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Registration
| Amendment
vy | Other

OPP Idantitier Number

217866

Application for Pesticide - Section |

1. Company/Product Number

2. EPA Product Manager

3, Proposed Classification

77323 George LaBocea X |None (wj Restricted
4. Company/Product (Narne) PM#
_Exsgpot for Dogs 13

5. Name and Address of Applicant finclude ZIP Codel
Mallionckrodt Veterinary, Inc.
421 East Hawley Street
Mundelein,

I, 60060

Check if this is a8 new gddress

10!

Product

EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3{cH3}
{b}i}, my product is simitar or identical in compaosition and labeling

Name

Section - H

[ I Amendment - Explain below.,
1 } Resubmission in response to Agency letter dated

[ﬂ Notification - Explain below.

5
[]

Final printed labels in repsonse to
Agency letter dated

"Ma Too” Application.

Qther - Explain bajow,

Explanation: Use sdditional page(s) if necossary.
ance with PR Notlice 95

-2 Sections 11A(4) and 11A(5).
the provisions of PR Notice 95-2 and EPA regulations at 40CFR 152.46,
fbecn made to the labeling or confidentisl statement of formula of this product,
it is a violation of 18 U.S8.C.

(For section | and Section 11}

S5ec.

is

1001 to willfully make any false statement to EPA.
punderstand that 4f this netification is not consistent with the terms of PR Notice 95-2 and 40CH

consistent
#and no other changes have

Changes to label and packaging in accord-
This notification

with the

I understand tj

I furthd

!“1 ” Fsterial This

152 .46 this product may be in viclation ﬁfSecuon - Bl FIFRA and may be subject to enforcement

roduct Will Be Packaged ln:

e UL ADTLS J.A

dL!U LS Dl I‘LL‘NL.

Child-Resistant Packaging

Unit Packaging

Watar Soluble Packaging

2, Type of Container

Yeas Yas Yes “:m" Moetal
i""‘] H ‘ """ } Plastic
Na No - No Glass
. . If "Yeas" No. per If "Yos™ No, pet X __| Papar
* Certification must | Unit Packaging wgt. container | Package wagt containet Other (Specify)
be submitted
1_ml 6 1
3. Location of Not Contents Information 4, Size(s) Retail Container 8, Location of Label Directions
[..._! Label rﬁ] Container 6 x 1lml EE
6. Manner in Which Label is Affixed to Product R Iﬁathograiphd D Other
apet gilta
Stgnc: ad

Section - IV
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1. Contact Point {Completa items directly below for idantification of individisal to be contacted, if necessary, to process this app?ia?r.r.’ss'r.}

Name

Tain Weatherston,

Ph.D.

Title

$r. Reg. Affairs Specialist

Telephone No. {Include Aress Ceds;
708 970~ 4530 . : ‘

1 certify that

Certification

statements | have made en this form and all attachments thereto are true, sccurats and complste.

ge that any knowlingily false or misleading statement may be punishable by fine or imprisonment or
both undér appli abla law,

2 a:gnatura
\{gm\kj“

T’tle QL““MM‘ ktj[a% %WV

4. Typad Name

Tain weatherston

S. Date

November 29,

1995

[ N 1"1 ¥ =t d
6, Dgt.q,epp{ication fee

fLsceived car et
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Contains: Tv.¢ ete‘Applicatofs

EXspot’ ‘"INSECI' ICIDE FOR‘ QOGS

OR USE ON DOGS AND PUPPIES ™
KILLS AND REPELS*
LLS AND REPEL!
Kills and Repels Fleas up te 4 Weeks
Repels Fleas up t

Kills and Repels Deer Ticks (Modes dammini
Vector of LYME DISEASE up to 4 Weeks
2Rk Up

Kills & Repels Mosquitoes
Aids in Prevention of Blood Feeding by Mosquitoes
(Vector of HEARTWORM) up te 3 Weeks
Kills & Repels Brown Dog Ticks
(Rhipicephalus sanguineus} 5} Up to 4 Weels
Kills & Repels American I Dog Ticks
(Dermacentor \;ar:ab:hb) for 2 to 3 Weeks

