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Mason Chemical Company AUG 3 - 2000

721 W. Algonquin Road
Arlington Heights, IL 60005

ATTENTION: Marc M. Mason

SUBJECT: Maguat 86-M
EPA Registration Number 10324-85
Your Amendment Dated: January 17, 2000

EPA Received Date: February 9, 2000

The amendment referred to above, submitted in connection with registration under FIFRA
sec. 3( ¢ )( 7 ) A), 1s acceptable provided that you:

1. Submit and/or cite all data required for registration/reregistration of your product
under FIFRA sec. 3 (¢ }( 5 ) when the Agency requires all registrants of similar products to
submit such data.

2. Make the labeling changes listed below before you release the product for shipment
bearing the amended labeling;

A. On page one, the left panel revise the statement “This disinfectant has been formulated
to aid in the reduction of cross-contamination in these areas.” to read “This disinfectant has been

formulated to aid in the reduction of cross-contamination on treated surfaces in these areas.”

B. Add an asterisk (*) after the words *“viricidal,” “viricide,” and “virus” as they appear
on the left panel in the second and seventh sections on the first page: “viricidal*”.

C. Delete the phrase “Prepare a fresh solution daily or more often if the solution becomes
diluted or soiled.” This product is used undiluted therefore this phrase is inappropniate.

D. Revise the directions for “Disinfection” as follows: immediately following the heading
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surfaces, treated surfaces...” The statement “For heavily soiled areas, a preliminary cleaning is
required.” may be deleted from its earlier location.

E. Revise your fungicidal directions as follows: “ This product is an effective fungicide
against Candida albicans. This product will also effectively control the growth of Trichophyton
mentagrophytes on hard nonporous surfaces in locker rooms, dressing rooms, shower and bath
areas, and exercise facilities. Treated surfaces must remain wet for 10 minutes. Apply as directed
previously.”

This revision is as per Subdivision H: Labeling Guidelines for Pesticide Use Directions for
Antimicrobial Products, section 101-3, p.25.

F. Revise the directions for “Disinfecting and Cleaning Toilet Bowls and Urinals” by
adding the following statement to item 1. and deleting it from item 6. “Preliminary cleaning is
required for heavily soiled surfaces.”

G. Make the following revisions to the section of the label which describes the use of this
product against HIV-1.

1. Revise the following statement such that it is not in bold type and all upper case letters:
“This product was found to be effective against the HIV-1 (AIDS Virus) in the presence of 5%
blood serum and 400 ppm of hard water.”

2. Move the statement “SPECIAL INSTRUCTIONS FOR CLEANING AND
DECONTAMINATION AGAINST HIV-1 ON SURFACES/OBJECTS SOILED WITH
BLOOD/BODY FLUIDS.” such that it immediately precedes the subheading “Personal
Protection”.

3. Revise the statement which begins “Effective against HIV in pre-cleaned...” and ends
“...with blood/body fluids” exactly as follows:

“KILLS HIV ON PRECLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY
SOILED WITH BLOOD/BODY FLUIDS” then continue with “in health care settings...” in lower
case letters.

H. Revise the directions to “Sanitizing Non-Food Contact Surfaces” by changing the
contact time to 60 seconds to agree with the last stamped label for this product.

I. Make the following revisions to the “Directions for Household Use™.

1. Move the subheading “Kitchen/Household Use” such that it immediately follows the
heading “Directions for Household Use”. Also delete the section “1. Spray soiled area. 2. Wipe
soiled area clean.” Following the statement “Do not use on paint or acrylic plastics.” add the
phrase “Wipe soiled area clean.”

2. The following comments are taken from the efficacy review for this product: “High
chairs and the interiors of microwave oven, refrigerators and freezers are considered food contact

surfaces._The data does nol support the wMostarnpeeduct on such tood contact surtaces, and
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appliances. Because of the possible residue on high chairs the product cannot be used on high
chairs.” Thus, the following changes must be made to the household instructions: delete “high
chairs,” and revise to state “refrigerator or freezer exteriors,” and “microwave exteriors”.

3. Revise the statement “Rinse after use on surfaces that come in contact with food.” to
read “Rinse with potable water after use on surfaces that come in contact with food.” Also add
the same statement to the directions for use on the left panel of page one.

