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UNiTED STATES ENVIRONMENTAL PROTECTION AGENCY 

AUB 3 1 1299 
H&S Chemicals Division 
c/o Lonza Inc. 
17-17 Route 208 
Fair Lawn, NJ 07410 

ATTENTION: Ruth Trager 

SUBJECT Formulation HWS-256 
EPA Registration Number 47371-129 
Your Amendment Dated: March 3,1999 
EPA Received Date: March 4, 1999 

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

Efficacy Review 

The microbiological data developed by the Official Methods of the AOAC Use Dilution 
Test Method 15th edition (1990) (MRID 447691-01) was submitted to support claims of product 
effectiveness against Staphylococcus aureus (VRSA) a clinical isolate with reduced resistant 
susceptibility to Vancomycin at a dilution of 1:256 (0.50 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 (HrP-
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. 

COHCUMEHCl!S 

::::~ ~ .~Jg.~ ...................... : ................ : ...................... _ ................................. _ ...................... ~ ..... . 
~"TE ") ·;I~q.,·················· ................. . ..................................................................................... . 

m Form 1320-1A (1190) OFFICIAI..FI!.E copy 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

1. Submit and/or cite all data required for registration/reregistration of your product 
under FIFRA sec. 3 ( c )( 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. Revise this statement to read 
"Disinfects, cleans, and deodorizes the following hard nonporous inanimate sUlfaces: 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." 

H. Make the following revision to the "Precautionary Statements." Revise "For 
eyes, call a physician." to read "Fqr eyes or skin, call a physician." 

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. 

1. The use sites, commercial and industrial institutions, need to either be clarified 
or deleted. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

J. 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. 

K. The first section under "General Use Directions" makes claims for disinfecting, 
cleaning and deodorizing. According to DISrrSS-15 your product must have separate 
"Directions for Use" for disinfecting, cleaning and deodorizing. Include directions for cleaning 
and deodorizing. 

L. 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. 

Enclosure 
751 OC:T.Lantz:8/27 199:473 71-12ge 

?A Fom> 1320-1"'(1190) 

Sincerely, 

Velma Noble 
Product 11anager (31) 
Regulatory 11anagement Branch I 
Antimicrobials Division (7510C) 
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PEUGRO: SI NO PUEDE LEER EN INGLES, PREGUNTE A SU 
SUPERVISOR S08RE LAS INSTRUCCIONES DE usa APROPIADAS 
ANTES DE TRABAJAR CON ESTE PRODUCTO. 

DILUTION: 1:256 
(630 pPm qllill) 

112 OUNCE PER GALlON OF WATER 
I OUNCE PER 2 GAlLONS OF WATER 
2 OUNCES PER 4 GALLONS OF WATER 

2 112 OUNCES PER 5 GALLONS OF WATER 
4 OUNCES PER 8 GALLONS OF WATER 

DIRECTIONS FOR USE 
[t is a violalion of Federal law to use this product in a!11llr1nel' inconsistent "";th its 
labe[ing. 
This product is not to be used as a tenninal sterilWItlhigh level disinfed.am on.,y 
SurfBOCi or ill5trument thlt (J) is introduced directly into lhe human body, either 
into or in cmtad with the bloodstreal1l or nonnaIly sterile IR45 of the body, or (2) 
contad:s intact mucous membrmes but ~idt does not ordinarily penelnce the 
blood barrier or othetwise enter oormafly sterile Ifta'I of the body. This prudUd 
may be used to pm:fetll or dea;ntamiTlllle critical or semi-aitical devices prior to 

steriliation or high.llCYel disinfection. 
GENERAL USE DIRECTIONS 
Reoornmended for use in hospitals, nlning homes, schools, colleges, commercilll 
m industrial instit~ions, office buildings. veterinary dinics. IW\imal life science 
l~oria. £edera1lr inspected ~ m pouItfy establishments, equine fams, 
tn shops. pet shops, airports, kennels, haeels, motels, poultry r.ms. turkey 
finns. dairy farms. hog fams. !fteding establishments. JVOCIIning establishments, 
tmcral homes. tnd households. Disinfetts, des\!, awl dcodMz.es f1(XXl1. \WIls. 
metal slriK:es, stainless lleel slriEes, gl8l.ed poroclain. plastic: surfaces (such _ 