Contains: Two Tcc App! Applicators
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION

Harmmful if swallowed or absorbed through the skin, Causes moderate sye irrilation, Avoid contact with skin,
ayas or clothing. Wash thoroughly with soap and watsr after handling, D0 NGT USE ON CATS. Cats which actively
groom or engage in close physical contact with recently treated dogs may be at risk of toxic exposure. Do not
56 on Sick or debilitated doga. Consult with a velerinarian before using ori dogs with kndwn organ dystunction.
STATEMENT OF PRACTICAL TREATMENT
If Swallowed: Gzl a physician or Poison Control Center, Drink 1 or 2 glasses of water and induce vomiting by
touching back of throat with finger o, if available, by administration of syrup of ipecac. DO NOT INDUCE
VOMITING OR GIVE ANYTHING BY MOUTH TO AN UNCONSCIOUS PERSON. If On Skin: Remove
contarminated clothing and wash with plefity of soap and water. Call 2 physician if itritation persists. i In Eyes:
Flush eyes with plenty of water. Call a physicianititritation persists, Adverse Reactions: Some antmals may
be gensitive to ingredients in this product. Reparted reactions in dogs have included skin sensitivity,
Increased ftohiness, redness, rash, kair discoloration or hair loss at the application site may occur Dogs may
also show lathargy. Obsarve the dog toliowing treatment, if sensitivity to Defend® EXspot® For Dogs oocins,
dis¢antinug use and bathe the dog, Seek Velerinary advice.
ENVIRONMENTAL HAZARDS

This product is extremely toxic to fish. Dy not add directly (o water, Do not contarrunate water by cleaning of
eguipment or disposal of equipment washwaters. .

[ KEEP OUT.OF REACH OF EHILDHEN'i




Crenrge [aRoven

< Attechment 2

Pro 1IN

DIRECTIONS FOR USE

HOW TO APPLY;

"

Dosage for s Weighing ' Dosage for Dogs Weighing
Less Tha 33 pounds: " "More Than 32 pounds:
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STORAGE AND DISPOSAL
Do not contariinate water, food ar fesd by storage or disposal.
Sterage: Store in coal, dry place, Protect from freezing, Pesticide Disposal; Securely wrap original
container in several layers of newspaper and discard in irash. Container Dispozai: Do notreuse empty
containet. Wrap comtainer and put in trash,
Detend® EXspot® nsecticide is an effective and easy 1o use product, Defend® EXspot® insecticide
demorstrates greater than 22% cantrol of figas within 3 days of application. As with aft flea and tick contral
products, Detend® EXsput?® insecticide should be used as part of a cantrol program aimed at reducing
flea population: in the dug's environment (bedding, carpets, kennel, yard). Consuit your veterinatian
or gntomelagist for program recommendations. Repeal applications may be made as necessary, but
do nat apaly al intervals less than 7 days, DO NOT USE ON CATS.
NOTICE OF WARRANTY
COOPERS ANIMAL HEALTH INC. MAKES NO WARRANTY OF MERCHANTABILITY, FITNESS FOR ANY
PARTICLHLAR PURPOSE, OR OTHERWISE, EXPRESSED OR IMPLIED CONCERNING THIS PRODUCT
DR ITS USES WHICH EXTEND BEYCOHMD THE USE OF TRE PRODUCT UNDER NCAMAL CONDITIONS
W ACCORD WITH THE STATEMEMNTS MADE OM THIS LABEL,
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FOR USE ON DOGS AND PUPPIES
KILLS & REPELS TICKS

KILLS & REPELS”
Deer Ticks
(ixodes scapuiaris) Vector of LYME DISEASE up fo 4 Weeks

Brown Dog Ticks
(Rhipicephalus sanguineus) up to 4 Weeks

American Dog Ticks
(Permacentor variabilis) for 2 to 3 Weeks

Also Kills & Repels Fleas & Mosquitoes up to 4 Weeks
b
Sold Only Through Veterinary Clinics

