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U.S.:ENVIRONMENTAL PROTECTION AGENCY 

Office of Pesticide Programs 
Antimicrobials Division (7510C) 
1200 Pennsylva.nia Avenue, N. Ii', 

Washington, D.C. 20460 

NOTICE OF 
X 

PESTICIDE: 
Registration 
Re-registration 

(under flrRA, as amended) 

Name and Address of Registrant (include ZIP code): 

Steris Corporation 
7501 Page Avenue 
Saint Louis, MO 63133 

EPA Reg. 
Number: 

1043-119 
Term of Issuance: 
CONDITIONAL 

Date of Issuance: 

SEP 2 6 2005 

Name of Pesticide Product: 

Spor-Klenz RTU 

Not~: \~.change~.: in' 1~beling,_d1ifez;~n~1 fn:-_sub~~alJ.t~ __ f.r;oqt, t~a:t, "aC:¢ep;t~d:'ln_-J:;?n~c:~~orL~f~fi; t~is {,F_e9~~tfation m~st 
be ,,::!:upmitted.tp ~nd :~9,.cel?ted, l;)y the -Anti,micrqbia-la. D~vl.s).(m_ P~9+' ~o.'}~se of, ~~e- ~\~iliat- ).~ _C¢n'U1terc~. ~ In any ,-

j c.o;:~e.spond1nge on -thl.s· p,roduct -a~ways~~)9f::~ -to· the abo!':s' EPA. ~-eg~B'I;:ra~~_~nz.n~~-,:;rJ.:"" ?,' -~:'-:~'" ' .... , ',-1- ,.' ... ~: ',' "'" .-c _ ' "-

On the basis of information furnished by the registrant, the above named pesticide is hereby , 
registered/reregistered under the Federal Insecticide, fungicide, and Rodenticide Act, as amended. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In 
order to protect health and the environment, the Administrator, on his motion, may at any time sospend or cancel 
the registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the 
registration of a product under this Act is not to be construed as giving the registrant a right to exclusive 
use of the name or to its use if it has been covered by others. 

This product is conditionally registered in accordance with 
FIFRA Section 3(c) (7) (A) provided that you: 

1. Submit and/or cite all data required for registration of 
your product under FIFRA Section 3(c) (5) when the Agency requires 
all registrants of similar products to submit such data; and submit 
acceptable responses required for re-registration of your product 
under FIFRA Section 4, or as required by registration review under 
FIFRA Section 3(g). 

2. Make the following labeling changes: 

a. Revise the EPA Registration Number to read, 
EPA Reg. No.1043-119. 

S;gn,,~eof A:p~o2~~ . 

Marsh 1 S~fndel1, prOdU~ Team 33, 
Regulatory_ Management Branch J, Antimicrobials Division 

EPA Form 8570·6 

Date: 

SEP 2 62005 



i 

--- --- - - ------

" page ,_ 
EPA Reg. No. 1043-119 

3. Submit three copies of a final printed production label. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA Section 6(e). Your release for shipment of the product constitutes acceptance of these conditions. 

A stamped copy of the accepted label is enclosed for your records. 

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

Enclosure 

Sincerely, 

~i~~ 
Product Manager 33 

Regulatory Management Branch 1 
Antimicrobial Division(751 OC) 



PR£(:AUTIONARV STATEMENTS 

Huard to Hurmns and DoIn:stic Animab 
DANGER - PELIGRO 

Cornlsh'e. CaIOla Irrnenlbk ere da.ace. Harmful if absorbed through .kin Do not let 
in eyes, 0fI5kin, or on dothina Avoid COntaCt with 'kin Wuh IwM1s before winl, 
drinkinl. chewing gum. using tobocco or usina the: toilet Raml1: contaminated dothine 
and wash hands before reuse Caulion lihoukl be used when applying indoon because pelI 
may be D1 risk 

fmmIilln:!w;tin: Equjp""DI (PPEI 
Handtm ITIISt wear: GoUla or r.cc shield. and PfO'ectil1: rubber SIoVCl. 

