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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Calgon Vestal Laboratories 
A Division of Calgon corporation 
P.O. Box 147 
St. Louis, MO 63166-0147 

Attn: Michael Ebers 

Subject: LpHse 
EPA Registration No. 1043-92 
Your Correspondence of February 15, 1994 and 
Resubmission of March 25, 1994 

t 2 APR m4 

The amendment request noted above, involving revised text on 
the product label for proposed use restrictions of the subject 
product has been reviewed. The following is a result of this 
review. 

1. The proposal for restricting use of this product in 
neonatal areas in hospitals is supported by your correspondence 
of February 15, 1994 and is acceptable. 

2. The proposed text incorporating the language of the joint 
EPA/FDA Memorandum of Understanding (MOU) is acceptable. 

) 3. The labeling referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Acto as amended, is acceptable subject to the 
comments listed below. A stamped copy is enclosed for your 
records. Five copies of the finished printed labels must be 
submit.ted to Agency before releasing the product for shipment 
bearillg the revised label text. 

a. In the first paragraph of the Use Directions on page one 
of the draft label, add the statement: "Not to be used on food
contact surfaces .... 

b. Delete the last paragraph of the Use Directions on page 
one of the draft label which begins "Cleaning and Disinfecting 
Food ...... (Refer to EPA's letter of April 20, 1994 under this 
registration in regard to this use pattern for your formulation.) 
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If you should have any questions concerning this letter, you 
may call Robert Travaglini on (703) 305-6909. 

.. ' 

Sincerely, 

@ 
Ruth G. Douglas 
Product Manager (32) 
Antimicrobial Program Branch 
Registration Division (7505C) 

BEST AVAILABle cop, 
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lUCAtmONAllY IITA'I'DfRNTS 
HAZAIlD TO HUMANS AND DOMIITlC ANlMAL8: CoOl:elllrllO conoilvi. CIuIeJ 0)'1 Ind Ilda dama,e. Do nOl gill 
in eyel. Oft Ikin, or an clOlllIll&. War IGJJIoI or r.co sIIIeIcI and IIIbber IIOYN wboII hladJiq. Humfull' IWlllowcd. 
STATBMBNT or PRACTICAL nEAnmN'l'Iln call of.,. CODIac:I. illmcdlalely !lush IYft willi "llIIr for 15 1IIIa, ..... 
Ind JIll prompt medical llIIIIllon. Por akin contact. fluh thoroulldy willi ... "'r. Remove IIId wuh contamInalBd clotUtc 
before mile. If I .. allowed, driDk I Iarp qlWllky of milt, .. whit ... plaiD !elution. or Wlter. lvoid aIooboJ. Do nol 
Induce vomllin,. CaU phyalclan inuaedlate9'. 
NOT& TO PHYSICIAN: Prolllltle lIIUCOtII dama&elllllY oontralndbra ilia USI olluuie lan,e, MealUl'll 1 .. 1nIt 
clrculato!) Ihock. respiratory depnluian and coavullion fillY be DHdccI. 

DIRECTIONS FOR USB 
It is I vloladoll. of Fcdenl Law 10 UII .. II pIOducIla I _Of Iaconslatut wilb illliabelina. 
CLEANII'iG AND DISINIECTING WASBABlJl, BAIJ), NON-I'OIlOUS 5UJlrACl!8ITo maka !elution. add one-half 
fl. oz. (15cc) to eadt pmMU ..... allan of ",'or ud paIIy miz umD ..,ltrtIoo II tmlform. NOTEI AI ... YI add IhlI praduct 
(concentrale) to PIIIIIIIIUred ""1IIr. Ajlply aoIution with I ciOlb, spo"". atop or Lrualt UlIn, tIOIIIIII cleaolDllIIIlII<IdI. 
Tlten renon uce .. 1.luIIan .. lilt I 'IIIIIIIJ""" 1JIP11eator. Allow IlUted .urf'aen to soak for 10 minot .... M IOlutloD 
becomel dirty. dllCll'll Ind repillel wilt a ftIIb one. Before cIeaIIlq be.lnl. llwaYSlweep or m. mop area 10 be cluDld 
Ihoroulhq. mIlO.l .. lIlY IfIIII tIIIh. 1bIs II I COIIIPIlte product. Do DDt Idd otlter chemica ... If muon. dtaw ,ad rcmbl 
btI'ore un. UIII only II direowl. 
SPECIAL IIIo'8TRtlCTIONII ,oa CLEANING AND DECm.'TAMDfATJON AGAINST IDV-l (HUMAN 
IMML'NODEFICIENCY VIRUS OR AllIS V1KV8) or SURPACESIOBlECTS SOILED WlTIl BLOODIBODY 
rLVlDS, 
PInoIIAI PrDlectlolllWcar IJIPfOPrIIII blrrter PI'O*don SUCh II 111ft .10 .... ,OWN. malic. or eye coverIDal. 
CIIIIIkIiI Procedure: BIoocI and adler body fIuIdI mull bllboroUJbly clllllld from lUdlce. IIId DbjeCII b1fcn app1lcatloi 
of I I ;2!6 u .... olutton (ooe-hIIf DUDe. JIll' pIkIa). Prepuw aad apply 001111I0Il ll·dlrtcted in PlrlJraph lbove. 
Contact Tlmel Wbilo b mv-1 vlnll II inutlYIIBd III J mInula. uae a l().mIIaJte con/Icl time lor dillnfectlon of IU 
or,anil,", on lid. label. 
Inreclioul M.tarlall DlsfGlAll Blood Ind ollter bod,)' Ilulda IbDuId be auroclaved and dlspo.d of lCeoq to Joeal 
re,ulatlons lOr infecdDd' dllpou1. 
CLEANING AND DI81NF1CTING IOOD nEPAltAnON, PROCESSING FACILITUIS AND EQUIPMENT: Cove .. 
or nmove aU lOod Ind plckqlD, IIIIICrIaI •• IIemoVI IlI,rou 10111. S ... nllllllllrr.- wlth the use-lOludon (one-bllf 
Dunce per ,.llon preperocS al dlrecced abovo). ScnIb to IooIen 11110111. Allow to lOat ~r 10 minIItee, !hen pick lip CICIO 
.olulion wid> , wND"out IJIPliellOr. Tborou,hlJ rIrtse In wetted and cIoIned Ibod <OIIIIel sUrflc. with pollb; ..... ",r. 

