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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

i\ Ir. Michael G. Sarli 
Regulatory Specialist 
STERlS Corp. 
1'.0. Box 147 
SL Louis, MO 63166-0147 

OC1 l' 1000 

• Dear Mr. Sarli: 

• 

Subject: Effiicay Review I 14 Days Holding Period 
for Vesphene II SE 

EPA Registration Number 1043-87 
Your Application Dated April 14, 2000 

The submitted confirmatory efficacy data (MRID = 4509989-0 I) developed 
bv the AOAC Use-Dilution Tests Methods is acceptable to support the subject 
product 14 day shelf life effectiveness at a dilution of I: 128 in the presence of 5% 
stcrile horse and 400 ppm of synthetic hard water in 10 minutes at 20 C C when 
surfaces are thoroughly wetted by the solution and allmyed to remain wet for 1 () 
minutes . 

The produCt effectiveness (14 day shelf life) was demonstrated against 
Staphvlococcus aureus ATCC 6538, Salmonella choleraesuis ATCC 10708, and 
Pscudomonas aeruginosa ATCC 15442 under the test cOI~ditions indicated above. 

The labeling referred to above, submitted in connection with registration under 
Federal Insecticide, Fungicide and Rodenticide Act, as amended is acceptable for the 
with the following comments: 

I. Under the directions for use for the 14 dav shelf life product, please clarify or • 
provide additional information to whether the 14 ciay end solution is as 
effective in a dark container or does it matter whether the end use solution 
stored in a clear glass storage bottle. 
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2. On the middle right panel and at the end of the statement" This product is 
not to be used as a terminal sterilant ... ·· add the following sentence: This 
product may be used to preclean or decontaminate critical or semicritical 
medical devices prior to sterilization or high level disinfection .. ". 

3. Revise the "First Aid Statement" so that it is':~ompliance with PR "'otice 
2000.03. As per the EPA Acute toxicitv review dated August 15. 1985. this 
product is a tox category III for the acute oral exposure route. Therefore, the 
First Aid Statement must include instructions for acute oral route of exposure. 
See PR Notice 2000.03 for appropriate wording and label display. 

4. Only be one First Aid Statement paragraph on the label is required. Therefore 
you must delete the second First Aid Statement paragraph. See PR Notice 
2000.03 the appropriate location on the label. 

Submit three (3) copies of \,our final printed labeling betore vou n'\ea,;c the 
product for shipment. A stamped COPy of the labeling is enclosed for you records. 

If you have questions concerning thi5 letter, please contact Drusilla Copeland 
at (703) 308-6224. 

Sincerely, 

Adam He\,ward 
Product Manager (341 
Regulatof\' Management Branch II 
Antimicrobials Divisinn (751 OC) 
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I'I~E('Al'TIONARY STATI<:MENTS 
IIAJARI> TO IltiMANS AND DOI\IESTI(' ANIMALS Corrosive. Cau~es ey.: and ~J...ln 
,I~II\,'I'': 1)0 not J!c! III cyes. 011 \bll 'H Oil dOIIIlIl); Wcal j.;"!~lc~ 01 face ~hlcld "lid IlIhkl 
glov.:, when handllllg Hamlfllllf~w',lh,wc<l 
~TA n;t\u:rn Ot'l'RACTICAL TlU:ATI\IENT: III c~'c of eye culIl',cl, "l)ll)cd,alcly 11",1, 
eyc, wllh wHler for l5l11Ulule~ undl!cI jlIOlllpIIlIC<II,,"llIlklllj"lI 1-'0/ '\;m ~·OIIII,c'l. 11",10 
~1"1"1'l'hly wllh wuler, RCilIOve and w:"h ~""',"I11,,,,'cd (1",hu'l! bcf",c rcu,e II' ,wall"wed, 
prolliptly dnnk I large qlllllltily waler Avo,(I .. kohol Do nol Induce vOlluling C,,11 phy~lClall 
ullmc<i13tcly NOTE TO 1'llYSICIAN I'!uh"hk ulllco,,,1 d;)Jll:lge ll,ay CLlillr~lll(bc,'k Ihe 
use of gastric lavage. Measures ag~1I1.'i1 (:U(U);,'o,y shock, ,c'IJLlaIOlY (icprc."ooll alld 

convulsion may be needed. 
(For.5 gal or larger eontalners) ENVIRONMENTAL HAZARD STATEMENT: DOllot 
discharge effiuent containing this produci U'itO lakes. streams, ponds, estuanes, oceans or other 
Waters unless in accordance with the requirements of a National PoUutanl Discharge 
Eliminabon S)'$tcm (NPDES) pemnl and Ihe I,,:nnlltong "u~iO!ily hilS h"cn nOhfi,'u 11\ w"t,n~ 

pnor to discharge. Do not discharge elUueni cunlauung tlus prouuct to sew"l sy,'cl"~ w,llIo", 
preVIOusly notifying the local sewage lrealrncnl pl~nl authonlY· For guidancc conla,' your 
Siale Walcr Boll1d or Regional Office oftllc EPA 

