
( 

( 

UNITED STATES ENVIRONMENTAl. PROTECTION AGENCY 

Michael G. Sarli 
Steris 
P.O. Box 147 
St. Louis, M 0 63166-0147 

Dear Mr. Sarli: 

AUG 28 1998 

Subject: Addition of directions for interim instmment decontamination 
Steris Process Vesphene lise 
EPA Registration No. 1043-115 
Amendment application of July 10, 1998 

The amendment refelTed to above, submitted in connection with registration under 
FIFRA sec. 3( a )( 7 )( A ), is acceptable provided that you: 

1. Submit and/or cite all data or other material required for 
registration/registration of your product under FIFRA sec. 3( c ) (5) or FIFRA sec. 4 
when the Agency requires all registrants of similar product to submit such data. 

2. Make the labeling change listed below· before you release the product for 
shipment: 

The following statement must be added to the labeling: 

"This product is not to be used as a terminal sterilantlhigh level disinfectant 
on any surface or instrument that (l) is introduced directly into the human 
body, either into or in contact with the bloodstream or normally sterile 
areas of the body, or (2) contacts intact mucous membranes but which does 
not ordinarily penetrate the blood balTier or othelwise enter nOlmally 
sterile areas of the body. This product may be used to preclean or 
decontaminate critical or semi-critical medical devices prior to sterilization 
or high level disinfection." 

• 3. Submit two copies of your fmal printed labeling before you release the product 
for shipment. Refer to the A-79 Enclosure for a further description of final printed 
labeling. 
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If these conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA sec. 6( e). Your release for shipment of the 
product constitutes acceptance of these conditions. 

Enclosure 

Sincerely yours, 

Adam Hayward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OW) 



PIlECAUTIONAIlV S'I'A'I'BMEN'I'S 
11,\1AIIU ro I1UMANIj AND DOME'tIC ANllt.tA~Can:"'" ClIIPI .... IIILlI .klll 
,*,111111, Do not td ItL .yu, OII,kl1, 0' O/l ~loIldni. W_lIcg1no, ibM .1.lald .. ,I! nsbt.tr 
aIo'tlll ~1w1l111l~dllll" lilmlfld I' ''NlI1IaIWd. 

"IITA1EfttINT or I'MCneAL lRlIArMI7flll" WlSor.yo lID,tlKI, h,rmecJldet/ rlutl. 
'~I MIll ""ollllbr I'''. lAd 11111 jllWllplIlIlIdlll.llllllmdMol'ul.1d1i (OIIlal4, rtwll 
dlOIDIlltIy "tEll wt1lf. RemON on" WIlLI. DO"lfIIllfIItled tlolhlnlbttD""lIM.lf .... .u ... ocI, 

. prDI.,cty cbInI:G. 1,..II\tIl'lUtr atwater. A\lQhL oIDdIlDi, 0. nDt IrnIIXI vcalKrt. cd I 
p.y.1dmt TmI'II!il:alllly. HOTI 10 PUVI'cIAN: l't.babIt[l~"chn",uIIIY 

. ODIWI!rdr:oYi !he Uti of JIIIde lov .... MtdlllHt ItdUt en..!I,IOIY IIIOCIc. MIIpWDry 
IIcprelliolllolld c~ ~,,,ltDu"d. 
lJfY1UOfUdINTALllAZAIIII1A1WlIUNTI (For CMlule"'1lI0DN III!Illarpt) Do.III 
dllchqt AI. 0UI".w.. It.b pICdIl'" .110 IDka, Iltam.. poIadI, utllwt. «ow m'DII11I 
",aU" "'''If In KoacdaIlM .uh Iht fIIluUaln",lr aI. H.1icuIr.I PoblitR DlICb.qe JIIiuMIII!on 
~I. (JI'I'DIS)~tIl'it ... 1M .... I\i!.1 autlIOJIl)' I .. "lItIulldlhll rn ....... prill'lO 
til .... ' Do rroe 4ho..,. tClIJ.I,II lICI""mni dll, f"Uduc11o __ ')'I1IllN wlll"'nI 

.......... .,. nallil',q \M 1aCII"".lmtlWrJll~ DUlllIIdlf. Par ~.co.d'" 'fO'III Skill 
Wab!r (JoWl IIfIlftJoaIll ol1N ordto IZI)A. 

