UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

MAR 14 2003

Mr. Thomas Isaac
The Stepan Company

- 22 West Frontage Road
Northfield, IL. 60093

Subject: BTC 2125 M 10% Solution

- EPA Registratton No. 1839-86
~~  Amendment Date: May 15, 2002
"~ EPA Receipt Date: May 22, 2002

Dear Mr. Isaac,

The following amendment submitted in connection with registration under FIFRA section

3(c)(7)(A) is acceptable with the conditions listed below.

Addition of Hepatitis C Virus and Citrus Canker
Addition of use sites and claims

Conditions
Revise the label as follows:

1.

Under “Food service establishment” disinfection directions, add the statement, “Do not
use on utensils, dishes, glasses, or cookware.”

Under “Poultry Equipment, Animal Quarters, Kennels” directions, add the statement,
“Immerse all halters, ropes, and other types of equipment used in handling and restraining
animals as well as forks, shovels, and scrapers used for removing litter and manure.”

You must clearly separate or place the The “Interior Surfaces of Water Softners/ Reverse
Osmosis Units and Ice Machines/ Water Coolers/ Water Holding Tanks/ Pressure Tanks”
directions must either be clearly separated or placed in a different type set to distinguish
them from the Wisconsin State Division of Health sanitization directions

Rc;vise the heading, “Interior Surfaces of Water Softners/ Reverse Osmosis Units and Ice
Machines/ Water Coolers/ Water Holding Tanks/ Pressure Tanks” headings to state
“Interior Hard, Nonporous Surfaces .....”
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5. Under “Interior Surfaces of Water Softners/ Reverse Osmosis Units and Ice Machines/
Water Coolers/ Water Holding Tanks/ Pressure Tanks” sanitizing directions, you must
state that the “units/tanks must be washed with a compatible detergent and rinsed with
potable water before sanitizing.” It should appear as step 2.

6. Step 4 for the “Interior Surfaces of Water Softners/ Reverse Osmosis Units and Ice
Machines/ Water Coolers/ Water Holding Tanks/ Pressure Tanks” directions are
inappropriate for a formulation that is cleared as food contact sanitizer and must be
deleted. Food contact surfaces that are sanitized are not to be rinsed with potable water;
this step would be appropriate for disinfection claim. If you want to rinse with potable
water, you must submit a justification to the Agency as to why a potable water rinse is
needed for food contact sanitization or revise the directions so they are appropriate for a
disinfection claim.

7. Under “Reverse Osmosis Units” add the statement, “Do not use this product to sanitize
the membrane element; it must be sterilized.” This statement must appear as the last
sentence in step 1.

Acceptable Data
Data Requirement Means of Support Status
Yirucidal Effectiveness Using Bovine Viral Diarthea Virus Submitted study, MRID 456841-01 Acceptable
Confirmatory Virucidal Effectiveness Using Bovine Viral Diarrhea Virus Submitted study, MRID456841-02 Acceptable

The aforementioned data is accepted conditionally. The following information must be
provided:

a) Request information on the specific virus strain and specific cell culture line
identification used in the two studies (only the source was identified).

b) Obtain a more detailed description of the challenge BVDYV strain, concerning its virus
stock preparation and titration.

¢} Obtain a full description of the host cell line (MDBK) including its preparation,
susceptibility to BVDV, and the rationale for its selection over other candidate cell lines.

d) Obtain an explanation why only 0.5 mL of the virus-disinfectant mixture is neutralized
when using a column instead of the full 2.0 mL recovered from the plate.

e) Obtain a complete description of the infectivity assay using immunofluorescence.
General Comments

A stamped copy of the labeling accepted with conditions is enclosed. Submit three (3)
copies of your final printed label before distributing or selling the product bearing the revised



labeling.

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

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.

If you have any questions regarding this letter, please contact Jacqueline McFarlane at
(703) 308-6416.

