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

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

Mr. Michael G. Sarli, Regulatory Specialist 
Steris Corporation 
Post Office Box 147 
St. Louis, MO 63166 

Dear Mr. Sarli: 

Subject: proposed Mirior Label Change 
"Vesphene IIse" 
(EPA Reg. No. 1043-87) 

Amendment dated July 22, 1997 

The proposed-label revision referred to above, submitted in 
connection with registration under the amended Federal Insecticide, 
Fungicide and Rodenticide Act is acceptable with comments. Our 
comments are as follows: 

Revise "As solution becomes dirty, discard and replace with a 
fresh one.", to read as follows: Da~ly discard solution or 
when it becomes dirty and replace with a fresh one. 

If any revision was made to the subject product label to alter 
it from the approved label, dated February 20, 1997, other than in 
the "Directions For Use" section, as specified in the amendment 
submission_ dated July 22, 1997, the product registration will 
become subject to cancellation in accordance with the Federal 
Insecticide, Fungicide, and Rodenticide Act section 6(e). 

If you have any question or concerns, please call me at (703) 
308-6230, or Killian Swift of my staff at (703) 308-6346. 

Enclosure 

Sincerely yours, 

~~~' 
Acting Product Manager 34 
Regulatory Mgmt. II 
Antimicrobial Did. (7510W) 



PRECAUTIONARY STATEMENTS 
HAZARD TO HUMANS AND DOMESTIC ANIMALS: Corro.livc; C&uses eye and sltin 
demagc. Do not get in eyes, on skin or on clolhing. WeM goggles or face 5hieid &lid rullibel' 
gloves when handling. HarrnfuJ if swallowed. 
STATEMENT OF PRACTICAL TREAtMENT: In case ofcye contact. immediJtcly IIwb 
eyes with Wiler (or 15 minutes wdgel promplrnMic:al attention. Fors.lcin contact, flush 
\horo1Jghly wi1h wolef. Remove and wash c:omamirWed clotlUng ~fore relolU.lfswaUowed, 
promptlydrink a. large quantity Wale!. Avoid alcohol. 00 001 imI\Jce vomiting, Call physKiian 
immedieteIy. NOTE TO PHYSICIAN: Pl'Qba.bIe mucosa.! da.mJge flUIy contraindicate the 
usc of gastric lavage. Measures against cifculalory sbocl::, respittlory depression aM 
convulsion may be needed. 
ENYfRONMENTAL HAZARD STATEMENT: Do no( discharg¢crnuent ronlaining this 
product into lakes, ~lreanu, ponds, estuaries, ocean&Of other wt1crs urdess in.!C«lI'danee with 
the requiremenl5 of! National Pollutant Discharge Elimination Sytlem rNPDES)permit Md 
the permitting authority has been notified in writing prior to ~atge. Do not dU<:haJBe 
cfDuent containing this pr~t 10 sewer systems without prC'iiously notifying lh<: kx:a1 
seWft~ treatment plant authority. Fot guidance contact your Stale Water Boold or Regional 
OfiiceofthcEPA. 

DIRECTIONS FOR USE 
It is n violation o(Federa/ Law to use lhis prodoolIn a manner inconsistenl with its labeling. 
CLEANING AND DISINFECTING WASHABLE, HARD, NON_PORUS SURFACES: 
Add Ill. oz. (30 ee) to each measwed gallon o(watet 1lSIld. Always sdd UU5 proouctto pre