Enyjron""mal Hmrd:i 
This pesticide: is to~ic 10 birds, fISh and aquatic invertdnles 
Do not discti;a-ge emu~ containing this product into lakes. streams, ponds, estuaries, 
oceans, or public waters IIDles, this product is speeifitally identified and addressed in a 
Nl'DES pennit. Do not disc:harJe emuent COIllainilii this prod&M:l: to sewer l)'stemJ without 
,,",v;ously notifying tnc _'Ie plantlWthority For luidante, contact your Stille Wiler 
Board Of Re&~1 Office oftnc U S Envinmmc:nlal Protection Agency. 

fhniW.1Il!J. Cncmica! Haw!:b 
This product contains an oltidizina q:~. 

Ster11an'1 
Sporicidal 
BaC1aicidal 
Virucidal 
Hepatitis B 
mV-I­
Fuolicidal 
Broad Spc:arum DisinfCClml 

Tubercuklcidal 
Non-Staining 

PROPIICT CI AIMS 
undiluted SYO hcMn 
undiluted SYO hoofs 
undiluted ~W. hours 
undiluted S'~ hours 
undiluted Sy, hours 
undiluted Sy, hours 
undiluted Sy, houri 
undiluted 10 min 

W'ldihlled 10 min 

Pre-ActivatedlNo Activation Needed 
Fast-Acting 
Reusable 

As a ucrilant for 14 days 

we 
,O"C 
20·C 
,O"C 
'O"C 
,O"C 

'D"C 
'D"C 

,O"C 

M a broad spcdnundisinfCClanl for 14 <by. (when used undiluted) 
GennicidaJ Spny Disinfectant undihued)O 1eI;. 2(rC 

Failure to foUow directions for usc: per label may roub in U!Cf injury. 
-KJU.s HIV-I ON PRE-CLEANED ENVIRONMENTAL SURFACESIOBJECTS 
PREVIOUSLY SOILED WITH BLOODIBODILY FLUIDS in hc:althcarc Idlinp or other 
settinp in which there is an Cltpe<:ted likelihood of",ilina inanilTl&le lurface.lobjectt with 
blood or body fluids, and in which tbc Iw1it.caIobjCCIIlikely 10 be toiled with blood or body 
fluids an be usociated with the p:IIentw for ttanmliss;on of HIV _I (HIImIIl 
ImrrunodI::flCic:ncy virus Type I - associated with AJDS) 
SPECIAL INSTRUCTIONS FOR CLEANlNG AND DECONTAMINATION AGAINST 
mv OF SURFACESIOBJECTS SOILED WITH BLOODIBODV nUlDS: 
PERSONAL PROTECTION: Spe<:ifw: barrier prottQ.ion items 10 be used when bandlina iIernI 
wiled with bklod or body fluicb are disposable 1attlt ,loves. JOwns, InISks and eye covcrinp. 
CLEANING PROCEDURE: 8100d and Olht:r body fluid.11n1S1 be thorouJhly cleaned from 
surfaces and objects befn«: lbe: applicat;on of Inc steritanl. 
DISPOSAL OF INFECTIOUS MATERIALS: Blood and 01,," body fluids ,houkl be 
autodaved and dlspo$cd ohcc.ordina 10 feden.!, ttatc and JocaJ Iqulatiom b infectious waste 
dispou! 
comACT TIME: Leave IUffacowet with undiluted SPOR-KLENZ Ready 10 Usc for a 
minimum of S Yo hour5 

STQMQE AND DISPOSAL 
Do not eontaminate wlter. food or reed by storage or disposal 

Pqtjcjd .. SIora8S 
Store in 5hipping canon Do not upose 10 direct sunliaht Maintain tc~ature 
below 7:\- F (24- C) A\'Vi<::! contact with combustibk materials St~ in oriainal 
closed container FOf chanical erTlO:Tgcncy.$pill, leak. fife, Upoiun: and IICCidelll, 
call Chemlcc. eLl)' Of night (gOO) 424.9JOO, (703) S27_38117 
enl~id .. 12.im&;&] 
WUles resulting from the UK or this product""'y be dl~p.:>se:d ofon.lite in. 
SOInitary sewa or at l1.li tappruved wute disposal facility Pesticide: wastes are 

