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

OFFICE OF CHEMICAL SAFETY

Joanna Holcombe AND POLLUT10N PREVENTON

Lonza Inc.
90 Boroline Road
Allendale,NJ 07401

Subject: Phenocide 256
EPA Registration No. 6836-252
Amendment Date: February 3, 2011 >
EPA Receipt Date: February 4, 2011

Dear Ms. Holcombe,

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

Proposed Amendment

Response to ATP failure by deleting P. aeruginosa and 5". aureus

Conditions
Revise the label as follows:

1.) Delete the claims, "Germicidal Detergent, Fungicidal, and Virucidal" that appears
immediately after the product name on page 1 and state "Limited Disinfectant." A product
cannot make an unqualified germs claim unless it is registered as a broad spectrum disinfectant,
effective against one pathogenic fungi, one envelope virus, and non-envelope virus. Therefore,
the claim, "Germicidal Detergent" must be deleted from page 1.

2.) According to the ATP efficacy evaluation, this product is efficacious against gram negative
bacteria only. Therefore, the phrase, "Limited Disinfectant" must be placed immediately after the
product name on page 1. :<

3.) The Agency's policy has been that a product must demonstrate efficacy as a broad spectrum
disinfectant before it can support fungicidal and virucidal claims. Since this.product is no longer
a general disinfectant, then all claims as a fungicide and virucide as well as associated
organisms, use sites, and directions must be deleted from the label.
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laboratories, barns, calf pens, laying operations, breeder operations, hatcheries, and foot
baths.

b) Delete the following microorganism on page 3: Enterococcus sp., Escherichia coli,
Klebsiella pneumoniae, Proteus mirabilis, Proteus vulgaris, Providencia rettgeri,
Salmonella typhi, Salmonella typhimurium, Shigella flexneri. HIV-1 (AIDs virus),
Rubella Virus, Adenovirus Type 2, Herpes Simplex Virus Type 2, Human Rhinovirus
Type 38, Influenza Type A Virus/Mich, Polio I Virus, Vaccinia Virus, Avian Influenza
Virus, Canine parvovirus, Feline Leukemia Virus, Feline Picornavirus, Infectious Bovine
Rhinotracheitis Virus, Newcastle Disease Virus, Pandemic 2009 H1N1, and
Trichophyton mentagrophytes.

c) Delete the following directions on pages 7-10: Fungicidal, Disinfect Nail/Barber/Beauty
Salons, Foot Spas, Hatchery, HIV-1, Veterinary/Animal Care/Animal Laboratory
Facilities/Zoos/Pet Shops/Kennels/Farm Premise, and Livestock/Turkey/Poultry House.

General Comments

A stamped label with conditions is enclosed for your records. Submit three (3) copies of
your final printed label before distributing or selling the product bearing the revised labeling.

Should you have any questions concerning this letter, please contact Jaclyn Carl by
telephone at (703) 347-0213 or by email at carl.jaclyn(o),epa.gov or me at Cambell-
mcfarlane. jacqueline@epa.gov or by phone at (703) 308-6416.

Sincerely,

line "Mdb&rlane
luct Manager (34)

Regulatory Management Branch II
Antimicrobials Division (751 OP)

Enclosure: Stamped Label

CONCURRENCES
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PHENOCIDE 256

^DETERGENT

Cleans, Disinfects & Deodorizes
Pleasant Fragrance

PSEUDQMQNACIDAL
TUBERCULOCIDAL

STAPHYLOCIDAk

Active Ingredients:
o-benzyl-p-chlorophenol 9.5%
o-phenylphenol 9.5%
Other Ingredients: 81.0%
Total 100.0%

KEEP OUT OF REACH OF CHILDREN

DANGER/PELIGRO

See [left] [right] [back] [side] panel for Precautionary Statements and First Aid.

