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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

H&S Chemicals Division SEP 21 1999
¢/o Lonza Inc.

17-17 Route 208

Fair Lawn, NJ 07410

ATTENTION: Ruth Trager

SUBJECT: Formulation HWS-€4
EPA Registration Number 47371-131
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 47371-131 against Staphylococcus aureus (VRSA)a
clinical isolate with reduced resistant susceptibility to Vancomycin at a dilution of 1:64
(2.0 ounces/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 promulgateddncehaduenters for Disease Lontrol.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1. Submit and/or cite all data required for registration/reregistration of your product
under FIFRA sec. 3 ( ¢ )( 5) when the Agency requires all registrants of similar products to
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. Rewvise this statement to read
“Disinfects, cleans, and deodorizes the following hard nonporous inanimate surfaces. walls,
floors, metal surfaces...”

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

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

G. 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.”
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.
H. The use sites, commercial and industrial institutions, need to either be clanfied
or deleted.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

1. 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
also indicate specific surfaces for disinfection as well as the removal of the animals from the
premises. The same set of directions may be used for all of the previously mentioned sites.

Seyfs

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

and deodorizing.

K. Provide specific directions for fungicidal activity.

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 ( e ). 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.
) Sincerely,
' \M]T‘\ JM’&/
Velma Noble
, Product Manager (31}
Regulatory Management Branch 1
Antimicrobials Division (7510C)
Enclosure
7510C:T Lantz: 47371-131¢
q(14[9¢
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CUIDADO: Sl NO PUEDE LEER EN INGLES, PREGUNTE A SU
SUPERVISOR SOBRE LAS INSTRUCCIONES DE USO APROPIADAS
ANTES DE TRABAJAR CON ESTE PRODUCTO.
DILUTION: 1:64 2 OUNCES PER GALLON OF WATER
{630 pputt Gual}

DIRECTIONS FOR USE
It is & violation of Federal law 10 yse this product in & manner inconsistent with its
iabeting.
This product is not to be used as a terminal sterilant/high ievel disinfoctant on any
surface or instument that (1) is introduced directly into the human body, either
into or im contact with the bloodstream or nomuilly sterile areas of the bady, or (2}
contacls intact mucous membranes but which does not ondinafily penmetrate the
biood bamier or othorwise enter normally sicrile aas of the body, This product
rouay be used to preclean or decontaminate critical or semi-critical devioes prior 10
sterilization or high-level disinfection.
GENERAL USE DIRECTIONS
Recommended for use in hospitals, nursing homes, schools, colleges, commercial
and incdustrial institutions, office buildings, veterinary clinics, animal life science
laboralories, federally inspected meat and poultry establishments, equine Gams,
tack shops, pet shops, @iports, kennels, hotels, matels, poultry fams, turkey
farms, dairy fams, hog fmms, breeding establishments, grooming establishments,
funeral homes, and househoids.  Disinfects, cleans, ad deodosizes floors, walls,
nwtal surfaces, stainless steel surfaces, glazed porcclain, plastic swrfaces (such as
polypropylene, polystyrene, ¢ic.), and other hand, nonporous surfaces.
APPLICATION: Remove beavy soil deposits from surface. Then thovoughly
wet surface with 8 solwtion of 2 ounces of the concentrate per galion of water, The
solution ¢an be gplied with a dioth, moep, sponge, of comrse spray, of sosking,  Let
solution remain on surface for a minioum of 10 minked. Rinse or allow to air
dry. Rinsing of fioors is not necessaty unless they are to be waxed or polished.
Food contact surfaces must be thoroughly rinsed with potable water. Prepare &
fresh solution daily or more often if the solution becomes visibly dinty or diluted.
USDA: For use in federally inspected meat and poultry plants on all had, non-
jorous surfaces in inedibie product processing areas, nonprocessing arcas, ad/or
exierior areas. All surfaces must be thoroughly rinsed with potable water.
USDA: For use in fedemlly inspected meat and poultry plants as a flooe and wall
cleaner for use in alf depaiments,  Food prodiscts and packaging malerial must be
removed from the room or carefully protected.  All surfaces must be thoroughly
rinsed with potable water.
USDA: For use in foderally inspected meat and poultry plants as & disinfectant
sger for use in all dopiments. Food products and packaging materials must be
removed from the wom or carefully protected.  Use product in socordance  with
its label. Al surfaces must be theroughty rinsed with potable water,
TOILET BOWLS: Swab bowl with brush to remove beavy soil prior to clemning
or disinfecting, Clean by gpplying diluled solution aound the bowl and wp under
the im. Sjubbom stains may require bshing  To disinfed, first remove or expel
over the inner rap the residual bowl water. Pour in three ounces of the diluted
solution ) Swab the bowl completely using a8 scub brush or mop, making sure to
get under im. Let stand for 10 minutes or overmnight, then flush,
MILDEWSTATIC lNST!(UqI'lON@ ‘Wll[ effectively controt the growth of
mold and mildew plus the adere caused-by then. when applied 1o hard, non~porous
surfaces such as walls, floofs, dhd fhble” tops.™ spply solution (2 ounces per gallon
of water) with a cloth, mop, sporge, v coar.e-sxay. Maks sure to wet all surfwces
completely. Let air dry. Repeat application weekly or when growth reappears.
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— FORMULATION HWS-64/ ._
(Formulacion HWS-64)

