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"»_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

& $ WASHINGTON, DC 20460
k y

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

October 17, 2003
Ms. Wendy A. McCombie,
Agent for Bio-Tek Industries, Inc.

122 C Street NW, Suite 740
Washington, DC 20001

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 2/4/03).
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.

Sincergly, _
2RV LA
dam Heyward

4{ Product Manager (34)
Regulatory Management Branch II

Antimicrobials Division (7510C)

Enclosure



ENVIRONMENTAL HAZARDS
This pesticide 18 loxic to fish {Do not dischargs effluent conisining this product into lakes,
pONngs, sWeams, eSlUATIes, OCOans, ummm:nmmmwm
of a Naticnal Polistant D ge E System (NPDES) permit and the permitling
authority has been notified in wriling prior to dischargs. Do not discharga effhuent containing this
product 10 sewer systems without previously notifying the local sawage treatment
autherity. For guidance, contact your State Water Board or Regional Office of the EPA] '

DIRECTIONS FOR USE
Itis a violation of Federal law o use this product in 3 w isterd with s labed

Generat Pr st and Restricth
DuMapwmspmMManymwwmmmwoh«m sither direcity of
through drift. Only protected handiers may be in the ares during spolication. Following
application as a low pressura or high prassure spray, do not snter or aliow others (0 enter the
treated area urté sprays have dried. Thoroughly venilste entire closed srea after fogging
appications. Do not enter, afow other persons 1o enter, house vestock, o use equipment in
the treated area until ventiation is complete and any iquid has been absorbed, set, or dried.
Fweﬂwm!omedmmmﬂﬂonﬁmmhmmmm
dissipatad, ail peftons must wear the PPE, i & ful-face A irad in the
mmmammhmmmm

General Information:
omuﬁaa:ymmmmhmmﬂdmpmmm
nagative microorganisms, provides pood g in one Hon, Fon-
flammable and non-volatie use diutions and uxulemlolﬂv

The OPTLPHENE detergenl systorm has been especially formulsted 10 provids clesning.
wattng and penalration of sois and organic matter snd easy finsing of surfaces. Gaod foam
is oblained at 1 0Z. pes gation of wated {1:128) to provida prolonged contact time,
QPTI-PHENE at ¥ ounce par galion of water (1.128) pravides resiiual controd of odor-causing
baclera in tha prasence of moisture_

OFTI-PHENE is recommanded for use when used as dinsciad on ceramic and glazed e
surfaces, stainless stesl, aluminum, chrome, gdﬂmzadmu glass, andu!lmrnn—putws
surfaces such es trested wood, poiyethylens, h PVC (polyvinyl chionide),
polystyrens, viny!, fiberglass, viton, ethyfenepropme mﬁla acryhcandpolywemane.

OPTI-PHENE al 1 oz. per galion of water {1:128) is suited for disinfecting and cleaning a
environmertal surfaces Hospilaks, Medical Research Centers, Health Care Facifities,
Schools, Animal Care Faciites and Ri h Centers, La ias, Veterinary Faciliies,
Zoos, Kennels and Swine Operations. In Poultty and Turkey bams Bresder and Laying
Operations, Poultry House Grow-out Operations, Hatcheries — in hatchers and saiters,
humidifying systems and ceiling fans, kve haul equipment, chick busses, transfer nucks, trays,
<oop washing, poiyethylene chick boxes, foot pans and feed bins.

Touicity tests fequirad by the U.S. Environmental Protection Agency for OPTI-PHENE are
dons, 1 confomity with NMMEPAGMLMMMRW:

Proven sifactive a3 a disind: 4 by the g sty ALOAC. (use dlution lest method) in
cordmmwﬂ'lh“hEﬂﬁon1W mmwwu1moppmm
h A caickam and 10% blood sarum as organic soil:
Mycobacterium bavis {BCG} ATCC #35743 A.0.A C. Tuberculocidal Test

aursus, Mathicilin resistant (MRSA) ATCC #25923
Saimonaiia parstyphi B ATCC #9201 aursus ATCC #8538
Saimonolia schoimeulieri ATCC # 8758 Enterohacter asrogenes ATCC #13048
Streptococcus pyogenes ATCG #9815 Saimonella typhimurium ATCC # 13311
Shigelia sonnai ATCC # 25931 Hletsiiia pneumoniae ATCC #4352

+mmmqv“mmmnmmmus EnmnemﬂPmacbonAm
P it Tested at 1,000 ppm
mmummwimmmnmw

Vaccinia Virus ATCC # VR-326 Human adenovirus ATCC # VR-S

Human immunodeficiency Virus, HTLV-IIB strain of HIV-1 (AIDS virus)

OPﬂ«PHENEhullsobnnhmdnmﬂngloAO_Ac use dikiion test methods and
proven effactive 85 a disir g organisms at 500 ppm water hardness
asmmmsmmodmmummummmmmm
the 14th Edcition, 1884.