DIlmCTIONS FOU liSE 
It IS a V1o/lollon of Federal Law to use tilL' plud"~IIIl" mann"r UI(:o".",I"nl Will! ," I.,helill); 
CLEANlNG AND DISINFECTING WASltAUU:, lIARD, NON·PORUS SURFAO;S: 
Add 1 fl. oz. (30 ee) to each measured gallon ofwaler used. Always add tJus produci to pre
measured water. Thoroughly mix solution unlll U1uforIn. Apply solution with a cloth, sponge, 
mop or brush U$ing nonnal cleaning methods Allow trcaled surfaces to soak. for 10 mUlLllcs 
Then remove exceu s.olution with a wrong-oul appllcator, Remove gross filth mecharucally 

by sweeping before cleaning ~:., p~curd, solullon.~~.~F ~,~~.~I.~m,~,dlflY and 
replace with a fiuh s.olution. ~:~.dY:PI'.d.~ea~~ti4t1.i)fy~p~~::nse.fut~<ltd.rO:l''U$(: 
\l:S.:~fi¥:~~~#¥ini~),:~~1(~tl'-i>ri~.l4p:~~~ll,(4Y4i:i#i:~'~:~':cl~ 
~~·;me:lIi~I$.PiiS!'.~This is a complele product Do not add other chemiCals, If 
frozen. thaw and re-mix. Use only as dirceled 
(For mt:J,sured dose bottk)'t'LEANING AND DISINFECTING WASHABLE, HARD, 
NON-PORUS SURFACES: To roUe a one glilion (I :12R) sohlhon, loosen cnp frolll 
dispensing Ghanlber. Gently squeeu bottle 10 IilI weasuflng cluuubcr to tl,,: I l1u)(lollllcC hl,e 
(30 GC.l. Remove cap from the dispensing chamber Pour measured product (concclltrat~) 
frol1llhe chamber into one gallon prclllell5m~d cold waleT. Apply ~()llIli{)1I Willi a (:1olh. 
sponge, mop, brush or from spray bottle usmg nonnal clcaning methods, Tre~lcd ~"rL1ws 
,houl<l remain wei for 10 minnles TIlell tcmnve cx~"s< ,,,Inl;o,, with ~ W]lln!l,·ont a»I'Io("'"r 
Itc","vc KlOSS IiIUllIlcdlllmClllly I,y .w~q"l1l\ I"'h"~' 1r'''''''1;( I"'f"" I)'" ,,,,I ",10,1"", ,1.,,11' 
or when, It,beco.m~ ,dirty and ,~c~l,a~,.~tl\ a fre.~h ~uluuun, l\. p~o~lX }lICp:JJcl! W/l)til'll o! 
V6Sphene 1~:inii!@i;a:~i:l!$~:AA,a:h:lrd. Mrfuct:: dl~,,\ftt:I:lI\thtlJ Uh61flHe ()fl~ (\.tys (UI>Il 

Iifc)Whcn $\6i~ln'A,cl~:i:iOillii:U~:iu<:ll ~s a splay wukl11ls i~ a COIuplctc jllo<llJd n" 
nol add other chemicals. If frozen, thaw ilnd rellax Use only as dllected, 

SOLUTION TAIIU: FOR CONCENTRATE 

Wilter 1 Gallon 5> G"Uuns 

COncentrate I tl oz 5 fl, oz 

KILLS IIIV ON PRE-CLEANED ENVIRONMENTAL SURfACES/OBJECTS 
I'REVIOUSLV SOILED\VlTII nLOODIBODY FLUIDS in health care setunlls or (llhel 
selhngs UI which tllcre is;)J\ e:qk:cled h\;chl"",d of ~<"hll!l of In,,,,,,na\c ~llrl:](:cs!"l>Jel'b Will! 
blood or body fluids, and in which the surface,;JobJ~cts llkely to be solled Wlth blood or body 
fluids can be associated WIth the potential for transmission of human immunodefic'ency virus 
Type I (lIlV-1) (~r.JIociated with AIDS) 
SI'ECIAL INSTRUCTIONS FOn CLb\NIN(: ANIJ IJECON I'AMINA liON A( ;,\IN.'i 1 
IIlV-! (IIUMAN IMMUNODEFICIENCY VIRIIS OR AIDS VIRUS) O~' 
stllll'ACI,:SfOIl.n;CTS SOl\.~:J) WITII 1I1.()OllmOln' ~'LtllJ}S 
J'er>ol\all'rolectlon: Wear apPfopnale t"'l1l~r prol~clioll ,ud, as Idle;>: gl"v~~. ~"Wl".I"."b 