Singerely,

| 4[/»7277%

elma Noble
Product Manager (31)
Regulatory Management Branch |
Antimicrobials Division (7510C)
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BTC 2125°M
10% Solution

DISINFECTANT SANITIZER
DEODORIZER * VIRUCIDE
MILDEWSTAT (on hard nonporous, inanimate surfaces)
CITRUS CANKER CONTROL

Not for Use in California

ACTIVE INGREDIENTS

AlKyl (60% C14. 30% Cye, 5% C12,

5% C1s) dimethyl benzyl

ammonium chlorides.......cciemercvnirtiier s e eeesrnriens 5.0%
Alkyl (68% Cqz2, 32% C14)

dimethyl ethylbenzyl

BMmONiUM Chlordes....c.cc. o cererrr s e 5.0%
INERT INGREDIENTS......cootiie v e cvrrrnseeee e 80.0%
TOTAL 100.0%

KEEP OUT OF REACH OF CHILDREN

DANGER

See side panels for additional precautionary statements.

EPA REG. NO, 1839-88
EPA EST. NO. 1838-IL-01

ACCEPTED
i EPA fover o STEPAN COMPANY
22 Wast Frontage Road - Northfield, IL 60093
vin 14 2003
Under the Fedoral Lﬂse.c_n'?ide.
Penicids, end Redoatiniie s as NET CONTENTS
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DIRECTIONS FOR USE

It is a violafjon of Federal Law to use this product in a manner inconsistent with its labeling.
BTC 2125"M 10% Solution is designed for use in hospitals, nursing homes, hotels, schools,
homes, athletic/recreational facilities/tanning spas, dairles, food processing plants, food service
establishments, restaurants, bars, animal quarters and kennels where disinfection, sanitization
and deodorization is of prime importance. When used as directed, this product is formulated to
disinfect hard nonporous, inanimate environmental surfaces; floors, walls, metal surfaces,
stainless steel surfaces, glazed porcelain, glazed ceramic tile, Plastlc surfaces, bathrooms,
shower stalls, bathtubs, cabinets, tables, chalrs, tanning beds and telephones.
This product decdorizes those areas, which generally are hard to keep fresh emelling, such as
garbaqe storage areas, empty garbagle bins and cans, pet areas and any other areas, which are
rone io adors caused by microorganisms. .
his product can also be used for sanitization of shell eggs intended for food in shell egg and
egg product p.roceasingbplants when used as directed. .
This product is not to be used as a terminal sterifant/high-level disinfectant on any surface or
instrument that (1) ls introduced directly into the human body, either into or in contact with the
bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes but
;;hi%h goes not ordinarily penetrate the blood barrier or otherwise enter normaily sterile areas of
e body.

DISINFECTION - To disinfect pre-cleaned, inanimate, hard nonporous surfaces apply this
product with mop, cloth, eponge, low pressure coarse spray or hand-pump trigger sprayer so as
to wet all surfaces thoroughly. Allow to remain wet for 10 minutes, then remove excess liquid.
For heavily soiled areas, a pre-cleaning step is required. Prepare a tresh sclution for each use.

GENERAL DISINFECTION - Add 3 ounces of this product per 5 gallons of water for disinfection
agtainst sl_t?phylococcus aureus, Salmonella choleraesuis, Listeria monocytogenes, and Yersinia
enterocolitica.

HOSPITAL DISINFECTION - Add 3 1/2 ounces of this product per 5§ gallons of water for
disinfection against Pseudomonas aeruginosa and Vancomycin intermediate resistant
Stgphgococcus aureus (VISA), as well as the organisms listed under the GENERAL
NFECTION section.
To disinfect food processing premises: floors, walls, and storage areas, add 3 ounces of this
product per 5 gallons of water. For heavily soiled areas, a pre-cleaning step is required. Apply
solution with a mop, cloth, sponge or hand pump trigger sprayer 8o as to wet all surfaces
thorouhl?r. Allow to remain wet for 10 minutes, then remove excess liquid. Before using this
product, food products and packaging materials must be removed from the area or carefully
rotectad, After use, all surfaces in the area must be thoroughly rinsed with potabie water.

o disinfect food service establishment or restaurant food contact surfaces: countertops,
outside of appliances, tables, add 3 ounces of this product per 5 gallons of water, For heavily
soiled areas, a pre-cleaning ster is required. Apply solution with a cloth, stponge or hand pum 8
trigger sprayer so as to wet all surfaces thoroughly. Allow the surface to remain wef for 1
minutes, then remove excess liquid and rinse the surface with potable water.

