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

U 02 2003 OFFICE OF

PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Ms. Rhonda Schulz

Associate Director of Product Registration & Compliance for,
Ecolab, Inc.

370 North Wabasha Street

Saint Paul, MN 55102

Subject: Enviro San
EPA Registration Number 1677-185
Your Amendment Dated March 6™, 2009
EPA Received Date March 6", 2009

The amendment referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act(FIFRA), as amended, to revise the
product labeling to revise the product labeling to-clarify the “Directions for Use”, is
acceptable. :

A stamped copy of the labéling is enclosed for your records.
A copy of the efficacy review is enclosed with this letter.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at (703)-308-
6237.

Sincerely,

Marshall Swindell

Product Manager 33

Regulatory Management Branch I
Antimicrobial Division(7510P)



ENVIRO SAN

COMMERCIAL STERILANT FOR ASEPTIC PACKAGING OF FOODS

COMMERCIAL STERILANT FOR ASEPTIC MANUFACTURING AND. PACKAGING
EQUIPMENT FOR FOOD PROCESSlNG -

SANITIZER FOR PRECLEANED SURFACES

Active Ingredients:

Hydrogen Peroxide..............ocooveveeoeneeeenenn. 11.2% with %ONﬁ«IEﬁTS
Peroxyacetic ACId........ccoooeeieeiiieeeeccire 15.2% v EPALetter Dateg:
Inert Ingredients ....................... e 73.6% JUL
Total ..o et eeeni2 100.0% VL =2 209

U d h f Ser ia
KEEP OUT OF REACH OF CHILDREN moiciic 2?%‘"&’52,‘.. e s

t D ANGER m*lena_t. forin y e

TeGISIeTen unle: urh Ney M0 LTI

PRECAUTIONARY: STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
DANGER: CORROSIVE Causes rrreversrble eye damage and skin-burns, May:be. fatal |f inhaled or

dnnkmg or usrng tobacco Remove contamrnated élotnmg and wash clothmg before reuse Wear a'mask

or pesticidé: resprrator Jorntly approved by Mine- Safety and Health Admmrstratlon and the National Institute
for Occupational‘ Safety and Health.

FIRST AID

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 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.

IF ON SKIN OR CLOTHING Take off contamlnated olothrng Rlnse skin rmmedrately wrth plenty of
water for 15-20 mrnutes CaII a ponson control center or doctor for treatment advice:! -

IF SWALLOWED Calla poison control center or doctor for treatment advrce Have aperson-sip a glass
of water if able tG-swallow. Do riotinduce vomiting unléss-told to do so by a poison control ¢enter-or -
doctor. Do not'give anything by mouth to-an unconscious:persén.

FOR EMERGENCY MEDICAL INFORMATION, CALL:TOLL-FREE 1-800-328-0026.

OUTSIDE NORTH AMERICA, CALL 1-651:222-5352.

Have the product.container or label. Wlth you,when calling a poison control.center or.doctor,-or.going for
treatment.

NOTETO. PHYSICIAN Probable mucosal damage may contrarndlcate the use of. gastrrc lavage

PHYSICAL AND CHEMICAL HAZARDS Strong oxndlzrng agent Corroswe Do not use.in concentratéd

form. Mix only with water accordlng to label instructions. "Never'bring concentraté in contact with ‘dther
sanitizers, cleaners:or orgamc - substances.

oy

ENVlRONMEN‘[‘ ARDS: Do not discharge effluent containing this product into iakes, streams,
ponds, estuariés®

%ceans”or other waters unless in accordance with the requirements of a National
Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has been notified 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 Reglonal OfF ce of the: EPA
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ENVIRO SAN Label : 7/1/09

DIRECTIONS FOR-USE:
It is a violation of Federal law to use this’ product in ‘& marifier inconsistent with its labellng