4. Your label may not list the abbreviated names of organisms without including the
complete name of the organism in conjunction with the abbreviation. Revise this section to state
“This product kills germs, viruses*, fungi, and mildew including Escherichia coli 0157:H7 (E.
Coli 0157:H7), Escherichia coli (antibiotic resistant) (E. Coli), Salmonella choleraesuis
(Salmonella), Pseudomonas aeruginosa (Pseudomonas), Staphylococcus aureus..”

5. Delete the instructions for HIV from this section. This language is only required to
appear on the master label once. You may use it as needed on any subsets of the label which are
printed. Delete beginning with “This product was found to be effective...” through “...other
comnrmon types of bacteria and viruses listed on this label.”

J. Make the following corrections to the “Storage and Disposal” statements.

1. The statement “Do not contaminate water, food or feed by storage and disposal.” must
foliow the “STORAGE AND DISPOSAL” heading and is not to be included in the “Storage
Instructions”. Directly under this statement, change the subheading to read “PESTICIDE
STORAGE”.

2. Revise the “Pesticide Disposal” statement to read: “Wastes resulting from the use of
this product may be disposed of on site or at an approved waste disposal facility.”

3. Since your Application for pesticide indicates that this product is only marketed in
plastic containers revise the “CONTAINER DISPOSAL” statement as follows:

“Triple rinse (or equivalent). Then offer for recycling or reconditioning, or puncture and
dispose of in a sanitary landfill, or incinerate, or, if allowed by state and local authorities, by
burning. If burned, stay out of smoke.

4. Revise the household “STORAGE AND DISPOSAL?” to state “Wrap in newspaper
and discard in trash or recycle.” deleting the information about rnsing,

K. Since you list the site “Veterinary Use,” your label must include the following
directions for this site: “For cleaning and disinfecting the following hard nonporous surfaces:
equipment, utensils, instruments, cages, kennels, stables, and catteries. Remove all animals and
feed from premise, animal transportation vehicles, crates, eic. Remove all litter, droppings and
manure from floors, walls and surfaces of facilities occupied or traversed by animals.
Thoroughly clean all surfaces with soap or detergent and rinse with water. Saturate surfaces
with undiluted product and allow to remain wet for 10 minutes. Ventilate buildings and other
closed spaces. Do not house animals or employ equipment until treatment has been absorbed,
set or dried. Thoroughly scrub all treated feed racks, automatic feeders, waterers and other
equipment which dispenses food or water with soap or detergent, and rinse with potable water
before reuse.”
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L. Add the following statement to the directions for “Ktichen/Household Use™:
“This product is not to be used on dishware, glasses or eating utensils.”

M. The Agency requests further information on the identity of the Influenza virus/Brazil
and Vaccinia virus utilized in the submitted confirmatory data. To support claims for public
health, the organisms tested must be identified by the specific source from which they were
obtained (ATCC 7?) along with other supporting identifying data. Please submit this information
so it may be included in you file.

N. The submitted Confidential Statement of Formula for the Alternate Formulation dated
1/17/00 is acceptable and will be made part of the record for this file.

3. Submit two { 2 ) copies of your final printed labeling before you release the product for
shipment.

If these conditions are not complied with, this registration will be subject to cancellation in
accordance with FIFRA sec. 6 ( ¢ ). Your release for shipment of this product bearing the
amended labeling constitutes acceptance of these conditions.

A stamped copy of the labeling 1s enclosed for your records. Should you have any
questions concerning this letter, please contact Tracy Lantz at (703) 308-6415.

Sincerely,

i

Velma Noble

Product Manager (31)
Regulatory Management Branch I
Antimicrobials Division {7510C)
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Cross-contamination is of major housekeeping concern not only in
nospitals, but in schools, institutions, and industry.  This disinfectant has
been formulated to aid in the reduction of cross-contamination in these
areas.

This formulation is a one-step disinfectant cleaner that is effective against a
broad spectrum of bacteria, is virucidal, fungicidal, and will inhibit the
growth of mold and mildew and their odors when used as direcled  This
product is an effective one-step sanitizer-cleaner for use on non-lood
contact surfaces.

