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UNIT] TATES ENVIRONMENTAL PROTECTH GENCY

Lonza Inc.
17-17 Route 208 JAN 11 1998
Fair Lawn, NJ 07410-2821

ATTENTION: Ruth Trager

SUBJECT: Formulation HWS-128
EPA Registration Number 47371-130
Your Amendment Dated: October 20, 1998

This is to acknowledge receipt of your amendment to revise the labeling for this product.
This amendment is acceptable subject to the comments listed below.

The provided information on “Chemia 1117R Spartan Fragrance” is still in review. Thus
your Confidential Statements df Formula for the Alternate Formulations and the Basic
Formulation, each of which are dated 12/23/97, cannot be accepted at this time.

A stamped copy of the label is enclosed for your records. Please submit one copy of the
final printed label.

Should you have any questions concerning this letter, please contact Tracy Lantz at
(703) 308-6415.

Sincerely,

Velma Noble

Product Manager (31)

Regulatory Management Branch I
Antimicrobials Division (7510C)
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PELIGRD: S NO PUEDE LEER EN INGLES, PREGUNTE A SU
. SUPERVISOR SOBRE LAS INSTRUCCIONES DE USO APROPIADAS
ANTES DE TRABAIAR CON ESTE PRODUCTO.

DILUTION: 1128 1 OUNCE PER GALLON OF WATER

{630 ppm quat)

DIRECTIONS FOR USE
It is a violation of Fedoral law to use this product in s i i with its
labeling,

This product is not to be used as & terminal sterilant/high level disinfectant on ay
swface or instnament that (1) is introduced directly into the human body, either
into or in contact with the bloodstream or nonmally sterile arem of the body, o (2)
conlacts imact mucous membrancs bt which does not ondinarily penctrate lhe
blood bartier or otherwise enter normally sterile areas of the body. This product
may be usod 10 preciean or decontaminate critical or semij-critical devices prior 10
sterilization or high-level disinfection.

GENERAL USE DIRECTIONS

Recommended for use in hospitals, muasing homes, schools, colleges, commercial
md indusing inniimions, office buildings, veterinary dinics, mimal life ywione
lsboratories, federally inspected mea and poultry establishments, equine farms,
tack shops, pet shops, sirports, kennels, hotels, motels, pwluy &'ms, mﬁwy
frems, dairy fams, hog farms, breeding establish

funeral hams. and houscholds. Disinfects, deans, and ‘hodnnm floors, wnlls,
metal inless steel surfiaces, gazed porcelain, plastic surfaces (such =
polypropylene, polystyrene, eic.), and other hard, nonporous surfaces.
APPLICATION: Reanove heavy soil deposits from sufse. Then thoroughly
wet surface With a sofution of | ounce of the concentrate per gallon of water. The
solution can be applied with a cloth, mop, sponge, or cosrse sprey, or sosking.  Let
solwtion reniain on surface for & minimum of 10 minutes. Rinse or allow to sir
dry. Rinsing of floors is not necessary unless they mre to be waxed or polished
Food contact swikces must be thomughly rinsed with potable water. Prepare a
fresh solution daily or more often if the solution becomes visibly ditty or dilsted.
USDA: For use in federully :mpeucdmedmdpu.ﬂuyplmmallh-d.
naporous  surfaces in inedible  prod g areas, arces,
andior exierior arcas. Alj surfaces must be momugh!y rinsed with poubte water.
USDA: For usc in federally inspected meat and poultry plants = a floor and wall
demner for 3¢ in all departments, Foed products and packeging material nust be
removed from the oom or carcfully protected.  All surfaces must be thoroughly
rinsed with potable water,

USDA: For use in fedenully ingpected meat and poultty plants s a disinfoctan
agent for use in all der Food products and packeging materials must be
removed from the room or carefilly | d. Use product in sccondance  with
its label. All surfaces must be thoroughly rinsed with pouble water,

