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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASmNGTON, DC 20460 

October ]7. 2003 

Ms. Wendy A. McCombie, 
Agent for Bio-Tek Industries, Inc. 
122 C Street NW, Suite 740 
Washington, DC 20001 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

Subject: Opti-Phene CleanerDisinfectant Deodorant 
EPA Registration No. 11725-9 
Application Dated July 24, 2003 

Dear Ms. McCombie: 

The following amendment, submitted in connection with registration under the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable. 

Label Comments 

1. Delete the word "Biodegradable" from the label (see EPA letter dated 214/03). 

General Comment 

A stamped copy is enclosed for your records. 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422, or Lisa McKelvin at (703) 308-7496. 

Enclosure 

Si~~ C()J~.d,A-J 
«'~eyward 

11.~ Product Manager (34) 
1" Regulatory Management Branch II 

Antimicrobials Division (751 OC) 



ENVIRONMENTAL HAZARDS 
ThIs pesllckle IS toxic to fISh (Do not ctIIt:harva efftuent containing !his product into IMH, 
ponds, '!reams, estuaries, oceans, or othar waters unless in ~ with the requirements 
of II NatIOnal Pollutan! Discharge Elimination System (NPDES) permit and the penni!Iing 
authooty has been notified in writing pOor to cfisCharga 00 not disdlarge efftuentcontan1g1hs 
product to sewer 5)"'tems without previoUsly notifying the local s-.ge IrHtment plant 
authority_ For guidance, contact your State w.ter eo.rd or Regional Office or the EPA.]' 

DIREC1lONS FOR use 
It 1$ a vlOlalJon of Feclerallaw to use this product in II manner incomistent wiIh its labeling. 

General PrecautiOns and Restrietions: 
Do not apply this product in II way that wiI c:onbId WOtIlers or oI'Ier persons, eiIher drKIIy or 
Ihrough drift Only proteded handIets may t. in the ... during application. Following 
application as II low presswe or high ptUaUnt spray, do not enter or allow others to enter the 
treated area until .. hllve dried. ThorougNy ventilate ... doMd .... after fogging 
applications. 00 not enter, .tow other persons to enter, house IveItock, or UN equipmenlin 
\he tfealed lIIlIa until ventilation. compIate.nd any IquicI hal been atMofbed, Mi:or dried. 
For enlfy into fogged .... befont 'ttInIIdon is 0IIAII*Ie and 11M log hal been compIeIIIy 
dissipated ... persona must __ .... PPE. ft:UIing • fuI..fIM:. rapftIIDr. r.quDd in .. 
p~ Statement SedIon oIlhia tabeIing for appIicaIon ... at.. hMdIers. 

OPTI-PHENE 
CLEANER. DISINFECTANT. DEODORIZER 

STAPHYLOCIDAL. PSEUDOMONAClDAL. SALMONELLACIDAL. 
TUBERCULocmAL. VJRUCI)Al •• FlJNGICK)AL.. CONDUCTIVE. BIOOEGRADA8LE" 

ACTIVE INGREDIENTS: 
para-terti8f}'"Amylphenol 
OJtho.Benzyt.para..chlorophenol -INERT INGREDiENTS: 

TOTAL: 

EPA REG, NO. 1172S.9 

5.25% 
3.00% 
3.00% 

88.75% 
10lJO% 

KEEP OUT OF REACH OF CHLDREN 

DANGER 

EPA EST. NO, 1172~1 

GeneralIfIfonndon: PRECAU1lONARY STATEMENTS 
OPTI-PHENE Is II synthetic dMIfgent wth WIde spectrum IdI 01 grem poIitIve and .,... HAZARDS TO HUMANS AND DOMES11C AMMALS 
negaIro'a microorganisms, pmvides good duning and IIR1fecI:ing In one ot*ation non- DANGER. CORROS/\IE. C_ I1'eVersIIIM aye ca.mage and 5k.-. bums. Harmful if swallowed, 
IlammabIe and f\On.voIatiIe use dilutions and excellenlllOllAJility . absortIed Ihrough $kin or Inheted. 00 not gel in eyes. on skin, or on doIhing_ Wash Iho!\'IughIy with 

