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UN!TEb STATES ENVIRONMENTAL PROTECTION AGENCY

SEP 21 108

H&S Chemicals Division
c/o Lonza Inc.

17-17 Route 208

Fair Lawn, NJ 07410

) ATTENTION: Ruth Trager

SUBJECT: Formulation HWS-128
EPA Registration Number 47371-130
Your Amendment Dated: March 25, 1999
EPA Received Date: March 30, 1999

The amendment referred to above, submitted in connection with registration under FIFRA
sec. 3(¢)(7 ) A), is acceptable subject to the following comments.

Efficacy Review

Microbiological data developed by the Official Methods of the AOAC Use Dilution Test

Method 15th edition (1990) (MRID 447691-01) was submitted to support 47371-129. This
\ study supports the claims of effectiveness of 47371-130 against Staphylococcus aureus (VRSA) a

clinical isolate with reduced resistant susceptibility to Vancomycin at a dilution of 1:128
(1.0 ounce/gallon) in the presence of 5% organic soil (fetal bovine serum) and 400 ppm synthetic
hard water.

Effectiveness was demonstrated when the diluted product was applied and allowed to
remain wet for an exposure time (contact time) of 10 minutes when used on hard, nonporous,
inanimate surfaces in the presence of a moderate organic soil and synthetic hard water.

The Agency has no objection to the proposed designation of Staphylococcus aureus (HIP-
5836) as a vancomycin intermediate resistant Staphylococcus aureus (VISA) strain. The Agency
agrees that this designation is both appropriate, more correct, and consistent with the strain
designation terminology being promulgated by the Centers for Disease Control.

I Subrmt and/or cite all data requu'ed for reglstratxon/rereglstratlon of your product
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

submit such data.

2. Make the labeling changes listed below before you release the product for shipment
bearing the amended labeling:

A. Make the correction from VRSA to VISA and correctly state vancomycin
intermediate resistance next to Staphylococcus aureus on the front center panel of the label.

B. The Agency has corrected the Agency Internal Use Copy of the submitted Data
Matrix such that the MRID for the study submitted to support Staphylococcus aureus (VRSA)
reduced resistant susceptibility to Vancomycin reads as follows: 447691-01. Make the same
correction to the Data Matrix in your files,

C. Change the heading “General Use Directions” to read “Directions for Use”.

D. In the first section under “General Use Directions” delete the phrase “...and
other hard, nonporous surfaces.” Your label may list additional surfaces, but may not include
broad nonspecific statements such as the one previously mentioned. Revise this statement to read
“Disinfects, cleans, and deodorizes the following hard nonporous inanimate surfaces: wails,
floors, metal surfaces...”

E. Change the subheading “Application” to read “Disinfection”.

‘ F. On the center panel the claims “Pseudomonacidal”, “Staphylocidal,”
“Salmonellacidal,” “Bactericidal,” and “Germncidal” are not allowed since this product does not
kill all organisms of the genus Pseudomonas, Staphylococcus, Salmonella, all bacteria, or all
germs.

G. Correct the “Ingredients Statement™ by aligning the phrase “100%" such that it
is directly under the inert ingredient total of 91.92%.

H. Since this product may be used in households, a disclaimer statement must be
added to the label: “This product must not be used to clean the following food contact surfaces:
utensils, glassware, and dishes.” .

I. Make the following revision to the “Precautionary Statements.” Revise “For
eyes, call a physician.” to read “For eyes or skin, call a physician.”

