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 Attn: Ann M. oxford ' -~ L ' ,

Hi

-Ecolab Center . . L
-8tz Paul, MN 55102 S

Subject: KX-6049 Ll B
EPA Registration No. 1677- 158 v oo o

Amendment Dated June 18, 1997 And

Letter Dated August 8, 1997 T

The amendment referred to above, submitted in connection

with registration under.the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, to include the label claims for
additional test wviruses, non-food contact data, food contact |
surface sanitizing data and fungicidal data, 1is acceptable, ;
provided that you make the following label changes before you ;
release the product for shipment bearing the amended labeling. !

1.  For our records provide the Agency with a chemical |
composition of the product listed as *Liquid X". Liquid K was |
used in combination with your product K-6049 to form the foam ;
sanitizing solution for nonfood contact surfaces. -’ ?

2. On page 4, and after Reovirus, add “...on hard inanimate
” |

surfaces... .

3. For the fungicidal directions, expand the use directioﬁs
to indicate the appropriate use areas (e.g.,, such as shower room
floors, locker room benches, shower stalls, or bath mats). 1

A stamped copy of the labeling is enclosed for your recordsﬂ
Submit two (2) copies of the final printed labellng before you |
release the product for shipment.. : ;

If you have any questions concerning thlS letter, please
contact Martha Terry at (703) 308-6217.

Slncerely,

e d oy 5

Marshall Swindell ___
Product Manager (33).
Regulatory Management Branch 1
Antimicrobial Division (7510W)
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KX-6049

ACID LIQUID SANITIZER FOR FOOD PROCESSING EQUIPMENT . |
in Dairies, Dairy Farms, Breweries, Wineries, Beverage and Food Processmg Plants Lol

s

DISINFEGTANT =~~~ =~ ' L ‘
Hospitals, Health Care Faciliies, Animal Care Fagilifies, Veterinary Facilities, Farms, Livestock Quarters

Poultry Premises, and Pouftry Hafcheries . . RS }

STERILANT FOR ASEPTIC MANUFACTURING AND PACKAGING EQUIPMENT

Active Ingredients:

Hydrogen PeroXide......c.cccrrrrmvreevnins . 6.9%

Peroxyacetic ACId.....c.vrvurvennass 44% . S et

Octanoic ACIE .....ocoreceeecececrrrceeens 3.3% : o
Inert ingredients .............. e e 85.4%

KEEP OUT OF REACH OF CHILDREN

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER: CORROSIVE. Causes eye and skin damage. May be harmful or fatal if swallowed. Do not
get in eyes, on skin or on clothing. Wear chemical goggles, rubber gloves and protective clothing when
nandling this product. Wash thoroughly with soap and water after handling and before eating, drinking or
using tobacco. Remove contaminated c!othtng and wash beiore reuse. Do not breathe vapor or spray
mist.

STATEMENT OF PRACTICAL TREATMENT :
IF IN EYES: Flush immediately with cool water. Remove contact lenses. Continue fiushing for 15 '
minutes, holding eyelids apart. Get prompt medical attention.
IF ON SKIN: Immediately wash with plenty of soap and water. Get medical attention.
|F SWALLOWED: Promptly drink large quantities of water. Avoid alcohal. DO NOT induce vomiting.
Never give anything by mouth to an unconscious person. CALL A POISON CONTROL CENTER CR
PHYSICIAN [MMED[ATELY
FOR EMERGENCY MEDICAL INFORMATION, CALL TOLL-FREE 1-800-328-0026
NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage.

PHYSICAL AND CHEMICAL HAZARDS: Strong oxidizing agent. Corrosive. Do not use in concentrated
form. Mix only with water according to label instructions. Never bring concentrate in contact with other
sanitizers, cleaners or organic substances,

ENVIRONMENTAL HAZARDS: Do not discharge effluent containing this product into lakes, streams,

ponds, estuaries, oceans, or other waters unless in accordance with the requirements of a National

Pollutant Dlscharge Elimination System (NPDES) permit and the permitfing authority has been notified in

writing prior to discharge. Do not discharge effiuent containing this product to sewer systems without

grevrously nofifying the local sewage treatment plant authority. For guidance contact your State Water
oard or Regional Office of the EPA.