Trichaphyton mphyhsAch#ssaSAOAC Fungicidal Test
Eseherichia coli ATCC #11228 Samonells choleraesius ATCC #10708
Psoudomonas aeruginosa ATCC #15442

*Thefdlawmg\fm!m.dh MW\US'

surfaces. ‘rumusunppm
waluhm:nuﬂnuﬂaﬂﬁﬁ%ﬂnoﬂmnmmﬂ

Herpes simplex Type 1 Human influenza Arrong Kong Virus
Generai Use Directions:

OPTHPHENE is effective against af organisms Seted gi 500 ppm water hardnassand 5% bicod

sarum. NOTE: OPTI-PHENE is atw effective ag & hureber of organisms (idergfiad in the left
panal} undet more Sringerscontitionss of 1,008 ppm water hardness and 10% binod serumn.

1. To clwan, dﬂﬁdm‘tdnda&mq mwm‘mmmmm
sloves, garbage cans, » bods-am‘dher hard, fon-pores= environmental

OPTI-PHENE

CLEANER ¢ DISINFECTANT « DECDORIZER
STAPHYLOCIDAL » PSEUDOMONACIDAL « SALMONELLACIDAL o
TUBERCULOCIDAL o VIRUCIDAL' « FUNGICIDAL+ CONDUCTIVE « BIODEGRADABLE"

4. To clean gross filth or heavy sod on envirorwnentat surfaces prior 1o disinfection, use 1 oz. of OPTI-
PHENE per gafion of water {1:128).

Directions For Fogging {Wet Misting} Operations:

OPTI-PHENE is recommended for fogging ¢wet misting) operations as an adjunct either preceding or
following reguiar cleaning and disinfecting procedures.

1. The recommaended diubon is 1 0z per galion of water {1:128).

2. Al food and packaging temns must be removed or carefully protected.

3. Sel tha automatic imer on the Bio-Tek Fogger to fog for 8 minutes for 1,000 cu, ft. and leave the room.

ACTIVE INGREDIENTS: 4_ Allow at leasl 2 hours before entering the arsa that has been fogged

para-tertiary-Amylphenol 5.25% 5. Treated food contact surfaces must be thoroughly scrubbed with OPTL-PHENE at 1 oz, par galion
ortho-Benzyt-para-chiorophenct 3.00% {1:128) and rinsed with potable water prior to reuse.
artho-Phenylphenol 3.00% Hospltal Use Disactions:
INERT INGREDIENTS: 68.75% 1. To clean, disinfect, and deodorize Aoors, walls, and other non-porous environmental surfaces: Use 1
TOTAL: 100.0% oz. of OPTHPHENE per galion of water (1:128). Apply with tioth, sponge, mop, mechanical spray device,
making sure afl surfacas are wetled thoroughly. Albw surface to ramain wel for 10 minutes. For heavily
EPA REG. NO. 117259 EPAEST. NO. 11725-GA-1 soiled aroas 9 prefminary iy iE reg gross soil ard proceed per General Usze
KEEP OUT OF REACH OF CHILDREN Directions. )
DANGER 2. When compieted fnse with clear water

3. OPTIHPHENE is an berculocids a0Rnst My bovis in 10 ma at 20°C whan used
STATEMENTS on hard, NON-porcus inani i ef Follow sbove directions, inckiding removal of gross

CORROSIVE. Causss imeversibie sy® damags and skin bums. Hammful f swallowed,  KILLS HIV ON PRECLEANED ENVIRONMENTAL SURFACES/QBJECTS PREVIOUSLY SOILED WITH
absarbad through skin o inhaied. Do not get in eyes, on skin, Wmm Wﬁhm&m\"m BLOCEYBODY FLUIDS in health cane settings or other sattings in which thers is an axpected kaihood of

mmmmmmmm drirking or using
ciottung and wash befors reuse.
PERSONAL PROTECTIVE EQUIPMENT (FPE)
Apphcators and handiers must wear
« Long-sleaved shirt and long pants,
» socks phus shoes
« goggles or face shisld
« chewcal-resistant gloves (such as basmier laminate, nitle rubber, Neoprena nibber and viton)

soling of inenknate surfaces/fobjects with blood or body fuxts, and i which the sufaces/objects kely 1o be
wsoiled with bicod or body fuids can be assocated with the polential for transmission of human
immunodenciency vieus Typa 1 (HIV: 1) assocised with AIDS.
Special Instructions For Cleaning And Decontamination Against HIV Of Surfaces! Objects Soiled
With Blood/Body Fluids:

mmmnwmmwbodym: use protective equipment such
as disposable rubber gioves, gowns, masks of aya covermgs MMLBMaMMV
fluids must be thoroughly cieaned from surfaces and objects befare appli Y of this 18
Contact Time: To k#l HIV-1 (AIDS vius) a contact time of 10 minutes at room lemperatum must be

In addition, apmmwmﬁewwmmma appiications, and untd fog has  aliowed. Disposal Of Infectious Materiats: Blood and other body fluids should be autoclaved and disposed
dissipated and the enclosad area has been thoroughly ventiated, must wear & full faca dustimist  of ecording to local regulations for infectious wasts disposal.