J. The “Reusable container statement” is unclear. The Agency requests that you
define what is meant by the “use dilution label.” Your present label does not include statements
for use dilution labeling. Provide copies of this labeling for review by the Agency. Also note that
the term “sanitizer” as used in this section is inappropriate for this product since it is not
registered as a sanitizer. Until the Agency’s concerns regarding this “use dilution label” have been
resolved this section of the label must be deleted.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
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If your label changes are handled through word processing, you should go ahead and
address the following comments in addition to the above comments. Please submit a revised label
for the Agency’s review. However, if you are in the process of printing labels, you will need to
submit a label amendment addressing these comments prior to your next label printing,

or deleted.

also indi

K. The use sites, commercial and industrial institutions, need to either be clarified

L. Add specific use directions for disinfection in the following sites you claim:
veterinary clinics, animal life science laboratories, pet shops, and kennels. The directions must
n as well as the removal of the amimals from the
premises. The same set of directions may be used for all of the previously mentioned sites.

ific surfa

for disi

M. The first section under “General Use Directions” makes claims for disinfecting,
cleaning and deodorizing. According to DIS/TSS-15 your product must have separate

and deodorizing.

N. Provide specific directions for fungicidal activity.

“Directions for Use” for disinfecting, cleaning and deodorizing. Include directions for cleaning

3. Submit two ( 2 ) copies of your final printed labeling before you release the product for

shipment.

If these conditions are not complied with, this registration will be subject to cancellation in
accordance with FIFRA sec. 6 (¢ ). Your release for shipment of this product bearing the
amended labeling constitutes acceptance of these conditions.

A stamped copy of the labeling is enclosed for your records. Should you have any
questions concerning this letter, please contact Tracy Lantz at (703) 308-6415.

Enclosure

Fa¥d

Sincerely,

\MMJJZM‘L”

Velma Noble
Product Manager (31)
Regulatory Management Branch 1
Antimicrobials Division (7510C)
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PELIGRO: S! NO PUEDE LEER EN INGLES, PREGUNTE A SU
SUPERVISOR SODRE LAS INSTRUCCIONES DE USO APROPIADAS
ANTES DE TRABAIAR CON ESTE PRODUCTO.

DHUTION: 1128
(630 ppm quat)

1 ORINCE PER GALLON OF WATER

DIRECTIONS FOR USE

It is a violation of Federal law to use this product in & mamer inconsistent with
its labeling.
This product is not to be used &8 a terminal sterilant/high level disinfectant on
my surfce of instrument that (1) is introduced directly into the human body,
cither ino or in contact with the bloodstream or nommally sterile aeas of the
body, of (2) contacts imact mucous membranes but which docs not ordinarily
penctrate the blood barier or otherwise enter normally sterile areas of the body.
This product may be sed to preclesn or decomtaminate critical or semi-critical
devices prior to sterilization or high-level disinfection.
GENERAL USE DIRECTIONS
Recommended for use in  hospitsls, ing homes, stchool £l
commercial and industrial institwions, office buildings, veterinary cllrues.
mimal life science lshormtorics, federally inspected meat and  poultry
estabiishments, equine fams, tack shops, pet shops, airports, kennels, hotels,
motels, poudtry fams, hekey fanns, dairy fwms, hog fGems,  breeding
establishients, grooming establishments, fineral homes, and houscholds.
Disinfects, cleans. axd deodorizes floors, walls, metal surfaces, stainless steel
surfaces, gazed porcelain, plastic surfaces (such = polypropylene, polystyrene,
ete.), and other hard, nonporous surfaces.
APPLICATION: Remove hesvy soil deposits from surface. Then thoroughly
wet surface with & solution of 1 ounce of the concentrate per gallon of water.
The soluion cm be spplied with a cloth, mop, sponge, or comse spray, or
soaking Let solution remain on surface for a minimum of 10 minutes. Rinse or
alow to sir &y, Rinsing of floors is not necessary unless they are 10 be waned
or polished. Food contadt surfaces rast be thoroughly sinsed with potable water
Prepare a fresh solution daily or more often if the solution becomes visibly dinty
or diluted.
USDA: For use in federally inspected mest and poultry planis on all hard,
nonporous  surfaces in inedible product processing acces, nonprocessing  aneas,
and/or cxterior aresy, All surfaces must be thoroughdy rinsed with potsbie water.
USDA: For use in federally inspected meam and poultry plants as a floor and
wall cleaner for use in all depertments. Food products and packaging material
must be removed from the room or carefully protected.  All swfaces must be
tharoughly rinsed with potable water.
USDA: For use in federally inspected meat and poultry plants as a disinfectant
sgent for usc in all departments,  Food products and packsging materials must be
removed o the om or ceefully padocted.  Use prodi [n mocondancs with
Iix Jubel. All surfuces must be thoronghly rinasd with potable water,
TOILET BOWLS:  Swab bowl with bash to remove heavy soil prior 10
clemning or disinfecting Clean by applying diluted solution around the bowi and
up under the rim  Stubbom stains may require brushing, To disinfect, first
remove of expel over the inner trap the residual bowl water.  Pour in three
ounces of the diluled solution, Swab the bowl completely using s scrub brush or
mop, making sure lo get under im. Let stand for 10 minues or ovemight, then
flush,
MILDEWSTATIC INSTRUCTIONS: Wil eifectively control the growth of
mold and mildew plus the odors caused by them when applied to had, noo-
porous siufaces such ss wally, floors, and table tops. Apply solulion (1 ounce