DISINFECTION OF POULTRY EQUIPMENT, ANIMAL QUARTERS AND KENNELS - For
disinfection of pre-cleaned poultry equipment (brooders, watering founts, feeding aquipment),
animal quarters and kennels, apply a solution of 3 1/2 ounces of this product per § gallons of
water. Remove all pouliry, animals, and feed from premises, trucks, coops, and crates. Remove
all litter and qlroppm%s rom floors, walls and surfaces of facilities occupied or traversed by
%oultry or animals. rnpw all troughs, racks, and other feeding and watering appliances.

horoughly clean ail surfaces with soap or detergent and rinse with water, Saturate the surfaces
with the disinfecting solution for a period of 10 minutes. Ventilate buliding, coops, and other
closed spaces. Do not house poultry or animals or employ equipment untli treatment has been
absorbed, set or dried. Al treated equipment that will contact feed or drinking water must be

ringed with potable water before reuse. ACCEPTED
_with COMMENTS
In EPA Letter Dated:
AR 14 m
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DISINFECTING POTATO STORAGE AREA AND EQUIPMENT - Remove all potatoes prier to
disinfection of &otato storage area or equipment. Preclean hard surfaces by removing hea
soil or gross filth, Follow general disinfection (3 oz, per 5 gal.) procedure described above. Xﬁ

treated surfaces must be thoroughly rinsed with potable wafer prior to reuse.

CITRUS CANKER CONTROL - For prevention of Citrus Canker Disease through treatment of
equipment. This product, when used at a 1:48 dilution (2000 ppm active quatemnary) or 2.87
ounces (79 mi) per gallon of water up to 200 ppm hardness (as CaCQj), is effective agalnst
Xanthomonas axonopodis pathovar citri (Clirug Canker), Treat all trucks, vehicles, and
equipment thoroughiy at the 1:108 dilution. Treatment can be applied to outer clothing, shoes,
trucks, attached trailers, field harvesting equipment; including cargo area, wheels, tires, under
carriage, hood, roof, fenders and any other part of transportation equipment that can be taken
into Infested areas. To prevent the spread of Citrus Canker by this artiflcial means of
transportation, treatments are made by trigger spraying, dipping or btushing, using the
maximum rate of 2000 ppm quatermnary. After uge, all surfaces which come in contact with food
or crop must be rinsed with potable water. Clothing should be either thoroughly rinsed or
laundered before reuse. Footwear shouid be rinae before reuse. NOTE: Not for Use in
California.

*VIRUCIDAL ACTIVITY - This product, when used on environmental, inanimate, hard
nonporous surfaces at 3 1/2 ounces per 5 gallons of water exhibits effective virucidal activi
against Influenza AfzJJapan (representative of the common flu virus), Herpes Simplex Type
fcausative agent of fever blisters), Adenovirus Type 5 (causative agent of upper respiratory
nfections), Vaccinia virus (representative of the pox virus group)., and Avian Influenza
A/Turkey/Wisconsin (causative agent of an acute avian lower respiratory tract infaction), HIV-1
Human Immunodeficiency Virus Type 1), Newcastle disease virus, Laryngotracheltis Virus,
epatitis B virus éHBV) and Hegatltis C vitus HC\Q.
KILLS HIV-1, HBV and HCV ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS
PREVIOUSLY SOILED WITH BLOOD/BODY FLUIDS in health care settings (hospitals,
nursing homes) 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 likefy to be soiled
with blood or bod{l fluids can be associated with the potential for transmission of Human
Immunodeficien irus Type 1 (HIV-1) (associated with AIDS), Hepatitis B virus (HBV) and
Hepatitis C virusZHCV?.
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1,
HBV and HCV OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS.
PERSONAL PROTECTION: When handling itemns soiled with blood or body fluids use
disposable latex 3loves, owns, masks, or =ye coverings.
CLEANING PROCEDURES: Blood and other body fluids must be thoroughly cleaned from
surfaces and olgects before application of this product.
CONTACT TIME: Allow surface to remain wet for 10 minutes,
DISPOSAL OF INFECTIOUS MATERIALS: Blood and other bedy fluids should be autoclaved
and disposed of according to local reguiations for infectious waste disposal.
EIES?IEFE%%TIEION: To decdorize, apply this product as indicated under the hsading GENERAL
MILDEWSTAT: To control mold and mildew on pre-cleaned, hard, nonporous surfaces add 3
ounces of this product per 5 gallons of water, Apprl’y solution with a cloth, mop, spongs, or
hand-pumg trigger sprayer making sure to wet all surfaces completely. Let air dry. Prepare a
fresh solution for each use. Repeat application at weekly intervals or when mildew growth
appears.