or eye covenngs 
Cleaning Proc:edure: Blood and other body fluids musl be thoroughly cleaned fr(1l11 surfaces 
and objects before application of a I: 128 use-SOlution (I ounce per 1 gallon) Prepare and 
apply solution as directed in paragraph above 
Conlad Time: While the H1V·1 virus is inactivated in I minule, use 8 10·mmute conlacillme 
for d!sinfcetion of all organisms on this label 
Infect.ous Ma~rlal. Dl5pol:l" BIN)rl, ~'Id other body fluids should be 3uloclJved and 
dlsr"se.iof accolding 10 local ,.~gulnt')n5 fo! infeclio\ls d"pos:ti 
FOI Inl,rlm Inl',Ulr.cnl D!:,Conla'''i,allon. prior to Tcr' '!'I,t Cle:onlng I'nd SI'TI1I/C,tl"" (I( 
SUI'(;:lca. In~'jrui.)mts an 1 Apparaf\I.\f,Th': removal ofl,~avj soils and the cleatLIng ot' all 
5ilrfaces prior to applicatilon.)[ this p. )rll>cll~ r~qlllr~d All ills'IlIl"CIIIS and dev,ce~ !lHlsll><! 
thoroughly cleaned to rcmove cxcess orpmc dd'ns, rinsed and thell rough dned bcfore 
III,,"e,w>n C!~al> nnd rins~ Ihe hnllells orh"II,,,v ""Iu,,"c,,!., before lilhn~ w,1l1 <"Io,t,,,,, 
Allel dea!UI,g. UIUIlCISC Mtldc' ",,,I wet "II "",,,rc~ 11""""ghl), lit n \ \lR ",\"1",,, i~1I \0 
llIi"Ulc~. Rmse and "I)' 
r.:OI recommended f.;.r",r .. longeM ./Drage ot 1f1.5truments 
AVOid splashing antf COV~i, ",:,ere ,Joss'\"c when transporting soiled irutrull1enlS 
p!~par~,a new solutioE daily .Jr""~,,en ~(l~I:,;on lums cloudy or du1)' for decontM'Hnatlng prc· 

cI~Mled IIem5 

VESPHENE® lise 
ONE-STEP IN THE PRESENCE OF SERUM 

GERMICIDAL DETERGENT 

EPA REG. NO 1043-87 
EPA Est No. I043-MO-1 

I'OR INDUSTRI;\I. AND 
INSTITUTIONAl. USI' ONI.Y 

Germicidee Fungicidee Virucide*e Tubcrculocidc 
Deodorizere Cleanere Detergent 

Active Ingredients 
o-phenylphenoL.. . . ..... 9.09% 
p-tertiary amylphenoL... .. .... 7.66% 
Inert Tn~redicnts .... , ..... , ............................ 83.25% 

KI,IY OUT OF REACH OF CHILDREN 

DANGI<:R 

STATEMENT OF PRACTICAL TREATMENT 
In case of <.::y<.:: contnct, flush with water for 15 minutes. Cict 

prompt mcuical attention, For skin contact, nush with 
water immediately, See side panel for additional 

precautionary statements. 

NET CONTENTS 

(Logo) STERIS Corporation 
J:.[ ::.,/' ,.'J 'I~035 Manchester Avenue 

Y," , 'Stdwpjs. MO 63110 U. SA 
\", J 1 i): ,.', 
ocr 11 2[00 
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Snm.A(;EAND DISPOSAl. 
1'1l0111111T10NS: nil n,'1 ~onl;''''''latc water. fnod. or k"d by 't",.,).,c' ,11 til'P("·.! \ ]1'c'" 

'hlll'I""~ I.' 1""lul"",<I II" ""I 1""'" clllply "'III"'"CI 
1'1>:.<;'1 j('lllF IIISl'(JSAI., 11", I"'"'''' uk II, ,,,I"Ii, ,,,'. '" ""',1"1.'" """" '''1''1'' ,."1.",,, ,'. 
,11",,1<1 I,,· ,10'1'"",<1 "III' ., "'II,., .. , ,,·,v .. " "nl ,"" ",,01 loy., ,."""'" 

