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I United States ~ Registration OPP Identifier Number 

& EPA Environmental Protection Agency Amendment .') ~ .~. ,... 
, ,- , 

W •• hington, DC 20480 Other -- - ' - -
( 

Application for Pesticide - Section I 
1. Company/Product Number '113-,3 

2. EPA Product Manager S .t. ~ W~ 3. Proposed Classification 

(jEOIUftI& To k ACZo tec-A 

4. Company/Product (~.) PMI ~ 0\"3 
• None o Restricted 

E.~ ",1'0"- It \ "ISEC-1le,~ ~ 'Doc<S 
5. Ntlme and Addr" •• of Applicant (Include ZIP CodeJ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
SCrtt!<ING.-PWOVG.l-\ fhlt ..... At.. He"'"-...... GoRP. (b)li). my product is similar or identical in composition and labeling 

\oq5 t\O IZ.f<..l 5 A"? ...... u6 to: 
NOTIFICAT10N ,-,"'ION, N . .1. 010'2>3 -, l~"5 EPA Reg. No. 

o Check if this is • neW address Product Name APR 28 1998 
Section - II 

0 Amendment - Explain below. 0 Final printed label. in respon.e to 
Agency lener dated 

LJ Resubmission in response to Agencv letter dated 0 ·Me Too· Application. 

• Notification - Explain below. D Other - Explein below. 

Explanation: Use additional page(s) if necessary. (For section I and Section 11.) 

~IE:-= l=o w.- 0 ...., l...:\ c;,. PAG..'" ADD PcJT 
( 

Section - III 
,. Matarial Thia Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

( 

~V' •• ~V" ~ 
V •• 

~-No No 
Pla.tic 

No Gla •• 

CBrtifiCiltion must 
If -Ye.- No. per If ·V •• - No. per Peper 
Unit Packaging wgt. container Package wgt container Other (Specify) • btl submittlld lee. ~~ ~ , , 

3. Locetion of Net Contents Information 4. Sizees) Retpil Cont~ner 5. lOcation of Label Oirectione 

" "" \"-<- ~ Onl.aHl • lebel o Cont.ner . ~,,\ u.""''' " On Lab.ling accompanying product 

e. Menner in Whioh label i. Affixed to Produot ·§rthOgr8Ph • O.h., ,..- I..A(?,t. L IS c:.o.lt.6oA1\,1> J'>.Jt> 1'''': 
Paper PeIUec:t ~eo>'L. PA<¥A.C; G -Co w~ .... 11ie p.",Vouu?; 1'\<>& ~1'Ife1 . Stencri ed . 

Section - IV 
1. Contact Point ICompl.t. it.ms dirflctly bmw for Idflndficetion of individulll to bfl cont8ctfld~ if nflcflssary, to procus this .""Jic.fItion.) 

Nem~ ~ 
1<., lA'", W~F\'""'/t~1ON i!':.we.{l~Ci(JU\-(()/l.1 ~N~U~>,j1' li8phol No. Unclude Are. Code) 

M1 - 24S'-1'14-0 

Certification e. Oate Application 

, ~;~ tho ..... m.n .. I have mad., on ihi. lonn .nd _II .... chm.n ... h .... o .,. ""'. accu, •••• nd compl.t •. Received 

lack w ge that eny knowingly fal •• or misleading .tatement mfly b. puni.h~. by fine or impri.onment or (Stamped I 
bot undar jPplicable lew. . . . . 

1. Signet~ \ ~W~ 
3. Title 

S"'...,\o(<. K'€:c.vLA~r-1 ~tJSI.lUA.J-r ~ 

( 

4. Typed Nam. 6. Oat. 
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EPA FORM 8570-1 
SECTION - II 
Explanation: 

'. SPAH 4/98 ADDPEST /NOTIF 
Page 8 of 17 

This is a notification of the addition of a claim for the control of the dog louse 
[Trichodectes canis) to the label of EXspot® Insecticide for Dogs, as per PR-Notice 95-
2, 

"This notification is consistent with the provIsions of PR Notice 95-2 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling 
or confidential statement of formula for this product, I understand that it is a violation 
of 18 U.S.C. § 1001 to wilfully make any false statement to EPA. I further understand 
that if this notification is not consistent with the terms of PR Notice 95-2 and 40 CFR 
152.46, this product may be in violation of FIFRA and I may be subject to enforcement 
action and penalties under § § 12 and 14 of FIFRA." 
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REAO ENTIRE LABEL BEFORE EACH USE. 
USE ONLY ON DOGS. 