polyptop)'lene. polystyrene, ete.), and other hard, nonporous surfaces. 
APPLJCATION: Remove hea\y soil dq:a..its fiml s~ Then ~y 
-' sLWfac:e with a soIaion of 112 0In:e of the conocntnce per pilon of "'1IIer. 
The IOitiion CII1 be lIlJIIicd with • doth. mop. Sf'llI1F, or tune spn)'. or soaking. 
Let saI~ion zwnain on ...r.z for a miniOIl.n of 10 miNCI. Rinse or allow to 
air dry, Rinsing of fI(XXlI is n<W: ncccssaI)' mless they IR to be MIXed or polished 
Food conta1 s..-faccs must be tIw:JrouI!Ny rinsed with potable "'1IIer. Prqwc a 
fmh solution daily or more often if the solution becomes visibly dirty or diluted. 
USDA.: For use in fedendly inspected ITICll md poult!)' pllI11S on all I\Il'tI, 
nonporotL'I ,...races in inedible pmdud: processing --. nonpoeessing 1R45, 

and/or exterior areas. All surfaees mUll be thoroughly rinsed With potable water. 
USDA.: For usc in federally ill5pected tnCIl ,m poult!)' p1iDs as a floor In! 'MIll 
clea1et for use in all departments. Food products !aid packaging nvterial mull be 
remoYed from the room or carefully prcted.ed All surfaces mull be ~Iy 
rinsed with potable water. 
USDA.: For use in federally inspected IT1C!l II1d poultry p1al1S as a disinfectant 
agent for use in all depBrtments. Food produds Ilf!d packaging materials must Ix: 
mnoved from the room or can:fuIly prcted;ed Ule product in acc:ordMoe with 
ils label. All surfacC:5 must be thoroughly rinsed wilh potable water. 
TOILf:T BO'M...S: Swab IxMt with brush to remtWe heavy soil prior to dCWIing 
or disinfecting. Clem by applying diluted soIulion .uund tlte bowl IrId ~ tnkr 
the rim. Stubborn stains may require brushing. To disinfea. tim mnove or eltpel 
over the inner trap the residual bowt "'1IIer. Pour in ~ 0I.I10C5 of the dilultd 
!iOlution. Swab the bowl wmplelely using a scrub brush or mop, making SUI~ 10 

get under rim. Let stand for 10 minutes or o"emight. then flush. 
MILDE\\'STATIC INSTRUcnONS: Will effed.i"ely control the grov.U! of 
mold Brld mildew ~I.!S the odors 0IllSed t:,t Ihnn 00m ~jed 10 h.W, 1XlrlpOf'OUJ 

Surf'1ICCll s~ as w.IIls, flocors, Sld table tops. Apply solution (112 0lK'ICC per !9lIloo 
of'MttT) with a doth, IT1QP. sponge. or coone Ipn!)'. Make sun: to Yod all surfaces 

completely. Let ACC~PTEI)lieation weekly or when growth~. 

with COMMENTS 
in EPA Letter Dated: 

tIM l £ 00'1 
Under tne Federal Insecticide, 
!'.ngicide. and Rodcnticicle Act 06 

amended. for the pesticide. Lf 1?J 11 i:tl 
F,,~?'5P.~~·.~~t~7f.~'~ ;'~~~~/:e~;jlJ!~; ... 

FORMULATION HWS-256/ 
Formulacion HWS-256 

ONE-STEP, 
GERMICIDAL DETERGENT AND DEODORANT 

Disinfectant P~udomonacidal Staphylocidal Salmooelladdal 
Bactericidal Fungicidal Mildewstalic 'Virucidal 
A multi-purpose. neutral pH, germicidal detergent !rod de:odormt effecti"e in I:urd 
WIler up to 400 ppm (calruh.ed _ CreOl) in the presence of II; modenle amount 

of soil (5'1'. otpIic serum) aooording to the AOAC Use-clilUlion Tesl. Disinff:dS. 
cleuns, and deodorizes in one labor·saving step. 