FOR AGRICULTURE OR COMMERCIAL USE ONLY
STRONG OXIDIZING AGENT

EPA Reg. No. 1677-158 Ecolab Food & Beverage Division
EPA Est. 60156-IL~1 Ecolab Inc. 370 N. Wabasha St. vau
St. Paul, MN 55102 T

Net Contents: - 50 U.S. Gals. (189 L) 4U.S. Gals. (15.1L) 300U.S. Gfa’lé..f {Zotes)

ACCEPTED TR
: M&COMNTS S 3
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Under the Federal Insecticide,
Fungicide, and Rodenticide Actas MR

amended, for the pesticide, Ny ' .
regxstered under EPA Reg. No. S
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Kxoodolabel o

U.S. Patent No. 5200189 and 5314687 T : o
Cther Patents Pending : .. . L P S

PIRECTIONS FOR USE ) R T C
It is a violation of Federal law to use this product in 2 manner inconsistent with its labeling. : B

SANITIZATION

KX-6049 is recommended for use on pre-cleaned surfaces such as equipment, pipefines, tanks, vats, -~ - - =
fillers, evaporators, pasteurizers and aseptic equipment in dairies, breweries, wineries, beverage and food
processing plants. This product is effective as a sanitizer when solution is prepared in water of up to 500
ppm hardness as CaCOs. :

SANITIZING FOOD CONTACT SURFACES o L o
Prior to sanitizing, remove gross food particles, then wash with a detergent solution, followed by a potable ST T
water rinse. Sanitize with a concentration of 1 to 2 cunces KX-6049 per 6 gallons of water (0.13 - 0.26% -
viv concentration). At this diluion KX-6049 is effective against Staphylococcus aureus, Escherichia cofi, '
Escherichia coli 0157:H7, Listeria monocytogenes, Salmonella typhimurium (milk isolate), Pseudomonas

aeruginosa, and Vibrio cholerae as well as beverage spoilage organisms such as Aspergiffus niger,

Saccharomyces cerevisiae, Pediococcus damnosus and Lactobacillus buchneri. Use immersion, coarse

spray or circulation techniques as appropriate to the equipment. All surfaces should be exposed to the

sanitizing solution for a period of not less than one minute unless otherwise specified by governing

sanitary code. Drain thoroughly. Do not rinse.

) At a temperature of 120 F. KX-6049 can be used as a food contact sanitizer at 1 oz. per 14 gallons water

- {0.055% v/v concentration). Af this concentration KX-6043 is effective against Staphylococcus aureus
and Escherichia colf. All surfaces should be exposed to the sanitizing solution for a period of not less than
one minute, unless otherwise specified by governing sanitary code. Drain thoroughly. Do not rinse.

SANITIZING EATING, DRINKING, AND FOOD PREP UTENSILS L o

Remove gross food particles by a prescrape, preflush and, when necessary, a presozak freatment.
Wash with detergent.

Rinse with clean water.

Sanitize in a solution of 1 to 2 cunces KX-6049 per 6 gallons of water (0.13 - 0.26% viv
concentration). Immerse all utensils for af least 1 minute or contact iime specified by governing
sanitary code.

5. Drain and air dry.

SANITIZING TABLEWARE

For sanitizing tableware in low-femperafure warewashing machines, inject KX-6049 into the final rinse
water at a concentration of 0.055% v/v (1 oz. per 14 gallons of water} at 120 deg F. Allow 1 minute
contact. Airdry.

Pop=

: To insure that the KX-6049 conceniration does not fall below 0.055%, periodicaily test the rinse solution
) with a suitable test kit and adjust the dispensing rate accordingly. Consuit your local Ecolab Specialist for
technical assistance and further information on sanitizing tableware in warewashing machines.

FINAL SANITIZING BOTTLE RINSE
KX-6049 may be used as a final sanitizing rinse for retumable and non-returnable bottles (e.g. glass or
PET) at a 0.13% dilution (1 oz to & gallons).

NOTE: FOR MECHANICAL OPERATIONS prepared use soltdions may not be reused for sanitizing but
may be reused for other purposes such as cleaning.

FOR MANUAL OPERATICNS fresh sanitizing solutions should be prepared at least daily or more often if
the solution becomes diluted or soiled.

CONTINUQUS TREATMENT OF CONVEYORS FOR MEAT AND POULTRY OR FRUITS AND' "'
VEGETABLES o ] ] . - i v
Wash, rinse and sanitize conveyor equipment. During processing, apply KX-6049 atfa 5.249% viv {2 bz per
& gallons water) concentration o conveyor with Mikro Master or other suilable feeding equipment.
Controlled volumes of sanitizer are applied to return portion of conveyor through nozzieg 30 located as to
permit maximum drainage of sanifizer from equipment and to prevent puddles on top of balt. During,
interruptions in operations, coarse spray equipment, peejersceekatess, slicers and sevrs with Mikro Master
dispensed KX-6049 solution of 0.26% v/v concentratiqpn (ORxeYRFGaYipment must b2ifrae of produst
when applying this coarse spray. in EPA Latter Dated: > y : : ,
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SANITIZING NON-FOOD CONTACT SURFACES . . . o reiiiiee o . '