measured water. TIlO{OUghly mix soI.lltion until unifOJl1l. Apply wlution WilliS oJot/lo sponge, 
mop or brush using nOl11\aJ clWling methods, Allow treated swfaces to soak for 10 minutU. 
Thomtemove exC"$$ solution with. wrung..outJ.pplicator. Remove groM 61th ~har.ieally 
by 'weeping before ckaning begins. As $ONDon becoIl'lC$ dirty, i!i!card and replace with I 
fresh one. Thill ill a complete produGt Do notldd other cltemieah. Iffrozcn.llawarul u
milt. Use only at ditcct«i. 
CLEANING AND D1SINFEC1tNG WASHABLE, lIARD, NON.PORUS SURFACES: 
To nw.:e a one galion (1:128) so(ution.lOosert cap from dis.ptlaingclwnber. Gently squee2e 
bottl~,lo 6U measuring thamber to !he I .Duld OWIcefute (30 ce.). Remove cap from Iho 
dispensing chamber. POut me~5un:d product (concwt[&tc) from the chamber into one gtilIoll 
ptcmeasured cold water. Apply solution with 8 cloth, 5ponge, mop, bnuh or from spray bottle 
~ing nonna! cleaning methods. Treated S\II(&CCJ shoukl remain wet [or 10 minutu. l1~n 
remove excess solutiOn witlt a wrung-ou( applicator. Remove81'oss filth mecharUcally by 
sweeping before elellllillg begins. Discard solution daily or when il becomes dirty and tepta« 
with I fresh willtion. 1'hi! Is. oomplcte product. Do not.dd other chernicah. Iffroun,lhaw 
Blld remix, Use only as dilected. 

SOLUnoN TABLE FOR CONCENTRATE 

Water I Gallon H,.llom 

Concwlri:lte Ill. oz. '.0< 
KILLS Ill,\( ON PRE-CLEANED ENVIRONMENTAL StJRFACESJOBJECTS 
PREVIOUSLY SOILED Wlm BLOODIBODY FLUIDS inhealth cue GCttingsorother 
settillgs In which (here is an expected lik¢lihood of soiling ofinrmimate swfaceslobjC'Cts with 

'-

CaJgon Vestal 

VESPHENE@ lIse 
ONE-STEP IN THE PRESENCE OF SERUM 

GERMICIDAL DETERGENT 

EPA REG. NO. 1043-87 
EPA Est. No. 1043-MO-I 

FOR INDUSTRIAl. AND 
INSTITUTIONAL USEONL Y 

Gelmicide. Fungicide. Vitucide*;' Tuberculocide 
Deodotizer.Cieanet'.Detergent 

Active Ingredients 
o-phenylphenoI... ......................................... 9.09"10 
p-terti.ry .mylphenoL ................................. 7.66% 
Inert Ingredients ........................ : .............. 83,25%, 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

STATEMENT OF PRACTICAL TREATMENT 
In c.se of eye contact. flush with water for J 5 minutes. Get 

prompt medical attention. For skin contact, flush with 
water immediately. See side panel for additional 

precautionary statements, 
blood or body Iluids, and in which the sunaceYobje!ll5likllfy 10 be 60ikd with blood or ~CCEPTED 
Ihtids can be 8SS()CilIu:d with the potential for transmi.s&ion of human immunodefioia!.CJJlQ!5COMMENTS 
Type I (HIV-I) (associated with AIDS). WlID 
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION jft~ Letter Dated: 
mV-I (HUMAN IMMUNODEFICIENCY VIRUS DR AIDS VIRUS) OF 
SURFACES/OlJJ£CTS SOILEDWITUBLOODIBODY FLUIDS; Q _ 1 q _ qn . 
per~na1Pr:o'e("tlon:weuappcoprialebmierprolecOOnsuchasIatCXgfOve.5·ema.sb • NET CONTENTS: 
or eye covenngs. 
Oe3n1rng Pr~dum Blood mJ o!het body &ids must be thOfOllghIy cfe¥l\~Federal insecticide 