ONE-STEP,
GERMICIDAL DETERGENT AND DEODORANT
Disinfectant Pseudomonacidal Staphylocidal Salmoneilacidal
Bactericidel  Fungicidd  Mildewatatic  * Virucidal

A multipurpose, neutral pH, genmicidal detergemt and deodorant effective in hard
water up 10 400 ppm {calculaed as CaCO3) in the presence of & moderste amount
of soil (5% organic serum} according to the AGAC Une-diftion Test. isinfects,
cleans, and deodorizes in one labor-saving step.

Effective against the foliowing pathogens:
Pseudomonas acruginosa' * Adenovirus type 4
Staphylococeus surcus' * Avian polyomavirus

Salmonella choleraesuis
Acinetobacter calcoaceticus
Bordetella bronchiseptica
Chlamydia psittaci
Entervbacter acrogenes
Enterobacter cloacae
Escherichia coli’

b

Fusob jum

Klebsielts pneumonine'
Legionella preumophila
Listeria monocytogenes
Pasteureila muliocida
Proteus mirabilis
Proteus vulgans
Salmonella enteritidis
Salmonella typhi
Salmonella typhimurium
Sermatia marcescens
Shigella flexneri
Shigeila sonnei

*Canifie distemiper

*Feline leukemia

*Feline picornavirus

*Herpes simplex type }

*Herpes simplex type 2

*HIV-1 (AIDS virus)

*Infectious bovine rhinotracheitis
*Infectious bronchitis (Avian IBV)
*|nfluenza A/Hong Kong
*Pseudorabics

*Rabies

*Rubella (German Measles)
*Transmissible gastroenteritis virus (TGE)
*Vaccinia

*Respiratory Syncytial Virus (RSV)
Aspergillus niger

Candida albicans

Trichophyton mentagrophytes

Staphylococcus sureus - Methicillin Resistant (MRSA)
Staphylococcus aureus - Vancomycin Resistant (VRSA}
Staphylococcus epidermidis®
Streptocoecus fascalis'
Streptococeus pyogenes
Enterpcoccus faecalis - Vancomycin Resistant (VRE})
' ATCC & antibiotic-resistant strain
? antibiatic-resistant strain only

ACTIVE INGREDIENTS:

Didecyl dimethyl ammonium chloride 243%
n-Alkyl (C1q 50%, Cj3 40%. Cyq 10%)

dimethy! benzyt it chloride 1.62%
INERT INGREDIENTS: 95.95%
TOTAL 160.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION

{See side panel for additional precationay and
practical trestment statements)
EPA Reg No. 47371-131 EPA Est. No,
NET CONTENTS

H&S CHEMICALS MYISION
¢/o LONZA INC., 17-17 ROUTE 208, FATR LAWN, NJ 07410

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

CAUTION. Cumises moderse oy imitation Hamful if sbsorbed throwgh * skin
Avoid comtact with eyes, skin and clothing Hamful if inhaled. Avoid breathing
spray mist. Wash thoroughly with soap axd water sfier handling Remove
contaminated clothing and wash before reuse,

STATEMENT OF PRACTICAL TREATMENT

LF IN EYES: Flush with plenty of water. Call & physician if irritation pcrststs

IF ON SKIN: Wash with plenty of sonp and water. Get medical artention.

IF INHALED: Remove vidtim to fresh air. If not breathing give atificial
respiration, preferably mouth to mouth. Get medical anention.

{If container size ix 5 gallons or greater, use the following Environmenial Hazards
Alatenienis.)