Active ingredients

Permethrin: (3-phenoxyphenyl) methy! (:t} cis, trans-3- (2 2- dichioroethenyf)

-2,2-dimethylcyclopropanecarbioxylate™.. .
inert Ingredients

*U.8. Patent No. 4,020,181 + other patent pending
**cisfirans ratio: Max 55% (z) cis and min. 45% () trans
Net Contents: Six 1 cc Applicators

KEEP OUT OF REACH CF CHILDHEN
CAUTION

Total

.. 65%

. a5

..........................................................................................

SEE INSIDE PANELS FOR ADDITIONAL PRECAUTIONARY STATEMENTS -

{MV1 logo)
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~ 100% wi.Awt,



1

e B AN BT T R e M L L S A AN T T e e s N b L s AT

CCeospe daltac Prof el Page 13

S continut

INSIDE PANELS

DIRECTIONS FOR USE

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

Head entire iabel completely before using. DO NOT USE ON CATS. May be toxic i
applied to or ingested by cats. Do not use this product in or on electrical equipment
due to the possibility of shock hazard. Defend® ProTICall™ for Dogs may be used on
puppies as young as 4 weeks of age.

HOW TO APPLY

Separate 1 cc ampule along perforations. Hold ampute in upright position. Foint tip of -
tube cap up and away from user's face and body, then cut along dofted line. Invert
ampule over dog. Part the hair of the dog. Squeeze the tube firmly to apply all of the
solution to the dog’s skin. Wrap container and put in trash.

Dosage for Dogs Weighing Less Than 33 Pounds
Appty 1 {one) cc of Defend ProTiCall insecticide solution to the skin of the dog’s back
between the shoulder blades.

3
Dosage for Bogs Weighing More Than 33 Pounds
Apply 1 (one) cc of Defend ProTICall insecticide solution o the skm of the dog’s back
between the shouider blades and apply 1 cc (one) of Defend ProTICall insecticide
solution to the skin of the dog’s back directly in front of the base of the tail.

ror More Information, Calt 1-800-TIC-FLEA
Lift Here for More Information

PRECALUTICONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS \ ..
CAUTION AARLEE
Harmful if swallowed or absorbed through the skin. Causes moderate eye :mtgtmn
Avoid contact with skin, eyes or clothing. Wash thoroughly with soap and watef after
handling. DO NOT USE ON CATS. Cats which actively groom or engage in closé
physical contact with recently treated dogs may be at risk of toxic exposure. Dd ngt ! e
use on sick or debilitated dogs. Consult with a veterinarian before using on dogs mth ve’
known organ dysfunction. . R

L

-
-

T

STATEMENT OF PRACTICAL TREATMENT
if Swallowed: Call a physician or Poison Control Center. Drink 1 or 2 glasses ot warer
and induce vomiting by touching back of throat with finger or, if available, by
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administration of syrup of ipecac. DO NOT INDUCE VOMITING OR GIVE ANYTHING
BY MOUTH TO AN UNCONSCIOUS PERSCN. It on Skin: Remove contaminated
clothing and wash with plenty of soap and water. Call a physician if irritation persists.
If in Eyes: Flush eyes with plenty of water. Call a physician if irritation persists.
Adverse Reactions: Some animals may be sensitive to ingredients in this product.
Reported reactions in dogs have included skin sensitivity. Increased itchiness,
redness, rash, hair discoloration or hair loss at the application site may cccur. Dogs
may also show lethargy. Observe the dog following treatment, if sensitivity to Defend®

ProTIiCall™ for Bogs occurs, discontinue use and bathe the dog. Seek Veterinary
advice.