STORAGE AND DISPOSAL 
PROHlllmONSI Do not CODIlmInale ..... r. Ibod. or flied by 110,... or dbpoul. Open dumpinall pmhlbltod. Do "01 
reu" omp'Y con/Ilner. 
P1!8T1CIDB DISPOSALI Thla !.rmiclde. itllllJudoaa Or r!ua;",. from .1IIJII1 cmttalners •• hould be dtlpolcd of In • toUet 
or ""Iu .ink ae"od by I 1&:UIuy _. or In I IandfUl IpproYed for pulicide •. 
CONT AlNBR DISPOSAL, Triple rillle and dlpolb III I Wllte CODlllnlr Ibr lnalnerallon or 1111 landfUl Ipproved for 
poadcide containers .. 
GENERAL: Consuh Pcdenl. 5 .. 1e. or Locll dllpoaal authorltles lOr Ipproved a1temadvo procetlunll IQeh II Jimiled open 
burDin,. 

6466.06B(:293) 

SUBSIDIARY OP MERCK .t co .. INC. 
SI. LouIs. Willourl 63133 

SPA Bat. 1'0. l04'-MO.j 

Lpl 
ONE-8I'EP CE 

DETEiU 
OermIcldo.e PUaP:llkeVlr 

e DeodorizereCt. 
When diluled with lOft or bard 1 

III the pr_ of oralll 
BPAREO. Ne 

FOR INDUSTRIAL AND INS1 
AdtYe 1..,..u1llD' 
o-pbenylphellOl • • . . . . . . . . . 
p-tcnIlI) amylpheool . . • . . • . 
JD.t Iqndleaa: ...•.... 

KEEP OUT OF RBAC 
DANG] 

STATEMENT OF PRACI 
In can of eye COIIIacI, f1UJh wlU 
prompl 1IIIdi~ IItWlon. Por ... 
immediately. See Ilde pmeI fer I 

lllIemeoll. 

NET CONTENTS: 1 1 
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TIIlI IIGn4lblino phellOlk: awmtcIdII dtlalpellI a l.te-of.Ibe..rt, U4_JIII. lCiItIdficaUy dovtloped pmduCl ofIIIctI~e In lwd or eoft WlIIr'¥eII ID .... p_ ~C IJ)ll(:l" Uoc~ le"'JII). 
Tile __ lOllIIiDn of mil prodooet wilen 4Iuted 0lI0-IIJl(..- per ,alloll of WlIIIr II opcc:llk:ally romllllll1llO cleaJI. dllinlBcllIIIl daadarI%C In a ~ IIJIOooIep ,,","U. Wldt lIS noJHlkalJ1e 
blse, It will rDlIIOYt soap scum IIIIlIwd _r IllII wbictl CIa baltlor bacIIWIa. Use dlla prodllCl on all wuhablo bird _poroIII tIIvitodmelllallUrfacae lUelI .. ftoor., wallo. c:ountarl, 1OOIA, 
corti lIUI alber equlpmenlln \bod PfOCMIIaI preparaliDn and IerYicc: r.oililin, ,"'rloary cllaa. animal _reb faclIiIloa and in oilier Indoor .re .. wlltre andbtceerltl '!'1nlrol P'~IIIU" 'fe 
I!KeSsary. nil p<Oducl II not lor _ In IH _Ill (aeftom) UDiIs in hoIpilall lpoci&tlly lIoloUn and other infalll CoallCl .orfto.... . : .. 

Vile (or one·llep clealliDl, dlliDlectiq IUd deodorizlDg of atainle'l or aalvlDized Itcolllld chrOlDll, porcellln, pIMtlca, &!W, tile, wuhable pahuod or valniahcd lilrflLCl, 

~Ie, U well as .... Illent vinyl, IIPIWt, llDoICIIIII, rubber, ternuD IUd other eombiDllion type floors. 

