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PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Ms. Pat Bieler

Hartz Mountain Corp

400 Plaza Drive NOY T oo
Secaucus. NJ 07094

Dear Ms. Bieler:

Subject: Proposed Label Amendments Under PRN 96-6 tor thz Following Products:
EPA Reg. No. | Product Name ' Submission Date
2596-49 Hartz 2 in 1 Collar for Cats 1 Apnl 1998
2596-50 Hartz 2 in 1 Collar for Dogs 1 April 1998
2396-62 Hartz 2 in 1 Flea & Tick Collar for Dogs 25 March 1998
2396-63 Hartz 2 in 1 Flea & Tick Collar for Cats 25 March 1998
2396-78 Hartz 2 in 1 Flea & Tick Powder for Cats 10 April 1998
2396-79 Hartz 2 in 1 Flea & Tick Powder for Dogs 10 April 1998
2596-83 Hartz 2 in 1 Plus Seven Month Collar for Cats I Apri} 1998

V| 2396-84 Hartz 2 in 1 Plus Seven Month Collar for Dogs I Apnl 1998
2596-119 Hartz Rabon Flea & Tick Dip for Dogs & Cats 29 May 1998
2596-122 Hartz 2 in 1 Fast Acting Flea & Tick Spray for Dogs [T | 29 May 1998
2396-123 Hartz 2 in 1 Fast Acting Flea & Tick Spray for Cais [IT | 29 May 1998
2396-125 Hartz 2 in 1 Flea & Tick Pump tor Dogs I 29 May 1998
2396-126 Hartz 2 in 1 Flea & Tick Pump for Cats 11 29 May 1998
2596-136 Hartz 2 in | Flea & Tick Spray for Cats & Dogs 3 June 1998

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide and Rodenticide Act. as amended, is acceptable provided you

RecycledRecyclable + Printed wih Vegelabe O Based s on 100% Flecycied Papst (0% Posiconsumet)
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make the revisions indicated below before release for shipment of any product bearing amended
labeling, '

Technical review of your submission dated July 16, 1998, responding to EPA’s June 16,
1998. objection to your request to deviate from the requirements of PR Notice 96-6. has been
completed and supports your request to make some, but not all, of the deviations requested for
the above-mentioned products.

artz 2 in for Ca -49;

a Revise the first sentence of the first full paragraph under DIRECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks of age.”™ Although the data you cited support
use of collars on dogs younger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the definitive wording presented in PRN
96-6.

b. Revise the statement concerning debilitated, aged, and medicated animals to read as (
follows: “Consult a veterinarian before using this product on debiiitated, aged, medicated.
pregnant or nursing animals.”

c. Add the following statement regarding cholinesterase inhibitors: “Do not use thts product
on animals simultaneously or within 30 days before or after treatment with or exposure 1o
cholinesterase inhibiting drugs. pesticides, or chemicals. However, flea and tick collars may be
immedately replaced.” The technical review of the data vou cited does not support omitting this
statement from this product label.

Hartz 2 in | Collar for Dogs. EPA R . 25396-50:
a. Revise the first sentence of the first full paragraph under DIRECTIONS FOR USE 1o read
as follows: “Do not use on puppies under 6 weeks of age.” Although the statement, "It 1s not (

advisable to use this collar on puppies less than 6 weeks of age,” had been previously approved
by the Agency, the statement must now be revised to be consistent with the definitive wording
presented in PRN 96-6 to clearly indicate the minimum age of animals.

b. After the statement, “Consult a veterinarian before using the product on debilitated, aged,
or medicated animals,” insert the following statement: “If used on pregnant or nursing dogs, do
not replace collar until the puppies are at least 6 weeks old.”

c. Add the following statement: “Do not use this product on animals simultaneously or
within 30 days before or after treatment with or exposure 1o cholinesterase inhibiting drugs,
pesticides, or chemicals. However, flea and tick collars may be immediately replaced.” The

techntcal review of the data vou cited does not support omitting this statement from this product
label.
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a. Revise the first sentence in the parzgraph that folows the list of pests controlled to read
as follows: “Do not use on puppies under & weeks aif ag= ™ Although the statement. “{t is not
advisable to use this collar on puppies less than 6 weeksof age.” had been previously approved
by the Agency. the statement must now be revisad tip be consistent with the definitive wording
presented in PRN 96-6 to clearly indicate the minimum zze of animals.