EFFICACY TESTS HAVE DEMONSTRATED THAT THIS PRODUCT IS AN EFFECTIVE
glé\gaﬁll)?ICIDE AND VIRUCIDE IN THE PRESENCE OF ORGANIC SOIL (5% BLOOD

) ACCEPTED

Stepan Compan with COMMENTS -
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SANITIZATION - Recommendad for use in restaurants, dairles, food processing piants, and bars. When used as directed this
product is an effective sanitizer agminst Escherichia coli, Escherichia coli 0157:H7, Staphyiococcus aureus, Yersinia
enterocalitica, and Listeria manocytogenss.

Ramove all gross focd particles and soll from areas, which are to be ssnitized, with a good detergent, pre-flush, pre-scak or
pra-scrape treatment. Rinse with a potable water rinse, To aaniize pre-clearned and potable water-rinsed, non-porous, foed
contact aurfaces, prepare a 200 ppm active quatemary aolution by adding 1 ounce of this product to 4 gallons of water, 2 1/2
ounces {o 10 gallons of water, or § cunces to 20 galions of water.

To sanitize jmmghlle items such as tanks, chopping biocks and counter tops, flood the area with a 200 ppm acfive quaternary
solution for at least 80 seconds making sure to wet all surfaces completely. Remove exceas, drain the uge solufion from the
surface and air dry. Prepare a fresh solution daily or more frequently as soil Is apparent.

To sanitize qgbile items such a8 drinking glasses and eating utenails, immerse in a 200 ppm active quatemary acjution for at
least 80 seconds making sure o immerse completely. Remove items, drain the uae sclution from the surface and air dry.
Prepare & fresh solution daily or more frequantly as soil is apparent,

When used for sanitization of previously cleaned food squipment or food contact itama, limit the active quaternary to 200 ppm.
NO POTABLE WATER RINSE IS REQUIRED. Thia product is an effuctive sanitizer when dliuted in water up to 750 ppm
hardness (CaCOs).

To sanitize previouslv clesned food-arads eoge in sheli egg and egg product-pracessing plants, spray with a sclution of 1
ounce of thls product in 4 galions of warm water (200 pprn quat). The solution should be wammer than the eggs, but not to
excoed 130°F. Wet aggs thoroughly and allow to drgin. Eggs sanitized with this product shall be subjected to a potable water
rinse only if they are broken Immadiately for use in the manufacture of egg products. Eggs should be reasonably dry before
casing or breaking. The solution should not be reused for sanitizing eggs.

WISCONSIN STATE DIVISION OF HEALTH
DIRECTIDNS FOR EATING ESTABLISHMENTS
Scrape and pre-wash utensils and glasses whanever possible.
Wash with a good detergent or compatible cleaner.
Rinss with clean water.
Sanitize In & solution of 10z/4 galions of this product {200 ppm active quaternary). Immerse all utensils for at |east
two minutes or for contact time apecifled by governing sanitary code.
Place sanitized utensils on a rack or drain board fo alr-dry,
NOTE A clean potable water rinse following sanitization is not permitted under Section HSS 198.13 of tha Wisconsin
Administrative Code,

Sanitization of intariar S8urfaces of Water Softeners and Rsverse Osmosis (RO) Units

Water S8ofteners - Sanitization should occur after initial Installation, after the aystem ie serviced and periodieally during its use,

1. Backwash the sofiener and add 2 ounces of senitizer per 8 gallons of water (200 ppm active quaternary) to the brine
tank well, (NOTE: standard syafem capacity is 48 gallons). (The brine tank should have water in It {o parmit the
solutian to be carriad Inf> the softener).

oo

n

2, Proceed with the normal regeneration or Interrupt the cycle after the brining atep and let the sofiener soak fera
minimum of 60 sstonds.
3. Backwash the sofiener with potable water to make sure all sanitizing solution is thoroughly rinsed from the unit before

retumning it to sefvice.
Reverse Qsmosis (RO) Units - Sanitization should occur 2fter inftial installation, after the system |s serviced and perjodically

during its uss,
1. Tum off RO system, drain storage tank and remove membrane element and pre-fillers. Put membrane element in 2
plastic bag 5o it remains wet.

2 Fiil empty pre-filtar housing with 2 ounces of sanitizer per 8 gallons of water (200 ppm active sanitizer) and turn on raw
water, (NOTE: standard systsm capacity is 1-2 gallons).