DIIlHCrION~ FOIl USIl 
II I, & ~ll)['rtd_ lAw 1111151 dll, ,,'cIl11~ illlllrlUUlllI _1dI1e1l1 wlnlllllnl.oUnI· 
CLI!AN1NO neD DI.,NrlctINa WNlItA.ll1.1~ IlARD. HON.rOItUt 8U!U"AC&!l Add 
I a. IJl. (lO cD) til em, nran. ... d.1ioIi rtfwolllllllldl1. f.JrN~ Mid ilI')lMMixt io ~IGLtnnd 
tI.'I!er. l1u»o!tcWY nb •• kItIo1, \lIIb1l11dMm. "'~J 1oO~ ,."k~ to .(" .pan;o, fllqI ttf 
'«1I1k", IIDCIntldelltlq ",.ud .. 11tutot1Jlhl;' '"' ..... .11 ..... Ie b. DiNIll" 
1\lIIIted.-1am 1ha.1d """"'"MId RN 10 mlmle.. Jill"' ..... QII!IIt lOll_ran .. lib I ....,..0\11. 
1\1111u11rr. It.aw.. J'CIII alb uchnltallr tty 1WIItpr.. be:IKt .1I11nJ bep. IJIMald 
.... '" tWt .. 'Atlllit '--It 6tJ IInl repine \Mdt. mill ...... '0"," I •• CIII.~la" 
".-r:. Dollllldi. ~~_ 1f1laln."~ ~~ .~~ •. ~.~. 

1OI.JT1(l'flAhLK FO.I CDfIIOJfrKAn - 1- "'J __ 
Ip ..... 

c-ow"" IL .. ":I n. II. u ... 
r-' '.201. ~ I'uIIeO 

KILL! 1 (IV oN PJOl..a.EANtD INVlllONMXNT AL IUHF ACHS'oumcn 
ntvJDC,lIL'I 8DIl,lnJ Wlllt nLOOM!OIJ'i 'LUID!~lIt""caN ..w..,·CrI bd,. 
tel"" ... Iddt !)rift II II uplicld .. mlDu" or.~ .,..,.,... IUIlIICIeslfttjflllh 'Ai. 
Liou. OJ bccty n'llIft.1IId III wlic-a tM Judte'MbJecflllkely to lID IOIhd wllb Wood crt Itod, 
IhIIIh NIl b. oSSllabtld wid.linIlldcnlrd lOr 1ronImltslcrlt oCbtn", .... ulloc1aOal~liu 
'm" \ {HIY.\) (tlIODIi:J~d .,\108). 
.!ll'OCIAL IN!flllDC11~1 roa CLt.UfINO """U UtcO."ITAMIXAlIO' AaAIN:ilT 
)IIf.! IIIUMA.~ 
IMi\tUNoUKI'ICllENcY YIlUlti on MUS VIllUS] OP .!Il[Jltl'AtttII'OOJ.8CIISOII.,.o 
WlTU nLOOPlBDUY JlLtIlDJ: 
l .... "'lIIlllrGfuH.M W ... IJIIlNPIleIl balM InlDttl.Il.Hk llirux fIoYrII,llIWIII. hlaSb lit 
II?' 1OYu.n,t. 
elu.lllil r .. a.mr" DIIod ali aU. budy Oubil nil lit lhrfGllBhly ~ lone J~' 
u1Il o'bjul. bllbn 'PPIINSloIl or. 1:121 un·IOI"" (I Oint. !lOr J 1JdIoU). PlCIfmrnlLd .\'PlY 
,.Ilkal ... dlredad k1 )hinrI"P1L Dlrcrft. 
CWllld nth. WldlcrlhelllV·I"Yiu1J &nIoCOnW III 1 1I1ImM, 1'1" lG-lwllWcwrlWi fuM IIlr 
cldDiCadon CIl'.1 cqub. Oll!~, IIbrl. 
rlll'l!dtau.& Mllkrll .. Ilh,.m. DIeod 11111. Dlb« body. lulduhCNId be ...... &It.\'d. IIlchlbpci.d. 
otlOClOdna 10 1aoaI~ IIIIt lrtfecli.oUI dIsp .. tI, 
I' .. IrLi,ltll11lUlrulrllllt D_id .... hlnlla. pl"l .... l. Tmdlllll Chal1llll.IHl SlnllS.I .. " 
au.,1aII InrirlUl,*-1I ..... "1" ..... 111 .. r~.m'd of1l0l1't' dIt ... 11111. eM ...... ohlJ 
.......... .-ta ...,.!Ie •• orllu JIfCMbd b 1'OIt..n", AI brtI:IuJ,tllblltd mk-n mlill !. lIuwouahlt' 1It_ ID JQlI'tt __ .,._ ~mta. MI" lid ... GIIh &led belbl' 
"lmaNllIIIl clllV'l tnd .... h tun •• III hollow IrublJll.mtI bd~n IIIUiJ wid, .. IUDaIL MIen 
,1oan.fI,. .1111"'" _Iklv 111.,..1" ... !bUN l1I.r .. "III)" III. j :1,. ~ ... 1011111 .... 1. ,"",,,,,,,,,. 
HoI I'rCI ..... ldrd lI, l"OIatlfCd .10.11' of lulnlrno .... 
AYOCd JpbaJrbli lItul(l1ft'Cf, trI'!'lN' polalll .. wJtIIl1 Cmruportn,lInad ,""WIlI.I". 
Pn ... o.1oeW Jolil11Od IWIv OI ... iw.,lttJllclIl tllnll do • ., III" ~t' !br dceOfllllufmtllllllrll. 
IIIIUldillln1ll. 