"1'1',,,vcdl"l " .. ",,,,,1,,, 

""""I .• "oIl,lt 

(UN1'AINEH IHSl'OSAJ.: 'I "pie ,,,,,C and dLl""" ,,,;, w,,,I,' ,,,,,,. II,""~ I", II" ,,,,,·,,,11 .. ,, .. , I! 
"landlill"l'l'fOvcrll"'I,,-,"I( I<le """,ame" 
(:ENEHAL ('"",,,11 j'e,k,al ,'.,t.,k. or 1,,, ... ,1 rI"I"""I,,,,,Io,,,,',,", "" "i'I""""" ,']1<:[[,.,1", 
l)ro~ctil1lc., ,,,e!.:,, Io'Wled "1><:" ''''''''''!I 

TIU5 produclleprcseOls a gerrnlc,dal detergenl syslem thai IS both rc<;earch-developed :llIrl 
slale of the art technOlogy II IS effectIVe LI\ hard water and 111 th~ presence ofsemm It has 
hecn fomlulatecl a~ a concenl!ate to clean. dlsinfecI and deodonze slmullaneously lIse tlus 
vrorlud for easy ClcJI\1n~ rUid ,losl1Ilcclmg of rill washable llmd. ""']'l'''n'' enV1ronmcnt~1 
sUlfaces such a.' noor". walb, wo(,dwor\;, h.1tlu(lOltI f~"t!ires. cqmplIlcllt :md r\lnutm~ II II",) 

be lI,c,llnr dcalllllj.: 111111 rI""\f,,, \l1Ij.: dlf(''',~. ~Ia'"lc" ,ted, olio", lI,eI,,1 ,ml;,cc,;. pOI(:~I."n. 

!II:",. tile. w,,,I,,,ble I':"nlcd '" v:Olll"hcrl 'UlI;,tc~. '" well '" IC',h~nl vl"yl, '''ph;,iI.I"",lc'''''. 
leila,.,,, '" "Iloci ~"",hl"alll'" 'YI"-' noO[, 'Illl~ l"odl1d" "01 !'''I I"" II, the "cOllal.,1 
(liewholl') UlU\.' 11I h"spll"I,. ~J"-'cdi~"lly ",,,I,,I~S ~lId ,,'h~1 111[;'"1 ,',,,,,,,.:\ '11I1:,~e, 
TIus gemucl{lai delergcnll~ mlelllkd for U5~ in UlShlulIons such as h"'p,lflls and nllI'liIj.: 
homes, indU5triaJ plants. schools, medical and dental officcs. pharrnaceulrcaJ plants. velerm.,)' 
ellllics and other indool areas where d!sinfection, cleaning and deodorumg are 8 necessity 

Thl. produc1l. 110110 hI! u~('d 31 a lerllllnplllerllantlhJah level dl.lnrC'c1Dnl 011 an~ 
lurra« or Inllrument Iilat (I) b Introduced dlrec1ly Inlo Ihc human hody, fUher Inlo or In 
contact with Ihe bloodstream or lIormldl~ .terlle are!lS or Ihe bod~, or (2) conlilc1. IlIla(l 
mucoul IIlen.branl!' bul which does not ordln3rll~ p('netr31~ th~ blood bprrl-tr or 
otherwln enler normally lferUe area. orllle body, 

GERMICIDAL: Passes A.O A C. Gennicidal Use-Dilution Method (S aureus, S 
cholel~c.",S, Ps acnl[l;ino~a) whcn cliluled will! 400 ppm A 0 A C hald walcr 10 ma\;c a I 12R 
(I ounce pel I gall"n) ~"hlhon. '" Ih" JJlC~C"CC 0(5)% utl:lUUC ~"" {""",,"I. 10 n"""I", "t 20"t 

IIROAIl SI'~;(:TI~lIM IlA1A: III,l(kblullI, lilt.· Alilowlng ')fg,1nl.~m'I~L'-' Ihe A 0 A (' I),c, 
Dilution Test in 400 pp,1I A U A C. hard waler at a dilution of I J2R III UIC prescnce of 5"" 

"'RIHric ."il (sen,,"). 10 """""-,, "'10~(' 
A~",el"j"..-t~. ,'"I ... ""o:!" "'. A \1 'I' 1'1,,111, 
CarHltda albl~ar~'. Ctuu(lIl bulak 
CHnciidn parnpsilrms. C~,ucal /solale 
t:lllohacicf ['rcunelli. A'['('(' ~O'lO 