ENVIRONMENTAL HAZARDS
This product is extremely toxic to fish. Do not add directly t¢ water. Do not
contaminate water by cleaning of equipment or disposal of equipment washwaters.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal. Storage: Store in cool,
dry place. Protect from freezing. 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,

%
Defend® ProTICall™ insecticide is an effective and easy to use product.
Deifend® ProTICail™ insecticide demonstrates 100% control of Deer Ticks and
American Dog Ticks within 7 days of application. Defend® ProTICall™ insecticide
demonstrates greater than 80% control of Brown Dog Ticks within 7 days of
application. Defend® ProTICail™ insecticide demonstrates greater than 92% control
of fleas within 3 days of application. As with all tick and flea control products, Detend
ProTICall™ insecticide should be used as part of a controt program aimed at reducing
tick and flea poputations in the dog's environment (bedding, carpets, kennel, yard).
Congsutlt your veterinarian or entomologist for program recommendations. Repeat
applications may be made as necessary, but do not apply at intervals iess than 7 days.
DO NOT USE ON CATS.

incidence of Ticks in the United States

Deer Ticks ’ C
{Ixodes scapularis) Vector of LYME D!SEASE D

rrrrrr

Brown Dog Ticks 1 BRI
{Rhipicephalus sanguineus) R
American Dog Ticks

{Dermacentor variabilis)
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BACK PANEL

{Defend logo)®
ProTiCall™
KIiLLS & REPELS TICKS

Deer Ticks

(Ixodes scapularis) Vector of LYME DISEASE up to 4 Weeks
4X Magnification

Brown Dog Ticks

(Rhipicephalus sanguineus) up to 4 Weeks
1.6X Magnification

American Dog Ticks
(Dermacentor variabilis) for 2 to 3 Weeks
1.6X Magnification

NOTICE OF WARRANTY

MALLINCKRODT VETERINARY, INC. 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 WITH THE STATEMENTS MADE ON THIS LABEL.

Mallinckrodt Veterinary, Inc.

421 East Hawley St.

Mundelein, Il 60060 USA

EPA Reg. No.: 773-73 L

EPA Est. No.: 6175-LA-1 , KERRE

Mig. & Printed in L.S.A. - . v
00000000 ' ' cot Lo

DEFEND is a registered trademark of Mallinckrodt Veterinary, inc. DN
©1996 Mallinckrodt Veterinary, Inc.

Lot. No. , o

(UPC Code)
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DIRECTIONS FOR USE

i is a violation of Federal Law to use this
product in a manner inconsistent with its labeling,
Read entire label completely before using, e
DO NOT USE ON CATS. May be toxic 1 g

' 0 R, ‘ . applied to or ingested by cats. Do not lese this!
' DE} product in or on electrical equipment due to the
§m§mB~EmP Ellé;[!wcmléasmmw possibility of shock hazard. DetendProTICall™
(IR USE ON BDOGS AND PUPPIES for Dogs may be used on puppies as young as
4 weeks of age.

HOW TO APPLY

Separate 1 cc ampule along perforations.

Hold ampule in upright position. Pointtip £
of tube cap up and away from user’s face <
and body, then cut along dotted line. 3
Invert ampule over dog. Part the hair of the =
dog. Squeeze the tube firmly to apply all of 2

o

SIDIL STITY % ST

[1ED1194d;

IeOILodd

the solution to the dog's skin.
Wrap container and put in trash.

KILLS & REPELS’| o .
SN : 1 Dosage for Dogs Weighing  Dosage tor Dogs Weighing

PGSR GO G | (oo Than 32 Pounds More Than 32 Pound:

| (xades Dog Ticks Dog Ticks | - ST .