Effedi"e against the rollowing pathogens: 

• Adenovirus type 4 
'A"ian polyom~"inls 
'Canine distemper 
'Feline leukemia 
'Feline picomavinss 
'''erpc:s simplex type I 
'''erpes simplex type 2 
'H£V-I (AIDS "iNll) 
'Infectious b<winc minotracheilis 
"nfectiow bronchitis (A"ian JBV) 
'Influenza All long Kong 
'Pseudorabies 
'Rabies 

Pseudomonas aeruginou l 

Staphylococcus aureus f 

Salmonella tholemesuis 
Acinc:tobacter calcoaceticus 
Bordetella bronchiseptica 
Chlamydia psittaci 
Enterobac1er aerogenes 
Enterobacter cloacae 
Escherichia coli' 
FU50bacterium necrophorurn 
Klebsiella pneumoniae I 
Legionella pneurnophila 
Lilleria monocytogenes 
Pas/cure". mul/acids 
Proteus mlrabilis 
Protws vulgaris 

'Rubella (German Measles} 
'Transmissible gucroenteritis "iNS (TGE) 
-Vaccinia 

Salmonella enteritidis 
Salmonella t)'phi 
Salmonella t)'phimurium 

'Respindory Syney1ial "iNS (RSV) 

Semdia marcescens 
Shigella nelUleri 
Shigella !IOJInei 
Staphylococcus .ureus (Methieillin rcsistlU\l· MRSA) 
Staphylococcus aumas (Vancomycin Resistant· VRSA) 

Aspergillus niger 
Staphylococcus epidennidis1 

Streptococcus faccalis' 
Streptococcus pyogenes 
Enterococcus faecali! 

Candida a1bicans 
Trichophyton menlagrophytes 

(Vancomycin Resistant) 
I ATCC.t antibiotic_millanl slmin 
) anlibiolie-.te!listant stmin ollly 

ACtiVE INGREDIENTS: 
Oidecyl dimethyf ammooium chloride: 
n-Alkyl (C u 50%. CI140-/., C 1• 10%) 

dimethyl benzyl ammonium chloride .. 
INERT INGREIlIEi'ITS:. 
TOTAL [oo.O(w. 

9.70";;' 

.. 6.47% 
.. 83.83% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
(See side pihCl for slditiCl\al pm::au1ionaty sod 

pradical t~ment statements) 
EPA Reg. No. 47371-129 EPA Est. No. 

NET COf'.ITENTS 

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

PRECAtrrlONARY STATEMI!:NTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGER. CORROSIVE. CiUSCS irreversible qe damage 1M skin bums. 
lla-mful if sY.sllov.oi Do n<W: IJ:I in e)eS. on skin. or on clothing. When handling 
product, protect eyes by -';118 lJl88Ies or fac::e. shield hl protect skin by v,.,:aring 
rubber gI<WeS. Wash thoroughly with soap m Waler after hmdIing. Rellxwe 
contaminated clothing and wash before reuse. 

STATEMENT OF PRACTICAL TREATMENT 
In case of oontad:. inuncdi8lely flush eyes or skin with p1mty of"'1ller for .. ICll'it 

15 min~es. For~, call a physiaat rf swall~ call a doctor or ~ medical 
IItention. Do not induce "omiting or gi...e II'I)1hing by mouth to an ~ous 
~ Drink promptly a I. quantity of milk, qg whites. Flllin solution, 01' if 
these are not available. drink large quantities of water. Avoid alcohol. 
NOTE TO PHYSICIAN: Probable mucosal dIIrnagre may oontrnindicae the use 
of gastric l~. MCIl'iUI'CS &pinst circulatory shock., respirlllOl)' depression IIld 
convulsion may be needed. 

(If co,,/a/rwr J/:I /I J ga/Ioru or g',alfr. lUI /h, fol/owing £"",iro""","al Ha:ardJ 
Slal''''t''U:) 

ENVIRONMENTAL HAZARDS 
Do not di~ emuent containing this produ:;:t into lakes. streams, jXlIlds, 
estuaries. ~, or other "'1IIers mless in aa:ordinoc with the requirements of a 
Nllional Pollutn Disc:tIIrF ElimiNtlon S),!em (NPDES) permit hi lhe 
pennilling authority has been notified in "-Tiling prior to di~. Do 001 
disdwlrg:: emucnl containing lhis produd. to SC\>oU SY-Items without ~ously 
notir,.;ng the local SC"'¥ tralment pin a4h0rity. For jplida"ll:e contaQ )UUT 