• ," Elf loki. 141,1)·)"0.\ 
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PROCESS VESPHENE@ list 
I 

I 
STERILE 

, 

ONE-STEP IN THIlI'RBSBNCE OF SERUM 
GERMICIDAL DETERGENT 

i 

EPA REO. NO. 1043.1151 

FOR I1IDUS'J1UAL AND tNS'J'I11J'J10N1 USE ONLY 

I 
Gemlicidc I I'illlgicldol Vi11lDidc' ITuf.ercufocide 

DeooorizorlCleaner I Delel'gilnl 

Aclh'o InBredlOllI.1 . 
. o.PhCnYlpheIlOI. .. " .......................... ~. 9.090/. 

p-IDrtiary ftll1ylphonoL""" ......... , .. 7.66% 
Inert In,redll!ntJ".~ ... ,, ... ltu ..... u 3.25% 

KEEP OUT OF REACH OF CHIJDREN 
. .. DANGER l· 

STATEMENT OF PRACTICAL Tn 'ATMENT 
In case of eye conlaol, !lush wiU, waleI' for 15 minules. Ocl 
prompl medical ollcnlion. For ,kin conloct, ~ush wiU, wnler 

in,mcdintc1y. See ,ide ponol for nddilionnlipl'CDnlltionory 
stnlements, 

STE/ULE UNLESS PACKAGING 18 COMPROMISED 
ACCEPTEa 

Wim COMMENTS 
in EPA Lener DaIl!illT CONTENTS: 

AUG 28 !198 
Under the fedorallnseclicide, 
f\mljicide. and RodentiCide Act a. 
."',"ldod. [or the J?OSticido. It:!! lid -II.· ~ 
1 C<}loterti<i }'1'dpl; ~'\'io fW..-. 'f , ;:J . 

~ IA)\.iU ,.J II:IRTS orporat 1011 
5015 Mnnollllsicr Avellue " 

SI t.tllll!-!. Mt) h:J 110 \Ui.~. 