DIRECnON$ FOR USE 
It I, • vlol8110n of FKla," Law to un this product In a mnnnor 
Incontlltanl wUh II. I,ballng, DO NOT USE ON CATS. Mily ho 10)(1(; II 
applied 10 or Ingested by cats. Do nol use thiS product ~ or 011 eleelrlCal 
equipment due 10 the possibility 01 shock halard. Oefendlll EXspot"1IJ 
InsectICide for Oogs may be used on PUPpies as y0ung as" weBks 01 age 

!kial' 

HOW TO APPLY 
Hold card in upright pOllUon. Point tip 01 tub" cap LJp and away Irom u .. r', faea and body. then cui along dotted line 
In .... rt card OYer aog and U.8 point 01 card 10 part the hair 01 dog. Squeezeth. tU'Dfl. lirmly to a.pp1y all oflhe solullon 
10 the dog's sKin. Wrap container and put in trash. ~ 
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\ \\ Dosage for Dogs Weighing 
'\ \ 33 Pound. or Less: 

Oo.age for Dogs Weighing 

\ \ Apply 1 (one) cc of Defeoof' EXspol~ 
\. Insecticide sohAloo to the skin ot the 
\' dog's baCK between the shoulder 

Mora than 33 Pound,: 
Apply 1 (one) cc of Oelend® EXspot~ InseclIcKje 
solutiooto the skin of the dog's back belween Ihe 
shoulder blades and apply 1 (one) cc QI Oelencl® 
EXspol® Insecllcide SQlullon 10 the SKin 01 the dog's 
back direc!!y If) Ironl 01 1M base 01 the lail 

\. \ blades, 
\ \ 

\ 
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If yw ~ 2n'I aD:Iticra' qJeS!OlS, 
Iiule 1-&lJ-1lC-flEA up Schering-Plough Animal Health 

Schering-Plough Animal Health Corp 
Copynght 10 1998, Schering-Plough 

cr l-.K0-842-3532, 

\, 

\ 
\, 

Anu1'lal Health Corp .. Union, NJ 07083 
All nghls reserved 00000000 Rev 0/00 

II( 
111111111111111111l1li11111 

FPO tor UPC 100'% 
N 1" ""'''_11''.'.11 •• '11 
3 0061-5033-01 x 

KILLS t. REPELS-
-U S Patent No_ 5,236,954 

t. other Palent Pending 
EPA Reg, No 773,73 

fl'lIfsl No 617HA·' 

'-' 

ii 

V 
Contains: Two 1 cc Applicators .. 

roR USE ON DOGS AND PUI'I'IES 
KILLS AND REPELS-

Kills and Repels Fleas up to.4 Weeks 
Kills and Repels Dee" Ticks (Ixodes sca'pularls) 

Vector of LYME DISEASE up 10 4 Weeks 
Kills clnd R~els Mosquitoes 

Aids In Prevention of ood feedfng by Mosquitoes 
(Vector of "FAR ORM) up to 4 Weeks 

Kills and lie pels Dog Lice 
(Trichodectes canis) for up to 4 Weeks 

Kills and Repels Brown Dog Ticks 
(Rhipicephalus sangulneus) up fo 4 Weeks 

Kills and Repels American O.og Ticks 
(Dermacentor varlablllsl for 2 to 3 Weeks 

. Kills and Repels Lone Star TIcks 
(Amblyomma americana) fOf 1 to 3 Weeks 

Contains; Two-I cc Applicators 
Active Ingredients 
Permethrin: (3·phenoxyphenyl) melhyl (:l)'cis, trans-3-12, 2·(lichIoIO· 
elhenyl)·2,2-<1imelhyqtlo!:uopanecarboxylale· &5Y. 
Inert Ingredients 35% 

Total lClO". wl.lwt 
·CIS.1Ians rallO' Max 55'1'. (:1:) CIS a'ld rr-n, 45'1'.1:1:) Irans 

Km OUi OF REACH OF CHILDREN I 
SEE INSlDE~~~!!&~DDITIONAJ.1 

PRECAUTIONARY STATEPII~NTS ' 

0061-5033-01 
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STORAGE AND DISPOSAL 
00 not oont&mInalt; waw, food or IHd by 1Iora~ or.diIpoML 
StOf."': Stolt kl cool, dry pl..::,. Protect from IrMU1g. ,..Uclct. DlspoI.I: Securely wrap OIlglna' container In 
HV,ra1 "'yt,. 01 newtpaper and dl&card In trash, Contal ...... Of.po .. t: Do not feu.e ampty container. Wrap 
container and put/n lruh. 

I 
C.~ EXtpo~ inHcUcIde II an ,fIect/ve and Hly to UN PfOducI, Otlend EXapoilnsecUc:lde demoNllrlllal 
greazar v..n $2% control of lie .. within 3 daY' of application. AI with all flea and tick 00011"01 products, Defend 
EXspot 1nHdIcId, IhouId be uAd .. par1 of • control program aimed at rttduclng lie. popUlations In the dog'. 
environment (bedding, carpala, "'nnat, y.rd). Consult your veterinarian or entomologist lor program 
I~ ~I appnc./Jon. may be ~ .. n.c.1Nf)\ but do nol /lppIy alinl.n'M /011 IIlan 7 day" 
DO NOT USE ON CATS. 

