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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

JAN 22 2011 

Michael G. Sarli, Lead Regulatory Specialist 
Steris Corporation 
P.O. Box 147 
St. Louis, MO 63166-0147 

Subject: 

Dear Mr. Sarli: 

ProKlenz ONE 
EPA Registration Number: 1043-122 
Application Date: December 28, 2010 
Application Receipt: December 30, 2011 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

This acknowledges receipt of the following amendment submitted in connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended. 

Proposed Amendment: 

Revise Salmonella choleraesuis to Salmonella enterica. 

General Comments: 

Based on review of submitted material, your amended labeling is accepted and an EPA 
stamped accepted label is enclosed for your records. 

If you have further questions concerning this letter, then please contact me by telephone at 
(703) 308-6416 or bye-mail at campbell-mcfarlane.jacgueline@epa.gov or Killian Swift by telephone 
at (703) 308-6346 email addressatswift.killian@epa.gov . When you are submitting information or 
data in response to this letter, send a copy of this letter to accompany the submission in order to 
facilitate processing. 

Enclosure: EPA stamped label 

j~ .., ......... L..N 

.A..&ac~~eline cOnPbell-McFarla 
'(j Product Manager 34 . 

Regulatory Management Branch" 
Antimicrobials Division (7510P) 
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ProKlenz0D ONE 

--1421-05 ... -18.93L (5 Gal.) 

Alkaline Process" Research 
Cleaner, Disinfectant' Virucide" 
For the Pllannaceatical. Cosmetic 

and MBdicallndUSlI'Y 
BaClericidal/Virucida" 

-~ SoditIm H)'I!raxK!o. ..•... _ •..•. _-_._---_.. ,3.5% 

~AL~:::::::::::::::::::::::::::: ,':0: 
EPA Aeg. No. 1043-122 
EPA Est. No. I043-MO-2 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

See side pane' for additional precautions. 
For Industrlal and InstiMionai use only 

STEAlS Corporation 
7501 Page Avenue. SI. Louis, MO 63133 • USA 

800-548-4873 • www.sterls.com 

142H)5O(310) 61885 Product Made in the U.S.A. 

0: 

FlRSTAlO 
If in Eyes: • Hold eye open and rinse slowlY and oelTlly willi 

water for 15-20 mlnutes. 
• Remove con1act lenses, n pres.n~ after the first 

5 mlntl~, then conllntle rinsing the eye. 
• cali a Polson Control Center or doctor for treat-
ment_ 

If on S1dn: • TaIIe off con1amlnated clothing. 
• Rinse slIln immediately with plenty of water for 

15-20 minutes. 
• Call a Polson COntrol Center or doctor for treat· 
mentadvlce. 

If Swallowed: • catl a Poison COntrol center or doctor immediately 
for treatment advice. 

• He"" person sip • glass of waer" able to mlow. 
• 00 not iruluoe W11\iijll1l un\!oS told 10 do so bY Ille 

Polson Control Center or doctor. 
If Inhaled: • Move person to fresh air. 

'If p.rson Is not breathing, call 911 or ambulanc., 
then give arttfIclai respiration, preferollly moulll-to-
mouth " possible. 