TOILET BOWLS: Swsb bowl with brush to remove heavy 30il prioe to cleaning
or disinfecting Clean by spplying diluted solution around the bowd and up under
the fim.  Stubbom stains may require brushing To disinfect, first emove or expel
over the irmer trap the residual bowl water. Pour in thme owces of the diluted
solution.  Swab the bowl completely using 2 scub bnush or mop, making sure to
get under nm. Let stand for 10 minutes or ovemight, then flush.
MILDEWSTATIC INSTRUCTIONS: Will effectively control the growth of
mold and mildew plus the odors caused by them when spplied 1o hard, non-parous
surfaces such as walls, floors, and table 1ops. Apply solution (1 ounce per gallon
of water) with & cloth, mop, sponge, or coarse spray.  Make sure-1o wet wl goruces
completely, Let air dry. Repeat application weekly or when .;nmh rer.p;)urs. '
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FORMULATION HWS-IZ(_V
Formulacion HWS-128

ONE-STEP,
GERMICIDAL DETERGENT AND DEODORANT
Disinfectan  Pseudomonacidal Staphylocidal Salmonel lacidal
Baciericidal Fongitidal  Mild i “Virucidal

A multi-purpose, neutral pH, germicidal detergent and deodorant effective in hand
wHer up 1o 400 ppm (calculated &s CaCOy) in the presence of a moderate amount
of sail (5% orgmnic serum) acvording to the AOAC Usedilwion Test. Disinfects,
cleans, and deodorizes in one labor-saving step.

R

Effective againat the following pathogens:

Pseudomonay aeruginosa’
Staphylococeus sureus’
Salmonella choleraesuis
Acinetobacier calcoaceticus
Bordetella bronchiscptica
Chlamydia psittaci
Enterobacter acrogenes
Enterobacter cloacae
Escherichia coli’
Fusobacterium necrophorum
Klcbsiclla paeumoniac!

*Adenovirus type 4

*Avian polyomavirus

*Canine distemper

*Feline leukemia

*Feline picomavirus

*Herpes simplex type |

*Herpes simplex type 2

*HIV-1 (AIDS virus}
*Infectious bovine thinotracheitis
*Infoctious bronchitis (Avian IBV)
*Influcnza Afilong Kong

Legionella pneumaphils *Pscudorabies "

Listeria monocylogenes *Rabies

Pasteurella multocida *Rubclla (German Measles)
Proteus mirabilis *Tranamissible gastroenteritis virus (TGE}
Proteus vulgaris * Vaccinia

Salmonells enteritidis *Respirstory Syncytial virus (RSV)
Salmonella typhi

Salmonelia typhimurium

Serratia marcesceny

Shigella flexneni

Shigella sonnei

Staphylococcus aurcus,

{methicillin resistant)

Staphylococcus epidommidia?

Streptococcus faccalis’ Aspergillus niger

Streplococcus pyogencs Candida albicans

Enterococcus faecalis Trichophyton mentagrophytes

{Vancomycin Resistant)

! ATCC & antibiotic-resistant strain
? antibiotic-resistan| strain oniy

ACTIVE INGREDIENTS:

Didecyt dimethyl ammonium chloride 4.85%
n-Alkyl (C, 50%, Cy 40%, C1q 10%)

dimethy] benzyl ium chloride 3.23%
INERT INGREDIENTS: 91.92%
TOTAL 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

(See side pane! for additional precautionary wnd
practical trestment sialemens)

EPA Reg. No. 47371-130 EPA Est. No. fas markel on container)
NET CONTENTS: fas market on confainer}

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

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS

DANGER. CORROSIVE. Causes imeversible cye damage and skin bums,
Hamfisl if swellowsd Do not get in gyes, on skin, or on clothing, When handling
prodixt, protect cyes by wearing goggles or face shicld and protect skin by weanng
rubber goves. Wash thoroughly with soep and water afier handling Remove
contaminated clothing and wash before reuse,

STATEMENT OF PRACTICAL TREATMENT

In case of contact, immedigely flush eyes or skin with plenty of water for af lesst
15 minutes. For cyes, call a physician. If swallowed, call s doctor or get medical
atention. Do not induce vomiting or give snything by mouth fo an urconscious
person. Drink promptly u large quadtity of milk, egg whites, gelatin solution, or if
these are not availsble, drink large quantities of water. Avoid alochal .,

NOTE TO PHYSICIAN: Probable mucosal damage may conlmindicate (he use
of gastric lavege. Measimes Against cmulpory shock, respingory depression and
convulsion may be needed.