When used as directed, this product will deodorize surfaces in toilel areas,
behind and under sinks and counters, garbage cans and garbage slorage
areas, and other places where bactenal growth can cause mal odors,

PRECAUTIONARY STATEMENTS
Hazard to Jumans and Domestic Animals

CAUTION

Causes mcderale eye iritation. Harmful if swaliowed or absorbed through
skin. Avoid contact with eyes, skin or clothing. Wash thoroughly with scap
and water after handiing.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent
with its labeling.
This product is not to be used as a terminal sterilanthigh level disinfectant
on any surface or Instrument that (1) is infroduced directly into the human
body, aitivar into of in contact with tha bloadstieam or nonmatly stenle areas
of the body, or (2) contacts intact rmucous membranes but which does nol
ordinarily penetrate the blood barrier or otherwise enter normally sterile
arens of the body. This product may bn used lo precean or
decontaminate critical or semi-critical medical devices prior to stonlization
or high lavel disinfection.
This is a proven one-step disinfectant-cleaner-sanitizer-tungicide-
mildewstat-virucide which is effective in the presence of 5% serum
contamination and in water up to 400 ppm hardness.
Apply this product undiluted to walls, floors and other hard {inanimate) non-
porous surfaces such as tables, chairs, counterops, sinks tile, glazed
porcelain and bed frames with a cloth, mop or mechanical spray device 50
as to thoroughly wet surfaces. If mechanical spray is used, spray should be
coarse. For heavily soiled areas, a preliminary cleaning is required.
Prepare a fresh solution daily or more often if ihe solution becomes diluted
or soiled.
DISINFECTION — To disinfect hard, non-porous surfaces, treated surfaces
must remain wet for 10 minutes. Then wipa excess with sponge, mop or
cloth or allow o air dry. The activity of this fottnulalion has been evaliated
in the presence of 5% serum and 400 ppm hard water by the ACAC use
dilution test and found to be effeclive against a broad spectrum of gram
negative and gram positive organisms as represented by:
Pseudomonas aeruginosa - - - Ot
Escherichia coli - Jalpéreha txp'm
Salmonelta cheleraesuis - Kleksieda pneiimoniae
Staphyiococcus aureus ~ Shigella dyserleriae
Streptococcus pyogenes Serratia marcescens
Enterobacter aerogenes Brevibactetium ammaoniagenes
Shigefia ftexneri = Shigella SONNei a ..
Froteus vulgarfs Blaphyiocgeeus aurens {Methicillin
Enterococcus faecalis -~ » resisant . .
Proteus mirabfiis . st menocytegeres
Staphylococcus epidermidis  Campyldbacter jejni

{antibiotic rosistan) Enterchactor cloacas
Pseudomonas agruginosa Escherichia cofi {Anliictic resislnt)

{Antibiotic resistant) Kiebsiel'a pneumoniae (Antibiatic
Corynebacterium ammoniagenes resistant)
Enterococcus faecium Escherichia cali 0157 H7

(Vancomycin resistant)

MAQUAT 86-M

Disiniectant - Fungicide-Mildewstat Virucide®*-
Sanitizer Deodorizer for Hospitals, Institutional,
Industrial Use, Veterinary Use, Homes and Non-Acid
Bathroom Cleaner in the presence of 5% serum
contamination and in hard water and up to 400 ppm
hardness (calculated as CaCos)

ACTIVE INGREDIENTS:

Octyl Decyl Dimethyt Ammonium Chloride 0.026%
Dioctyl Dimethyt Ammontum Chloride 0.013%
Didecyl Dimethyl Ammonium Chloride 0.013%

A|ky| (014,500/6; C12, 40°/o; 015, 100/0)
dimethyl benzy! ammonium chioride 0.034%
INERT INGREDIENTS: 99.914%
TOTAL 100.000%

KEEP OUT OF REACH OF

CHILDREN

CAUTION

STATEMENT OF PRACTICAL TREATMENT

IF ON SKIN: Wash with pienty of soap and water. Get medical
attention if symptoms persist.

IF IN EYES: Flush with plenty of water. Call a physician if irritation
persists.

See left panel for additional
precautionary statements

MASON CHEMICAL COMPANY
“‘THE QUATERNARY SPECIALISTS”
721 W. Algonquin Road
Ariington Heights, IL 60005
847-290-1621

. Toll Free:
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FUNGICIDAL CONTROL
This product is an effective fungicide against Candida

albicans, Trichaphyton mentagrophytes (the athlete's toot

fungus) when used in areas such as locker rooms, dressing
rooms, shower and bath areas, exercise facilities, Treated
surfaces must remain wet for 10 minutes.

