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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

February 24, 2006

Joy Seymour

Global Regulatory Specialist
Agent for: West Agro, Inc.
11100 N. Congress Ave.
Kansas.City, MO 64153

Subject:

277 Disinfectant

EPA Registration No. 4959-16
Application Date: November 29, 2005
Receipt Date: November 29, 2005

~ Dear Ms. Seymour:

The following amendment, submitted in connection with registration under the Federal

Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable with conditions:

Proposed Notification

. préservation of HIV claims on the label

Conditions

The current label claim against HIV-1 is acceptable. However, the special
instructions an the label are incomplete. They must appear directly beneath the HiV-1

. claim, and read as follows:

“SPECIAL INSTRUCTIONS FOR CL'EANING' AND DECONTAMINATION AGAINST HiV-1:

PERSONAL PROTECTION: Clean up should always be done wearing protective latex
gloves, gowns, masks, and eye protection. (Specific barrier protection items to be used
when handling items soiled with blood or bodily fluids are disposable latex gloves, gowns,
masks, or eye coverings.} . : .

CLEANING PROCEDURE: Biood and other body fluids (containing HIV-1) must be

- thoroughly cleaned from surfaces and objects before application of this product.

DISPOSAL OF INFECTIOUS MATERIALS: Blood, body fluids, cleaning materials and
clothing should be autoclaved and disposed of according to federal, state and local
regulations for infectious waste disposal.

CONCURRENCES
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CONTACT TIME: Leave surface wet for 2 minutes with undiluted solution. This contact
time will not control other common types of viruses and bacteria listed on this label. To be

effective against Hepatitis B virus, a 10 minute contact time is required.”

General Comments

of your final printed label before distributing or selling the product bearing the revised labeling.

A stamped copy of the labeling accepted with conditions is enclosed. Submit one (1) copy

Should you have any questions of comments concerning this letter, please contact
Wanda Henson at 703-308-6345.

-Sincerely,

Emily H. Mitchell

Acting Product Manager (32)
Regulatory Management Branch |1l
Antimicrobials Division (7510C)
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FOR INDUSTK.. .i., INSTITUTIONAL AND AGRICULTURAL USE

ZZZ DISINFECTANT

Authorized by USDA for use in federally inspected meat, poultry and egg processing plants.

CONCENTRATED BROAD SPECTRUM ICDOPHOR FOR USE AS A ONE-STEP CLEANER-DISINFECTANT AND NG-RINSE SANITIZER IN:

Morcpuais and Cliucs Food Processing Plaats Denal Offices

TUBERCULOUIRL, VIRUZIDE: . BACTERICIDE, FUNGICIDE
dMoats O31A's Bluodbormne Pathogens Act requirements

Used as directed ZZZ Oisinfectant is offective 1n Rhard wale (up to 400 ppin as GaC0y) andin 3%
orgoeic serum 1020 agons! me foltaang Wiises, baoteda @ag pathogenic fungh. Polo 1,
Vazania®, Herpes Smiplex Type 1%, and infuenza A2ijapan 305", Hesalitis B; bactericidal against
Saimonefia choloraosvis, Staphylococcus awreus, Fseudomaonas aenspinosa. and E. Cof
ung:cioal against Trichophyton meaiagrophyies {the aihlele's foot kungus).

ZZ7 Disinfactant is effective against Listoris monceylngenes on pre-cleaned food conlact
suriaces.

Used cn pre-cleaned environmental surfaces it hard water (up o 400 ppm as CaCOs) ZZZ
Pisintectant s eltectve against .f.lycobacrcnwn tubevculnsis al 20 G for @ conlact Lme of 10
minutes,

Usad in hard water {up to 400 ppm CaCh). ZZZ Disinfectant is elfectve agalnst e HIV-1
Virus® on pre-cleaned enviconmental surfaces and objects provicualy soiled with Bloog of other
by Buity, {This product is not 10 be useri s 4 lenminal sterdant'high lavel disinfectant on any
swdace of inswement that (1) is introduced directly inla the human body, elthes inlo o1 in contact
vally e blondstream or normally sterile arca of the bogy, or (2) contacts intact mucus mermbranes
bt does nnl ordinarily penetrate the blood bamier of atherwise enter the nomaly sterte a1eas ﬁ

the oty This prosuct may be used o precliean of deeontsmanate: ootica (},sinm -cnlical mccug
tevites pricr 1 sieriization o high kevel desnfoction). "U ol
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DANGER: Rgf i EF

KEEP OUT OF THE REACH OF CHILDREN ¥ 5y

@ 7

PRECAUTIONARY STATEMENTS: Hazard to humans and domésiie

animals

CORRQSIVE. Couses iroversible eyo damage. Hammful if swallowed, Mo not gel in eyes of on
clothing. Avoid conlact with skin. Wear goggles or face shielld. Wash thoroughly with soap and
v/ater alter handling. Remove contaminated ciothing ang wash before rause.

