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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460-0001

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

October 23, 2012

Mr. Kevin R. Kutcel
Authorized Agent for Synergy Labs
c/o KRK Consulting LLC
5807 Churchill Way
Medina, OH 44256-6345

Subject: Amended Labeling; Response to Rejection of Notification for PR Notice 98-10
Groomers Blend Flea & Tick Shampoo, EPA Reg. No. 68086-9
Your Submission Dated July 26, 2012

Dear Mr. Kutcel:

The labeling referred to above, submitted in connection with registration under the Federal Insecticide,
Fungicide and Rodenticide Act, as amended, is acceptable with the following label revision provision(s):

General Comment(s):
1. The newly added/proposed alternate brand name (ABN) "Clinical Care Flea & Tick Shampoo" is not

acceptable since it implies heightened performance and is also considered false and misleading to the
consumer; therefore, you must delete the listing of the proposed ABN and replace it with the active name for
this product to read "Groomers Blend Flea & Tick Shampoo."

Front Panel section comment(s):
2. In order to incorporate required additional label changes from pages 104 & 128-129 of the revised RED for

permethrin (May 2009), you must revise the statement "USE ONLY ON DOGS AND CATS" that is currently
listed on the front panel of the subject product packaging to read "USE ONLY ON DOGS AND PUPPIES
(OLDER THAN 12 WEEKS OF AGE). DO NOT USE ON CATS OR KITTENS."

Precautionary Statements, Hazards to Humans & Domestic Animals subsection comment(s):
3. In order to incorporate required additional label changes from pages 104 & 128-129 of the revised RED for

permethrin (May 2009), you must make the following changes:
• Revise the 4th sentence within this subsection to read "Do not use on puppies less than 12 weeks of age."
• All cat warning labels must have language placed within a shaded text box within the precautionary

statements. The coloring of the box and text will be such to provide a contrasting color to other label
text. In addition, each label must include at least one (l).cat slash icon which may be in the shaded box
or in other areas on the subject label. The shaded box must contain the following:

DO NOT USE ON CATS OR KITTENS. May be toxic or potentially fatal if applied to or ingested by cats.
Accidental application to cats and/or grooming a recently treated dog may result in tremors and/or uncoordinated muscle
movements. If this occurs, immediate veterinary care should be provided.

Please note that these statements are being required on ALL permethrin pet products, including
spot-on products, because permethrin is known to be very toxic to cats.



Directions for Use section commentfs'):
4. In order to incorporate required additional label changes from the REDs for pyrethrins and piperonyl butoxide

(updated label table for pyrethrins/piperonyl butoxide combo products) and the revised RED for permethrin
(May 2009), you must revise the existing 7th sentence within this section to read "Do not use on nursing puppies
under 12 weeks of age. DO NOT USE ON CATS OR KITTENS. Do not treat cats or their bedding. This product
mav be toxic or potentially fatal if applied to or ingested by cats or kittens."

Please note that these statements are being required on ALL permethrin pet products, including
spot-on products, because permethrin is known to be very toxic to cats.

A copy of your label stamped "Accepted with Comments" is enclosed for your records. Please submit two
(2) copies of the final printed labeling, incorporating the above changes, before releasing the product for
shipment. If these conditions are not complied with, the registration will be subject to cancellation in accordance
with section 6(e) of FIFRA. Your release for shipment of the product bearing amended labeling constitutes
accepting of these conditions.

If you have any questions about this label review, please contact Mr. Carmen Rodia at (703) 306-0327 or
via e-mail at Rodia. Carmen@eoa. gov.

Sincerely yours,

Richard J. Gebken
Product Manager (10)
Insecticide Branch
Registration Division (7504P)

068086-00009 D468247 & D470902
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