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Ms. Nikita S. Mapp
Regulatory Affairs Manager
Virbac Animal Health
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Subject: Amended Reregistration Label For: MGK 326
EPA Registration No. 2382-89

Dear Ms. Mapp:

The Agency in accordance with the Federal Fungicide and Rodenticide Act as Amended (FIFRA) has completed
reviewing all of the information submitted with your application to support the reregistration of the

- aforementioned product in connection the MGK 326 RED, and have concluded that your submission is
acceptable.

The Agency is in the process of developing and improving the current Efficacy Assessment Guidelines for
repellent products. The Agency intends to defer the determination of any related efficacy data requirements
supporting the claims that may appear on this label until these Efficacy Assessment Guidelines are complete.
When the guidelines are finalized, the Agency expects to issue a Data Call-In to address the revised guidelines
to all registrants with registrations for personal repellent products that have not prev1ously submitted efficacy
data sufficiently consistent with the revised guidelines.

NOTE: This product is not being re-registered under FIFRA Sec. 4(g) at this time.

Virbac Animal Health, Inc. should note that a notice of availability of EPA’s reregistration eligibility decision
(RED) documents for products containing:
e Pyrethrins was published in the Federal Register on July 26, 2006 (V olume 71, Number 143, Pages
~ 42387-42389).
e Piperonyl butoxide was pubhshed in the Federal Register on July 26, 2006 (Volume 71, Number 143,
Pages 42385-42386).
e MGK 264 was published in the Federal Register July 26, 2006 (Volume 71, Number 143) Page 42381 -
42383).
As a result of these REDs, additional data and/or labeling changes may be required for products contalmng
pyrethrins and/or piperonyl butoxide, and MGK 264.

You must submit two copies of the final printed label revised in accordance with the comments listed above

‘before the product is released for shipment under this label. If you have any questions, you may contact
Samantha Hulkower at (703)-603-0683 or Hulkower.Samantha@epa.gov.

(continued)
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A copy of your label stamped “Accepted” is enclosed for your records. _ |

Sincerely,

R

Richard J. Gebken,

Product Manager (10)
Insecticide Branch

Registration Division (7505P)

s



DRAFT LABEL
Front Panel

PYRE-SECT DIP

*

B e
¢ FOR USE ON DOGS, PUPPIES, CATS AND KITTENS A@GEPTED
¢ A CONCENTRATEDiDIP FOR DOGS AND CATS ’ JUN 8 2009

KILLS & REPELS FLEAS, TICKS, LICE, GNATS,
MOSQUITOES & FLIES ' Under the Federsl
¢ PYRETHRINS FORMULA - _ anstclde, Roéemudert,’
¢ 1/2 FL. 0Z. MAKES 1 GALLON o | rolerapl, S the pesticide
¢ WATER BASED | | .M" 93“2 N
ACTIVE INGREDIENTS: .
Pyrethrins: CAS #8003-34=7 . . @ . it ettt e st e eeeeeee e 1.00%
*Piperonyl Butoxide Technical: CAS #51-03-6.. ..t iiiiiinnunnn.. . 4.00%
N-Octyl Bicycloheptene Dicarboximide.......... ... 6.00%
Di-n-Propyl Isocinchomeronate............. e e e e e e e 4.00%:
OTHER INGREDIENTS. . . ittt viteem e ee et atee e et ae e e ettt aae e eenneenn 85.00%
b 1 0 O 100.00%

*Equivalent to 3.20% (Butylcarbityl) (6-Propylpiperonyl) ether and 0.80%

related compounds.

KEEP OUT OF REACH OF CHILDREN
CAUTION
SEE BACK PANEL FOR ADDITIONAL
PRECAUTIONARY STATEMENTS

Net Contents: 1 GALLON (3.79 L)
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Draft Label
Side/Back Panel

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS AND CATS

FIRST AID
IF IN EYES: Hold eye open and rinse slowly and gently with water for '15-20 minutes.
Remove contact lenses, if present, after the first 5 minutes, then continue rinsing
eye. Call a poison control center or doctor for treatment advice.

IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice.
Have person sip glass of water if able to swallow. Do not induce vomiting unless told

to do so by a poison control center or doctor. Do not give anything by mouth to an
unconscious person.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with

plenty of water for 15-20 minutes. Call a poison control center or doctor for
treatment advice.

HOTLINE NUMBER: Have the product contdiner or label with you when calling a poison
control center or doctor, or going for treatment. You may also contact 800-345-4735 for
emergency medical treatment information.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION

HAZARDS TO HUMANS: Causes substaritial but temporary eye injury. Do not get in eyes or

on clothing. Avoid contact with skin. Wear protective eyewear (face shield or
goggles), long-sleeved shirt, long pants, shoes, socks, and chemical-resistant gloves
made of any waterproof material. Remove contaminated clothing and wash before reuse.

Avoid contamination of food/feed.

User should wash hands before eating, drinking, chewing gum, using tobacco, or using

the toilet. - User should remove clothing/PPE -dimmediately if pesticides get inside.
Then wash thoroughly and put on clean clothing. User should remove PPE immediately
after handling this -product. Wash the outside of gloves before removing. As soon as

possible, wash thoroughly and change into clean clothing.
HAZARDS TO DOMESTIC ANIMALS: FOR USE ON DOGS AND PUPPIES, CATS & KITTENS.

Do not apply to pets less than 12 weeks of age. Do not reapply more\often than once
every 7 days.

Consult a veterinarian before applying this product on medicated, debilitated, aged,
pregnant, or nursing animals.

Sensitivities méy occur after using any pesticide product for pets. If signs of
sensitivity occur, bathe your pet with mild soap and rinse with large amounts of water.
If signs continue, consult a veterinarian immediately. ‘

Page 2 of 3
June 5, 2009



) | ) | 5/5

Draft Label
Side/Back Panel

. ENVIRONMENTAL HAZARDS
This pesticide is toxic to fish. Do not apply ‘directly to water, or to areas where
surface water is present or to intertidal areas below the mean high water mark. Do not
contaminate water when disposing of equipment washwaters or rinsate.

. PHYSICAL OR CHEMICAL HAZARDS
Combustible. Do not use or store the product near heat or open flame.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its
labeling. . o ' '

Do not use on horses or foals intended for slaughter. Do not apply over cuts, wounds,
or irritated skin. Do not apply near eyes and mouth. Apply sparingly around ears.

SHAKE WELL BEFORE USING:

DILUTION: To kill fleas ticks and lice, thoroughly mix 1/2 oz (1 tablespoon) of dip
with 1 gallon of warm water. For use under more severe reinfestation pressure, dilute
at the rate of 1 fl. oz. (2 tablespoons) per gallon. Do not dilute more dip than will
be used in a 24 hour period. : '

APPLICATION: Dip should be applied to dry or damp (not wet) coat. Sponge, dip or spray
animal with the diluted concentrate making sure all areas are soaked to the skin. Let
animal drip dry. Do not submerge the animals nose, mouth or eyes. DO NOT RINSE OFF! Do
not reapply product for 7 days. Do not use on puppies or kittens under 12 weeks of age.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

Storage: Do not use or store near heat or open flame. Store in a cool, dry place

(preferably locked) inaccessible to children and pets. Protect from freezing.

Pesticide/Container Disposal: If empty: Nonrefillable container. Do not reuse or
refill this container. Offer for recycling, if available. If partially filled: Call
your local solid waste agency or 1-800-CLEANUP for disposal instructions. Never place
unused product down any indoor or outdoor drain.

EPA Reg. No.: 2382-89 ' . EPA Est. No.: 67517-M0-1
Manufactured By
Virbac AH, Inc.
Fort Worth, TX 76161
1-800-338-3659

Made in U.S.A.
{lot number statements as needed) (label revision number) {(product number)
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