NonCE OF WARRANTY 
SCHEAING-PLOUGH ANIMAL HEALTH CORP. MAKES NO WARRANTY OF MERCHANTABILITY, FITNESS 
FOR ANY PARTICULAR PURPOse, OR OTHERWISE. EXPRESSED OR IMPLIED CONCERNING THIS 
PRODUCT OR ITS uses WHICH EXTEND BEYOND THE use OF THE PRODUCT UNDER NORMAL 
CONDITIONS IN ACCORD WJTH THE STATEMENTS MADE ON THIS LAElEL 

EMERGENCY: ConlaQl Rocky Mountain PoI.on Cenl.r (303) 595·"669. 

l\.\ 

~,"""~"3H 
" J.nO 
\ 
\ ' 
\ -
\\ 

\ 
\ 
'. 
\, 

\, 

\\" 

'r.::l" 
' ..... 

, 
, I 

...... I 
f 

/ 
:' 

! 
! 

! 
I 

I 

/ 
! 

I 

/1 

'-" 

,./ 

// 

/ 
1/ 

, 
I 

I 
:' 

'-" 
.. 

/'.*-_._---*----_. 

\\ 

,/ 
:" 

/,/ 
I 

:' , 
:' 

/' 

~ 

, 

• 

\, 

".::I!r ' ...... 

.~ 

. ..-
~--. . 'x 

, .". -, :1 

" : ~ 
, 

\, 
\, 

DO NOT USE ON CATS 

• 

PRECAunONARY STATEMENTS 
HAZARDS TO HUMANS AND OOMESnC ANIMALS 

\ 
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HERE .. \, ,'. 

CAUllON . 
Harmlul U Iwallowed or ataorbed thtough 1M tkIn. CauIu mod.rat.~. IrritaUon. A ... old conlacl with akin, .)'n 
Of clothing. Wuh thoroughly wIth toap and wa* .~ ~g. DO NOT USE ON CATS, C.~ which activ.1y 
groom or .noog. 10 CiciO phytlcaJ con\act with ftcenUy lI.ated doo. may be at rlak olt(»(10 .xpolur •. Con.ult I 
v.torlnarlAn bolOf. Vllog IhI. product on deb/Utal",. ao«l, ~T, madlcat.d, or nur.lng anlmll •. Con'u!! with 
I .... t.rlnarlan belor. u.lng On dogl with known organ dyafunctlon, S.n.ltlvlUe. may occur ah.r '1Jslfll1 ANY 
... """ rl'OdUCllor p.'I. 11 IIgn. of aeneItfvfIy occur, b.the)'OU( ~t with mUd lOIiP and rin.e With large IImounls 
01 wal.r,1 .Ignl continue, con.ull • vet.rlnarlan Invnedialely, 

STATEMENT OF PRACTlCAL TREATMENT 
If SWIUowad; Call 8 ph)'slcllil or Polaoo Control Center, Drink 1 or 2 glauel 01 w~l(jr ancllnduc8 ... omillng by 
touching back 01 throat with lloger or, II available, by admlnlatnl1ion 01 Iyrup 01 Ipecac. DO NOT INDUCE 
VOMITING OR GIVE ANYTHING BY MOUTH TO ANy UNCONSCIOUS PERSON. If On Skin: Ramo ... e 
contaminated clothing Ind wISh with plenty 01 aoap and wal.r. Call a physician iI Iffitation persl&ls. II In Eyel: 
Flush .y.s with plenty 01 water, CallI physician IIlrrltallon ~ralat •. Advar" R .. cllon.: Soma animal, mil)' b, 
•• nlltlv. 10 lourad).nI. In (hJ. ptoducL A&J>tmed n.elloM In dog. have /ncludad Iiklo 1i60liilivity. IncrUllsea' 
ilchinels, rednesl, rash, haIr discoloration or hair IoN at \he appilcalJon silo may ocCur, 0095 moy also "ho .... 
lethargy. Obler .... the dog tolltIWlng Ireallnenl, II aenalllvily to o.~ EXspoll!l Instlcllcldo For Dogs occurs. 
discontinue us. and bathe the dog. Seek Velerlnary advice. 

ENVIRONMENTAL HAZARDS 
Th._product1, extremoly tOAlc to tish. Do not Idd directly to wltar. Do not contaminole .... alor by cleanIng of 
.QulpmlNlt or disposal 01 eqUipment ..... 5hwat.l1I. 

PHYSICAL OR CHEMICAL HAZARDS 
00 not us. or II10ro nOaf heal or open llame. 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 
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