: sfzta;mlar{s,i‘ (Rivipicephalus  (Demmacentor  § ¢
Yector of LYME sanguingus) variabilistfor
DHSEASEUP 16 1 4 '\Weeks | 210 3 Weeks

4 Woeeks

Also Kills & Repels Fleas & Mosquitoes up to 4 Weeks
Sold Only Through Veterinary Clinics
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ermedfrin: (3-phenoxyphenyl) meshyl (#) cis, trans- . 4 ee of Defend
Gttt |- (ool o i
MRS e T S0 wine | Solutiontotheskinofthe  solution to the skin of the
S, Patenl No. 420,161 + olher ‘ | dog's back between dog's back between the
'f%%?f%ﬁ??ﬁﬁiﬁ?”“s KEEP OUT OF REACH OF CHILOREN] |  the shoulder blades, f;hg;'l(gi;g{d&&céapp!y
L wmmrmmm - ProTiCall insecticide solution
Net Conteafs: - Sl i the skin of the dog's back

£ oo

i 1 cc Annbesars ~ e o For More Information,  dieectly in front of the base
Six 1 cc Applaiors o@rxmcmcmi' a" Call 1-800-TIC-FLEA of the tail.
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION

Harmful if swallowed or absorbed through the skin, Causes
maderdle eye iritation, Aveid contact with skin, eyes or
clothing, Wash thoroughly with soap and water afier handling,
DO NOT USEON CATS. Cats whicﬁ actively groom or engage
in close physical contact with recently treated dogs may be
at eisk. of toxic expasure, Do ot use an sick or dehilitated
dogs. Consult with a veterinarian before using on dogs with
known organ dysfunction,

STATEMENT OF PRACTICAL TREATMENT
If Swallowed: Call 3 ?iwsician or Poisan Contred Center.
Drrink 1 ar 2 glasses of wates and induce vomiting by touching
back of throat with finger or, if available, by admirstration o
syrup of ipecac. DO NOT INDUCE YOMITING OR GIVE
ANYTHING BY MOUTH TO AN UNCONSCIOUS PERSON,
If n Skin: Remove contaminated clothing and wash with
plenty ef soap and watér, Calta ph;{sician if ireitation persists,
H in Eyes: Flush eyes with plenty of water. Call a physician
it irritation persists. Adverse Reactions: Some animals may
be sensitive to inf;redienls in this product. Reported reactions
in dogs have included skin sensitivity. Increased itchiness,
redness, rash, hair discoloration ar hair loss at the application
site mai! oceur, [hogs may also show le:hargiy, Observe the
dog following treatment, if sensitivity to Delend®
PreliCall™ for Dogs occurs, thseontinue use and bathe the
dug, Seck Veterinary advice,

ENVIRONMENTAL HAZARDS
This product 18 extremely toxic to fish. Do oot add directly
to water. Do not contaminzte water by cleaning of equipment
or disposal of equipment washwaters,

STORAGE AND DISPOSAL
Do not contaraivate water, food or feed by storage or disposal,
Storage: Stare in cool, dry place. Protect from freezing.
Pesticule Disposal: Securely wrap original container in several
lavers of newspaper and discard in trash, Container Disposal:
bo nulfl reuse emply cantainer, Wrap container and put
In trash,

Defend” ProllCall™ insecticide is an efiective and easy to use
product, Defend® ProTiCall™ insecticide demonstrates 100%
control of Deer Ticks and American Dog Ticks within 7 days
of application. Defend® ProTICall*insecticide demonstrates
greater than 90% control of Brown Dog Ticks within 7 days

of application. Defend® ProTiCali™ insecticide demonstrates

greater than 92% control of fleas within 3 days of application.

As with all tick and flea control products, Defend ProTICall™
insecticide should be used as Fart of 4 control program aimed
at redureing tick and flea popuiations in-the dog's environment
thedding, carpets, kennel, yard),

Consult yaur veterinarian or entomologist far program
recommendations. Repeat applications may be made as
necessary, but do not apply at intervals less than 7 days.
DO NOT USE ON (}il{j{)

et 1l

Incidence of Ticks
in the United States

American
Dog Ticks
Leanmacentor
variabifis!
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PRECAUTHONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIBMALS
CAUTION

Haemful if swallowed or ahsorbed through the skin, Causes
muderate eye irritation. Avoid contact with skin, eyes or
clothing. Wash thorgughty with soap and water after handling,
O NOT USE ON CATS. Cats whicn actively groom o engﬁge
it clase physical contact with recently treated dogs may be
&l risk of toxje expastre. Do et vse on sick or debilitated
dogs. Consuft with a velerinarian before using on dogs with
known organ dysiunction,