soap and water after handling and befofe eating, drinking or using tobacco. Remove contaminated 
The OPTI-PHENE detergent, system hal bHn aapeci8lly formulated 10 provide dnning. clothing and wash befcQ r.use . 
W&Ibng and pene\l'aborl of soils and organic metter end easy ""sing of surtaces. Good loam 
is obtained al 1 oz per gallon or water (1:128) to provide prolonged contec:t tIn'Ie PERSONAL PROTECTlVE EQUIPMENT (PPE) 

Applicators and handklrs trlU$t _ar. 
OPTl.PHENE at 1 ounce per gallon of water (1,128) proYldes residual control 01 odor·c.usirlg • Long-5leIJved shir1 and long pantS, 
baclena III the presence of IIIOISture. • socks plus shoes 

OPTI-PHENE IS recommended lor use when used as difecIed on cerarnie and glazed lie • goggles IX' face shield 
surfaces, stainleSs steel. aluminum, chrome, giilveoized metal, glass, and othef noo-pcIIWS • ct1emic:af..fes1ant gloves (sudl_ bllrrierllmnllle, niIrile rubber. neoprvne rubber CId viIon) 
surfaces such as treated wood, poIye~, poIyp.op,lene, PVC (polyvinyl chIoriM), . . . . .. . 
polystyrene, VlIly!, fiberglass, viton, ethylene propylene, niIriIe, aayIic and polyurethane. I~~, applieatOl'$ and tlandIers e)(J)OSed to fog during logging applications, and until fog ~J 

di$Slpated and Ihe enclosed .-u has been thoroughly ventilated, must _ar a full face dust/mist 
OPTl-PHENE at 1 oz. per gallon.of water (1' 128) is suited lor diSinfecting and cleaning all filleting respirator with an orgar.c-vapor removing cartridge with a prefilter approved for pestic:iOes 
enVlronmenial surfaces III .Hospitals, Medical Research Centers, Health Care Facilities, (MSHAINIOSH approval number preM: TC-23C) or a canister lor pesticides (MSHAINIOSH 
SctlooIs, Animal Care Facilities and Research Centers, Laooratories, Vet~ Fac:iIiIies, approved resptrator wilh an orQ8niC-vapor cartridge or Cllnister with any N, P, R or H premier) 
Zoos. Kennels and SWIne Operations. In Poultry and Turtey barns, BreeOer and Laying , ,. . 
Operalions, Poultry House GI'CM-OUt Operations, Hatcheries _ In hatchers and setters, Folow manufacturers insInJdions for ~ PPE If no such insIrudions alUSf lor 
humidifying systems and ceiling fans. live haul equipment. chick busses, transfer lruc:ks, trays, _shables, use cIatergent and hoI:...,.,. ~ and wash P"f MpIIt8leIy fI'om other \aIIIcIfy 
OXIP washing, poIyethytene chick boxes. fOOl pans and feed bins. USER I;IfETY ~TIONS 

Toxicity tesls required by the U.S. En~ Protection Agency for OPTI-PHENE .,. users should 
done,!I'l conformity with the FDA and EPA Good LabcnIory Pf8Ctice R~s. W8sh hands ~..una, drinIlincJ. chewing gum. usng Iobecco, or usng .. toiIfi. 