per gullon of walcr) with & cloth, mop, sponge, or coanse sprry.  Make sure 1o
wet all smm&?_"txrnrd:lely Izl it % application wockly or when
Lrowth resppeprs. CE TEQ‘

: 7 wuh COMMEN‘I'S.
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FORMULATION HWS-128/
Formulacion HWS-128

ONE-STEP,

GERMICIDAL DETERGENT AND DEODORANT

Disinfectat ~ Preudomonacidl  Stophylocidal  Salawmellacidsl
Bactericidal  Fungicidal  Mildewatatic  *Virucidal

A multi-papose, newtral pil, gevmicidal deterpet and deodorant effective in
hard water up to 400 ppr (calculated as CaCQ;) in the presence of 8 moderate
amowr of soil (5% organic sm:'n) sooonding 1o the ADAC Use-dilution Test.
Disinle cleans, and deodorizes in one [abor-saving siep.

Effective against the fu!lnwmg pathogens:

Pseudomonas acruglnm *Adenovirug type 4
Staphylococcus aurcus’ *Avian polyomavirs
Salmonclls cholernesuis *Canine distemper
Acinetobacter calcoaceticus *Feline leukemia
Bordetella bronchiseptics *Feline picomavirus
Chlamydia paitiaci *Herpes simplex type 1
Enterobacter acrogencs *Herpes simplex type 2
Enterobacter cloacas *HIV-1 (AIDS virus)

Escherichia coli! *Infections bovine rhinotracheitis
Fusobacterium necrophorum *Infectious brunchitis (Avian IBV)
Klebsiella preurnoniae’ *Influenza A/Hong Kong
Legionella preumophila *Pscudorabics

Listeris monocytogenes *Rabics

Pasteurella multocida *Rubells (German Measles)
Proteus mirabilia *Transenissible gastroenteritis virus (TGE)
Proteus vulgaris *Vaccinia

Salmonelln enteritidis *Respinsiory Syncytial virus (RSV)
Salmonella typhi

Salmonells typhimurium Aspergillus niger

Semstia marcescens Candida sibicans

Shigella flexnen Trichophylon memagrophytes

Shigells sonnei
Staphylococcus sureus -Methicillin Resistant (MRSA)
Staphylococcus sureus - Vancomycin Resistant (VRSA)
Staphylococcus epidermidia®
Streptococcus faccalis’
Streptococcus pyogenes
Enterococcus faecalis- Vancomycin Resistant (VRE)
' ATCC & antibiotic-resistant struin
! pntibictic-reslatant steain only
ACTIVE INGREDIENTN:

Didecyl dimethyl ammnim chlORAE ............oooooovc oo creereersssaraseeneenns 485%
n-Alkyl (C 4 50%, C)240%, C14 10%)

dimethy! benzyl EMMONIUM ChIONAE «....p.cocvcsaese e eveseesressneresssenes e 1.23%
INERT INGREDPIENTS ccoooroonrcnnrsinsicnissoescec s et 91.92%
TOTAL

