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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Elizabeth Tannehill JN 26 13
Mason Chemical Company

721 W. Algonquin Road

Arlington Heights, IL 60005

Subject: Response to ATP letter dated March 30, 2011
Magquat 256 PD

EPA Registration No. 10324-164

Your Submission Dated: July 29, 2011

Dear Ms. Tannehill,

The following amendment, submitted in connection with registration under the Federal -
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable with comments.

Proposed Amendment

e Remove claims for Pseudomonas aeruginosa and the areas of use associated with hospital
and institutions.

~ Labeling Comments:

The Agency continues to believe that use of the term “Institutional” on a label implies that
the product can be used in health care facilities. In order to avoid this confusion and in order to
keep the “Institutional” use on your label you need to add a special symbol (e) or something like
this after the term “Institutional”. The symbol language that needs to be placed on your label is:
“Not for use in health care settings”. The symbol can be placed anywhere on your label.
Alternatively, you can delete the term “Institutional” from your label.

1. Revise the first paragraph on the top of left column on page 1 by adding a special symbol to
“Institutional” and “Institutional Kitchen” or by deleting this language.: :

2. Delete the statement “Convenient Trigger spray (To be used on applicable container)” from
page 4. This product must be diluted before use, and thus is not to be marketed in a trigger
spray/ready to use container.

. CONCURRENCES
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3. Revise the MARKETING CLAIMS by adding a special symbol to the language listed below
or by deleting this language: .
a) Page 3: “institutional kitchens”, “morques,...autopsy rooms, cadaver processing areas’

“Institutions”, “Whirlpools”, “operating rooms”, “examination rooms”, “Ultrasonic bath,
whirlpool bathtubs®, “examination tables”

b) Page 5 : “other institutions”, : “Institutional” Disinfectant, and “ Ultrasonic bath
(Ultrasonic cleaning units)” '
a) Page 8: “goggles”, “face shields”, “institutional premises”

b) Page 21: “institutional”

4. Revise the 7" section on page 5 right column “[(This product) (Product name) is one step
germicidal cleaner...” by deleting the reference to “and controlling mold and mildew”.

5. Correct claim on page 6 to read: “Kills (HIN1) (H5N1) Influenza A virus”

6. Revise the section on page 7 beginning “[(This product) (Product Name)]has been designed
for veterinarians, animal groomers...” by qualifying to read: “It acts as a viruside against
animal pathogens and bactericide...”

7. Revise the 2¢ statement on page 7 (bottom of right column) “[(This product) (Product name)
is one step cleaner...” by deleting the reference to “and controlling mold and mildew”.

8. Correct the following claims on page 6 to indicate that this product is effective against HIN1
and other viruses when used “on pre-cleaned environmental surfaces.” Make this correction
to the statements beginning: “[(This product) (Product Name)] kills Influenza A (HIN1)
virus...”, “Kills (HIN1) (H5N1) Influenza A virus...” and “Kills (insert virus name from
approved...” '

9. Revise the section’ heading on page 11 to read “ INSTITUTIONAL NONMEDICAL” or
“INSTITUTIONAL” with a special mark.

10. Delete 2 first paragraphs under this heading — your product is not for use in Medical
Premises.

11. Revise the first section under the Animal Premise heading on page 14 to be in agreement
with DIS/TSS 18 by correcting to read as follows: “Prior to use (of (this product) (Product
name)) remove all animals and feeds from [(premise)...” deleting the reference to food and
packaging material that does not agree with this section.

12. Revise the headings listed below by adding special symbol (e) or something like this or by
deleting these sections: "
a) ULTRASONIC BATH DISINFECTANT/FUNGICIDAL DIRECTIONS (page 11)
b) DISINFECTING/FUNGICIDAL HARD, NON-POROUS (INANIMATE)
(ENVIROMENTAL) (FIBERGLASS) BATH AND THERAPY EQUIPMENT(page 11)
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¢) “SANITIZER DIRECTIONS FOR NON —~FOOD CONTACT SURFACES IN
INSTITUTIONAL FACILITIES” (page 12)
d) ULTRASONIC BATH SANITIZING DIRECTIONS (page 12)
e) DISINFECTION/FUNGICIDE/VIRUSIDE*/ OF HARD NON-POROUS
(INANIMATE) (ENVIROMENTAL) SURFACES IN WHIRPOOL UNITS (page 24)
f) SANITIZATION OF HARD NON-POROUS (INANIMATE) (ENVIROMENTAL)
SURFACES IN WHIRPOOL UNITS (page 24)

13. As per the Agency DER of February 2008 on 10324-56 your label must indicate a use rate of
1.5 ounces per 2 gallons when used to kill HIV-I on inanimate surfaces . No data has been
provided to support a change in this use rate. Thus make the following corrections to your label
where HIV -1 is indicated or would be inferred as the use is against human virucidal pathogens.

a) Revise the Barber/Salon section on pages 18 and 19 such that the correct rate is used for
effectiveness against HIV -1. Revise both disinfection/virucidal sections on these two pages by
deleting all references to the use of this product at 1/2 ounce per gallon.

b) In the Other Uses "Disinfection/Fungicide/Virucide* of Hard Non-Porous ... Whirlpool
Units" section on page 24 correct by deleting all references to the use of this product at 1/2 ounce
per gallon including corresponding ppm.

¢) Revise the directions for "Disinfection/Fungicide/Virucide of Hard Non-Porous
(Inanimate)(Environmental) Surfaces in Footbaths" to include: " ... Brush or swab thoroughly,
turn on theunit to circulate the solution for 10 minutes ... " as per the Agency guidance at
http://www.epa.gov/pesticides/factsheets/footspadisinfection.htm#label

15. Revise STORAGE AND DISPOSAL section on page 25 by deleting the term
“INSTITUTIONAL” or adding special symbol to it (4 times).

General Comments

A stamped copy of the accepted labeling with conditions is enclosed. Submit 1 copy of
your final printed label before distributing or selling the product bearing the revised labeling.
If the above conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA section 6 (¢). Your release for shipment of the product bearing the
amended labeling constitutes acceptance of these conditions. Should you have any questions
concerning this letter, please contact Velma Noble at (703) 308-6233 or Emilia Oiguenblik at

(703) 347-0199
SW

Velma Noble

Product Manager (31)

Regulatory Management Branch I

Antimicrobials Division (7510)
Attachment: Stamped label
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