Proven effective as a dilirnclant by the following .... : A.O.A.C. (UM diIIAion MstmMhocl) in Remove dottIing imITlectiaIety iI' pesticide gelS intIde Then _sh thoroughIr and put on clean 
conforrnanc:e"" 1M 14th Edition 198-4. The foIowing orgarGms tested at 1,000 ppm..aer cIoIt*1g. 

hardness as calcium CIII'bonlICe and 10% blood serum_ organic soil: ~~ ~ DG1~ ,:::::"g ~ WMh 0'::: ~ gloves before temOYing. I 
Mycobactenumbovis(BCG)ATCCI35743A.OA.C. TuberwIocidaITest llllawash and irmdMn 
Slapt;I " __ , u.ttIidIin rnistJInt (MRSA.) ATCC t25823 AID 
5aImonIIaparatyphiBATCCft281 Stapllyl Ls_ATCCt6538 IF ON SKIN T_oftCOiIlai 'MIed_ 
SaImoneIa IChotmeuIuI A Tee • 8750 EnlefoI:IecW aerogenn A TCC .13048 . i.. . 
Sb I CC .. pyogannATCCt19815 SamonaIII!I~ATCC'13311~. ~~~~·~AlcA~pIInly_"-"~·'-·~~~chn::-.· 
ShigelasomeiATCC'25931 I<JebsiCIIIapneurnoniHATCCM352 ..... ,_.' ___ or ,.. ........ 

IF IN EYES: HaIcI.,.open _ .... *""Y andgInIfJ'" walarfor 15-20"...,.., 
+ The. kIIIoWing VINSU l8S1ad in eocordance wilt! U.S. EnWonment.aI Protection Apncy Remo.e contact lenses, if pifteIIt, aftetthe tnt 5 minuIet Ihen continue 
PIIStIcicIe Assessment Guidelines on inanirtIate en ... 01" ..... turfaces. Tested at 1,000 ppm ""--'-_ __ ' 
water hardness as caIc:ium cartIonata and 1~ blood I8iUm a. organic soil' 

Vaccinia VINS A Tee. VR-325 Human adenovirus A TeC , VR-5 
Hunwn ImmUllOCIefici&.c:, VII'US. Hn.V-11IB str..., ofHIV·1 (AfOSvirus) 

OPTI-PHENE has also bean tested accordI'1g 10 A.O.A..C. UM dikJtion test methods n 
proven effective 85 8 disinfectant against the fdIoMng organisms at 500 ppm water hardnaI' 
as caIeium camonate end 5'110 blood serum as organiC soil: "" tests don. In accordanca with 
Ihe 10illh Edition, 1964 

Tnchoph)'ton mentagrophyte. ATCC 19533 A.OAC. FuogicidaI Tnt 
Escherichi8 coli A TCC .11228 SaImoneIa choIerMliUS A TCC '10708 
PseucIomonas..-uginosa ArcC .154-42 

+ The loIIowVtg Voruses tested In accordance wIIh U.S. en"IrOi_ .... ProtICtIon Agency 
Pe5ticide Auuament GuIdIines on In8nmate .,~ilOI"'* .... surfacn. retted. 500 ppm 
waler hardness as calcium cartKJnate and 5% blood MNIiI a. 0f'Q8i'IiC toil: 

H~I simplex Type 1 Humoan 1nfAIwop AIHong Kong VirUI 

Gene",' lIM Dtr.c:tions: 

polson control cenIer or 

corft.iiit I' 

oil To dean groSS IiIIti or heavy soil on environmental surfaces prior to disinfedloo, use 1 oz. of OPT1-
PHENE per gallon 01 water (1:128) 

onctions For FOftIng (Wet MiRing) Operations: 
OPTJ.PHENE is I'IICOIIAll8ncled for fogging (wet misting) op8fabonS as an adJUnct ellher preceding or 
following regular deanin(l and disinfecting procedures. 
1. The recommencIecI dilution is 1 oz. per gaIon of water (1:128). 
2. An food and padu9ng items must be removed or tarefuII)' proteCted. 
3, SelItI8 automatic timer on the Bio--Tell. Fogger to log fore minules for 1,000 CU, ft, and leave the room 
oil. Allow at leut 2 hours before entenng the .... Ihat has been fogged 
5. TreatecI food contacI surfaces must be thoroughly SCNbbecI woltI OPTI-PHENE at 1 OZ, per gallon 
(1:128) and rinsed with potable water prior to reuse 