Mold and Mildew Control — This product will effectivety inhibit
the growih of mold and mildew and the odors caused by them
when applied to hard non-porous suraces {as indicated in

general instructions above).

Allow to dry on surface and

repeat when mildew growth returns,
Pisinfection and Cleaning Toilet Bowis and Urinals:

1.

2.

3.

With a swab mop applicator, remove water from bowl by
forcing out trap.

Press swab mop agains! side of bowl to remove excess
water trorn applicator.

Apply 1-2 oz. of Maquat 86-M evenly onte sutace to be
cleaned and disinfected.

Swab entire surtace area especially under the rim where
outlets are located.

Allow Maguat 86-M to remain wet on surfaces at least
10 minutes.

Flush tgilet and rinse applicator thoroughly. Preliminary
cloaning Is required lor hoavily soilod surfacos.

“Virucidal Performance - This product was evaluated and
tound to be effective In the presence of 5% serum and 400
ppm hard water, against following viruses:

Avian

Influenza/Turkey/Wisconsin, Newcastle Diseass,

Pseudorabigs virus, Canine distamper, Infectious Bovine

Rhinotracheitis,Herpes Simplex Type | & N ,
A/Brazil

Influenza
and Vaccinla on inanimate hard non-porous

environmental surfaces. Trealed surfaces must remain wet
for 10 minutes.

THIS PRODUCT WAS FOUND TO BE EFFECTIVE
AGAINST THE HIV-1 (AIDS VIRUS) IN THE PRESENCE OF

5%
SPECIAL
DECONTAMINATION

BLOOD SERUM AND 400 PPM OF HARDNESS
INSTRUCTIONS FOR CLEANING AND
AGAINST

SURFACES/OBJECTS SOILED WITH BLOODY/BODY
FLUIDS.

Effective against

HIV in pre-cleaned environmental

surfaces/objects previously soiled with blood/body fluids in
health care settings or other settings in which there is an
expected likelihood of soiling of inanimate surfaces/objects
with blood or body fluids, and in which the surfaces/objects
likely to be sciled with blood or body fiuids can be associated

with
immunodeficiency virus Type 1

human
(associated with

transmission  of
(HIV-1

the potential  for

AIDS).

Personal Protection: Specific barrier protection items to be
used when handling items sciled with blood or body fluids are
disposable latex gloves, gowns, masks, or eye coverings.
Cleaning Procedure: Blood and othor body fluids must be

thoroughly cleaned

from surfaces and objects before

application of the disinfectant.

HIV-1 ON |

S
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" Disposal of Infectious Materials: Blood and other body
fluids should be autoclaved and disposed of according
to federal, state and local regulations for infectious
wasie disposal.

Contact Time: Leave surfaces wet for 2 minutes. This
contact time will not control other common types of
bacteria and viruses listed on this tabel.

SANITIZING NON-FOOD CONTACT SURFACES (Such
as floors, walls, tables) - This product is an effective
sanitizer against Staphylococcus aureus and Klebsiella
pneumonia on hard non-porous environmental surfaces.
Treated surfaces must remain wet for 5 minutes.

DIRECTIONS FOR HOUSEHOLD USE

Apply this product undiluted with a cloth, sponge, moep or
directly on surface with a mechanical spray. 1f a
mechanical spray Is used spray must be ¢oarse. Hold
container 6 inches 10 8 inches from surface and spray
until thoroughly wet. Do not use on paint or acrylic
plastics.

KITCHEN/HOUSEHOLD CLEANING

1. Spray on solled area.
2. Wipe solied area clean.

DISINFECT/DEODORIZE

To disinfect hard, nonporous surfaces such as floors,
walls, counters, sinks, tubs, toilets, tile, appliances,
rafrigerator or freezer interiors, microwave interiors, high
chairs, stove tops and hoods, tables, garbage pails,
faucets apply as is with cloth, sponge, mop or
maochanical spray. If a machanical spray is usond, spray
must be coarse. Hold containot G inchas to #nchiss
from surtace and spray until thoroughty wet. Treated
surface must remain wet for 10 minutes before wiging.
For heavily soiled areas a pre-cleaning step is required.
The pre-clean step should be done according to the
instructions under Kitchen/Household Cleaning. Rinse
after use on surfaces that come in contact with food.