ENVIRONMENTAL HAZARDS: This proguct is toxic o fish and aquatic organisms. Do not
conlaminate water by cleaning of equipment or disposal of wastes Do not discharge cifluent
contaning this product into takes, streams, ponds. aestuaries. oonans of other water unless in
accordance vAth the requerements of 3 National Poltutant Discharge Elmination System (NPDES)
penit ang the pemiting authority has been navfied in writing prior to discharge. Do nct discharge
eflucal comaining this product o sewer systems withos ;ne‘mmsly nutifying the loccal sewage
lieatment plant authearily. For puidarce contact your Sioie Water Board or 1egional Qfficy of the
EPA.

Hand Sanitizing in Food Plants

Scheols and Instiistions  Nigsing Homas  Kitchens and Lunch Rooms  Restiooms

4?5 7-/6

FIRST AID
IF iN EYES: *  Hcld eye open ang cnse slovdy and gendy with woier for 1520 minutes,
‘ + Romove codad! lenses, f present, afier be first 5 mimstes, Then
«  (ata Poson Contral Cantae or dockor ke eatment advice,
«  Caila Potson Conlral Center or dockr immediatety for reatment advice,
IF SWALLOWED: «  Have person sip a glass of waler if able (o swalow,
+ Do nat inducs vomiling unipss fold © do so by the Poison Conkral
Genter or doctor,
» Do eotighve anything (0 8n unconscious person.
+  Take oft contaminated clothing.
gg&ﬁt‘ OR o Rinse skin immadiatey vith plenty of water for 15-20 minutes,
> «  Cal a Posson Contrd Center or doclor for treatment aghvice,
«  Move person o esh air,
IF INRALED: e I person is not breathing <l 911 or an ambulance, then give astitcal
rosprton, preferably mouth-iganoth, I possitie,
«  (Cala Poison Control Cente: or doctor for treaiment advice,

Have the pnxoud. containger o ahel with you whgn caling a poison control center or doctor. ot going e
freatmant. You may also oordact 1-800-424-8300 for emergency treabment inforrmation,

NOTE TO PHYSICIAN
Frobable mucosal damage may contrandicate the use of gostric lavape.

~mended. for the pesticide,
registered under EPA Reg. No,

DIRECTIONS FOR USE:
Itis a violation of Federal law 1o use this produdt in a manner ingonsistent with its labeling.

Not for Residential Use.

The color of an ZZZ Disinfectant solution &s groporntional lo the ulialadle fodine concentration.
Prepare a iresh solution daily, or when there is a noliceable change in #8 ach 3mber color, o marg
otian if the soriion becones diuted of soiicd.

CNE-STEP CLEANING AND DISINFECTING:

This product may be used !0 dean and disinfect operaling areas, pationt rooms, fRoors, walls,
counterlops, rest toons, shower areas, refuse conlalners, beo lrames, morgues, laboratorios,
cafetesias, commertial freezors, animal rooms, tages and other hard nonporous surfaces. Belore
applying disinfecting solution, food products and packaging materials must be removed from the
room or carelully protected. Remove heavy soil deposils before apphnng the disinfecting sofution.
Using a soletien of 3 ounces 2ZZ Disinfeclant per 5 gallons of wamm water {68°F. 20°C or

wamcr), immerse objects in disinfecting selution, of adply solubon with a mop, sponge or dloth. <

Where appropriate, use o mechanical sprayer to produce coarse spray. Allow a 10 minule contact
lirme with disinlecing soiution, Al fooo contact surdaces must be rinsed with polable water betore
teuse  Floors, walls ang all other non-focd contact o not require ringing befoms reuse.
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NOTE: When using 2ZZ Disinfectant against the tollowing viruses, bactena and pathogenic fungi
Polio 17, Vacenia®, Herpes Simplex Type 1°. and influenza A2Japan 3057, Salmonella
choioraosuss.  Slaphylocoocus  aureas, Psoudomenas agruginosa, E. Cobi
mentsgrophytes, in o soluticn of cold water (95 low as 41°F, 5*C), increaso usa to 6 02, per §
galions water

KILLS HIV ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY
SCILED WITH BLOQDMBODY FLUIDS in health care setiings or other settings in which there is an
expected lixelihond of sailing inanimale surfaces/objects with blood ¢r ody fluids, and in which the
surfacesrobjects ikely to be soiled with tlood or body fliuds can be associated with the potentiat
for trangmussion of human immunodefeciency virus Type 1 (HIV. 1) {Associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1
ON SURFACES AND OBJECTS PREVIQUSLY SOILED WITH BLOOD CR OTHER BODY
FLUIDS.