b. After the statement, “Consult a veteninanan befor using the product on debilitated. aged,
or medicated animats.” insert the following statememt: “If usad on pregnant or nursing dogs, do
not replace collar until the puppies are at least 6 we=ks okd.”

c. Include the company or Anitmal Poison Conrrol Center telephone number on the label so
consumers can call for the purpose of recefving informaton concerning proper use of the product
and specific actions to take in case of emergencies.

d. Add the following statement: “*De not use this praduct on animals stmultzneously or
within 30 days before or after treatment with or zxpsure to cholinesterase tnhibiting drugs,
pesticides, or chemicals. However. flea and tick colllarsmay be immediately replzced.” The

technical review of the data you cited does not support omnmang this statement from this product
label.

Hartz 2 in 1 Flea & Tic llar for Cats, EPA Rev, 2596-63:

a. Revise the first sentence of the first full parawwrapt under DIRECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks off ag=~ Although the data you cited support
use of collars on dogs younger than 12 weeks, those datacannot be used for prod:cts that are

applied to cats. The statement must be consistent witth ths definitive wording presented in PRN
96-6.

b. Revise the statement concerning debilitaied. aged ind medicated animals o read as
follows: “Consult a veterinarian before using this product on debilitated, aged, medicated,
pregnant or nursing animals.”

c. Add the following statement regarding cholimestezse inhibitors: “Do not use this product
on animals simultaneously or within 30 daws before or afer treatment with or exposure to
cholinesterase inhibiting drugs, pesticides, or chemicals. However. flea and tick collars may be
immediately replaced.” The technical review of the dats you cited does not suppert omitting this
statement from this product label.

d. Include the company or Animal Potson Coatmol (enter telephone number on the label so
consumers can call for the purpose of receiving infommati:n conceming proper use of the product
and specific actions to take in case of emergencies. -
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a. Revise the fifth sentence in the paragraph under PRECAUTIONARY STATEMENTS to
read as follows: Do not use on kittens under 12 weeks of age.™ Although the data you cited
support use on dogs younger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the definitive wording presented in PRN
96-6.

b. Revise the statement conceming debilitated, aged, and medicated animals to read as
follows: “Consult a veterinarian before using this product on debilitated. aged, medicated,
pregnant or nhursing animals.”

C. Add the following statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: “Do not use this product oz animals simultancously or
within 30 days before or after reatment with or exposure to choliresterase inhibiting drugs,
pesticides, or chemicals, However. flea and tick collars may be immediately replaced.” The

technical review of the data vou cited does not support omitting s stazement from this product
label.

Hartz2 in 1 Flea & Tick Powder for D EP eg, Ng. 2596-79:

a. Revise the fifth sentence in the paragraph that follows “CAUTIONT to read as follows:
“Do not use on puppies under 6 weeks of age.” Although the szatement. “It is not advisable to
use this collar on puppies less than 6 weeks of age.” had been previously approved by the
Agency, the statement must now be revised to be consistent with e defninitive wording
presented in PRN 96-6 10 clearly indicate the minimum age of animals.

b. After the statement, “Consult a veterinarian before using tze product on debilitated, aged,
or medicated animals,” insert the following statement: “If used on pregnant or nursing dogs, do
not retreat until the puppies are at least 6 weeks old.”

C. In the precautionary paragraph, add the following statemen:: “Do not use this product on
animals simultaneously or within 30 days before or after treatmen: with or exposure to
cholinesterase inhibiting drugs, pesticides, or chemicals. However. flea and tick collars may be
immediately replaced.” The technical review of the data you cited does not support omitting this
statement from this product label.