HospItal u.. Dno;;tiOM: 
1. To dean, disinfacl, and deodorize floors, wah, and othet non.porous envirooman!al surfaces: Use 1 
oz. of OPTJ..PHENE per gallon of waterl1:128), Apply with doltI, sponge, mop, med1anical spray deYlC8, 
making Iln all surfaces ant wetted thoroUghly. Allow surface to remam weI for 10 minutes, For heav~y 
sOiled areas a preliminary cleaning is reqund. Remove gross soil and proceed per General Uu 
Difections. 
2 . ......,.,. compJIted m..wiIh dNrwMer. 
3. OPTJ..PHEHE is .... 1IIJ«:IIIte ............ 1I!IIIiMt ~ IxMs in 10 minutes at 2O"C..men used 
on hard, ~ ........ lftud;."IUIfaces. FoIow aboote directions, flc:kIding rwmoval at gross 
fiIIh or heewy toil pnor Io.pplc:don of OPTI--PHENE 

KLLS HIV ON PRECLEANED ENVIRONMENTAL SURFACESo'OBJECTS PREVIOUSLY SOILED WITH 
BL()()[\9)()y FlUIDS in heaIh c.e seai1gs or other seItings in v.1'Iich !here IS an exp8ded IikeihoocI of 
soiIJ1g 01 Nnimate lIIrfacesfob;ldS wIIh blood or body ftuids,.-'lellil wtoid'Ilhe surfaces/objects Nlety to be 
soled wofl blood or bOdy ftuids can t. associated with the potential for lran$mI$sW;:m of rn.nan 
irIImI.nodefta8virus Typa1 (HN- 1) assoc:iMed wilt! AIDS. 

SpKIaJ InstnIetIons For Cleaning And Deeonta",lnatlon Against HIV Of Surf.cell Ob~b Soiled 
WIth BfoocIIBody Fluids: 
f'eAona! f'rptec!ion: When handling item. 50iIed with blood or body ttu.;ls, use protective equipment such 
as dbposable rubber gIovn, gowns, masks or eye coverings Cleaning f'merdures' Blood and body 
ftuids must be Ihoroughly deaned from surfaces and objects bekIre applicabOfl of IhIS disinfectafll 
COOlad r",,: To kill HN-1 (AIDS vin!s) a contact time of 10 minutes at room temperature muSI be 
allcrdcL Djsposa! Of Infectjous Mattrials' Blood and olher body fluids should be autoclaved and disposed 
of accorting to local regulations for infectious waste disposal 

TM prodocI is not to be used on as a IerminaI steriantItligh-level cisinIedanl on any Mace or !I'lSlru'll8OI 
that (1) is introduced cIredIy into !he human body, either infO or in contact'M!h tt-.e bloodstream or llOfIl1a11y 
stene areas of \he body, or (2) contacts inl8Ct ITIUCOU$ membranes buI v.Nch does no! oroinanly penetrate 
!toe blood barJier or od1erwIse enter ~ sterile areas of the bod)' This product m&y be used 10 pre-dean 
or dec:oroCa'ni'Ia aiIicaI Of seni--crt!IcaI medical devices prior to stenliZallOn or high-level dlsinrecl!on 

-

L~_""!b'''''''' c:resyllc acid, and pine oilS). 

""~""'-. ""'8ncttllffeoa.ot MmI, pent, stah, chutes. and other 

~. Oa-ftC!I house MstDdr. or ampIo'j IIqI,ipmat'It 

Q~r __ ... _ --.'_~·Of"'" occuptad or traYenect bJ -,_. 
!IJOn.dwnlt·tt;12t) lOr·. parIoctof 10 