{If cortainer size is 5 gallons or greater, wse the following Emvironmental
Hazards siarements:)

ENYIRONMENTAL HAZARD
Do not dischage cffluent containing this product into lakes, streams, ponc ,
eoturics, ooeang, or other waters inlesy in d with the requ ol
National Pollutant Discharge Elimingtion System (NPDES) permit and the
permitting authority has beon notified in wriling prior fo dischage. Do not
discharge efffuent cortaining this product (0 sewer systems withow previously
natifying the local sewnge trciment plant muthority. For guideke contact your
State Water Board or Regional Office of the EPA,

(If container size is one paifon or less, use the following Siorage and Disposal
Hatements:}

STORAGE AND DISPOSAL
Keep product under locked siorage, incoessible to small children. Do not meuse
empty comainer, Rinse thoroughly, securely wrap cmipty oomtainer in several
Inyers of newspapeor, and discard in irash.

(If container size iy greater than one gallon, use the following Storoge und
Disposal statements:}

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.
PESTICIDE STORAGE
Keep product e locked Stomage, inacoessibie to childen. Open dumping is
prohibited Do not reuse empy container.
PESTICIDE DISPOSAL
Pesticide wastes are acutely hazardous. Impeoper disposal of excess pesticic
spray mixture or rinsale is a violation of Federal law. If these wasies cannat o
disposed of by use soconding to label instructions, contact your State Pesticide or
Environmentdl  Control  Agercy. or the Hazand waste rep ive o the
nearest EPA Regional Office for guidance,
CONTAINER DISPOSAL
(Plastic containers:) Taple rinse (or equivalet). Then offer for recyding or
recondilioning, of punciure and dispode of in a sanitary landfill, or incinerme, o if
allowed by state and local suthoritics, burn, [f burned, stay out of amoke.

(Fiber Drums With Liner;) Completcly empty liner by shaking and tapping sides
ond batiom to locsen clinging patticles.  Empty reside into  spplication
equipment. Then dispose of liner in a sanitary landfill or by inGneration if
allowed by siate and locw sthoritics. If drum is comaminaed and cannct by
reused, dispose of in the same manner.

{Metal Container:)

Triple rinse {or equivalent). Then offer for recyding or reconditioning or
puncture and dispose of in @ sanitary lendfill, or dispose of by other procedures
approved by state snd local authoritics.



*KILLS HIV-1 (AIDS VIRUS) ON PRECLEANED,
_-ENVIRONMENTAL SURFACES/OBJECTS FREVIOUSLY
SOILED WITH BLOOD/BODY FLUIDS in health care seitings or
other settings in which there is an) expected likelihood of soiling of
inanimate surfaces/objects with blond/body fluids, and in which the
surfaces/objecis likely 10 be
soiled with blood/bedy fluids can be gssociated with the potential for
transmission of Human Immunodeficiency Virus Type ! (HIv-
| Xassociated 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 viny! gloves, gowns, face
masks, OF tye coverings as appropriatc must be wom during all
cleaning of blood/body fluids and during decontamination procedures.
Cleaning Procedures ;. Blood/body fluids must be thoroughly cleaned
from surfacesfobjects before application of disinfectant.
Contact Time: HIV-1 (AIDS virus) is inactivated after a contact time
of 4 minutes at 25°C (room temperature). Use a 10-minute contact
time for other viruses, fungi, and bacteria listed.
Disposal of Infectious Materials: Blood/body fluids should be
autoclaved and disposed of according to federal, state, and jocal
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 & 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 remaine or when
solution becomes visibly dirty or diluted,

ACCEPTED
b with COMMENTS
in EPA Letter Dated:

g 1) B

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

ST37/I35

Formulation HWS§-128 (October 20, 1998) (EPA - M)

“peritM PREMISE, LIVESTOCK, POULTRY & TuedEY

HOUSE DISINFECTANT
DILUTION: [:128 1 OUNCE PER GALLON OF WATER

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

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

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

4.  Thoroughly clean &l surfaces with scap or detergent, and
rinse with water.

5. Samrate all surfaces with the Tecommended disinfecting
solution for a period of 10 minutes.

6. 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.

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

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

o