ENVIRONMENTAL HAZARD

Do nat dischage effluemt containing this product inte lakes, streams, ponds,
estuaries, oceans, or other waters unless in accordance with the requirements of a
National Poliutant Discharge Elimination System (NPDES) permit and the
permitting suthority hes been natified in writing prior 10 dischage. Do not
dischurge effluent contgining this produd 1o sewer systems without previously
natifving the local sewnge plant authority,  For guid conlad your
State Water Board or Regional Office of the EPA.

(4 contuiner size is one golion or less, wse the followlng Storage and Disposal
siatemenis:}

STORAGE AND DISPOSAL
Keep procdisct under locked storage, inaccessible to small children. Do not reuse
empty contsiner. Rinse thoroughly, securcly wrap empty container in seversl
Layers of newspager and discard in trash.

(If container size (s greater than one galion. use the following Sioroge and Disposal
stalements:)
STORAGE AND DISPOSAL

Do not contaminste water, food, or feed by storage or disposal,

PESTICIDE STORAGE
Keep product under locked storage, inaccessible to children. Open dumping is
prohibited. Do not reuse smpty containe,

PESTICIDE DISPOSAL
Wastes resuiting from the use of this product may be disposed of on site or &t an
approved waste disposal facility,

CONTAINER DISPOSAL

(Plastic containers:) Triple tinse (or oquivalem). Then offer for mcycling or
reconditioning. or puncture and dispose of in & sanitary landfill, or incinerate, or if
allowed by state and local authorities, burm. If bumed, stay out of smoke.

(Fiber Drums With Liner) Completely empty liner by shaking and tapping sides
ad bottom to loosen dinging paicles. Empty residue imo application
equipment. Then dispose of liner in a sanitary landfill or by incinermion if
allowed by state and local mathorities. If dam is contsminsted and cawnct by
reusedd, dispose of in the same manner,

(Metal Container:;) Triple rinse (or equivalent). Then offer for recycling or

reconditioning or punchwre and dispose of in a sanitary landfill, or dispose of by
other procedures approved by state and local authorities.

Pangicide, and Rodentionty N 1
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*KILLS HIV-1 (AIDS  VIRUS) ON  PRECLEANED,
ENVIRONMENTAL  SURFACES/OBIECTS PREVIOUSLY
SOILED WITH BLOOD/BOPDY FLUIDS in healtl. care sektings or
other seltings in which there is an expected likelihood of soiling of
inanimate surfaces/objects with blood/body fluids, and in which the
surfaces/objects likely to be sciled with blood/body fluids can be
associated with the potential for transmission of Human
Immunodeficiency Virus Type I (HIV-1)(associated with AIDS)
SPECIAL  INSTRUCTIONS FOR CLEANING AND
DECONTAMINATION AGAINST HIV-1 (AIDS VIRUS) OF
SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS:

Personal Protection: Disposable latex or vinyl gloves, gowns,
face masks, or eye coverings as appropriate must be worn during
all cleaning of blood/body fluids and during decontamination
procedures.

Cileaning Procedures: Blood/body fluids must be thoroughly
¢leancd from surfaces/objects before application of disinfectant.
Contact Time: HIV-1 (AIDS virus) is inactivated afler a conlact
time of 4 minutes at 25°C (room temperature), Use a 10-minuie
contact time for other viruses, fungi, and bacteria listed.

Disposal of Infections Materials: Blood/body fluids should be
antoclaved and disposed of according to federal, state, and local
regulations for infectious waste disposal.

CLEANSING OF BODY SURFACES AND BODY ORIFICES
OF HUMAN REMAINS: This product 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 2 ounces per
gallon of water. A soft handbrush may be employed on surfaces
other than the fage. Prepare a fresh solution for each remains or
when solution becomes visibly dirty or diluted.
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HOUSE DISINFECTANT

DILUTION: 1:64

1.

2.

A PREMISE, LIVESTOCK, POULTRY & TL

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

Remove ati liter and manure from floors, walls, and
surfaces of barns, pens, stalls, chutes, vehicles, and
other facilities and fixtures cccupied or traversed by
animals.

Empty all troughs, racks, and other feeding and
walering appliances.

Thoreughly clean all surfaces with soap or detergent,
and rinse with water.

Saturate all surfaces with the recommended disinfecting
solution for a period of 10 minutes,

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

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

After treatment with disinfectant, thoroughly scrub feed
racks, troughs, awomatic feeders, fountains, and
waterers with soap or detergent, and rinse with potable
water before reuse.

Ry

2 OUNCES PER GALLON OF WATER
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