aMobjec~berorc~W~oral:12Stue.solu6on(louncepetlga1lon e andRodenticid Act' . 
apply whillonu directed Il\ paragraph above. I e as 
Coolact Time: While !lIe HIV-I virus is imclivatlldin I minIM, ~ a I~or the pesticide, 
r",~""'_",r"'o"""''''',"Ihi<w.1. reaistered tu\derEPAR~ N 

I Gat 
55 Gal. 

InfcctlO-Uf Mlllmalt Duporat: B!ood and lJ(herbody fluid, lhould be .utoCl~ ~ Ij n. p ""1:;1" o. 
dl,,,,,,,,,or!,,,,~:.tot~';t~~~~;;";;';~:AL . lu-rv-o'l (Logo) STERlS Corporation 
I'ROIUBJ..-rION<;': I>"not COI''8JTIi'!ale..wate.t, (Q9d, orIeQi by 6tonge or dis.~. ~ CALGON VESTAL Division 
dwnpinCis p!ohi~itt<!. Do not 'CllS- etr.:ttYt")fltminet~ 

PESTlCtD"D1s"fQSAL: This genni~ its soIutX.X,:"riMngI rrornempty cootainct1. 5035 Manchester Avenue """.",,,,,,,,,,.,,,,,,1,,,,.,,,,,,,,,,,""=«1 by."";"",,,,,,,, ""'.l<M6ll St Louis MO 63110 U S.A. 
approved for pe$ticitks. 'I • 

CONTAlNER DISPOSA.LI Triple ri.nu and de£OSit in 1\ WUlc coJll.ain.er for incineration or in 
.lmdnn approved (Of pe!'icid .. COfIlJ.iMrs. A '" .. 

GENERAL: Corosu1\ Pet.r;!. '1tate, ":tl...ocal dir'lJOfai1ulhoritic5 forlPJlCovtd aJ\emalive 
procedures luch u limiteu opifl b,;ni:rr* ,. .. 

, 

This product reprmnl$ B germicidal detergenl s~em IMt is both fC$eatch·devdoped and .• 1 
,tete of the art tee:hnotogy. It is effective in hord water LUld in the prcscDCC of serum. II hu 
~n rommlal~d 1$. eon<:e.ntJale to clean, disinfect and deodorize sirnuJtaneously. Use this 
product (-or easy el~ and disinfecting ofall washable hard. non·poros en~nlal 
SlJrfa«s Mlch lIS Iloofs. walls, woodwork. ballltOOm li.'(turC'S, equipment and fumitwe II may 
be used Wr deming and disinfecting cllIOInt. £Uin.les5 sleel, oUter metal wrfaees, porceIaln, 
sfass, tile, washab(e pUTted Of varnished 5wfaces, as well BS res..i!icnt vinyl, S5phalt, linoleum, 
temzw or other «Jmbinlltion type DOOflI. This product is not (or we In the neonateJJ 
(ncwbom) units In hospita:l.s, specifically is.oIates and ot1lct infflf1! contact suna<:es. 
Thi5 germicidal detergent i6 inlendo:<! for lJU in u)StituDom such as hospitals and nursing 
homes, indu5tria1 plants, sehoob, rnedied and dental offices, phmnaceutical plants, veterinuy 
clinics and other indootareas where disinfection. cka.ning and deodoriring are a neceuity, 

lhtJ: produc1 flnot to he !Iud as a ttnn.lnal J1erJlanllhlgh le'I'ei dlstnredal1t on any 
lurface Of Instrume1lt Ihal (J) I~ Inlroduced directly Inlo t\)t.hunlan body, ellb~r In(o or til 
rotllad With tbe bloodltreum or normally s1~rlle artaJ; oflhc body, or(2) contads Inlul 
mucous ruem~raM.lJllt whkh doos 1101 ordtnorJly pMI'lrare the blood filarrlu or 
o4!Joel"ft1u enl~r lIornul1ly lIuUe IlrClI$ fJ! rbc body, 

GERMICIDAL: Passes A.O_AC. Germicidal Use·Oilution Method (S. aurew, S. 
chcleraesuis, Ps. uruginosa) when diluted l;rjth 400 ppm AO./l.C.1uud water 10 make a 1:128 
(I OIlt'ICIlper I gallon) solution, in the pr~of!'%organie50il (serum), 10 minutes a.121)'<'('. 