Preclean surfaces as directed above. Sanitize non-food contact surfaces such as floors, walls, tables,

chairs, benches, drains, troughs, drip pans with 1 oz KX-6049 per 8 gl water (0.1% v/v concentration). At

this concentration the product is effective against Sfaphyiococcus aureus, Enterobacter asrogenes,

Escherichia coli 0157:H7, Listeria monocytogenes, Salmonella typhimurium (milk isolate), Pseudomonas

aeruginosa in 500 pprm hard water. The product is aiso effective against beverage speilage organisms

such as Aspergillus niger, Saccharomyces cerevisiae, Pediococcus dammnosus and Lactobacillus

buchneri. Al surfaces should be exposed to the sanitizing solution for a period of not less than 5 minutes. N

Drain thoroughly and affow fo air dry. No rinse necessary. ' B

FOAM SANITIZING NON-FOOD CONTACT SURFACES = . o ) ,
KX-6049 is an effective foam sanitizer of precleaned surfaces, such as boots, floors, walls, and drains, as
well as non-food contact equipment surfaces. For this application, prepare a solution containing 1 oz per
6 gallons water KX-6049 and 1 oz per 6 galions water Liquid K, and apply as a foam. Af this
concentration the product is effective against Staphylococcus aureus, Entrobacter aerogenes, and Listeria
monogytogenes. Surfaces should be exposed to the sanitizing foam for a period of not less than 5
minutes. No rinse is necessary.

DIRECTIONS FOR FOGGING: To sanitize hard surfaces as an adjunct to acceptable manual cleaning
and disinfecting of room surfaces: Prior fo fogging, food products and packaging materials must be -
removed from the room or carefully protected. Fog desired areas using one quart per 1000 cu. ft. of room
area with a 0.2% to 1.3 % KX-6049 solution. Vacate the area of all personnel during fogging and until the
hydrogen peroxide air concentration is below 0.5 ppm. Allow surfaces to drain thoroughly before - -
operations are resumed. Solutions above 0.5% may be corrosive and are not to be used on all surfaces. :
) Test solutions on surfaces prior fo use.

SANITIZING NON-FOOD CONTACT PACKAGING EQUIPMENT L

Prior to use of this praduct, remove gross soil particles from surfaces. Wash with a recommended
detergent solution, rinse thoroughly with potable water. For sanitization against Staphylococeus aureus,
Enterobacter asrogenes, Escherichia colf 0157:H7, Listeria monocyfogenes, Salmoneila typhirmurium (milk
isolate), Pseudomonas aeruginosa as well as beverage spoilage organisms such as Aspergillus niger,
Pediococcus damnosus, Lactobacilius buchneri and Saccharomyces cerevisiae apply 0.1 -0.5% (1105
oz. per 8 gallons of water) of KX-6049 to surfaces at a temperature of 25 to 45 deg C and allow to remain
wet for at least 5 minutes. Allow surfaces to drain thoroughly before operations are resumed. Drainage
may he fellowad by a potable or sterile water rinse. . :

ANTIMICROBIAL RINSE OF PRECLEANED OR NEW RETURNABLE OR NON-RETURNABLE
CONTAINERS e - ~ - .

To reduce the number of beverage spoilage organisms, such as Pediococcus damnosus, Lactobacillus
buchneri, Saccharomyces cerevisiae and Aspergilius niger apply KX-6049 at a concentration of 0.75 to
2.29% (9 to 26 oz. per 10 gallons of water) at a temperature of 40 to 60 deg C for at least 7 seconds. After
thorough draining, rinse interfor container surfaces with sterile or potable water.

ANTIMICROBIAL TREATMENT OF WATER FILTERS . : _

) To reduce the number of beverage spoilage crganisms such as Pediococous damnosus, Lactobacillus
buchneri, Saccharomyces cerevisiae and Aspergillus nigerapply KX-6049 as a 0.75 10 2.2% X to YY
oz. per ZZ gallons of water} solution at 25 to 45 deg C for a minimum contact time of 5 minutes. After
thorough draining, rinse filters with potable or sterile water.