COMMERCIAL STERILIZATION

ENVIRO SAN can be used in food : processmg aseptlc packaglng systems as a commercial
sterilant to treat clean, non-porous food. packagmg materials and equipment. This product is
effective as a commercial sterllant alone-oriin conjunctlon with' £S-7000 when the solution is
prepared i in, water of up to 500 ppm hardness. Refer to.Directions for Use to determlne the
sultable app catldn yvrth alternative concentrations and contact times. Whefe & inirum:

pecrfred in the use mstructrons a test kit or titration method:is recommended
thé appropriate concentrat|on is maintained. ‘ :

for verlfylng that

COMMERCIAL. STERILvIZATIONu0F~<.FQO._I.A PACKAGING MATERIALS

AN-with E ES 000at60°C co
Commeraally sterllrz clean, non- porous -food: packagrng matenals with a concentration of 5.0
ounces of- ENVIR@ SANfconcentrate per 1.0 gallon of water (6597 ppm peroxyacetic acid by
weight) and 0 2 ounces of ES-1000 concentrate per 1.0 gallon of water (1500 ppm by weight) at
a temperature of 60 - 70°C. Stenhzatron solution must be maintainéd atia mihimum: of 4100
ppm peroxyacetic acid and 1000 ppm ES-1000. ‘For: exampl one allon ofrwater add:5.0
ounces of ENVIRO SAN-and 02 ounces:of: ES-1000 Jsé -
crrculatron techmques as. appropnate to stenhze the fo"

- Surfaces should
onger tlme |s

used per label dlrectlons IS effectlve agalnst Bac;llus cereus BaC/IIus subtll .and Clostri
sporogenes in water up to 500 ppm hardness.

-1

ENVIRQ SAN WIth ES-1000:at. 50°C P

ppm peroxyacehc acnd and 1000 ppm ES 1000 rFor example rn{one gallon of water add.5 0

ounces of ENVIRO SAN:and.0.2-dunces-of: ES:1000;-Use: |mmer3|on coarse spray-or -
circulation technlques as approprlate to sterilize.the food:pz #Surfaces” should
be exposed to the solution for a- penod ‘of not less:than- 40 seconds unless a’longer-time:is
specified by the, governmg food processing authority. After thorough drarmng rinse surfaces
with a disinfected water rinse free of pathogenlc bacteria or sterilé'water. This product when’
used per Iabel directions.is eﬁectlve against.Bacillus. cereus, Bac:llus subtllls -and C/ostr/dlum
sporogenes in water up to 500 ppm hardness. :

ACCEPTED
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ENVIRO SAN Label : - 7/1/08

ENVIRO:SAN alone at 60°C RN,

Commermauy sterilize clean; non: fporous foodvzpackagmg matenals Wwith:a concentration of 5:0
ounces of: ENVIRO SAN concent, te- per 1 gallon-of water" (6597 ppm‘ peroxyacetlc acid’by
weight)- ata temperature of 602C,+*70°C. - Sterilization solutlon fhust be maintained-at a-
minimurn of 4100 ppm- peroxyacetic acid. “Use immersion, coarse'spray or-circulation
techniques as appropriate to sterlhze the food packaging material. Surfaces should be exposed
to the solution for a period of not less than 19 seconds unless a longer time is specified by the
govermng food processing authonty After thorough drammg, rinse. surfaces. w1th 2 dtsmfected
water rinsé&:free-of pathogenlc ‘bactétia or sterile'water.” This'| pr jduqt )
directions is effective against Bacillus subtilis, and Clostridium, sporogenes in.water up'to '500
ppm hardness.

ENVIRO SAN.alone at. 50°C '

Commercually stenle clean non porous food packagung materials’ WIth a concentratlon of 3.7
ounces of ENVIRO SAN conceritrate per 1:0 gallon of water’ 4838 Ppm peroxyacetlc aCId by
weight) at a'temperature of 50 - 60°C. Sterilization solution must be maintained at a’minimum
of 3000 ppm peroxyacetic acid. Use immersion, coarse spray or cnrculatlon techmques as.
appropriate to sterilize the food packaging matenal Surfaci dbe: : :
solution for a period of notléss: than 40 seconds unlesﬁs; : ,
governing food'processing: authonty “After thorough dramlng, tinse: surfaces‘W|th a'disinfectéd
water rinse free of pathogenic bacteria-or sterile: walter: - This: product -when: used per Iabel
dlrectlons lS effectlve agalnst BaCIIIus subtllls and Clostr/d/um sporogenes

The altefriative concentrations:and-conditiots’ for commercial sterlhzatlon of food packaglng
matenals descnbed above are’ summanzed in the followmg‘_ : bl

b

(ENVIRO SAN ENEVSlF?SOSOAaT ENVIROSAN : E‘NVlRGSAN
= ES 1000 at ' ‘ " | “aloheat 60°C” | alone at’50°C

S0 xil

ENVIRO SAN (POAA by 6597 4838 6597 4838
weight) _ e
ES-1000 (oz/gallon) 10.2 3 0.2 e ,N/A (zero) ‘| 'NIA (zero)

ES-1000 (pprm by weight) | 1500 " 1500 | N/A(zero) | N/A(zero)
wTem erature °C T 'e0=70. T R an g,

wPOAA' conbcentratlon (ppm) | -

ES-1000 conceritration 1000 1000
(ppm) . R
Contact time. (secondJ '..19 140

vaaCI/[US cereds
s . |.Bacil s.subtilis

Effective agalnst the' g
followmg orgams

A TR

_sporogenes. ___| sporogenes . ..