PERSONAL PROTECTION: While handling items soiled with bleod or body fluids, use disposabls
glovas, gowns, inasks and eye covarings (goggles o glasses).

CLEANING PROCEDURE: Before applying disinfacting solution thoroughly clean blood and body
fluids from hard surfaces, interior and extenor surfaces of objects to be decontaminated.
Thoroughly wet hard surfaces with a sofulion of 3 ounces Z22 Oisinfectant per 5 gallons of water,
Completely immerse objects in the disinfecting sofution; avoid entrapmant of air bubbles. Aliow at
least 10 minutes contact {ma. .
DISPOSAL OF INFECTIOUS MATERIAL: Blood and other body fluids should be
auloclaved and dispased of according to federal, slate and local reguiations for infectious
waste disposal. '

TO CLEAN AND DISINFECY TOILET BOWLS AND URINALS: Flush toilet. Add 1 ounce of 227
Disfectant ditectiy to toilet bowl. Brush to cover ail bowi surlaces including undes the rim. Allow
disinfectant to remain for at least 10 minutes. Flush toilet. Rinse matal pans wih water after
disinfecting to prevent corrosion. ‘

SANITIZING PREVIOUSLY CLEANED FOOD CONTACT SURFACES:
cleaned and rinsed hard. non-porous surtaces such as glass, metal, plastic and porcefain with a
Solution containing 1 cunce of ZZZ Disinfectant per 5 gallons of water  Immerse equipment with
sanitizing sotution and allow 1 minute of conlact time. Dram sohdion from equipment; do not rinse,
222 Disinfectant used at 1 ounce per 5 gallons of water containg 25 ppm tiratable iodine and
does not require a fingl rinse with potable water in accordanca with Federal Food Addifive
Regulation 178.1010.

SANITIZING GLASSES, UISHWARE, POTS, PANS, AND UTENSILS IN FOOD SERVICE

CPERATIONS:

1. Pre-flush ot pre-scrape equipment and utensils. If needed, pre-soek to remaove gross food
particles and soil.

2. Wash squinment sad vtensils in ukewarm walor that contatns an adequate amaunt of a good
detergenl or glaaner  Keep this water clean by frequent changing

3. Rinse equipmen and ulensils free of wash waler pnos 1o sanitization,

4 Sanilize eguipment and ulensils by immersing them in a solution of 1 ounce 222
Disinfectant per 5 gallons of lukewarm water (provides 25 ppm Litratable iodine). Allow one
minute contact lime {or longer if required by local sanitation codes). Fresh sofution should be
prepared daily or moro often if the solution becomes diluted or soiled. Use an approved
iodine test kit 19 check for proper concenlrations.

5. Aftet requireg Contacl ime of one munute or more, allow equipmaent ang utensils to
adegualcly drain. Do no! rinse before uso.

Trichophyton

HAND SANITIZING IN FOOD PROCESSING PLANTS: Thoroughly wash and rinse hands before
sant-zing, Dip or rinse hands in a solution containing | ounce of 222 Disinfeclant per § galiens
of water. ZZ2Z Disinfectant may be injected directly inlo wash or rinse wazer at a rata of 1 ounce
per £ gations of water. A Gnal potabie water rinse i no! required.

USE DILUTION TABLE
ZZZ DISINFECTANT/WATER= TITRATABLE IQDINE
fozic Sgal 25 ppm
Jozte Sgal %5 ppm
6ozto §gai 150 ppm

Sanftize previously

STORAGE AND DISPOSAL

Keep container closed when not in use. Do not slore below 25 F or above 100 £ for extended
perods.

PROHRIBITIONS: Do not contaminate water. food or feed by storage or disposal. Open dumping is
prohibited. '

PESTICIDE DISPOSAL: Pesticida wastes are sculely hazardous. improper disposal of excess
pasticide, spray mixture or sinsate is 4 violation of Federal faw. If these wastes cannol be disposed
of by use acconding lo iabel instructions, contact your State Pesticide or Environmental Control
Agency, or the Hazardous Waste representative at the nearest EPA Regional Office tor guitiance,
CONTAINER DISPOSAL: Tripie rinse {or equivalent). Then offar for recycling of recanditioning,
or punciute and dispose of in a saniary landfill, or incinerate, or. i allowed by State and jocal
authorities, bumn container. If burned, stay out of smoke,

EPA Reg. No. 4959-16 EPA Est. No.

Sold By: West Agro, Inc.

1110 N. Congress Ave.

Kansas City, MO 64153
NET CONTENTS:
LOT NO.: RCCEPTED
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