMRESS O BAFUED WARRANTY OF FITNESS OR MERCHANTABILITY, and no agent
dwmkmuhwmﬂnmm.m&muum Mory o0n/8000, B¢
wﬂ;m.mdmmuhmmmmuuum.um BPA sl 11 556-DEV-1

seqmeniial commmercial demmages such & loss of prodils or values, e,

EPA g Ne. 1155154

4o
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ADV}\<12 TEX"

Topical prevention and treatment
ot ticks, fleas and mosquitoes

for monthly use on dogs and puppies
7 weeks of age and older,
weighing over 55 Ibs.

DO NOT USE ON CATS

Bayer (b

Foil Pouch-print area
90 mm X 170 mm
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100
ADVANTEX"

8.8% imidacloprid
44 0% permethrin
40 mlL

EPA Reg. No.11556-134
WARNING

Keep out of -
reach of children

DO NOT USE ON CATS

Read The Entire L.abe)
ore Use

Tube color is warm grey 3
Tube cap is warm grey 5
Type pms 653



This die is for the large tubes  4-packs
74 mm x 140 mm

00000000, 0541, RO

ADV X100

8.0% imidacioprid/44.0% permethrin
Fw;t:ﬂmemdopandp&wis?mdsdage
and weighing over 55 bs.

Bayer B
A

four - 40mL 00000000, 0541, R.0

ADVARITIX"0

8.0% imidacioprid/44.0% permethrin

For extemnal use on dogs and puppies 7 weeks of age
and older weighing over 55 bs,

Bayer

SN

00000000, 0541, R.0

o -~

8.09% imidiacioprid/44.0% permethrin
Fﬂﬁduﬂemdogsmhpuppieﬂmdudage
and weighing oves 55 bbs.

Bayer &3
E ]

DO NOT USE ON CATS
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Use these calendar stickers
to remind you when your dog is due
for its next monthly application of

K9
ADVANTIX'

KO B Ko
ADVANTIX B ADVANTIX

ADVANTIX M ADVANTIX

ADVANTIX H ADVA TIX
DO NOT USE ON CATS DO NOT USE ON CATS

Name: . Name:

e,