STATEMENT OF PRACTICAL TREATMENT

i Swallowed: Cail 2 %:hysician ot Paison Control Center,
Drink:  or 2 glasses of water and induce vomiting by tauchin
back of throat with finger or, if available, by administration of
syrup of ipecae, D0 NOT INDUCE VOMITING OR GIVE
ANYTHING BY MOUTH TO AN UNCONSCIOUS PERSON.
1 on Skin: Remove contaminated clothing and wash with
plenty of soap and wates, Call 2 ph}/sician if ieritation persists,
if in Eyes: Flush eyves with plenty of water, Call 2 physician
i iritation persists. Adverse Reactions: Some animals may
be sensitive fu ingredients in this product. Reported reactions
in degs have ineluded skin sensitivity. Increased itchiness,
redness, rash, hair discoluration ar hair loss at the application
site may auowr. Dogs may atso show lethargy. Observe the
dog fellowing treatment, it sensitrvity to Defend”
ProfICall™ far Dogs ocours, discontinue use and bathe the
dog. Seeh Veterinary advice.

ENVIRONMENTAL HAZARDS

This product is extremely toxic to fish, Do not add directly
towater. D not contaminate water by cleaning of equipment
or disposal of equipment washwalirs,

STORAGE AND DISPOSAL

[¥o not contaminate water, fnod or feed by storage or disposal,
Starage: Store in coul, dey place. Protect from Treezing,
Pesticide Disposal: Securely wrap original containes in several
layers of newspaper and discard in trash. Container Disposak:
Do noft rewse empty containes, Wrap container and put

in trash,

product. Drefend® ProTHCall™ insecticide demenstrates 100%
control af Dieer Ticks and American Dog Ticks within 7 days
of application. Defend® ProTICallinsecticide demonstrates
greater thin %0% contre! of Brown Dog Ticks within 7 days

reater than 92% control of fleas within 3 davs of application.
% VS OF Ap{H

As with all tick and flea control products, Defend ProTiCall™
insecticide should be used 2¢ part of 5 control program aim
at reducing tick and flea populations in the dog's environment
{bediling, carpers, kennel, yard),

Consult your veterinarian or entomolugist for program
secommendations. Repeat applications may be made as
necessasy, hut do not apply at intervals less than 7 days.
DONOT USEON CATS.

Defend® ProTICal™ insecticide is an effective and easy o use :

of application. Defend® ProTiCall™ insecticide demonstrates -
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DIRECTIONS FOR USE

It {5 a violation of Federal Law to use this

product in a manner inconsistent with its labeling,
Read entire label completely betore using.

DO NOT USE ON CATS. May be toxic i
applied to or ingested by cats. Do not use this
product in or on electrical equipment due to the
possibility of shock hazard. Delend®ProTICall™
for Dogs reay be used on puppies as young as

4 weeks of age.

HOW TO APPLY

Separate 1 c¢ ampule along perforations.
Hold ampule in upright position. Point tip
of tube cap up and away from user"s face
and body, then cut along dotted line.

Invert ampule over dog. Part the hair of the
dog. Squeeze the tube firmly to apply all of
the solution to the dog's skin,

Wrap container and put in trash,

CULIORI BIOW 50 31aH ]

Dosage for Dogs Weighing  Dosage for Dogs Weighing
Less Than 33 Pounds More Than 33 Pounds

/\

Apply tonel cc of Defend  Apply 1 one) cc of Defend -
PraTiCall insecticide. ProTiCall insecticide -
solution totheskinef the  solution o the skin of the
dog's back between dog's back between the
the shoulder blaces. shoulder blades and-apply
1 ce {one) of Defend
ProTiCall insecticide solution
tathe skin of the dog's back

For More Information,
Call 1-800-TIC-FLEA

directly in front of the base
of the tail.
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