BROAD SPECTRUM DATAl In add,tion,lhe foUowing organisms pa.ss the A.O.A.C. the· 
Dilution Tut in 400 ppm A.OAe. hard water at a dilution of 1:128 in tho prCJ6~ ofN 
0fBlJ\l0 I(IU (1;=), 10 minutes 112QOC. 

AcinetobAoter cakO&Ce1ic~, ATCC 19606 
Candi60.libklllS, ClInIca1ltcla!. 
CandJ6a, pIlrZp,ntais, Clinical lroIat4 
Citfobocter Jieundii, ATCC 8090 
Enterobaeter ae:rogenes, ATCC IJ{)48 
Enterobacterckmc.te, ATCC 21355 
Escherichia coli, ATec 25922 
klebsn:Um pneurnolllae, ATec 138S3 
Slaphyloc«c~ nurcus. (MRSA), 
Mu/tipl". (Methitillin}-Rc~ant 
Cliniw IsoInle 

proIeIB mirDbWs, CUnicnllsolate 

Proteus vu!taris, ATCC 13315 
Plieudotnonu rnugin0s4, ATCC 21853 
P~eudomoMS cepAc)a, ATCC UU6 
SIllmonella typhi, ATeC 6539 
Salmonella typhitnuriun" A TeC 14&28: 
Scrrutia marcescens, ATCC 8100 
Shigc.Ua IklUleri.ATCC 12022 
Sh,igella sonnei, ATeC 25931 
SI~phyloeo«us aurell$, ATCp 25923 
SlaphytocottUS epidermidis, I\TeC 12228 
Sireptococc~ raecalis, ATCC 19433 
SlrcptococtU$ pyogenes., ATIT 1%\5 

Vespmne II sc Is effective in 3 minutes at 200c against Puudomonas aentginosa ATCC 
133SB, a.ceording to the AD,A.C. Use Dwtion TCJ1IYhen diluted with 400 ppm hard water to 
moke a 1:64 (2 ounces per gallon) solution, in the prcscnC(j 0(5% addtd organio roil (serom). 

FUNGI\=IDAL: Puses A.O.A.C. Fungicidal Test (1". nlentagropby\e$) whcn diluted With . 
400 ppm AO,AC. hard water tomw a 1:128 (I ounce per I gallon) solution, in the preunte 
of 5% organic soU (serum), 10 mi.nutes at 2WC. 

TUBERCULOCIDAL: Pasus A.O.A.C, ~rc~ocicW Test (Mycobacterium tuberculosis, 
vu. bovis) when diluted with 400 ppm A_O.A.C. hard waJerto make a 1:128 (I ounce ~t I 
gallon) solution, in the presence of5"l. otgonlc roil (serum). 10 minu\C$ ~t20~. 

·VIRUC1[)AL: PasSCli Virucidal Amy (EPA Proposed Method) [lnDuenu AI (Japan). 
Herpes Sim9lex~ 2, Vaccinia Virus, and Adenovirm Type 2, Avian Infectklus Bronchitis, 
Avian Le.!yngotracheitis. Avian l<\ewcastlc Disease, and Porcine P~eudorabiesJ. when diluted 
with 400 ppm A.O.A.C. hard water 10 md:e I 1:128 (I ounce per I galion) solution in the 
pl'e$eJlCC ofm organicroi.1 ($C1I.lIt1) in 10 minutes It2O"C. 
IWhen tC$ltd by an EPA-IPproved DD.ution Method, 1M HIV.I(AlDS) virm, with added H)% 
organic soil (~erum), wu completely inactivated by a 1:128 (I ounce pef I gallon) lolutioh.in 
400wm A.O.A.C. hlld water in 60 uconds at20-25°C. Although efficacy.1 I minute 
contact ~ has be«I shown to be adequate aaainst HIV·I, this time woukl MI be 5uflkient 
fOf other organisms. UlIC I IO-minute contact time [Of disinfeetioo mgaiml all oflht organisms 
olaimtd. 

ODOR CONTROL: Itclirnina!es many odors by Lilling odor,causing \ncterillYltile 
£imu!tme<lw;ly chemically neutrafiring their odors and k.aving a pkasant fragrance. 
Clwi6ed by Underwriter'. Ltboflllories, lnO. lUi to electrical coMlICtMty when used on 
conductive.Dooa and spontarrcQus heating. Vcsphene II $C. FO{ usc with Us!cd electficiilly 
conducted Doorins of the my! type. 942P, 

'" ~ 
"" 