2i ven t la R vg. 2596-83;

a. Revise the first sentence in the first full paragraph under DIRECTIONS FOR USE to read
as follows: “Do not use on kittens under 12 weeks of age.” Although the data you cited support
use on dogs younger than 12 weeks, those data cannot be used for products that are applied to
cats. The statement must be consistent with the definitive wording presented in PRN 96-6.
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b. Revise the statement corceming debilitated, aged. and medicated animals to read as
foltows: “Consult a vetznnanan betore using this product on debtlitated, aged, medicated.
pregnant or nirsirmg animals.”

c. Add thz tedtowing statement regarding cholinesterase inhibitors: “Do not use this product
on animals simultaneously or within 30 days before or after treatment with or exposure to
cholinesterase inhibiting drugs. pesticides, or chemicals. However. flea and tick collars may be
immediately replaced.” The technical review of the data you cited does not support omitting this
statement from this product label.

d. Delete the phrase: —. . .or augment its activity with another product registered for this use,
such as Hartz 2 in 1 Flea and Tick Powder or Spray.” from the sentence which begins, “Under
conditions where cats arz exposad to severe flea and tick infestations. . .”. This phrase
contradicts the required statement in comment ¢ above.

Hartz 2 in 1 Plus Seven Month Collar for Dops, EPA Rep. No, 2596-84:

a. Revise the first sentence in the paragraph under DIRECTIONS FOR USE to read as
follows: "Do rot wse on puppies under 6 weeks of age.” Although the statement, “It is not
advisable to use this collar on puppies less than 6 weeks of age,” had been previously approved
by the Agency. the statement must now be revised to be consistent with the definitive wording
presented in PRN 96-6 10 clearly indicate the minimum age of animals.

b. After the statement. “Consult a veterinarian before using the product on debilitated, aged,
or medicated zrimals,” msert the following statement: “If used on pregnant or nursing dogs, do
not replace collzr until the puppies are at least 6 weeks old.”

c. Add th: folowing statement: “Do not use this product on animals simultaneously or
within 30 davs befiore or after trzatment with or exposure to cholinesterase inhibiting drugs,
pesticides, or chemuicals. However, flea and tick collars may be immediately replaced.” The

technical revies of the daiz you cited does not support omitting this statement from this product
iabel.

d. In several places on the label, the word “cat” appears where it should say “dog”. Since
this product is for mse only on dogs, replace every instance of the word “cat” with the word
&&dog!"

Rabon Fi ick Di gs & Ca PA Reg. -119:
a. Replacs the retreaument interval with a specific time interval. “Repeat as needed for
control” does not meet the PR Notice 96-6 criteria for product specific statements. You need to

provide a specitic number of davs or weeks in the reapplication limitation statement, taking into
consideration efficacy and domestic animal safety data, to meet the requirement of PR Notice 96-

el - ot il
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b. Revise the last sentence in the paragraph under DIRECTIONS FOR USE to read as
follows: “Do not use on kittens under 12 weeks of age. or puppics under 6 weeks of age.”
Although the data you cited support use on dogs younger than 12 weeks. those data cannot be
used for products that are applied to cats. The statement must be consistent with the definitive
wording presented in PRN 96-6,

c. Revise the third sentence under PRECAUTIONARY STATEMENTS to read as follows:
“Do not use on kittens under 12 weeks of age, or puppies under 6 weeks of age.”

d. Revise the statement concemning debilitated, aged. and medicated animals to read as
follows: “Consult a veterinarian before using this product on debilitated. aged, or medicated dogs
or cats, or pregnant or nursing cats. If used on pregnant or nursing dogs, do not retreat unti! the
puppies are at least 6 weeks old.”

e Add the following statement regarding cholinesterzse inh:tirors io the (
PRECAUTIONARY STATEMENTS: “Do not use this product ca animals simultaneously or

within 30 days before or after treatment with or exposure to choliresterase inhibiting drogs.

pesticides, or chemicals. However, flea and tick collars may be immediately replaced.” The

technical review of the data you cited does not support omitting this stztement from this product
label.

artz Fast Acting Flea and Tick r PA Reg, No. 2596-122:

a. Replace the reapplication limitations with a specific time wterval. “Every few davs.” and