Under the Federsl Insecticide,

PR v o Rungicide, and Rodenucxde Actas
S cpr 3y Pagé 3 of 7 amended, for the pesticide,
YRR ' registered under EPA Reg. No. / £, 7 7/ K’ﬁ

g T .



- of not less than 19 seconds unless

AN

ENVIRO.SAN Label 7/1/09

This product may be used to stenlrze polyethylene terephthalate (PET) and hrgh densny,
o

appllcable FDA regulatlons lncludlng but not Ilmlted to 21 CFR parts 108 110 143, and/or
114. Use in an-aseptic food. processing. operatron includés testing.required-: for the ‘process
validation.

COMMERCIAL STERILIZATION OF MANUFACTURING, FILLING, AND PACKAGING,
EQUIPMENTFORFOODPROCESSING — . |

ENVIRO SAN can be used to sterilize manufacturing equipment such as pipelines, pumps,
tanks, vats, fillers, evaporators, and pasteurizers. Refer to the equipment manufacturer’s
instructions to determine how to sterilize the equipment in place or to dlsassemble the ,
equipment for sterilization by immersion. Jt is suitable for use on equlpm’ 1g jr surfaces
composed of glazed porcelam plastlc (such as polypropylene and polyethylene) stalnless
steel, or.glass. : : _

ENVIRO SAN WIth ES-1000. at- 60°C

Prior to use of thls product remove,gross sail partlcles from eq.unpment surfaces thoroughly

SAN concentrate per 1 0 gallon of water (6597 ppm 'peroxyacetlc acrd by werght) and 0 2
ounces of ES-1000 concentrate per 1.0 gallon of water (1500 ppm by weight) at a temperature
of 60 70°C Stenllzatlon solutlonfmust be malntalned at a minimum of 4100 ppm peroxyacetlc

e lmmersmn coarse lspra or- c i
appropnate to stenlrze the equr ] ‘ Surfaces should be exposed to the solutlon fora penod
authorlty After thorough dralmng, nnse'surfaces W|th a dlsrnfected water rinse free of
pathogenic | bactena or sterile water. This: product when, used per label directions is effective -
against Bacrllus cereus, Bacillus, subtrlrs and. Clostnd/um sporogenes in. water up- to 500 ppm
hardness. ' :

ENVIRO SAN with ES-1000 at 50°C

Pnor to use of this product ‘remove gross soil:particles from equipment surfaces, thoroughly
clean surfaces and follow with a potable water rinse. Commercnally sterilize cleanéf ‘
manufactunng filling; and packaglng- equipment.with a.concentration of. 3 7ounces.of ENVIRO
‘SAN concentrate per 1 O gallon of \ o

109 mperature
of 50 60°C Stenllzatron solutlon must be: malntalned at a mrnlmum of; 3000 pmi 'roxyacetlc

acid and 1000 ppm-ES- 1000. For example in one gallon of water add 5.0 ounces of ENVIRO

< teria -5t 3 pe lggé Bﬁéeudngﬂ.gs@ffectrve
against BaC/IIus cereus Bacrl!us subt/I/s and C/ostr/dlum sporogenes in water up to 500 ppm
hardness - - Jur _

Under the Federaz. Ir{QOO

erticide,
ngicide, and Rodens
' Clde Act
Page 4.0f 7 amended, for the pegtic; e as

A , | registered under EPA Reg. No. /é77 Y5~
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ENVIRO:SAN-Label
ENVIRO SAN alone at.60°C

