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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
*, -I, -I AND POLLUTION PREVENTIONMs. Mary Anne Auer
Wexford Labs, Inc.
325 Leffingwell Ave.
Kirkwood,MO63122

Subject: Wex-Cide 128
EPA Registration No.: 34810-31
Notification Date: 11/30/2011
EPA Receipt Date: 12/01/2011

Dear Ms. Auer,

This letter acknowledges receipt of your notification submitted under the provision of
FIFRA section 3(c)9 and PR Notice 98-10.

Proposed Notification

• Removal of 5% blood serum claim for Tuberculocidal efficacy
• Addition of H1N1 claim

General Comments

Based on a review of the submitted materials, your notification for the label revisions in
response to Agency letter dated 07/22/11 is acceptable and has been made a part of your file.

Should you have any questions or comments concerning this letter, you may contact
me by telephone at (703) 308-6416 or by e-mail at campbell-mcfarlane.jacqueline@epa.gov or
Jaclyn Carl by telephone at (703) 347-0213 or by e-mail at carl.jaclyn@epa.gov. When
submitting information or data in response to this letter, a copy of this letter should accompany
the submission to facilitate processing.

Sincerely,

, ,W
.Product Manager (34)
Regulatory Management Branch II

^Antimicrobials Division (751 OP)



ase read instructions on reverse before com, ig form. Form Approved.

X-/EPA
United States

Environmental Protection Agency
Washington. DC 20460

Registration
Amendment
Other

OPP Identifier Number

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

34810-31

4. Company/Product (Name)
Wex-Cide 128

2. EPA Product Manager
Jacqueline McFarlane

PM*
34

3. Proposed Classification

[x ] None Restricted

5. Name and Address of Applicant (Include ZIP Code)

Wexford Labs, Inc.
325 Leffingwell Avenue
Kirkwood, MO 63122

Check if this is a new address

6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical in composition and labeling
to:
EPA Reo. No.

Product Name

Section - II

Amendment - Explain below.

Resubmission in response to Agency letter dated.

Notification - Explain below.

U Final printed labels in repsonse to
Agency letter dated
"Me Too" Application.

Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section I and Section II.)
Remove claim of TB efficacy in 5% blood serum.
Add H1N1 Claim
This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have 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 98-10 and 40 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 14 of FIFRA.

Section - III
1. Material Thie Product Win B« Packaged In:

Child-Resistant Packaging

Yes

Certification must
be submitted

Unit Packaging

Yes

No

If "Yes" No. per
Unit Packaging wgt. container
2055 grams 6

Water Soluble Packaging

] Yes

X No

If "Yes"
Package wgt

No. per
container

2. Type of Container

Metal
Plastic
Glass
Paper
Other (Specify)

3. Locetion of Net Contents Information

>L lebel I I Container

4. Size(s) Retail Container

12"Hx5.75"W

5. Location of Label Directions
r 1 On the bottle

6. Manner in Which Label is Affixed to Product Lithograph
Paper glued
Stenciled

I XJ Other Silk Screened on the bottle

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

Name

Mary Anne Auer
Title

CEO
Telephone No. Oucluoe Area Code)

314-966-4134

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

2. Signature

4. Typed Name

Mary Anne Auer

3. Title

CEO

5. Date

11/29/2011

6. Date Application
Received

(Sta.nped)

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White - EPA FB* Copy (original) Yellow - Appicant Copy



WexfordDsDps
% DisinfectantSolutions

November 30, 2011

Ms. Jacqueline McFarlane
(Acting) Product Manager (34)
Regulatory Management Branch II
United States Environmental Protection Agency
Antimicrobial Division (751 OP)
2777 Crystal Drive
Potomac Yard 1
Arlington, VA 22202

Re: 34810-31 Wex-Cide 128 Notification

Dear Ms. McFarlane:

I have enclosed the following:

• Form 8570-1 Notification for Wex-Cide 128 (EPA #34810-31)
o Removal of 5% blood serum claim for Tuberculocidal efficacy
o Addition of H1N1 Claim

• Three copies of our Wex-Cide 128 (EPA # 34810-31) updated label

I appreciate your assistance with this process.

Sincerely,
WEXFORD LABS. INC.

-^
Anne

< t i t t i

Mary Anne Auer
CEO

Enclosures

i i i t i e
c c t

325 LEFFINGWELL AVENUE KIRKWOOD, MISSOURI 63122 (800) 506-1146
www.wexfordlabs.com
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