~~fMcIItt".lot.wtfai'w..., ........ wIIh IOep or 

heator open flame, K .. p contaoInerdOHcl 
10 make produa ineeeesSibie 10 children or QPT1..PHENE is effedioIe egeinst .. orpriII'M 1IIIecI'~ ppm __ ~and K blood 

seru-n NOTE: ~ is aim etredMt fd'iIpt a lU'l!berof org.nisms (~in Iha II1I'I 
panel) ~ mont stJio .... NXli ..... d 1 ,q pPi1 .... hardness 8ncI 10% bInod 1IIIRnI. 
1. Todeen, cb/nIect8lt-1d1od1::Hb4*1OOii. '""*,...-oom~ dIWIir:og kIuntainI, .. , 
stows, ~ cell$, ~.~ ~~ hem .. non-pon!"J,~ (111o'i!onm.ldal 
surfaces: RetnOYe ~!Ii an!'''P-'Y soiI....-.... i.ydaani1g siIp prior to appicaIion of 
OPTH'HENE. Apply so:l..1OO of 1 oz, of OPTl-PHENe pergallton of 'Miller (1:128) wIIh a sponge. 
mop, rnechaniaI1 S!Jf3Y da'Ilce or Ioai*1g apperatus, making sue thai .. surfaces .. 'MItIed 
1hon:iughIy, ~..tace ID remain ~ lot 10 minutes 

" ~ LIISpOHI: t'e5IDOII waites _ acutIt)' hazardous. ImpRIper disposal of OC8SS pesliciOe, spray 
CONDUCTIVE ........ ~ ~ .uC:;lll.;"r Va ,. , . or rinsata is a viOlation of FedIniI '--. If Ihese wastes cannoI be disposed of by use 8CCXIfdIng 10 

OPTl.PHENE hills been lested by Hood Patterson-.Dawar E1ecIJical Testing E~, lor its.ned I'IsIrucIion$, cooIact your State Pesticide or Environmental Control Agency, or !he Hazardous Waste 

Do noll apply IhiI procU:I in or on 

2, To clean andrlslnlect sucII ftItIcIN a$~, btuIIIn, ~-s, «iUot$, and rubbergood:s: 
Wipe artidn caan and Ioak for 10 rninMteSMl a soIOIIon ~ % oz. of OPT,"PHeNE 
p8l'gaIIonofwater(1:128). ......... ~ 
3 To diSinfect fabrics s..c:tl ., sheelS. iner$, ~ end 1JI'liIorrN: Fim Mn to nIiTICNe 
gross Ii!Ih or heavy soil. then soek for 10 ~ Jr> .. a '~1Mn contahIng 1 OZ of OPTI-
PHENE per gallon of water (1: 128) • 

on conducbve ftooring The maltlod used conforms 10 the specifications known as NFPA Standard reprMentaIIve at the ~ EPA R~ 0I'Iic:e for guidance 
No 56A. publoshed by the NatIOnal Fore P~ AssociatiOn Second EdltoOo 1987 OPTI-PHENE Conta.nw OispoSli: Tnpie nnsa (or equivalent) Then offer for recyclong or recotldrtioning, or puncture 
meets Iha roqultelTlenl of NFPA Standard No. 56A. OCT and ~p0$8 of 10 a sanitary 11imdf~I, or by inc:inwatIon, or, it a~d by slate and local aulhonties, by 

/tfanuflJCtUffldby Blo..1e(INOUSTRlEs, Inc. 1 7" . "burned ,fa oufof'moi<e, Do not reusa em conlatner 

131OW.u.tetllhUt..K.W. th '" d . IT' . OP-()'-()O·200' 

~::::::.::.- uJtue.'. ,~r~.~ GT;t- _ n~e.'.C~.C~.d~, . ~ 
FAA: 404..m.~g~Wnl~')Q'2iU!Cld('--l\.ct ru:: 

ameHcle:d lOi Ui€ PCSi!Cld!], Q--:; 
registered ul!der EFA RG(J No (171} c:: -4 r 

FOOIncMe I A ...... EPA PR NoIIw "5 •. IIJ~jldlll/~. '."IIUIII" IJ'PCI" 0lIl)- on co,...hlell ,,"11. '"" """I~,,j ~t',"lcr 11>11" or oqllllilo ~ IIlIIIOM 

lWlConI.ms_ 