Enlc,ooocter ~erogcllc~. ATl'(' 110~H 
Ellterob~cler clonca~, ATCC 23355 
EM!h~nehia e()~, AleC ~~922 
KlebsieUa pneumoruae, ATCC 13883 
Staphylococcus allfeu~. (MRSA), 
Multiply (Metllicill)l\)-RcsI~\anl 
C!m.icallsolale 

Proteus mirabilis, Ctulic,,] Isolale 

I',,,,,.,,, v"lf''''~' A I' '1' 11 II \ 
I'.CUUOIllUU", ~CIII~""",'. 1\ I \'l l,'K\ \ 

Pseudomonas CCp~Cl". ",fCC 25>410 
S;llitlr>nclh, \yplll. A n'l hq'l 
S"hnollc!l,llyplllfll""'l1", .'\'1'('(' I~02~ 
Serratia marcesccn" AleC !jl 00 
Shigella n~xneft. 11'1 (T 12022 
Shlll~U~ _onnel. ATl'C B9~1 
S!~phylococc\lS ~U!e1I>. A TCC 25923 
Staphylococcus ep,(\..:nfH(h. A Tce 122~!j 
Streptococcus faecalJs. ATCC 19433 
Streptococcus pyogclle~. ATCC 19615 

Vcsphcnc lIse" cOccilYC 11I 1 no",nt~' ot 20"(' al<mn." P~CU<!OI"""'" acn'Ronosa /ITC( 
I :nllH, uccll,dLII[l, 10 Ihe A 0 A l' Usc D,lullOll Tcsl when ,lollited w,lh ,100 ppril h.,I<I 1'>,,,,,,, t(' 
make a 1:64 (2 ounces per gallon) solution. in tile presence 01' 50," dd(\~d ,1Igaluc sou (S"""" I 

I'IIN(;IC'lllAl,: h"sc.' A () A (' FIIll).:""la1 Te<i rr l\Ienl"I:"'l'h)1~'1 whtn d,11I1",1 ""th 
JOO ppm A o.A C hald walcr 10 ,nakc a I 128 (1 uunce pcr ! ~.,Ih"'l ,,,lollI0,]. "' Ihe I'IC'Cl"~ 
of 5~/. orgalllc soil (SCnllTl), 10 Inonutes al 20°C 

TlJllERClJLOCIDAL: Pa.s~es A 0 A C Tui>ercuJ,xau;J Te,'t~ty~"\>~,'~r"",, lulx;,,,,,I,,,,,, 
var. bovis) when diluled WIth 400 ppm A 0 A.c. hard wilter 10 11IaJ..~ a I 12K (I ol,nce p<:1 I 
gallon) solution. in the presence of 5% orgaruc soli (serum). I 0 nlln"t~'S al 2()"C 

-VIRUCIDAL: Pll5'U VlfUcldal Assay (EPA Propolcd Melhod) 111111ucI\l.ll A, (japalt). 
Herpu Simplex Type 2, VaeCLlU8 Virus, and AdenoVlfUI Typ~ 2. AI·taUlnfeCIiOus Urondull'. 
Avian LaryngotracheillS, Avian Newcastle Disealt.lIld Porctn~ P~elldnrabicil. when dlllllccl 
with 400 ppm A 0 A C hard Water to make a I 128 (I ounce per I ~:olln'" '(llu~on i11lht 
prcsence or 5% or881llC soil (selum) III 10 minutes at 20°C 
\When tesled by an EPA_approved DtIution Me~rod, the I!IV·II ,\11):-;) nl1~' .... ,11, ad<bJ 10", 
OrgfUUC SOIl (scnllll), was compktely rnacuvated by a I 12~ {I ""ll"~ p.:! I ~allonl wlullfl[l In 

400 PP'" A 0 A C haIti walcr III 60 ~~~OllelS al 20·15 '(' All],,,,,!.!!, cllir,,.,\ ., I n"nut~ 
cOlltnct time has been shown I" be ~deq"ale agal/lSt HIV-I. Ihl' lUl,e y",,,ld n,,1 ~ ,ulT"""" 
I(,r olhcr '''):'''''''''' \J,,,:> \ O-n11lllltc c""I:,Cl Illlle for (Io,mred"'" .,~."nq .ill of the oril'~' 
cl:ui\lcd 

ODOR CONTROL: II eluTlillal~s many odof$ by killLll~ odor·CJU'UI~ h..cI~ .. t\ik 
SImultaneously chemically neutrall11ng theu odols and !~a\1n~ " pk"<.lIl1 ~alKe 
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