EPA Reg. No. 6836-252
EPA Est. No. (insert EPA Establishment no. Here)

Net Contents: (insert container size here)

Lonza Inc.
90 Boroline Road

Allendale, NJ 07401
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ACCEPTED
with COMMENTS

. EPA Letter Dated:

hAY - 5 2D1]

Under the Federal Insecticide,
Fbngicide, and Rodenticide Act as
amended, for the pesticide,
registered under EPA Reg. No.

PHENOCIDE 256
EPA REG. NO. 6836-252
Draft label 1-27-11

(Note to reviewer: Language in ( ) is optional or interchangeable)
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PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER. Corrosive. Causes irreveR§,ible eye damage and skin burns. Do not get in eyes, on skin or
clothing. Wear goggles or face shield and protective gloves when handling. Wash thoroughly with
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using the
toilet. Remove and wash contaminated clothing before reuse. Harmful if swallowed. Avoid
contamination of food, water, or feed.

.... FlRST^AlD
IF IN EYES: Hold eye open and rinse slowly and gently with water for 15 - 20 minutes. Remove
contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of
water for 15 - 20 minutes.
IF SWALLOWED: Call a poison control center or doctor immediately for treatment advice. Have
person sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by the
poison control center or doctor. Do not give anything by mouth to an unconscious person.

Call a poison control center or doctor for treatment advice. Have the product container or label with
you when calling a Poison Control Center or doctor or going for treatment.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gastric lavage.
Measures against circulatory shock, respiratory depression, and convulsion may be needed.

ENVIRONMENTAL HAZARDS
This product is toxic to fish.

(If the container size is 5 gallons or greater, the following Environmental Hazards statements will be
added:) .^S
Do not discharge effluent containing this product into lakes, streams, ponds, estuaries, oceans, or other
waters unless in accordance with the requirements of a National Pollutant Discharge'Elimination
System (NPDES) permit and the permitting authority has been notified in writing prier to discharge. Do
not discharge effluent containing this product to sewer systems without previously notifying'the local
sewage treatment plant authority. For guidance contact your State Water Boarcl or Region?.!, Office of
the EPA.
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.
(Note to reviewer: The following is considered optional marketing language.)

Phenocide 256 is a multi-purpose germicidal detergent proven effective by the AOAC Use-Dilution
Method in 400 ppm hard water (calculated as CaCOs) in the presence of 5% organic bioload (Fetal
Bovine Serum).

Phenocide 256's formula disinfects, cleans, and deodorizes in one labor-saving step.

Use on hard, nonporous surfaces such as floors, walls, metal surfaces, painted surfaces, exterior bowl
surfaces, empty basins, showers, conductive flooring and lavatory fixtures.

For use in hospitals, nursing homes, medical and dental offices, schools, colleges,
funffo, h ai) •( 101 ms, **f*m*4mns, <pa*tlfâ ttMUuibâ iaBM6, federally inspected meat and poultry

plants, tack shops, toewRfeHiM^efeefe, veterinflryelmw, and a*»**«Ufa-«wwwB"W»8«*ww» This
includes ̂ psms7^w*H*«*»- toym3r*p**fto*^<b**«*^^ Nstohefiiea* agricultural buildings and
premises, fc^w^rae^wfripweaii trucks, fewWwrthe, and meat and poultry processing plants.

USDA: For use in federally inspected meat and poultry plants as a floor and wall cleaner. Before use
of this compound, food products and packaging materials must be removed from the room and
carefully protected. After use of this compound, all surfaces must be thoroughly rinsed with potable
water.

USDA: For use in federally inspected meat and poultry plants on all surfaces in inedible product
processing areas, nonprocessing areas, and/or exterior areas.

USDA: For use in federally inspected meat and poultry plants as an antimicrobial agent for use in all
departments. Food products and packaging materials must be removed from the room or carefully
protected. Use product in accordance with its label. All surfaces must be thoroughly rinsed with
potable water.

PHENOCIDE 256 (Note to reviewer: Language in ( ) is optional or interchangeable)
EPA REG. NO. 6836-252
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I (
(Note to reviewer: The following is considered optional marketing language.)