ANTIMICROBIAL RINSE OF PRECLEANED OR NEW RET URNABLE OR NON-RETURNABLE
CONTAINERS WITH THE ADBITION OF SURFACTANT (NAMES)

To reduce the number of beverage spoilage organisms, such as Pediococcus damnosus, Lactobacifius
buchneri, Saccharomyces cerevisiae, and Aspergillus niger add a 0.75 to 2.2% (9 {o 26 oz. per 10 gallons
of water) solution of KX-6049 to a concentration of up to 0.5% (2 oz per 3 gallons) of (name of
product/surfactant) solution. Apply at a temperature of 40 to 60 deg C with a contact time of at least 7
seconds. After thorough draining, rinse interior container surfaces with sterile or potable water.
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DISINFECTION

KX-6049 disinfects as it cleans in one operation. KX-6049 can be used to dxsmfect floors, walls and other

hard, nonporous environmental surfaces such as tables, chairs, countertops, bathroom ﬁxtures sinks, bed

frames, shelves, racks, carts, refrigerators, coolers, tile, hrxoleum vmyl aspha!t, porcelam plastlc (such as

poiypropytene and polyethylene) stainless steel, or glass - - : ‘

Use KX-6049 in hospitals, nursing homes, other health-care facilities, schools, colleges, veterinary clinics,
animal life sclence laboratories, industrial facnlittes dietary areas, office bunldings recreational facilities,
retail and wholesale establishments.

COMBINATION DISINFECTION AND CLEANING )
KX-6049 is effective against Staphylococcus aureus, Salmonelfa choleraesms and Pseudomonas
aeruginosa at 0.2% (1 oz/4 gl) in hard water (500 ppm as CaCOg), 5% bicod serum and dried soap film
residue on hard nonporous surfaces. For heavily soiled areas a precleanmg step is required. Apply
solution with mop, cloth, sponge, brush, scrubber, or coarse spray device or by soaking so as to wet all
surfaces thoroughly. Allow to remain wet for 10 minutes, then remove solution and entrapped soil with a
glz{aa;gd wet mop, cloth, or wet vacuum pickup. Prepare a fresh solution daily or when it becomes soiled or
ilu

VIRUCIDAL '
At0.2% (1 oz/4 gl) KX-6049 is effective against Influenza B, Influenza A(H3N2) Influenza A (H1N1),
Influenza A (H10N7) and Reovirus when used at 20 deg C with a 10 minute contact time in the presence
of 500 ppm hard water and organic soll. Apply as directed under disinfection.

FUNGICIDAL

At 0.2% (1oz/4g)) the product is effective against Trichophyfon mentagrophytes (Athletes Foot F ungi) and
Candida albacans (pathogenic yeast) in the presence of protein (5% blood serum) and soap scum in 500
ppm hard water with a 10 minute contact time. Appiy as directed under disinfection.

STERILiZAéI‘ION OF MANUFACTURING,_ FILLING, AND PACKAGING EQUIPMENT IN ASEPTIC
PROCESSES
Prior to use of this product, remove ?ross soil particles from processing surfaces, then wash with a
recommended detergent solution, followed by a thorough potable water rinse, Prepare a 5% sterilizing
solution of KX-6049. Circulate, coarse spray, or flood the sterilizing solution as appropriate to the
equipment. All surfaces should be exposed to the sterilizing solution for 30 minutes. This product is
effective against Clostridium sporogenes and Bacillus subtilis at 5% (25 oz/4 gl} in 100 ppm hard water
and 5% organic load at 20 deg C.

Rinse surfaces completely with either a sterile water or potable water rinse. For food-contact surfaces,
follow with a samtlzmg solution of KX-6049. Allow surfaces to drain thorough!y pnor {o any food produc’c
contact.

This product is not for use as a sterilant on medical devices.

NOTE: This product in its use solutions is compatible with stainiess stee! and aluminum surfaces. If
product is intended to be used on any other surface, it is recommended that you apply product to a
smaller test area o determine compatibility before proceeding with its use.

STORAGE & DISPOSAL

DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR DISPOSAL

STORAGE: Product should be kept cool and in a vented coniainer to avoid any explosion hazard.
PESTICIDE DISPOSAL: Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide,
spray mixture, or rinsate is a violation of Federal Law. [f these wastes cannot be disposed of by use
according to label instructions, contact your State Pesticide or Environmental Control Agency, or the
Hazardous Waste representative at the nearest EPA Regional Office for guidance.

CONTAINER DISPOSAL: Triple rinse (or equivalent). Then offer for recycling or reconditioning, or
puncture and dispose of in a2 sanitary landfill, or incineration, or, if allowed by state and local authonttes by
burmning. If burned, stay out of smoke. )
{Totes) Verify that the fote is empty. Do notrinse or clean. Seal fote and contact Ecolab for return.
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