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

STERIS Corporation 
P.O. Box 147 
St.Louis, MO 63166-0147 

Attention: Michael G. Sarli 
Regulatory Manager 

Subject: Spor-Klenz RTU 
EPA Reg. No. 1043-119 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

MAR 161009 

Amendment Letter Date: July 15, 2008 
EPA Received Date: July 17, 2008 

. "" .nie following amendment, submitted jn connection with registration under 
';Seetlon3'(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as 
amended, is acceptable. The Agency has no objections to correcting the proper contact 
time for HIV -1 and TB. A stamped copy of the label is enclosed for your records. 

If. you have any questions concerning this letter,please contact Demson Fuller at 
(703) 308-8062. 

! .... 

S7:;- I.' '~.' ......... . 
Vf! {NtII&rl .. W 

Marshall Swindell 
Product Manager (33) 
Regulatory Man~get}lent Br~chJ. 
Antimicrobials Division (751OC) . 
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SPOR.KLEN~® RTU 
COLDSTERILANT 

.For Use in Pharmaceutical, Medical Device, Biotech and Cosmetic Manufacturing' 
Facilities 

SterilantlSpori.cidal,' Bactericidal, Tuberculocidal; Fungicidal, *Vkucidal, Non;,food 
' .. "Contact Sanitizer . 

,"'. 

'.' .. :;Actbjelngr~clients: 
, ···HydrogenPeroxide 

. Peroxyacetic Acid 
"Inerllngredielits: 
Total . '. 

t.OO% 
0.08% 

98.92% 
100.00% 

KEEP OUT OF REACH OFCHILDREN 

. PANGER ~ PELIGRO 
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~PRECAUTIONARY STATEMEN •.. 
. . .... "'.'.'1 

. • ,OJ.' 

'Hazalid;.to.'Humans and.Domestic Animals . 
... :.,' -,.- -' ,,';,.- -'.. . 

.; ~:DANGER--PELIGRO 
, ...... '" 

Corrosive. Causes irreversible eye damage. Harmful if absorbed through skin. Do 
not get in eyes, on skin, or on clothing. Avoid contact with skin. Wash handsb~fore 

'.' eating;drlnkirig, chewing gum, using tobacco or using the toilet. Remove .' ..... ..' 
·.cohtaminatedclothing and wash hands before reuse. Caution should belisedwhen .... 

. .... ' appl.Yi@g indpQrs' beqa0~e pets may be at risk. . . .. . . .' . 
.. ::P.ets6n·aLprotectivetEguhiment.CPPE) . . . . ;,.':'.: 
, ··Haddle'rs'mU'stwea-r:G·oggles or ~ace shield, and protective rubber:gloves .. 

",' ' ..• ; ..... EhVirol)l11'entalHazards . '. 

This pesticide is toxic to birds, fish and aquatic invertebrates. 
Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, 
ocea'ns, or public waters unless this product is specifically identified and'addressedin . 

~ a NPDES. permit. Do n()t discharge effluent containing this product to sewer systems· 
, ,with6qtpreviously notifying the sewage plant. authority. For guidance, contact yOur . 

~p~ff/"\i'~'~!~1~~I~J1h~~:~:1~:~::~:ffice. of the U.S •• ~nvironn)ental •. p(ot~qti~n~~.~p~~" 
}.!>\'~'. " ': This'pr6~ucfcontains an oxidizing agent. 

undiluted 51/2hou .' 
20°C 

'19659);G, 

. rlfeictant [So aureus (ATCC 6538), S. enterica 

-, ",.. ; .',. " 
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1~~iJL~r~~~~~~~$@~!f61~~~~A~L~6~~~6~~~MF~~T~~·~u!t;~;e~r;ttT~1~t;~i~i~~~i~JL: 
~<:,'."'.?·~,.&~ttin,gsinWhich there is an expected likelihood of soiling inanimate syrfaC:~§!<2bje.9ts >:':"I::·,'.-~;::i.,~';J~ 
"';~i.'di;;>,~ :/~;:,vyitt1b.loodor b?dy fluids, and in which the surfaces/objectslikelyt9besoiletfWit~::bloO(:t:~;'~';';;'1tt{~~,~f:i 
• •• > ;~dit:~~:;;/~~i;i;~r:RP~~'f1>iJ.t(t~ .. ~an .. be as.sociated 'vvith the potentialjortransmissiqnqt ~IY~1(fi4r:na,!::>~::~<':'1:i;;;~~~~~. 