Mmswmwmanmmvmmmmemamemwﬂfmpesm 5 , . 3 -

(MSHA/NIOSH approval number prefix TC-23C) or a canister for pesticides (MSHA/NIOSH This proguct is not to be used on as a terminal stenlanthigh-level disinfectant on any swiace o Nsrument

approved respirator with an organic-vapor cartridge or canister with any N, P, R or H prefilter)

that (1) is introduced divectly into the human body, edher info or in contact with the bloodstresm or nommally
stedile amsas of the body, or (2} contacts Iect rucsus membranes but which does not ordinanly penetrate

Follow manufacturers’ instructions for deaning/maintsining PPE. If ne such instructions wwast for the blood bamiar or otherwise enter nomally stenile areas of the body. This product may be used 1o pre-clean
mmmwmmm:wmmﬁuamawamsmem

washables, use detergent and hot water. Kebp and wash PPE separataly from other iaundey

USER SAFETY RECOMMENDATIONS
Usars should:
-Wuhhandlbefmnﬁnq dmtru chwdnggum uging tobacco, Of using the tiet.
b Remove ck N y 8 p gets ingide Then wash thoroughly and put on clean

As soon as

clothing.
-Rmmwmmmmwmmummm
wash thomughly sndchange imo cleanciothing. | |

FRST AD

iF ON SKIN -Tdmoﬂmm
OR ON b Rinsa skin immediataly with plonty of water for 15-20 minutes.
CLOTHING: | Call » poison control center or doclor for Ireatmant adhice.

IFINEYES. | Hold eys open and rinse siowly and genily with water for 15-20 minutes.
p Remove contact lenses, f present, afier the first 5 minutes, then continue

[ -cspuhmmunwmhrmm

SWALLOWED: } Hava parson sip & gisss of water if able to swallow.

Do not induce vomiting unkess 153 15 do 30 by the poison conirol centsr or

doctor,

k_Do not mouth 1o

hmdmdﬂm 1-858-210-4174. mnmmwwmymm
restrnent.

control o docior, or

with so8p of

NOTE TO Wmmmmmmumm.

STORAGE AND DISPOSAL
nomlcommmm food, or feed by storage or disposat.

PHYSICIAN: Measures agains! crculatony thock, respicatory dopnnﬂ WE
may be dact

Y Storage: Store ondy in oniginal container away from hast of open flame. Keep conteiner closed

mmmuﬁ:’msmth COMME

Do not apply thes product in or on electrical equipment due o the

Y Disposal: Pastice wastes are acutsly h of sxcess pesticids. spray

CONDUCTIVE ueuc-:-rb , o rnsate it & violation of Faderal Law: If thase wastes canrot ba disposed of by use sccordng 1

OPﬂPHENEhasbuntnﬂadbyHoodemMarElocumTasungEnmsloms-ﬂ.d nmmwsmNMNEmmmCMAgmmMHmWsm
on ficating. The mathod used conforme to the specifications known as NFPA Standarg | MPresentadive at the nearast EPA Regional Offic for

surfaces: Remove gros gy soil wilhea prefimiliary ceaning stap prior 1o hon of
OPTHPHENE. Appiysdl.lmounoﬁoz of OFTI-PHENE per galion of water (1:128) with a sponge.
mogs, mechanical spray device o loaming spparatus, making sure that alt swfaces ane wefted
thorughly, Aliw surface o remain wet for 10 minutes.

2. To ciean and disinfect such setickos 85 omgs, brusies, fEfois, scissors, and rubber goods:
wmamd-snmdmrorwnmmammxuamWLm
per gation of water (1:128). e

3 To disinfect fabrics such as sheefs. Tners, abmniandunfonm First ringa 10 remave
gross fitth or heavy s, mensonkrorwnﬁmﬂnasshwwmnﬂng‘luz of OPTH
PHENE per gafion of water {1.128).

guidance.
No. 564, publishad by the National Fire Protection Association, Second Edition, 1997. OPTLPHENE | Comainer Disposal: Tripie finse (or equivalent). Then offer for recycling or reconditioning. or puncture

mests the req of NFPA dard No. 58A. OCT-'
Manufactured by:  BIO-TEK INDUSTRIES, Inc. ]
1380 Wt Marjotta

Nl Comlonts FAX: 404-T00-2058 gieidaraskeond Lo eni

not in use. Storage must be secured sufficlently to make product inaccessibie to children or
urdamilier with ils proper use.

and dispose of in @ sanitary landfili, or by incineration, or. if alowed by state and local authorities, Dy
buming. H burned, stay out of smoke. Do not reuse empty container

O0P-07-00-200%

N 3358 UYL the Pn,doral Tng ccncide, o
R P gwiais cide Act as Aﬁ
amended foi the pesiades,

registerad under EFA Reg. No {{Juz,g - c; &
Fooinaic t: As per EPA PR Nolice 93-1, £ wenl discharge Innguage sppears only on corinipess with a net contcnt grenter than or cquel 1o § gallons