• acutely hazardow; Invoper disposal of elce .. peslicide. Ipray mixtun:. or rinwe 
is a v;olation of Fedct-al Law. Ifthae Wlllites cannot be dISposed orby Ult 

accordina to label instructions, contact yow Stale Pesticide or Envimnnv:nl.1 
Control Agency, or the: Huardous WIlSIe Ro:prc:sentail1: at Inc nearat EPA 
Reg;onal Office for Guidance. 
Cootljng DisINa] 
Triple rinse e"lJly comainef with water. Then offer for m;ycling or 
recondit;oninC. or puncture Ind dispose of in ,sanitary landfill, or inc~ion, or, 
if alklwed by state and local authorities. by ~min& Ifbumai, Slay OUI (If slmke 

Actin IlIpwdlnlu: 

SPOR·KLENZ· 
READY TO USE 

COLD STERILANT 

For Use ill Health Care &vinmmc:nll 

Hydroaen Peroxide 
!"=xy=i::.a.::i:! 

laert lDvcdlmu: 

1.00% 
C.C8%. 
!ImI 

TouJ 100.00% 

KEEP OUT OF REACH OF CHILDREN 

See 

If INHALED 

IF IN EYES 

I.F 
5WAUOWEO 

DANGER - PELIGRO 

-Hal1: penoa lip a Pal ofwala" ifiblc 10 twallow. 
·Do no! induec: vomitm, unless Iokt 10 do 10 by the poDoo c:onuol 
ec:u!er Of doctor. 

.x:ident, call Chcntrcc. dI)' or 

1lI-8l:lO-424-9)OO b 

the usc: ofpstri<: lavqe 

NET CONTENTS: 

STERIS Corponrioa 
7S01 Pace Avenue: 
St. Louis,M06)13) U.S.A 

Exp. Date: Lot No.: 

ErA Rca No 104)-0:1t EPA &\. No. S2252-MN-01 

DlRE("IIONS FOR VSE 
It is. violation ofFcdcnJ law 10 UK Ibis product in a rrDrIef inamliatcnt with ill 1abc:1inS 
Do DOl use after ExpirWion Date. Do no! allow SPOR·KlENZ Ready 10 UK 10 mix with alIWine INbIt&nca IUch. 
bkKh (Sodiwn Hypochlorik) Of other oxidizina qc:nu. Usc purified water (e I. deionized) fat" nDma dilutions, 
cleanina and rinsm,. Some mlltcriab l1IIy be incompmibk with SPOR-KLENZ R.eady 10 UK. TeA maccrial ~ 10 
usc. Rc:Iue ofdilutcd SPOR-ICLENZ R.aldy to UK is not rccommendcd 
DIRECTIONS FOR STERlLlZAnON (Ia lUI)' appUcadoll other lh.aa .Itall.b an 1ICttba~1). 
Rem:wc any obviolll debriI or orpnic ro&Ic:riaI from the IUlfKC to be IIcrilized. Thit can often be ateOn1JIishcd by 
rinsina with wiler Of by cbqent cleaninl followed by. water rime. Invnene the item to be Ilerilizod in a 
!'!froeio:m ...,!tJme .,f!!oo!!!!!ed SPfJP--¥.LE."'lZ P_A)' ttl U:: to =m:= tb~ i:..-m lio~ 511 il; P"'-iti i"'i'iifuli 
sterilization. Hokl. in the IltritiQna ~ £or, min"mun of~Ya boun; 11;::J-C tejr(.Oatun: (6rF). Rcrmvt ilam 
.fter S~ hours IDd rinse wilt'ue.1\e WIt$l~untU me witer inQws Ic~b ;'-16' ppr.'" less when tested with Spor· 
K1enz ltesjdua! Test SUips. t.1Ie .olu!!on tnIoy be ~ mand fOr up IC 14~ .. in a~ system with SIoS 
boun inwncn;on. ".... :: "l C 

