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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Mr. Micah T. Reynolds f(\)Q
TSG
1150 18th Street, Suite 1000
Washington, DC 20036

Subject: Label Notification(s) for Pesticide Registration
Notice 98-10

Dear Mr. Reynolds:

The Agency is in receipt of your Application(s) for Pesticide
Notification under Pesticide Registration Notice PRN 98-10 dated
April 4, 2013 for the following product(s):

Sardex II Dog Mange Remedy EPA Reg. No. 2781-51

The Registration Division (RD) has conducted a review of this
request for applicability under PRN 98-10 and finds that the label
change(s) requested falls within the scope of PRN 98-10. The
label has been date-stamped Notification" and will be placed in
our records.

If you have any questions, please contact Linda A. DeLuise at
703-305-5428.

Sincerely,

Richard J. Gebken
Product Manager
Insecticide Branch
Registration Division (7504P)
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&EPA
United States

Environmental Protection Agency
Washington, DC 20460

I Registration
| Amendment
Other

OPP Identifier Number

Application for Pesticide - Section I
1. Company/Product Number

2781-51
4. Company/Product (Name)

Sardex II® Dog Mange Remedy

2. EPA Product Manager

Richard Gebken
PM#

10

3. Proposed Classification

IXI None I I Restricted

5. Name And Address Of Applicant (Include ZIP Code)

Happy Jack, Inc.
P.O. Box 475
Snow Hill, North Carolina 28580

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical in composition and labeling
to:

EPA Reg. No.
NOTIFICATION

Check if this is a new address
Product Name

7 b
Section II

I I Amendment - Explain below.

I I Resubmission in response to Agency letter dated.

IXI Notification — Explain below.

| | Final Printed labels in response to
Agency letter dated 1 c c c.. c f

I I "Me Too" Application. c

I I Other - Explain Below.
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c c
Explanation: Use additional page(s) if necessary. (For section I and Section II.)

Submission of Label Notification to update Storage & Disposal Language in accordance with per PR Notice 2007-4.
This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other char£S3ch3;;e been
made to the labeling or the confidential statement of formula of this product. I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully
make any false statement to EPA. I further understand that if this notification is not consistent with the terms of PR Notice 98-13 andc40 CFR
152.46, this product may be in violation of FIFRA and I may be subject to enforcement action and penalties under sections 12 and 1<J pf FIFRA.

Please confirm receipt with Micah Reynolds: mrevnolds@tsqusa.com. via phone (202) 828-8967, or via fax (202) 872-0745.

Section III

1. Material This Product Will Be Packaged In:

Child Resistant Packaging

D Yes*

CH No

* Certification must
be submitted

Unit Packaging

D Yes

CH No

If "Yes-
Unit Packaging wgt.

No. per
Container

Water Soluble Packaging

D Yes

D No

If "Yes"
Unit Packaging wgt.

No. per
Container

2. Type of Container

Metal .

Plastic

Glass

Paper

Other (Specify)

3. Location of Net Contents Information

I I Label I I Container

4. Size(S) Retail Container 5. Location of Label Directions
On Label
On Labeling accompanying product

6. Manner in Which Label is Affixed to Product Lithographed
Pager glued
Stenciled

Other.

Section IV
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name
Micah T. Reynolds, Technology Sciences Group, Inc.

Title
Senior Regulatory Consultant

Telephone No. (Include Area Code)
(202) 828-8967

Certification
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete.
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or
both under applicable law.

2. Signature

4. Typed Name
Micah T. Reynolds

3. Title
Regulatory Consultant to Happy Jack, Inc.

5. Date

April 4, 2013

6. Date Application
Received

(Stamped)

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete
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Technology Sciences Group Inc.
1150 18th Street, Suite 1000
Washington, DC 20036
Direct: (202)828-8967
Fax: (202)872-0745
E-Mail: MReynolds@TSGUSA.com

Micah T. Reynolds
Senior Regulatory Consultant

April 4, 2013

Happy Jack, Inc.
Submission of Label Notification for
Sardex II® Dog Mange Remedy;
EPA Reg. No. 2781-51

f c
c

C C C C C
c

c c

c c c c c
r.

c r- c c c

C r r c
r c

c c c c

c c c o
c

C C C C

c

C C C C
c c

c c c c

c c e c
c c c

c c c

: e c
e c c c

Mr. Richard Gebken (PM-10)
Insecticide Branch/Registration Division
Office of Pesticide Programs
U.S. Environmental Protection Agency
Document Processing Center
Room S-4900, One Potomac Yard
2777 South Crystal Drive
Arlington, Virginia 22202

Dear Mr. Gebken:

Technology Sciences Group, Inc., on behalf of Happy Jack, Inc., is submitting the enclosed
label notification for the above referenced product to update the Pesticide Disposal and
Container Handling instructions per PR Notice 2007-4. The product is an aerosol and
instructions on container handling were updated accordingly to reflect product packaging.
Further, label changes requested to be made in the Agency's Re-registration Notice, dated
February 22, 2010, have been made to the revised version. It is important to identify that no
text-based version of this label currently exists, so we are providing the enclosed marketplace
container graphics. Please find enclosed the following documents supporting this submission:

1) EPA Notification Form (EPA Form 8570-1);
2) One copy of the EPA Stamped Accepted label for reference;
3) THife clean copies of the revised label.

If you have any questions or require additional information or clarification, please do not hesitate
to contact me by phone at (202) 828-8967 or by e-mail at mrevnolds@tsgusa.com.

Sincerely,

Regulatory Consultant to Happy Jack, Inc.
Enclosures
CC: A. Exum (Happy Jack)

Washington, D.C.

1150 18th St., NW, Suite 1000
Washington, D.C. 20036

Phone: (202) 223-4392

California
712 Fifth St., Suite A

Davis, CA 95616

Phone: (530) 757-1245

Canada
275 Slater St., Suite 900

Ottawa, Ontario KIP 5H9

Phone: (613) 247-6285