“as needed,” do not meet the PR Notice 96-6 criteria for rroduct srecific siatements. You need

to provide a specific number of days or weeks in the reapplicatror limnitation statement, eaking

into consideration efficacy and domestic animal safety datz. to me:t the reguirement of PR

Notice 96-6, Section IV, No. 3. (

b. Revise the fifth sentence in the paragraph that follows “CALUTION™ to read as foilows:
“Do not use on puppies under 6 weeks of age.” Although the stztement. “k is not advisable to
use this collar on puppies less than 6 weeks of age,” had bzen previously approved by the
Agency, the statement must now be revised to be consistent with the definitive wording
presented in PRN 96-6 to clearly indicate the minimum age of animals.

c. After the statement, “Consult a veterinarian before using the product on debilitated, zged-
or medicated animals,” insert the following statement: “1f used on pregnant or nursing dogs. do
not retreat until the puppies are at least 6 weeks old.”

d. In the directions for use, add the following statement: Do 10t use this product on animals
simultaneously or within 30 days before or after treatment with or zxposure to cholinesterasz
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inhabitinz drugs. pesticides, or chemicals. However, flea and tick collars may be immediately
replaced ™ The technical review of the data you cited does not support omitting this statement
from this peoduct label.

a. Rzpiace the reapplication limitations with a specific time interval. “Every few days.” and
“as need=d.” do ot meet the PR Notice 96-6 criterta for product specific statements. You need
to provide a specific number of days or weeks in the reapplication limitation statement, taking
into constderatien efficacy and domestic animal safety data. to meet the requirement of PR
Notice %6 Section I'V. No. 3.

b. Pevise the tourth sentence in the paragraph under PRECAUTIONARY STATEMENTS
to read s tollows: Do not use on kittens under 12 weeks of age.™ Although the data you cited
Suppon use on dogs yvounger than 12 weeks. those data cannot be used tor products that are

appiied 13y cats. The statement must be consistent with the definitive wording presented in PRN
96-6. '

C. Revise the siatement concerning debilitated, aged. and medicz:ad animals to read as
follows: "Consult 2 veterinarian before using this product on debilitatad. aged, medicated,
pregnart or nursing animals.”

d. 433 the followinz statement regarding cholinesterase inhibiters to the
PRECAUTIONARY STATEMENTS: “Do not use this product on arimals simultaneously or
within >0 davs before or after treatment with or exposure to cholinesizrase tnhibiting drugs,
pestcidss. or chvmicals. However, flea and tick collars may be immediately replaced.” The

technical review of the data you cited does not support omitting this statement from this product
label.

Hartz2in ¥ Flea & Tick PA Reg. No. 2596-

a. Reiow PRECAUTIONARY STATEMENTS, after the staternant. “Consult a veterinarian
before wsing the oroduct on debilitated, aged, or medicated animals,” insert the following

statemert: ~If used on pregnant or nursing dogs, do not retreat until the puppies are at least 6
weeks old. ™

b. In 1he directions for use, add the following statement: “Do not use this product on animals
simultaneously or within 30 days before or after treatment with or exposure to cholinesterase
inhibiting drugs. pesticidzs, or chemicals. However, flea and tick collars may be immediately
replaced ™ The chnical review of the data you cited does not support omitting this statement
from this product label.

c. Since the active ingredient and concentration in this produet is identical to EPA Reg. No.
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2596-122, this product should also have a statement on the front panel of the label indicating that
it kills fleas and ticks.

d. Under “Directions for Use” delete the statement, “Use on bedding and other areas as
needed.” No dzections are given for spraying inanimate objects.

a. Revise the last sentence in the paragraph under PRECAUTIONARY STATEMENTS to
read as follows: “Do not use on kittens under 12 weeks old.” Although the data you cited
support use ondogs younger than 12 weeks, those data cannot be used for products that are

applied to cats. The statement must be consistent with the definitive wording presented in PRN
96-6.

