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Mr.Joseph E. Dyer 
coopers Animal Health, Inc. 
1201 Douglas Avenue 
Kansas City, MO 66103-1438 

Dear Mr. Dyer: 
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Subject: Submission of Target Animal Safety Data and Label 
Revision 

EXspot- for Dogs 
EPA Registra~ion No. 59-231 
Your Application Dated July 15 1991 and 
Your Notification Dated February 27, 1992 

The amendment referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act, as amended, is acceptable provided that you make 
the labeling changes indicated below prior to release for shipment 
of product bearing the amended labeling. 

1. The proposed language for the Statement of Practical 
Treatment should be revised as follows: 

Adverse Reactions: 80 •• ani •• ls •• y be s.nsitiv. to 
ingredients in tbis product. Reported reaction in dogs 
has been skin sensitivity. Dogs may show lethargy, 
increased pruritus, erythema, rash and hair loss at the 
application site. Dogs sbould be observed following 
tr •• ta.nt. If sensitivity to EXspot- insecticide occurs, 
discontinue use and bathe the dog. Seek veterinary 
Advice. 

2. The safety data referred to above, submitted in 
connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, 
was also reviewed and found acceptable in support of the 
deletion of the claim "Do Dot u.. nn dog. 1... tban • 
• ontb. of ag •• " Enclosed is a cop.! of the Toxicology 
Branch review for your records • 
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This letter is also is to notify that: 

a) The }o'ebruary 27 , 1992 label revisions do not qualify as a 
Notification. According to PR Notice 88-6, any revisions of label 
language consistent with 40 CFR Part 156, ~hich involves no change 
in the ingredients statement, precautionary statements or 
directions of use are considered a notification. Since you are 
changing precautionary statements, you should have submitted the 
revisions as a section 3 amendment. 

b) Becau,;e of the available data hase on permethrin and the fact 
that the results of the domestic animal safety study did not show 
adverse effects. The Agency is classifying the study as 
acceptable. However in the future such a study will be classified 
as supplemental rather than acceptable because of the deficiencies 
noted in the conduct and reporting of the study. Refer to page 3 
of the Toxicology Branch review for identification of these 
deficiencies. 

Submit five copies of your final printed labeling before you 
release the product for shipment. A stamped copy of the labeling 
is enclosed for your records. 

Enclosure 

sincerely yours, 

George T. LaRocca 
Product Mana fer 13 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 
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Contains: Two lee Applicators 

INSEGICIDE FOR DOGS 
Kills & Repels Fleas up to 4 \\\>eks 

Kills & Repels Deer Ticks (Ixodes dammini) 
~or of LYME DISEASE up to 4 \\;>eks 

Kills & Repels Brown Dog licks 
(Rhipicephalus sanguineus) up to 4 \\\>eks 

Kills & Repels American Dog r I(ks 
(Dermacentor variabilis) for 2 10 ) ~ks 

Contains: Two Icc Applicatol"i 

IEEP OUT OF R!ACII Of CltlUJREN 
CAUTION . 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

CAUTION 
Harmful it s allowed Of absotbed through skirt Causes modefaIe .. irritaIion. 
_ a>nIact with skin. _ or cIoIhing. Wash thoroughly _ soap and water aller handling. 

DO NOr USE ON CAYS. cats which odNoty groom or engage in close phjsicaI cor1IacI with 
recently trealed do!JS may be .. risk d Dc;': exposure. 

STATFMENT OF PRACTICAL TREAT10IIENT 
"S_. Calla pt.,.;c;an orAlioonCcndCenler. or .... 1 or 2 glassesol_ and induce wrniting 
by touching back d _ with '"- or. ~ _. by adrnini--.g syrup 01 ipecac. Do noc 
Induce vom::ing 01 give anything by mouth to an unconscious person. It On Skin; RefllOWJ 
contaminated clothing and wash wrth plenty of soap and walef. " In Eyes: Rush .s with ~ of 
waler. Call a phySician if irritatio)n persists. Adverse ReKtions: An uncommon but reported readion 
In dogs l.as been skin sensitivity. Dogs may show lethargy. increased pruritus. erythema. rash and hair 
loss alttle application site. If sensilNiIy to EXspot .... sedickte occurs., disconc6nue use and bathe the I 
dog. 5eek Yeterinary advice. 

ENVIRONMENTAL HAZARDS 
ThiS product is toxic 10 fish 00 n'"lt add directly 10 water. Do not contaminate by diSPOSing of 
equ!pI'Tlent washwaters. 

STORAGE AND DISPOSAL 
Do noc concamlnate waler. lood or feed by slofage or disposal. 

Storage: SlOfe in a cool, dry place. Festiclde ( "spoul: Securely wrap OI'tglnal container in several 
layers of newspaper and discard in trash. Container Disposal: 00 001 reuse empty cont&ner. Wrap 
conlainer and pul WI trash. 

EXspot insectlCtde IS an etlectl~ and easy 10 use produd EX.spoc insectICide demonstrates greater 
than 95~ control of fteasWithin 3 days of appiK:.a11On. As wIth al ftea and tick control produds, EXspot 
Insecticide should be used as par'l 01 a concrol program awned at reduc:lng flea populahons in the dog's 
environment (bed<Mg. carpetS., kennel, yard). Consult your veterinanan or entOl'T1(ltogist for program 
recommendatIOnS. It necessary, repeac applications may be made, but 00 not apply al Intervals tess 
than 7 days 00 not use on dogs less Ihan G months of age. 
DO NOT USE ON CATS. 

. NOTICE Co" WARRANTY 
COOPERS ANIMAL HEALTH. INC. MAK[S NO V'''RRANTV OF MERCHANTABILITY, FITNESS FOR ANY 
PAmlCUlAR PliRPOSE. OR OTHERWISE. EXPRESSED OR IUPUED CONCERNING THIS PAOOUCT 
OP ITS USES WHICH EXTEND BE>QND THE USE OF THE PROIl\JCT UNDER NORMAL CONDITIONS 
IN JCCORD WITH THE STATEMENTS MADE ON THIS VoBEL. 
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DIRECTIONS fOR USC 
It IS a vlOla~lon of Federal Law to use lIus proctllCI In a 
manner InconSistent with ils labelmg. Aeac: entire label 
complelely b"lore using. DO NOT USE ON CATS. May 
be toxIC if applied to or Ingested J calS. 00 not usc thiS 
product in or on electrical l:quipmen! due to the 
possibility of shock hazard. 

HOW TO APPLY: 
Hold card In uPflght position, cap pomtlng up and cut along dotted line Invert card OYer dog 
and use pomt of card 10 part the hair of dog Squeeze the tube firmly to applv all of the 

."'~ ~~~.'-'"""~ f f 
.~~..I).~ 

Dosage '0< Dogs Weighing 
Less Than 33 pounds: 

Apply 1 (one) Cc of EXsrot insec­
ticide solution to dog's back 

between the shoulder blades. 

Dosage lor Dogs Weighing 
More Than 33 pounds: 

Applf 1 (one) cc of EXspoI 
insecticide solUlion to dog's 
back between the shoulder 
blades and apply 1 (one) c<: of 
EXspoc insecticide soIUlion to 
the dog's back directly aboYe 
the tail head area. 
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