·;11 

S'fOllAGH AND IlISI'OBAL 
f'ltoStiUlTIONllIloPIM (onl .. I\n:ICt~I, food. 01 (fall by • .."... Of dbllOnl ~11. 
dlllnllCl!l it tw!1 .. lttd Do nollO.1II 11"4'1)' toilItiiYI. 
PUTleml: bIVI'OI!JAl.Illup."ukldt,lI 8011I1kw II' ..... bl .. Dolfi CUljlLy oanlllillC9, 
,llIMa bt dIaJ"'CIII Dflll ~ '* or.mlDl ,1I1k ttmd ",.. uRlAry .tIW(, al hi • tuldilli 
'wro"ed Alr JlellleloJ.t. . 
coN·rAINB., VIVI'(WIAI...i TripI •• till' lId~dlln'lIi'uI.tcurloIAar!Dc IlIc\IIa:nllMo' 
"" .. til ,ldcIrll\lpIOI'Cd Ibr tetleide CIlIIIaIII«l. . 

. DENBM ... ClINllb krcWw ,111. at fbdatd clljJatalllltlflflll. b IIIlp#OWd alttmdlw 
prMtdlJlUl "'1lI .. 1111"1f.Id ilJ.ltll "'Itllb .... 
Tbl. prol4cl fqlte5er1U' pmnloldol d~tctpll1'Yllm~!hI it bath J(llCa'all·d~lQloped 
Mel. fIatt! oflhe U1ll!chnoqy, • J. 0«-1:11.["10 \a hnrd wnlor .mlln i'Mi pn:101\OCI or 
IICnam, ,o,hicIl Jw beell :bmutol.ed II II canconlf1hl\o olCIII, dl.lr!Il:el anu Ull\Odari~ 
JIIl1\II~'h'. UJO U,(J proddd. for _ dunlfll UlIl dJ.llIi'l:eWlI1 c( 01) "u.abJc 
Iw-d, JIOIl-[IOt\l' -t:nvJItdIrI~tnlol •• fMcs wd\ II floar3. ",·,n .. \\'OCIdwOIk. balhfOOm. 
DxlU;bl. equlrlltOld and fixllil"fO.. It ~ ·bo ulDlllor caunlng .. ad dl.illfOCflII14J 
alrrolll.O, .... Inle ... h:ol, o1hl:r tnol4l wmees, parcel,ln, 81 •• , tUo, wnI'ldbltt pJill4t..d 0' 
VIIl11lsiu:d IWf-loOll\ nl lYllti ... JCI,l1lillJ. IiJayI. upllaU, l:Ino1wl1, lem:t:m or O1bcr 
(Olnbtl~1.at 1),0 i1oQll. 
Tbla acnnlcJdol ~nl b ihlaruJed {or tIBO on ,,,."Ie, Juru, lI.on·"or~ 
eJl ... ·lftltln~II:.( ~rllreOll .ull, at I1con, 1"tftIIM. CClllIE~1.I, l«Ill, UIItll. end olner 
C(JUlrnloCl~ in dea.\ fooctU.lWrnlVlOel1lh:n1 pLutb _In olhcJ lII"eb wll$ ftl ... i
btodorlal toIllrol nr,eu.ul:llt., "ClAry. 

GERMlCllMLI luCrI A.D.A.C. GGIlIIialcJoi Ulc--Oiulion M'Ctlind (8.. rueus, 3. 
diOlerllC:luit, PI. 00IU81ncm) Y,ilOil cJUllled with 400 ppn& A.O.A C.ll1lrd WfI1ct10 
tiilb 10 t: III (I OUIXXI per J pIlaR.) lDIrutlon., irl" plftmac ct 5", DtIlllMc 1011 
(1iD_1). lO 1t1bIuIat"'"'XJI'C. 
IIROAU '~irIllli\IIMTA, Ie oddI,,,,, tho 101 ...... orpnl ... 1"" 1M 
A.O.A.C. Usc·DlJutiDl. Tnt tn.400pphl A.OA.C.hlMftla .... dlluiellri l:llI 
it Iho _ ol's.6 ....... 011 (""""~ 10 _ ~ lO"C. 
~""" ... A'l'CC196JI5 l'UilclMwIpiI. ATCC )ll13 
c.tdW .......... CWoalhob ~un"'lIQ .. , Al'\X nln 
0W1IM ~ C!itIarl''''' In1rrornIt Iypf", .Ii'Tl:C 1m 
C"liIdI ...... hbJull~ ATCC IIII!ID Sabilcntl,I?P1_""11, "1U: 101121 
.E:lIlGrcrbaohll "'OIIntI,A'JOO 130-18 sllnlla IDa",",I, "1'OC llau . 
P.nIllIObtolol ~Io& ... "'fCC n," Sld,lIlh8orvri, "tee I zm 
.lItm..td~1I d, ATec 1SPU Shl,aUl-llJme!. A'rcC tmL 
nutdb l~a'llOlIllMt ATIX IJIIl] EI.,It~olJOl'" DIlr.,lI, !\Tee lmJ 
MlIll1pJy {Madliclllll).llalWnl 81.k.,tc.oaDllllll oJlldmllldil, .A1'CC Itm 
!IIRJdtyil)(:.c1M .I[alt, (t.1RSAl. StldIItftccDII' lIItt'aliI, "'fCC 19U3 
CllrrlnlllOlltJ iaGJ'totoe:VII' p)'OI.'IOI, "Tee !96U 
'lOll"" IIllh.b1II" CIk1lIloll. llOlIlt 