;···::·lmmunOd~ficiehcyVin.is Type 1 ., associated \vith AIDS). . . . .. ' ' .. " .•. . ....~: 

1: .... 

·~.:··,SRE.CIJ)~tINSTRUCTIONS FOR' CLEANING AND DECONTAMINATION AGAINST . 
,:~·');.fih1·~,~;SWRF~OJ;S/O,B4ECTSSOILEDWITHBLOOb/BODYFil:Jf~s: '. ',' . :,; . 

···.·Pi::RSONALPROTECTION: Specific barrier protection' items to be used,.whenh~:jlndlin·g 
.;. itel1Js sojled with blobdor body fluids are disposable latex gloves, gowns, masksah(j' 
.:eye,coverir,g$.. . '.' . '" ." .' .. ' '. . ., ", '.: ..... 

.... CLEANING PROCEDURE: Blood and other body fluids must be thoroughly deaned 
from surfaces and objects before the application of the sterilant. .' . 
DISPOSAL OFINFECTIOUS MATERIALS: Blogd and other body fluids should be 

' .. :autoCiaved,8Ilddisposed of according to federal, state and'iocalregulationsfor' 
.. ' .... infectiou8W8ste disposal. '. . . . .. ' . .' . 
. . ·CPNJA.C:TTIMELeave surfaces wet with undiluted$POR-KLENZ Ready toW!3eforg ." . , .- , 

',10 :minutes: . , . '. .... . 

.·ate water, food or feed by storage or di$posaL 

pp(ng carton. Do not expose to di~ect sunlight. Maintain temperature, 
75°,F (24° C). Avoid contact with combustible materials. Store in original, ., . 

, ." ·~er. For chemical emergency, spill, leak, fire, exposure·an(Laccid~nt;;, 
'ornight(890) 424-9300,(703) 52t·3887~ .... . ... '" 

)I·.; .. l,$ ... ~,~.~ .. ~.,,~.,~ .. ~ .. ~. ~.·'~~"'rn.theuse6fthisproductmaYbe;diSposedbfPt)",Sit~ifli:r":C'!;,>;:: 
>.:sa· ..... '.' . .' 6fatanappr6ved waste' disposal facility.Pesticidewastesare:;'<" :Tr;· 

.'. ,.' 

acu.t~ly tiaZ:,arcjous~ Improper disposal of-excess pesticide,sprayniixtUr-e .. , .. ' . . ..... . . 
, sci:vi61~tipii:6( Federal Law. If these wastes cann'ot bedisposedOfpy/tise.agborcjr .. ·· ". i.':'."'~:'i-f"'!,~.ti,:';.'Y'-",~Fi~.)~ 
tolab,el,nstructkms, contact your State Pesticide or EnvironmentaIControl:A.g·e·rfcY, " .. ' . 
,.or,me.bla~ardoLJs Waste' Representative at the nearest EPARegibnaIOfficeJor;. 

'" otainerwith watElr.·Then offer for rec;yclingoffElcqQditiqQiD9;,:qr:;= 
.... , ..... ·i.nas8.hitary landfill, orincirier$tion/or"ifall~We9by~'~t~n~::;~~;:.:: 

I"",.·i+h:", ... ;+i·",,, .'. 'If burned" 'out of smoke. ..c.....<., .. 
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y~e),fd,iluJ~d SPO~LENZ Ready to Use is not recomn$ded.< 
.': ;/:'::.' . . . 

'. .' , ~.. . . 
, .... ;.-.' ,'> -. -, ..... ~ .• ,": •••••.. >~ .. :.~-, .... ::, ", .,(>,.:~,~:~~.:-:.<,~~;~/;.j.~':" 

. .' . riot to be used as a ·termirial.steritcfnfbry'ally .. 
'·.critica. '. I medical device. Remove any obvious debrisor'org~nicmateri~l: . 