Prior to use of this product, remove gross soil particles from equipment surfaces, thoroughly
clean surfaces, and follow with a: potable water rinse. Commercially sterilize clean
manufacturmg, filling, and- packagmg equlpment with-a concentrat!on of:5:0 ounces of ENVIRO
SAN conicentrate: -per 1 .0 gallon of‘water (6597: ppm peroxyacetrc' acid by’ welght)Lat a :
temperature of 60 - 70°C.- Sterilization: solution’ must be rmain ained at a'minimum of 4100-ppm -
peroxyacetic acid’ Use’ imimersion, codrsé-spray or clrculatlon techmques as appropriate to
sterilize the equipment. Surfaces should be exposed to the solution for a penod of not less
than 19-seconds uniéss-a longéritime is specmed by the goverhing food processing authiority.
After thorough draining, rinse surfaces with a disinfected water rinse free of pathogenic bacteria
or sterile water. This product when used per label directions is effective against Bacillus
subtilis, and Clostridium sporogenes in water up to 500 ppm hardness

7/1109

ENVIRO SAN alone at 50°C '

Prior to use of this: ‘product; remove gross-soil-particles froniequipment’ surfaces thoroughly
clean surfaces, and follow with a potable water-rinse: :Commercizlly sterilize clean
manufacturing, filling, and packaging equipment with a concentration of 3.7 ounces of ENVIRO
SAN concentrate per 1.0 gallon of water (4838 ppm. peroxyacetrc acrd b wejght)"é‘at’a co
temperature ‘of 50 60°C StenhZ' tion solution must be :

Use imimersion: coarse’ spray o ‘.1rculat|on technrques as’ appropr te to' stenhze the equrpment.
Surfaces‘should’be: exposed to the soltition for a perrod of notléss than'40 secords tnléss a-
longer'time is specifi ied: by-the- governmg food processing ‘Authority:” Aftér thorough draining,
rinse surfaces with-a-disinfected water finse free:of pathogemc <bacteria-of stefileiwater. This:
product when used per label dlrectrons is-effective: agamst Bacrllus subtilis,; and Clostrld/um
for%cignes in Water up to 500 ppm hardnéss :

with COMMENTS
EPA LFHQMNe concentrations and conditions for commercral ‘sterilization:of manufactunng

fi Ilné%,and packaglng equrpment for food processrng descrlbed above are summarlzed in the

JUL - 21diloWing table:

derthe 2 Pﬂmde | | "
:Aﬂx";d dRodeﬂncxde Actas } T -
e, ENVIRQ SAN + | ENVIROSAN + | o120 san |- ENVIRO SAN

astered

ended, fd the pesticice;

el ENVIRO SAN: (oz/gallon)“‘

ES 1000 at’

de'EPAReg No. / T Xf | ‘alone at60°C | alone at-50°C

1| ENVIRO SAN (POAA by

| weight)
ES-1000 (ozlgallon)

ES 1 OOO‘,(ppm by welght)m 1

e 102 . | NIA(zero),

LN/A (zero) CTE

ES-1000 concentratron . ..-1.1000 1000, ’ "'.N/A (zero) ' 'N/A (zero)

(ppm)

Contact time gsecondj 119 40 19 40

Effective against the . .\-Bacillus;cereus .- | Bacillus.cereus .| Bacillus subtilis. | Bacillus subtilis

following. organisms | Bacillus:, subtllls : .;Bacrllusv,subtllls -Clostndlum , Clostridium
Clostr d/um | Clostridium sporogenes | -Sporogenes
sporogenes sporogenes :
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ENVIRO:SAN Label ' " 74109

This product may:be used for Aseptlo Packaging-of L.ow Acrd Foods that has a: scheduled
process by.FDA.. The -aseptic. food' rocessing- operatlon must comply with alI appllcable FDA .
regulations, including; but not llmlted; 0, 21 CFR parts 108, 110 ;:1,,13 and/or 114. Use in an
aseptic food processing operatlon lncludes testmg requrred for the. Process: valldatlon

This product s not for use as a sterilant or high level disinfectant on medical devices.

SANITIZATION N

ENVIRO SAN acid sanitizer is recommended for use on pre-cleaned surfaces such as
equipment, pipelines, tanks, vats, fillers, evaporators, pasteurizers and aseptic:- equipmentin.
dairies, breweries, wineries, beverage and food: processrng plants. - This produgt’ \Effective as
a sanltlzer when solution:is, prepared in water-of up-to- 500»ppm hardness.