This product kills germs, virus, fungi and mildew such
as: E. coli®157:H7, E. nok, Salmongild, Pseudomonas,
Staphylococcus aureus. Listeria inongeytogeneas,
Campylobacter |ejuni, Harpos-Simplox + and H, thfluenza
A Brazil, Trichophyton mentagrophytés” (athletes foot
fungus) and HIV.

THIS PRCDUCT WAS FOUND TO BE"EFFECTIVE
AGAINST - THE  +IV-10AIGS 1 VIRYS) IN  THE
PRESENCE UF 5% BLOGDSERUM AND 400 PPM OF
HARDNESS  SPECIAL = INSTRUCTIONS  FOR
CLEANING AND DECONTAMINATION AGAINST Hiv-1
ON  SURFAGES/OBJECTS  SOILED  WITH
BLOQDY/BODY FLUIDS.

dtive  against  HIV  in pre-cleaned  en mental
surfaces/objects previously soiled with blood/body fluids 1n health
care settings or other settings in which there is an expected
likelihood of soiling of inanimate surfaces/objects with blood or
body fluids, and in which the surfaces/objects likely 1o be sociled
with blood or body fiuids can be associated with the potential for
transmission of human immunodeficiency virus Type 1 (HIV-1
(associated with AIDS).

Personal Protection: Specific barrier protection itemns to be used
when handling items solled with blood or body fluids are
disposabie latex gloves, gowns, masks, ¢r eye coverings.

Cleaning Procedure: Blood and other hody fluids must be
thoroughly cteaned from surfaces and objects before application of
ihe disinfectant.

Disposal of Infectious Materals: Blood' and other body fluids
should be autoclaved and disposed of according to federai, state
and local regulations for infectious waste disposat.

Contact Time: Leave surfaces wet for 2 minutes. This contact
time will not control other common types of bacteria and viruses
listed on this label.

(If container is 5 gallons or larger the following statement must appear
on the lahet)

ENVIRONMENTAL HAZARD
This pesticide is toxic to fish. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, cceans or other walers
unless in accordance with the requirements of a National Poliutant
Discharge Elimination System {NPDES) permit and the permitting
authority has been notified in writing prior to discharge. Do not
discharge effluent containing this product into sewer systems without
proviously notifying the local snwage treaimaont plant acthority. For
guidance conlicl your State Waler Boand or Ragional Otfico ol tho
EPA. ‘

STORAGE AND DISPOSAL

STORAGE INSTRUCTIONS: Do not contaminate water, food or
feed by storage or disposal. Open dumping is prohibited. Store
only in original container, Do not reuse empty container. Keep
this product under locked storage sufficient to make it inaccessible
to children or persons unfamiliar with its proper use.

PESTICIDE DISPOSAL - Pesticide wastes are acutely hazardous.
Improper disposal of excess pesticide, spray mixture or rinsate is a
violation of federal law. If these wastes cannot be disposed of by
use according to label instructions, contact your State Pesticide or
Environmental Controt Agency, cor the Hazardous Waste
Representative at the nearest EPA Regional Office for guidance.

CONTAINER DISPOSAL - (Larger than t gal) -
Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a
sanitary landfill, or by other procedures approved by
state and local authorities. In addition, plastic
containers may be disposed of by incingration, or if
allowed by state and tocal autherities, by burning. If
burned, stay out of smoke.

(I container is one gatlon or less use the following
storage and disposal statements)

STORAGE AND DISPOSAL

Store in original container in areas inaccessible to
small children. Do not store on side. Avoid creasing or
impacting of side walis. Do not reuse empty container.
Discard in trash (or recycle).

(Storage and Disposal for households)

STORAGE AND DISPOSAL

Store in areas inaccessible {o small chitdren. Rinse empty
container thoroughly and discard in trash or recycle.

e

ACCEPTEDN %
with COMMENTS -
in EPA Letter Dated:

AUS 03 204

Under the Federal Insecticide,
Fungicide, and Rodenticide Act as
amended, for the posticide,

registered under EPA Reg. No.

j0324.85
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