Phenocide 256 is effective against the following pathogenic organisms:

(Bacteria:)
Pseudomonas aeruginosa
Salmonella enterica
•Staphylococcus aureus
Enterobacter aerogenes
Enterobacter cloacae*

Escherichia coli
Klebsiella pneumoniae
Ciu|jlijIUUULLUj uui LUU Mothioillm Rooioluiil
Mycobacterium bovis
Proteus mirabilis*
Proteus vulgaris
Providencia rettgeri

Salmonella typhi
Salmonella typhimurium

Shigella flexneri

** Tested against antibiotic resistant strain only.
f Tested against standard ATCC strains and antibiotic resistant strains.

(Viruses:) (Fungi:)
Candida albicans

(Animal Viruses:)

JK^ ' ' v " '
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(Note to reviewer: trie following is considered optional indrketing language:)

•WWIS.

PHENOCIDE 256
EPA REG. NO. 6836-252
Draft label 1-27-11

(Note to reviewer: Language in ( ) is optional or interchangeable)
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V (
[If the following Spanish statement is used, it must appear directly aoove DIRECTIONS FOR USE.]

PELIGRO: SI NO PUEDE LEER EN INGLES, PREGUNTE A SU SUPERVISOR SOBRE LAS
INSTRUCCIONES DE USO APROPIADAS ANTES DE TRABAJAR CON ESTE PRODUCTO.

DILUTION: 1 to 256 One-Half (1/2) oz. per Gallon

_ DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

(Note for reviewer: For labels that list medical premises and metal and / or stainless steel surfaces,
one of the following two statements must be used :)

This product is not to be used as a terminal sterilant / high level disinfectant on any surface or
instrument that (1) is introduced directly into the human body, either into or in contact with the
bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes but which
does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of the body-r
{This product may be used to preclean or decontaminate critical or semi- critical medical devices prior to
sterilization or high level disinfection.]

This product is not for use on medical device surfaces.

DEODORIZING DIRECTIONS: Nursing Homoo, Hospitals, Hotels, Schools: Using 1/2 oz. in chemical
toilets, waste receptacles, bed pans, drainage bottles, diaper pails, hampers, disposals and air
conditioner pans will eliminate odors.

CLEANING SOLUTION: Dilute 1/2 oz per gallon of water for cleaning of kitchen counters, tables,
walls, bathrooms, toilet seats, mopping floors and large routine applications.

TO DISINFECT: Use Vz oz. of Phenocide 256 per gallon of water for a minimum contact time of 10
minutes in a single application. Remove gross filth and heavy soil deposits, then thoroughly wet
surfaces. Phenocide 256 is extremely versatile and can be applied with a mop, sponge, or cloth as well
as soaking or used as a holding solution.

Rinsing is not necessary on floor surfaces unless floors are to be waxed or polished.

Tuberculocidal effectiveness is in 10 minutes at 20°C.

PHENOCIDE 256 (Note to reviewer: Language in ( ) is optional or interchangeable)
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(Note to reviewer: one of the following two statements will be used:)
BACTERICIDAL STABILITY OF USE-DILUTION: Tests confirm that Phenocide 256, when diluted in
400 ppm hard water [via use of automatic dispensing devices], remains effective against
Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella cholerasius entefica for (up to 7
days) (for up to one week) (for up to one month) (for up to 2 months) (for up to 3 months) (up to 4
months) (up to 5 months) (up to 6 months) (up to 7 months) (up to 8 months) (up to 9 months) (up to
10 months) (up to 11 months) (up to 12 months) (up to one year) when stored in a sealed container
such-as-a-spray bottle. If product becomes visibly dirty or contaminated, the use-dilution must be
discarded and fresh product prepared. Always use clean, properly labeled containers when diluting
this product. Bactericidal stability of the use-dilution does not apply to open containers such as
buckets or pails.
(or)
Prepare a fresh solution daily or more often if the use solution becomes visibly soiled, clouded or
diluted.