DIRECTIONS FOR BRAO·Ir'SPEC'IllUM DIS~CTic;N'" .. ~ 
For bro.d spc:ctrwndisin£a;tion of iternI ~b u extc:m&IIWfac:Q ofeounters., badtroorn ftxtura, etc. 'Ibis product 
is not to be U$Cd IS. terminal hilh level disinfectant on lOy triticaVsemi-critical medical device. Remove any 
obvious debris or OIJllflic matcriaI &om the surface to be disinfc:ctql. Thill ClIO often be ICeOrI1llished by rinsiaa 
with purified wUer (e.l. deioaizcd), mcchan~ ~ q. 'O,tdctqCl't dcanina followed by. water rinse Jnmcnc 
Ibc item to be dilinfcctc:d in lUf("lCient volume Of'4Ddilufoed 5"Op-.n ~ Ready 10 Usc solution to IXJ¥U the item 
and/or where appropriate by fillina &II palSll&errcqu~ ~isinfa:i:oIi:OHold item in contact wilb 1bc dilinfedma 
ll(lluticln for a minimum of 10 millUiClIl20"C~(6rf;: Rcirove items after 10 minutes and rinse willi 
purified water unliI efI1uent sbo1l'l acccptabJe iCve"isAwbc:n testc:d with Spor.Klcnz Rcsidv.al Test Strips. Tbe ll(llutu 
1111)' be used and mISed. for up 10 14 dlys in. manuall)'stan witb 10 minutes immc:rsion. for tubcreuloc:idal 
lICIivity" 2CfC with fresh, undiluted ",lution, itnrnerIC corl1lleteJy for 10 minulQ. Ramve items and rinse 
thoroushly. ThUt product may be used 10 pn:-clean or deconwninate critical or Jenli-critic&l rnediea.J dc:viec:I prior 10 
1Ier11ization or hiah lcl1:1 disinfection 

FOGGING AS AN ADJVNCT TO REGVLAR CUANING AND DISINFECTING: 
This pn:Iducc may be used in fOuina: IS 1ft adjunct either preeecdiDl or followina regular deartiIlg ud 
disinrCCltna pocedureJ for bard room surfac:cs. Prior 10 fOuioa. mmve or ea:refuIIy protccI all fOod produdI 
and packaJing malcriab. Ensure room is poperfy vemilllcd. VICIIC all penonnel from 1be room durinl tOuu.a 
lind fat". minimuo 00 boon aftc:r tOu:ini or UZItIl the h}'drosen ptrOltide air c::onccnlflllion is below O.S ppm. 
Faa areas usina: one quart (946 mI) per 1,000 cu. Fl. (2&.) 00') orroom volwnc: with undiluted SPOR·KllNZ 
Ready to Uac IOlution. Allow surfaces 10 dry Ihorouehly before optrIlions are resumed Note: In all applica!ioIIs. 
always p-epare • new ",11Ilion dlily 10 aIIIlre elfcctivcoca. Do 001 mile IOlulKlIII DisJx-c of any WlllSed 
ll(llution. 

Db'HdoIIIlor .... a GenaJdd.a1 Dklakdaat Spny 
Spray SPOR-1CL£NZ IUady 10 Ute 1IZIdilutcd!Do eleaned IIIff.aea lIIin,. plutic Kpny boUle. Allow to remUr!o 011 
IIlfftcc b 30 SCCODds. Let air dry Of riase with puri6cd _cr, drain off QUA _er ifpoaiblc: and.now to dry. 

~ 
I'Jlrn.iIy inleDded for .crilu.tion, Of disin£a;tioa of. 
Stain1eu Sted 
Plastic Items and surfic:a 

Hard Surfica e.,. counten topI 
F100n 
W •• 
Batbruorn Fixtun:I 
Gu 
F....;u 
Vinyl 
Materiab CoqJltibility: Polyvinyl chloride, polypropylenc:, polyumhaDe, aceto-<OpOlyrnen, polycarbonltc. 
polysulfone, polystyrene. nainlesillcel 

ACCEPTED 
With COMMENTS 
EPA Letter Dated: 

SEP 2 62005 
Untler thE Federal Insecticide, 
fbugiClQe, and Rodenticide Act as 
amended, fot Ibe Pesticide, 
fegisterec\ under EPA Reg. No. 

/~Jf-3-/19 

j*4"l. A .-. 
~ . -... ./ - ~ 

W 