100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

(5ee side panc! for additional procautionary and
practical treatmen statements)

EPA Reg. No. 47371-130 EPA Est. No. fay marke! on container)
NET CONTENTS: {as market on container)
H&S CHEMICALS DIVISION
/o LONZA INC,, 17-17 ROUTE 208, FAIR LAWN, NJ 07410

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
PANGER. CORROSIVE. Causen imoventible ¢ye damige and skin bums. Hammful if
awsllowed. Do not get In eyes, on skin, or on clothing. When handling product, protect
eyos by woarlng gugyles or faos shiohd and prutoct akin by woarkig rubber ynee, Wash
thursughty whh soup and wator aler handling, Remove contaminated clothiny and waab
before reuse.
STATEMENT OF PRACTICAL TREATMENT (FIRST AID)
In case of conlact, immediately flush eyes or skin with plenty of water for at leayt 13
minutes. For eyes, call s physician. If swallowed, calt & doctor of get medical attention. Do
ot inducs vomiting or give anything by mouth 10 wn unconscious person. Drink prompity
a large quantity of mifk, egg whites, gelatin solution, or if these are not svailable, drink
large quantities of watet, A-+wid alcohol.,
NOTE TO PHYSICIAN: Probable | damage may indicate the use of gastric
lavage. M against ci y shock, respitwlory dep and convulsion may be
neodod.

(If container 2ize I3 5 gallons or greater, use the following Environmental Hazards
tatemenis:}

. ENVIRONMEN’!‘AL HAZARD
Do not discharge &ffluent g this product into lakes, . ponds,
oceans, of other waters unkess in d. with the mquirements of a National Bolhaant

Discharge Elimination System (NPDES) permit and the permitting suthority has ber
notified in writing prior to discharge. Do not discharge effluent containing this product .
sewer systems without previously notifying the local sewage treatment plant authority.
For guidance contact your State Water Board or Regional Office of the EPA,

(If container size i3 owe gallon or iesy, wse the following Siorage and Disposal
statements.)
STORAGE AND DISPOSAL
Keep product under Iochrl mnao. i to small child Do not reuse empty
k Rinse th ghly, fy wrap empty ocontainer in saveral layens of
newspaper, and dlscard in trash,

(if container site is greater than one gollon, use the following Storage and Dispusal
satemenis:}
STORAGE AND DISPOSAL

Do not contaminate water, food, or feed by storge ot dispossl,

PESTICIDE STORAGE
Keep product under locked stomge, insccessible lo children. Open dumpm; is prohibited.
Do not reuse empty conuainer.

PESTICIDE. DISPOSAL
Pesticide wastes are acutely hazardous, Improper disposal of excess pesticide, spray
mixeum of risste is o violation of Federal law. [f these wastes cannot be disposed of by

use ding to label i contact your State Pesticide or Environmental Control
Agency, or the Hi d waste rep ive st the nearest EPA Regional Office for
guidance,

CONTAINER DISPOSAL
(Plastlc containerst Triple rnse {or eyulvakent).
recttid b kg, b1 punture sid dispess of e ssikery lusdill], or incliecste, of I allowe
by state and local suthorities, bum. IF burned, suay out 6f smoke.

(Fiber Drums With Liner:) Completely empty lnet by shaking and tapping sides and
botiom 1o loosen clinging particles. Empty residue into application equipment  Then
dispose of liner in & sanitary landfill or by incineration if allowed by state and local
-uuhgritiu. 1 drum _isﬂmmnlmwd and cannot by reused, dispose of In the same manner.