SANlTIZlNG FOOD CONTACT SURFACES N
Prior: to.use: quthls product remove gross s0|l partlcles .from u‘rfaces thoroughly clean

: aces-with.a, ._concentratlon of
of water) at- room..
: S, ; appropnate to. sanltlze
the surfaces All surfaces shoul xposed to the sanuzmg S0 nf for.a penodtof not. less.
than ene: mlnute unless otherwrse ‘specxf ed by governing samtary code Allow surfaces to.drain
thoroughly and air dry. Do not rinse. This product when used per: label: dlrectlons is effectlve
against Staphylococcus aureus and Escherichia coli. 2t

SANITIZING NON-FOOD:- CONTACT SURFACES : e R S
Prior.to use of this product, removw_ ,,,oss sou partlcles from surfaces; thoroughly clean

surfaces, and follow with a potable water rinse. Sanitize clean surfaces with a concentration of

0.2 - 1.5% v/v (2000 to 15,000 ppm viv or 2 oz. to 15 oz. per 8 gallons of water) at. -
temperature: of 25 to 45 °C. Use lmmersron coarse spray or circulation techniques
appropriate to sanitizes the surfaces Al surf:
for-a period of not less than five minutes
Allow surfaces to drain thoroughly before‘resuming oper lons Dralnage may be foﬂ )
potable or stérile water: rinse:: Thrs product:when used;p _el*dlrectlons is eff““ iy e
Enterobacter aerogenes; Escherlchla coli; Listeria monocytogenes ‘Pseudorn SQrigiHOEENTo.
Salmone/la typhimurium, Staphylococcus aureus; Pediococcus: damnosus and' Lac obat '%Détéd:
malefermentans. JU]

i

RETURNABLE CO NTAINERS
» To- reduce the number

2 3% by welght) ata temperature of 40 to 65 °C for at. least 7 seconds gr
draining, rinse surfaces'with-a dnsnnfected water rinse free of pathogenlc bactena or sterile
water. .-

To reduce the number of-beverage: spoilagé: organlsms Lactobacillus malefermentans
Pediococcus damnosis; Saccharomyces cerevisiae and Penc:lllum digitatum;apply ENVIRO
SAN at a concentration.of 6 to-15 ounces concentrate per.5: gallons of water (1.0% to 2.6% by
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ENVIRO SAN Label | 7/1/09
weight) at ambient temperature for at least 10 seconds. After thorough draining, rinse surfaces
with a disinfected water rinse free of pathogenic bacteria or sterile water.

BOOSTER:FOR ALKALINE AND ACIDIC DETERGENTS TO CLEAN FOOD PROCESSING
EQUIPMENT:

ENVIRO SAN is an effective oxygen bleach cleaning booster for use with alkaline and acidic
detergents. For cleaning applications as a detergent booster, use 2 to 8 ounces concentrate per
3 gallons of water (0.58% to 2.3% by weight) to aid in the removal of organic soils. All hard non-
porous food contact surfaces treated with this boosted detergent must be rinsed thoroughly with
a potable water rinse followed by sanitizing with an approved food contact surface sanitizer.

NOTE: This product in its use solutions is compatible with stainless steel 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 to determine compatibility before proceeding with its use.

STORAGE & DISPOSAL.:
DO NOT CONTAMINATE WATER, FOOD OR FEED BY STORAGE OR DISPOSAL

PESTICIDE STORAGE: Product should be kept cool and in a vented container to avoid any
explpsion 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
Environmerital Control Agency, or the Hazardous Waste representative at the nearest EPA
Regional Offi ice for guidance.

CONTAINER DISPOSAL:

(< 55-gallons rigid) Nonrefillable container. Do not reuse or refill this container. Offer for
recycling, if available. Triple rinse container (or equivalent) promptly after emptying.

(Totes) Vérify that the toteA%%Bo not rinse or clean. Seal tote and contact Ecolab for

retum. with COMMENTS
EPA Letter Dated:

O -9 2009

- 'T"’ .-.e..- the Federall _nsecthIMe,

Net Contents:

; 96 ounces
Fungicide, and Rodenticide Actas
FOR COMMERGCIAhGE @NE¥ pesticide, 1US. Gal. (3781)

4U.S. Gals. (15.1L)
50 U.S. Gals. (189 L)
30 U.S. Gals. (113.5L)

r EPAReg. No.
STRONG OXIDIZIBE&AGEWE rared. e gj

Manufactured by: EPA Reg. No. 1677-185

Ecolab Inc. EPA Est. No.: 1677-MN-1 (P), 60156-IL-1 (81), 1677-CA-2 (R),
370 N. Wabasha Street - 1677-TX-1 (D), 1677-OH-1 (H), 1677-1L-2 (J), 1677-PR-1 (B),
St. Paul, MN 55102 - 1877-CA-1 (S), 1677-GA-1 (M), 1677-WV-1 (V)

Superscript refers to first letter of date code
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