lru.l\"'OICWhLl Pma Ao.AC.l~wl8lddai T,,'1(T. MC!I:d.~h)1~) ",hcn dl, .. e:d 
w.\lJl400 p.., h.C.A.C. _ water 10 mU.o 111:128 {l OWloOCl per I ta1tll).ol'rlIClll, In 
lb."...,...oJ'~"""".wtolJ("""~ 1' __ we 

T\JlIRItCULOClDAL, I~ICI A.o.AC. 'I\lbGrou1octlbl 1'M{ (),,()'Q:Ibnflleriwn 
ru"llClelllodl, VIr. bovl.) whd1i1(lulod .... It .. «JO pph\ A.O.A.C. bnul \W1~( 10 l .. kcr , 
1:121 (I OlIIICO pol I pllot1)tol"lton, I. 1M pteltnDD or,.1oi Dlilllluoll (.elUln) 10 
milJlltCi d 2tJ"C. 

"\'IRUClDI\L: PweJ VlruolcJlll 1\1:1101 (l!PAl)'qmlcd MclllOd)lldlmU. At, 
(lapOll). Hetpn 8implu 1'yps 2, V'OCIblia Vim, I:IId AdcnaWf1Il1'ype 1, I\viftu 
IllI'CIOIlolll Dnwhi.1it. Avulls L.trJ!'SO'roldleJU., Avian NlJWtn .. l. DllO.lO, 01 ParoJIl. 
JllCJ\IdOln"'arl. "'tlcn dillift wll, 400 ppn A.a.A.C. hard \'Ialat Lo make n 1:121 (1 
Ol1lltO per I g.llflll) IOIuIIm In u.. rw~tllnDO o( 5% OfgIIaJo ,oll (Irmnr) In 10 1.,,,Wac. 
• 2O'C. 

WhoJlICillod ~ '" UM..tJlllroved DlhlUoa Motbod.lIld HlV.I(i\IOS) vll"Ul, "'iLlI 
ndded 10,," otpnlo JOII (IIIrum), w" oon~"ldtly IlIlCtI"ol.,1I1:,' III I! 128 (I O\I1CI! ,.ct I 
.,.&1') wlulloulu 400 1",11& AO.A c.lwJ willer III 60 "IOIIuluh n' lO-2~·C. AIUIOIIQII 
"mcoMlY 1111 I n*,1110 CIIlIIllc4I1II1Ct I .. , be.n .JUJ", ... lo boo""""",,, 91., .. lUV· L lhj, 
111110 ~lIIJ nul b. ,runllioll'l tbr ollkl' Ull\I,nl .. ",. !JIo .Io.m~llil" OII111IKJ1II"IC nil 
tJ[.II,fcotlon "WliMI a)I orIlla nrplIlllml cI.lmcrl. 

1)1)11" CUNTIlUI. II 01.11111111(_ Inhl!'Y 1111 .. , •• h~ klllhlI , ...... ·,;,lu,'ulIIl,K"lI:,'u 1'0'1111(1 
IlnlltllwtoOl..-i)' Vko,IlMr.11y JteUtlellzirw ttcir odol' lloUlnylnM /l1\!C41Id rN"ClCf . 
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