Mesal Comtelner: 4 TrAle rinse {or equivaint). Then offer for recycling of reconditioning
3 ganclire Ind d0pase of in & sanitary landfill, or dispese of by other procedurs
aporovea hy stateand Jocal suthorities.,

{Reusable ! ): Contalnet can be reused once the contaliver b empty,
Empty contalner of concentrate ke dilution dispenser [specific sguipment tuch as
“Sir-plx dispeeser” can b~ named-to reploce “dilution dispensar”}. Dlspenser will
sutoTnatically"dinCe a ssalCzer Dor aisim2etant] solution. Remove label Rofill
containet, wiln bse dilution of. from the di Replace cap with 1prey
norzle povided, Place comroct use dit-tion label on um spray bottle.

ST

Then offer for recycling o
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*RILLS  THIV-1 (AIDS  VIRUS)  ON PRECLEANED,
ENVIRCGNMIUENTAL SURFACLES/OBIECTS PREVIOUSEY
SOILED WITH BLOOD/BODY FLUIDS in health care settings or
other settings in which there is an) expected likelihood of soiling of
inanimate surfaces/ohjects with bloodbody fluids, and in which the
surfaces/objects likely to be

soiled with blood/body fluids can be associated with the potential for
lransmission of Human Immunodeficiency Virus Type | (HIV-
I Massociated with AIDS).

SPECIAL  INSTRUCTIONS FOR CLEANING  AND
DECONTAMINATION AGAINST HIV-1 (AIDS VIRUS) OF
SURFACES/OBIECTS SOILED WITH BLOOD/BODY
FLUIDS:

Personal Protection: Disposable latex or vinyl gloves, gowns, face
masks, oF €ye coverings as appropriate must be worn during all
cleaning of blood/body fTuids and during decontamination procedures.
Cleaning Procedures: Blood/body fluids must be thoroughly
cleaned from surfaces/objects before application of disinfectant.
Contact Time: HIV-1 (AIDS virus) is inactivated after a contact
time of 4 mimnes at 25°C (room femperature). Use a [0-minute
contact time for other viruses, fungi, and bacteria listed.

Dispesal of Infectious Materials: Biood/body fluids shouid be
autoclaved and disposed of according to federal, state, and local
regudatiuna for infoctoum wante dapond,

ACCEPTED
with COMMENTS
in EPA Letter Datedt

.SeP 2) 1999

Under the Federal Insecticide,
Pangicide, and Rodenticide Actas

amended, for the pesticide, 4:737 1_130

registered under EPA Reg. No.

Formulstion HWS-128 (§/28/99) (EPA amendment)  Page 2 of 2

Eai

ANSING OF BODY SURFACES AND BODY ORN 8
OF IIIMAN REMAINS: Thix prodict removes
body secretions, soil, and blood, along with their accompanying
malodor, from the surfaces and orifices of human remains. Using a
sponge or washcloth, bathe the entire body with a solution of 1 ounce
per gallon of water. A soft handbrush may be employed on surfaces
other than the face. Prepare a fresh solution for each remains or when
solution becomes visibly dirty or diluted.

FARM PREMISE, LIVESTOCK, POULTRY & TURKEY
HOUSE DISINFECTANT

DILUTION: 1:128 t OUNCE PER GALLON OF WATER

I.  Remove afl animals and feeds from premises, trucks,
coops, crates, and enclosures.

2. Remove all litter and manure from floors, walls, and
surfaces of bans, pens, stalls, chutes, vehicies, and other
facilities and fixtures occupied or traversed by animals.

3. Empty all troughs, racks, and other feeding and watering
appliances.

4. Thoroughly clean all surfaces with soap or detesgent, and
trwe whtly wator,

S, Soturate il purfaces with the rocommended  disinfecting
solution for a period of 10 minutes.

6. Immerse zll halters, ropes, and other types of equipment
used in handling and restraining animals, as well as forks,
shovely, and scrapers used for removing litter and manure,

7. Ventilate buildings, coops, cars, boats, and other closed
spaces. Do not house animals or employ equipment umil
treatment has been absorbed, set, or dried.

8. Afier treatment with disinfectant, thoroughly scrub feed
racks, troughs, automatic feeders, fountains, and waterers
with soap or detergent, and rinse with potable water before
retlse.
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