~ ·.fr6rnthe :S'LJdac~ to be sterilized. This can often be accomplished·bYrinsing'J\lith:w~ter;.. 
...... :or,b.ytJ~tergerit cleaning followed by a water rinse. Immerse theitemt6 bester\liied:in'cf .' 

sufficient volume ofundilutedSp'OR-KLENZ Ready to Use to covertheitem·andfill:all.· 
. passages requiring sterilization. Hold 'in the sterilizing solution for a minimum of 5% .. ' 
.ho·urs,at20°Ctemperature (68°F). Remove items after 5% hours 'an9rinsevvith.~steril(3 
water untilrinse water shows. levels of 10 ppm or The solution may be used ahdreuse~ . 

. :·:}()r:ij'p'to.1A,·~ays:in amanual.system with 5% hours immersion.' . ',' .... ,. , ..•..•.. ; ... :' ", ;t., :::<'i~~: 

:-";;biR'~C+I()'NS:~QR:lJSEAS A SPORICIDE. Use'onl~on' hard,··h6n';J)Qrp~S~Urf~'t-ei;;·,':::';:·'~,,·/:;~;rl~~~ 
.: Reni6ve~myoDvious debris or orga-nic material from the surface tobe·~teriiiie(fThis:- . • .. 

can often be accomplished by rinsing with water or by detergen(cleaningfollovv~dbY'a . 
'. ·'Water.'rinse~lmmerse hard. non-porous surfaces in a sufficient volume'of -undil~ted " .... 

Spor.:.Klenz Ready to Use. Treated surfaces must remain completely immersed for-30 . 
rninutes.W,ipeclry or allow to air dry. I. . . . . . c.· ... '.' ....: 

. j . 

lH~CEPTEDI·· 
. . MAR '1 62009, .. ' 
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,PIRJ:ctIONS FOR U~1AS A GERMICIDAL DISINFECTA~ SPRAY: Use only on , '.' 
"h*~;~'n9'r,:l':P9roLJS surfaces. Spray SPOR-KLENZ Ready to Use,undiluted ootosieaqeq'" •. ' 

. " '. . ';~'~lJrl9¢e.~;:~*i~g:a,plasticspray bottle. ,Allow to remain on. surface. for30,,$econcfs.,Lel:air :' 
•.. "\'dry6r: ~iH'~'Ef~With ;purified'water;drain offexcess,.waterifPOsslble:<:lngallbw'to:~,rY.·· .. ' .. 

. - . . .'. 

,DIRECTIONS FOR USE AS A CLEANERISANITIZER(Non-foodcontactsuffaces): 
.. ;'.,. usi,'ng water o;-;mechanical action, remove heavy soil'()rgross filth'fromharcfsbrf<:lces' , 

',such'as formiCa, stainless steel orvinyl surfaces. Apply by cloth, mbpor sponge so as ,'; 
. to wet all surfaces thoroughly, a freshly made 50X dilution (1 part productto.49 part ", 

. ;:'.' 

.' " . water) of SPOR-KLENZ READY TO USE, made using purified water, to the pre~cle~ned ' . 
'surface or immerse pre-cleaned items to be sanitized in the solution: Allow~ minqtes()f,." 

, •. ~'Gf.)ntCicnil)1e; "Let. air dry or. rinse with purified water, drain excess if possib'l~ anctaUo\Nto.· 
·,>',;'dry.M'ay/ riot b(r~used'a~ a cleaner/sanitizer. ' .. ... ... , " 

,,' " 

, . 

USES 
'Primariiy intended for sterilization, or disinfection of: 
Staihless Steel . 

. Plastic Items and surfaces 
':-', -". 

,l~) ,':.' ";, t1~r9,$utfa~es e.g. counter tops 

;~~1J~&~~1\~~J!~i,2jrj;> ; • .••.•.. 
. '.L<·,.·· .. ·· . .Batfiroom-F Ixtures 

";)'~~~!t'·l!o.:~y~.,~~:c;,~';'n.·.· ; 
~,<;,: ;, . 
~~ ::,,:c ~:::-~ .. : :<'. . . ... :.: .- '.: : 
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