• cali Polson COntrol Center or doctor for treatment 
advloe. 
HOTLINE NUMBER: 800-548-4873 

~~~~~~~~~CY~2~~~~~_~caD 
NOTE TO PHYSICIAN 

Probable mucosal damage may contrslndiCBte the us. of gastric 
lavage. HM product container or label with you when calling a 
Polson COntrol Center or dOGlOr fOr treatment advice. 

DIRECTIONS FOR USE 
It is a violation of Federal Law to us. this product In a manner Inconsistent 
willi its labeling. 
ProIUenz ORE is a h!gh-periormance. phosphalo.free, _ d""rgentI 
_It Is _g and tree-rlnslngto meet the unique cleaning 
demands found in clean-in-place and' automatic washing equipment It also 
provides broad S1IeoIrUm dIsInteetIon of III!\! IIOn1l\l«lus surtar.eslnctudlng 
staIn\!oS steel manufacturing. hOlding, fiffing and pacl!aging equipment 
in pI1armaceutIcaJ, cosmetiC, medical manufatturing and _ hlgh risl< 
manUfacturingoporations. 
Cleaning: Tlte dilution rale of this concontrste will depend on the rssidues, 
soil conditions and applicaDon method, but 1yp1caJ~ rsnge from 0.5 DlIoat to 
6.0 ozIgat of water. ContactyourSTERtS Sales AssocIate for recommendations 
based on the abOVe conditions. 00 not applY product by manual spraying or 
bY other means that would produce particles that ars InhaIabIe. 
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ProIIIenz OItE Is recommended for use to clean III!\! non-porous _ In 
manUfacturIng equipment and 81I\I)matfc washing .quijlment including mi>dng 
~ and padiagIng equlpmant. SUrfaces should be rinsed with water after use 
01 this product. 
Disinfection: ProIIIenz O/IE is effectIva eg~nSl SIJpJryfococcus .umus. S8IrnonsfI3 
enterlca, and Pseudomonas 88lU(JinrJsawlien used ata 1% concentralion 01 product 
per gallon of_In 5% blood S8I\II1Iand 250 ppm of hanI_at 50" C. Pn!cIean 
attheavliY soiled surfaces. Prepars .,% usa solution by eliding 1.3 ounces per gallon 
01 water. Product must be applied to SUrfaces by circulating, course SPFal' or direct 
immersion for • contact ijm. of at leas! 5 minutes and tho temperslt/re maintained 

::,r.not~~~o:~:=P;g:~":r:s"== 
particlesthaterslnha\abte. 
"Vir1IcidatACllvirv:ProIOenzOREiseffectiveagairlStPoflovlrus(lypel)"WI1anused 
it. 1% concentration of product pergaJlon 01_ in 5% blood serum and 250 ppm 
01 hanI water at 60' C for a contact time of 10 mIn_ Prepare and apply as .ur.cted 
abOVe for_1L The product must rvmaln In contact with the surlace at 50" C. 
for at leas! to minutes. 00 not apply product by manual spraying or by other means 
that would produce particles that ars inhaIebIe. 

PRECAUTlOIIARY SlATEM£NTS 
HAZARD TO IIUMAIIS AND DOIIES1IC MBALS 

DARGER 
CtI1IIIOSIVE. causes IrmersIbIe eye damage and sIIIn burns. May be fatal « 
S'NaIIowed. Harmful n Inhaled or absoItled through sIIIn. 00 not get In eyes, on sIIIn, 
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mi>dng and loading, wear a ChemitBkesistan apron. WasIl thoroughly with soap 
and water after handling and before eating, drinking, che'oing gum, using tobacco, or, 
using restroom. Remove and wash conteminated ctothlng before r9US •• 
Personal l'1li1_ EQuIomeat (PPE): FoOow the manufacturers Instructions for 
deanlng.lnalntelng PPE:" no such Instructions for washablos, usa detergent and 
hot_. Keep and wash PPE separaJeIy lrom _laundry. 

STORAGE AND DISPOSAl 
Do not contaminate _, food orfeed by storage or disposal ::'* SIofege: 00 not stort on side. AvoId creasing or impacting of siiIe container 

PestIcIde DIsposal: PesIIcItIe wastes ers acutely ha\BnIoUs, imprOper disposa1 01 
8lIC8SS pesticide, mixture or rinsatelsavlolatlon of Federal Law.lfthoSB wastes cannot 
be ilIsposed 01 by use according to 1aIl~ Instructions, contect your S1Bte PestiCide or 
fnvIronmentaI COntroil\gancy, orlll. Ha7ardous WeSIe Reprv_ at the nearest 
EPA IIQfOnaI otIIce for guidance. 
COntaIner DIsposal: NonraliIIabIs conlillner. 00 not reuse or rvfiII this container. Offer 
for recycling, r available. Clean container promptiy after empIyIng. TI1p~ rinse as 
follows: Empty the remaining contents Into appOoat!on equipment or a mix lank and 
drsln for 10 seconds alter tho now begins to dri1>. All tho container II full with_ 
and _. Shake for 10 seconllS. Pour rinsate Into oppJIcation equipment or a mix 
tank or stors rinsate for IatBr use or dIsposai. 0rsIn for 10 secondS after tho flow 
begins to dl1p. Repeat this procedure two morv times. @ SODIUM HYDROXIDE SOLUTION UN 1824 

~ 
\'J 