b. Revise e statement concerning debilitated, aged, and medicated animals to read as .
follows: “Conselt a veterinarian before using this product on debilitated, aged, medicated, (
pregnant or nwsing animals.”

c. Add the following statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: “Do not use this product on animals simultaneously or
within 30 days tefore or after treatment with or exposure to cholinesterase inhibiting drugs,
pesticides, or cfemicals. However, flea and tick collars may be immediately replaced.” The

technical review of the data vou cited does not support omitting this statement from this product
label.

d. Under "Directions for Use” delete the statement, “Use on bedding and other areas as
needed.” No drections are given for spraying inanimate objects.

e Please mite that since the active ingredient and concentration in this product is identical to
EPA Reg. No. 1596-123. this product should also have a statement on the front panel of the label (
indicating thart it kills fleas and ticks.

artz 2 in 3 & Tick Spray Ca -

a. Revise the last sentence under PRECAUTIONARY STATEMENTS to read as follows:
“Do not use or: kittens under 12 weeks of age, or puppies under 6 weeks of age.” Although the
data you cited support use on dogs younger than 12 weeks, those data cannot be used for

products that ar applied to cats. The statement must be consistent with the definitive wording
presented in PRN 96-6.

b. Revise the statement concerning debilitated, aged, and medicated animals to read as
follows: “Cons:it a veterinarian before using this product on debilitated, aged, or medicated dogs
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or cats, or pregnant or nursing cats. 1f used on pregnant or nursing dogs. do not retreat until the
puppies are at least 6 weeks old.”

C. Add the tfollowing statement regarding cholinesterase inhibitors to the
PRECAUTIONARY STATEMENTS: ~Do not use this product on animals simulianeously or
within 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs,
pesticides. or chemicals. However, flea and tick collars may be immediately replaced.” The
technical review of the data you cited does not support omitting this statement from this product
label.

d. Under “Directions for Use” delete the statement, “Use on bedding and other areas as
needed.” No directions are given for spraying inanimate objects.

Submit two copies of your final printed labeling for each product before vou release the
products for shipment. Stamped copies of the labeling are enclosed for your records.

If you have any questions regarding this letter, please contact John Leahy of my team at
(703) 305-6703.

Sincerely,

/
. { < /

S T A ST
\\1 , R
b e m

(o

s --
George T. LaRocca ~
o Product Manager 13
Insecticide Branch
Registration Division (7505C)

o~

o

Enclosure
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FRONT PANEL : , q/, 2
SEVEN MONTH COLLAR
HARTZ
2 IN 1® PLUS
SEVEN MONTH COLLAR

FOR DOGS

With Rabon®*
KILLS UP 70 7 MONTHS
» Kills Ticks
+ Kills Fleas

(Kills Beas and ticks)
) (Kills for scven moaths with Rabon®)

With Deodoeant (Optional Copy)
Fresh Deodorant Sceat (Optional Copy)
Waterproof (Optional Copy)

(lagredient Statement - optional front or back panci)

ACTIVE INGREDIENT: BY WEIGHT (Nom.)
Tetrachloninphos (CAS #22248-79-9) .......... 14.55%
OTHER INGREDIENTS ..... e are e 85.45%
TOTAL 100.00%
)

CAUTION: Do not It children play with this collar.
(See back pmel for ingredient statcment.)
(See back pmel for complete directions for use.)

CONTENTS: | COLLAR, NET WT. (Range from 19g to 32g depending on sizc of animal)
(Fits up to (15") (26) Necks]

2 ACCEPTED
with COMMENTS
in EPA Loger Dt e

&BV 23 o

Under the Federsd (oo
Fungioide, wung Rower 2 o \u'

ao wmcwded, fo: | o g o
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BACK PANEL