,1 pf

FUNGICIDAL: Phenocide 256 is an effective fungicide
l Candidia albicans in areas such as locker rooms, dressing rooms,

shower and bath areas. Follow disinfection directions.
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TO DISINFECT VEHICLES: Apply 1/2 oz per gallon of water to vehicles including mats, crates, cabs
and wheels. Leave all treated surfaces wet for 10 minutes. Allow to air dry or wipe excess liquid with
clean sponge or cloth.
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USDA: For use in federally inspected meat and poultry plants as a floor and wall cleaner. Before
use of this compound, food products and packaging materials must be removed from the room and
carefully protected. After use of this compound, all surfaces must be thoroughly rinsed with potable
water. Use 1/2 ounce per gallon of water.
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[Note to reviewer: /nay be used as an insert or hang tay or inserted on label.]

PHENOCIDE 256

DETERGENT

DILUTION: 1:256

X

^*

ONE-HALF [ 1/2 OUNCE PER GALLON]
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(Refer to label for precautionary and practical treatment statements.)

EPA Reg. No. 6836-252
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(TVote to reviewer: For Nonrenllable Containers for commercia,, industrial, and institutional
uses - all sizes - No Reuse Rinsate Statement for Public Health Use products. Chapter 13,
Table 6 of the Label Review Manual states that for "All products in containers that could be
burned," the registrant has the option to "Remain silent on burning;" therefore, no
incineration language is provided for plastic containers.)

STORAGE AND DISPOSAL
- Do_.noi£ontaminate water, food or feed by storage or disposal.
Pesticide Storage: Open dumping is prohibited. Store in original container in areas inaccessible to
children.

Pesticide Disposal:
Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray mixture or
rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste
representative at the nearest EPA Regional Office for guidance.

Container Disposal:
Nonrefillable container. Do not reuse or refill this container. Clean container promptly after emptying.
(Plastic and Metal Containers:) Triple rinse as follows: Fill container % full with water and reclose
the container. Agitate vigorously, and dispose of rinsate consistent with pesticide disposal
instructions. Repeat two more times. Then offer for recycling if available or puncture and dispose in
sanitary landfill or by other procedures approved by state and local authorities. Follow pesticide
disposal instructions for rinsate. If not triple rinsed, these containers are acute hazardous wastes and
must be disposed in accordance with local, state, and federal regulations.
(For metal containers only: DO NOT cut or weld metal containers.)

PHENOCIDE 256 (Note to reviewer: Language in ( ) is optional or interchangeable)
EPA REG. NO. 6836-252
Draft label 1-27-11 Page 11 of 12



( (
(Note to reviewer: For Refinable Containers - all sizes - No .Veuse Rinsate Statement for
Public Health Use products. Chapter 13, Table 6 of the Label Review Manual states that for
"All products in containers that could be burned," the registrant has the option to "Remain
silent on burning;" therefore, no incineration language is provided for plastic containers.)

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal. Refillable container. Refill this
container with pesticide only. Do not reuse this container for any other purpose.

Pesticide Storage:
Open dumping is prohibited. Store in original container in areas inaccessible to children.

Pesticide Disposal:
Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray mixture or
rinsate is a violation of Federal Law. If these wastes cannot be disposed of by use according to label
instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste
representative at the nearest EPA Regional Office for guidance.

Container Disposal:
Refillable container. Refill this container with pesticide only. Do not reuse this container for any
other purpose. Cleaning the container before refilling is the responsibility of the refiller. Cleaning the
container before final disposal is the responsibility of the person disposing of the container.
(Plastic or Metal Containers.) To clean the container before final disposal, empty the remaining
contents from this container into application equipment or mix tank. Fill the container about 10
percent full with water. Agitate vigorously, and dispose of rinsate consistent with pesticide disposal
instructions. Repeat this rinsing procedure two more times. Then offer for recycling or reconditioning.
If not available, puncture and dispose in sanitary landfill. If not triple rinsed, these containers are

acute hazardous wastes and must be disposed in accordance with local, state, and federal
regulations.
(For metal containers only: DO NOT cut or weld metal containers.)
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