3 After holding tank is full, lst system stand idie for a minimum of 80secends. Tum off water. Drain holding tank.

4, Before the system is put back info sarvice, flush system with potable water to assure sanitizing solution is rinsed
thoroughlg Itf;om system. Follow the manufacturer’s directions for re-installation of new pre-filtars, membrane elsment
and post fiiter,

Sanitization of Interier Surfaces of lcs Machines, Water Conlerg, Water Holding Tanks and Prassure Tanks
lea Machines ~ Sanitization should occur after initial installation, after the machine is serviced and periodically during its use,

1. Shut off incoming water line fo machine,

2. Prepare a solution of 2 cunceas of sanitizer per 8 gations of water (200 ppm active qusternary).

3 Circulate solution through machine making sure %o wet all surfaces and allow a2 minimum contact of 80 seconds.
4. Draln and completely flueh machine twice with potable water.

5 Ratum machine to normal operation.

Water Coolers, Water Holding Tanks and Pressure Tanks — Sanitization should nccur after initia! installation, after the
system is serviced and periodically during its use.

1. Shut off incoming water lins, W

2 Prepare a solution of 2 cunces of sanitizer per 8 gailons of water (200w R fernary).

3 Apply or circulats (If possible) to wet all surfaces and allow a mini conds.

4, Drain and completaly flush aystem twice with potable wafer. in EPA Letter Dated:

5. Retum to sarvice by opening incoming water lines.
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
DANGER., KEEP OUT OF REACH OF CHILDREN. CORROSIVE. Causes irreversibie eye
damage and skin burns. Do not get in eyes, on skin ar on clothing, Wear goggles or face
shield, rubber gloves, and protective clothing, Harmful if swallowed. Remove contaminated
clothing and wash before reuse. Wash thoroughly with scap and water after handling.

FIRST AID

Have the product container or label with you when calling a poison control center or doctor, or
cing for treatment.
in eyes: Hold eye open and rinse slowly and entl¥hwith water for 156-20 minutes. Remove

contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison

control center or doctor for treatment advice, o

if on skin or clothing: Take off contaminated ciothing. Rinse skin with plenty of water for 15-

20 minutes. Call a poison control centsr or doctor for treatment advice. _ .

If swallowed: Call a poison control center or doctor immediately for treatment advice. Have
erson sip a glass of water if able to swallow. Do not induce vomiting uniess told to do so by
e poison controf center or doctor. Do not give anything by mouth to an unconscious person.

If in?:aled: Move lpersuon to fresh air. If person is not breathing, call 911 or an ambulance then

give artificial respiration, preferably by mouth-to-mouth, if possible. Call a poison control center

or doctor for further treatment advice.

(OPTIONAL) You may contact xoocxxx-xmx for emergency medical treatment information,

NOTE TO PHYSICIAN
Probable mucosal damage may contraindicate the use of gastric lavage.

ENVIRONMENTAL HAZARDS
. (Required for products supplied In containers 5 galions or greater)
This product is toxic to fish. Do not discharge effluent containing this product into lakes,
streams, ponds, estuaries, oceans or other waters uniess in accordance with the requirements
of a National Pollutant Discharge Elimination System (NPDES) permit and the permitting
authortty has been notifled in writing prior to discharge, Do not discharge effluent containing this
product to sewer systems without previously notifying the local sewage treatment plant
authority. For guidance contact your State Water Board or Regional Office of the EPA.

Contains no phosphorus.

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.
I:ZEOS"PCIDE STORAGE - Store in a dry place no lower in temperature than 50°F or higher than

CONTAINER DISPOSAL - Do not reuse empty container, Triple rinse empty container with
water. Return metal drum or offer for reconditioning or puncture and dispose of in a sanitary
|andfill, or !9; other procedures gﬁrmved by State and local authorities. Plastic containers ma
be disposed of In a sanitary landflll, incinerated, or if allowed by local authorities, by burning. {f
bumed, stay out of smoke.

For containers 1 gallon or /ess: Do not reuse empty container (bottle, can, bucket). Wrap
container and put in trash,

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 labs| instructions contact your State Pesticide or Environmental
Control Agency, or the Hazardous Waste representative at the nearest EPA Reglonal Office for

guidance. _ACCEPTED
 With COMMENTS -
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