7>
[MPORTANT CONSUMER IMFURMATION AND FET ) D TAG Of F#K PRINTED ON INSIDE OF PACKAGE
READ ENTIRE LABEL BEFORF. FACH USE. ’
USE ONLY ON DOGS ) Df 6 -
DIRECTIONS FORUSE / L
It is a violation of Federal law 1o use this product in a manner inconsistent with its labeling. \\
REMOVE COLLAR FROM PACKAGE UNROLL AND STRETCH TO ACTIV INSECTICIDE \
GENERATOR As the collar begins to work, a finc white powder w:ll appear og the surface r
" juseL
7 .
@ is not advisable 10 usc this collar or similar pesticides on puppies less ix weeks old) Do not unroll

i.*' collar until ready 10 usc. Place the Hartz 2 in 1 Plus collar around th § neck, adjust for proper ﬁt,/and
‘ buckle in place. The collar must be worn loosely to allow for growth of the €23 and to permit the collar to
ove about the neck. Generally, a properly fitted collar is one that when fastened wall snugly slide over the
cal’s head. Leave 2 or 3 inches on the collar for extra adjustment and cut off and dispose of the extra length. .
) Consult a veterinarian before using this product on debilitated, aged or medicated animals.” Sensitivity may
occur after using AN'Y pesticide product for pets. Some animals may become irritated by any collar if it is
applied too tightly. If this occurs loosen the collar. If irmitation continues, remove the collar from the amimal.
If signs of sensitivity cccur remove the collar and bathe your pet with mild soap and rinse with large amounts :
of water. If signs continue, consult a veterinarian immediately. This collar is intended for use only as an |
insccticide generator. \
Kills fleas and ticks common to dogs, including the Deer Tick, which may carry Lyme Disease, and the Rocky s
Mountain Wood Tick, which may carry Rocky Mountain Spotied Fever. The collar will begin to kill fleasand
ticks immediately. Its full protection against harder to kil ticks will be built up within a few days after being .
placed on the pet. For continuous tlca and tick protection under normal conditions replace the collar every .i
seven months. The collar kills ticks for 5 months and aids in their control an additional 2 months, Under f
conditions where dogs are exposcd (o severe flea and tick infestations it may be necessary to replace the collar  /
more frequently or augment its activity with another product registered for this use, such as Hartz 2 in | Flea ya
and Tick Powder or Spray. Wcmng will not impair the collar’s effectivencss or the pet’s protection. If the c:::nt\1
) 8oes swimming of is out in the rain it js not necessary to remove the collar. The Hartz 2 in 1 Plus collar may
" be worn with a regular collar. [t is rccommended that the pet’s bedding or sleeping quarters be treated for flea
and tick control with a product registered for this use such as Hartz 2 in 1 Flea and Tick Spray.

DISPOSAL - Do not use empty pouch. Dispose in trash collection.
FOR INFORMATION AND IN EMERGENCY CALL: {-800-XXX-XXXX
EPA Reg No. 2596-84 EPA Est. No. 2596-NJ-1

Made in U.S.A. by © The Hartz Mountain Corporation
Sccaucus, New Jerscy 07094 and St. Thomas, Ontario NSP 3W7 Canada

*Raboun is the Hartz trademark for Tetrachiorvinphos
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ALTERNATE COPY 12/1’7/
The Stress-Free System for Eliminating Ficas & Ticks

On Animal Protection
Relief for your
Use Releve Pet Protection System Conditioning Shampoo, Dip, Spray or Powder to kill fleas and ticks living on

your pel.

Repellent
Keep fleas and ticks off your pet

Prevent any morc fleas and ticks from: coming onto your pet by spraying your pet with Releve Pet Protection
System Repellent for Dogs or Repcllent for Dogs.

Continuous Protection

Long-term protection for your pet

Keep fleas and ticks from reinfesting your pct wit Releve Pet Protection Systern 7 Month Flea & Flea Egg
Collar with vIGRen®, which will prevent {lea eggs from hatching and Rabon® to kil! adult fleas and ticks.

Home & Yard

Protect your home and yard

Kill fleas and ticks around your home with Releve Pet Protection System Carpet Powder, Yard and Kennel -
Spray, Home Flea & Tick Killer and 1lome Fogger.

Remember to always read each product label and follow the directions carefully.

Rabon® is a registered trademark for Tetrachlorvinphos
vIGRen® is a registered trademark of Wellmark Lid.