This product is not to be U!:,d as a terminal sterilant/hiah level disinfectant on any surface or instrument that (1) is introduced directly into the 
buman body, eilber into or in .;(IntaCt with the blood stream or normally aterile lIeU of tho body, or (2) contactllintaCt mucous membranes but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body. 

GBRMlCIDAL: Wllan ,u'ed apInIl S •• Ure\lI, S. cholHlHllll and PI. ItruJinou. II PIllOS die A.Q.A.C. Oermkldll UM-DUudan Tell wbon cIlIuIed with 400 ppm A.O.A.C. bard wallr 10 
mike I 1:2.56 (one-balt ounce per .1IIoa) IOlutIotI, In lh pre_ of '" orpalc .on (SOnuJl). 10 1Din1Jle' 1120' C. 
BROAD SPICTRUM DATA, TIle IbUowtq addI!ioIIII olllllilm. paulhe A.O.A. C. U •• DlludDn Tell In 400 ppm A.O.A.C. hard WI" I( a dilulioa ot 1:2!6 hi die preuace of 5!! 
orlank: 10D (OIfIIJII), 10 mIDUIII It lO·C. 

AclnOlllblcter cllcote.'ieUl, A TCC 1 ~ 
Condidl albi<:II\I, ClklicalllolaJe 
Condida pa.1PliJoli., Clinlcll 001111 
CltroIIeClZlr lI.unelll, AfCC 80!10 
Enlerollacler IOma-DC., ATCC 1304. 
EIIkroillctef eloan., A TCe 233" 
BlCb.rlchia coli. ATeC 2'921 
IOeb.1e1i1 pneumo.Ie, ATCC 13883 

I'roCIUI mlrlbllla, CUniCiI kollte 
\'n)Ieu1 'UI,IlII, ATCC 13315 
Pleudollllllll. '."'IIna ... ATCC 178~3 
SalJoon.11& I)'pIIl, ATCC 6539 
Sllmonella typIthnvrium, ATCC 14028 
Semlll tIIUCIIOaIM, ATCC 1100 
Shill_III tIoJutert. ATCC llOU 

SkiplIIa IODDO~ ATCC 23931 
Stapbylococcu. aUre\II, ATCC 25m 
StapbyIOCOCCII. II ... (MRSA), Multiply 

{Melhlcillia)-RMllllant Cllnlctrl IIOltte 
SlIpbylococcal epklenaldll. ATCe 12228 
Slrcptoc:OCCUI falC&ll.l. ATCC 19433 
StropIOOoeCUl "'OIeAeS, ATCC 1!l61~ 

nJNGICIDAL,Whcn .... led ... IDII T. lIIeIIlIlropl1y1N. II po .... the A.O.A.C. Funglcidll Test when dDulecI with 400 ppm A.O.A.C. bud water 10 malto I 1:236 (one-bllf ouno per 1 gAUer.) 
.olullon. In 111. preaence DC '" or.lIIie .. n (oerum), 10 mlmwn at 20·C. 
ltlJIERCllLOCIDALt Who. _IIIII","WI M,cobltollriwn IUbercullllll Vir. 00.11, BCG. II puse, tit. A.O.A.C. Tuberculoeldol Tell whe" dlIIIled wlcb 400 ppm A.O.A.C. hard water 10 
mike 11:2.56 (one-halfOllllCll per 1 plio.) IOItItiOD.1n the pme"". of '" or,lnIc .. U (Ie(1Dll). 10 mlnulU 1120·C • 
·VIRUCIDAL, When lIIIecll.ainIt ~. A, (Jepttt), Hecpel slmpln Typ.~, Vaccinia, IIId Adano.huo Type 2, II polle. !be Vlntcldll AlII' (lIPA Propooed Method) when diluted with 
400 PPIII A.O.A.C. bard .iller to mate I 1:2.56 (oue-IIalf ounce per I ,Ilion) .. Iudon In !be p"leoee of'" orllanic IOU (lerum), 10 lIII:..ut .. 1120·C . 

When .... Ied by an EPA .. pproVid DUulioJl Mllbod, die HIV·I (AIDS) .lrul, willi Iclded 51' or,"nie .DU (multi), WlI completely lAocIlvalOd by' 1:2" (olll-flaif aurIC' per 1 pilon) lolution 
In 400 ppm A.O.A.C ..... .: Wiler 10 60 ItCOIIdIIl lO·C. Althou,h elficIDY II 1 mmute cOIIIIcl1IJne his been IhownlO be ldoqUlID Iplalt SIY·I. dill time would 001 be IlIIIIci.nt lot OIher 
orpniam •. Un a IO-I:Ilnute C_I 11_ /br dll~OIl ',Iinlt an DC the 01'81nian1 cIJlmelf. 

ODOR CONTROL:II .lIm1ll111s IIIltI)' odora by kUIinI ocIor<lUliDJ bacterll _bU. almulllneouaiy cluomlcally IICUtrlli:&iaa their odon Ind luvtq a pleualll ""'raDC •. 

BEST AVAILABLE copy 
usa .. 
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