State Water Board or Regional Office ofllie EPA 

(if conta{M' ,1:1 (, DII' gallo" or kJJ. us, tit. /ollow("R Staragt alld OfJpoJtll 
nal,,,,,,,u:) 

STORAGE AND DISPOSAL 
Keep proWd: meier locked 510ll!11F. il18DCCS5ible to small children. Do not ~use 
empty container. Rinse thoroughly. !eaRly wrap emrtY container in :several 
layen of newspaper, and discard in trash. 

(If Call/a;,..' sin iJ fntJIIr /ha" DM ga/l.o". us. th, followl"g Siorage and OispoJa/ 
Jlal,,,,,,,IS:} 

STORAGE AND DISPOSAL 
Do nol contaminate water. food, or feed by storage or disposal. 

• PESTICIDE STORAGE 
Keep product under locked Slorase, inac:t::es$j~e to children. cpen dumping is 

prohibited. Do not ~use empty container. 
PESTICIDE DISPOSAL 

Pesticide v.mtes arc .,..ely halBrtIous. ImprtlpI:I' disposal of exo:ss pesticide, 
sl'"!)' mixture. Of rinsate is a violE.ion of Federal law. If these _tes cannot be 
disposed of by use *XXlrding to label instructions, contBd )UUT State Pesticide or 
Environmental Control Appv:y, or the Ha:nrdous W_te representative iii the 
nearest EPA Regional Office for guidance. 

CONTAINER DISPOSAL 
(Pla."/€' con/alners:) Triple rinse (01' equivalent). 11lCf1 offer for recycling or 
reconditioning. or JM1dure 1M dispose of in a SSlit~ IlIldfin. or incinerllle, or if 
allowed by lillie and local authorities. bum. If burned. Slay out of smoke. 

(Fiber Drunu With Liner:) Completely empty liner by shaking and t/Wing sides 
sxl bottom to loasen clinging partides. Empty residue into ~Iiallion 

equipment. Then dispose of liner in a S8Ilitary 1.xlfi1l or by incineniion if 
a11QY,U/ by state 1M local authorities. If drum is contarninar.ed m ~ by 
reused, dispose of in the same manner. 
(Me/al Container:) 
Triple rinse (or equi"alent). Then offer for recycling or reconditioning 01' 

puncture m dispose of in a SI'I"litsry laldfill, or di~ of by O(ner ~ 

appro"ed by state and local authorilies. 

~ 

~ 

~ 



-KlL.LS IIlV-I (AIDS VIRUS) ON 
ENVIRONMENTAL SURFACES/OBJECTS 

PRECL.EANED, 
PREVIOUSLY 

SOILED WITH BLOOD/BODY FLUIDS in health care settings or 
other settings in which there is an expected likelihood of soiling of 
inanimate surfaces/objects with blood/body fluids, and in which Ihe 
surfaces/objects likely to be soiled with blood/body Iluids can he 
associated with the potential for transmission of Human 
Immunodeficiency Virus Type I (HIV-l)(associated with AIDS 
SPECIAL. INSTRUCTIONS FOR CLEANING AND 
DECONTAMINATION AGAINST HIV-I (AJIlS VIRUS) 01' 
SURFACES/OBJECTS SOILED WITH IILOODIllOIlY 
FLUJIlS: 
Personal Protection: Disposable latex or vinyl gloves, gowns, 
face masks, or eye coverings as appropriate must be worn during 
all c1eaning of bloodfbod), fluids and during decontamination 
procedUres. 
Cleaning Procedures: Blood/body fluids must he thoroughly 
cleaned from surfaces/objects before application of disinrectant. 
Contact Time: HIV-I (AIDS virus) is inactivated after a contact 
time of 4 minutes at 25°C (room temperature). Use a IO-minute 
contact time for other viruses, fungi, and bacteria listed. 
Disposal of Infectious Materials: Blood/body fluids should be 
autoelaved 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, hathe the entire 
body with a solution of 1/2 ounce per gallon of water. A soft 
handbrush may be employed on surfaces other than the rllcc. 
Prepare a fresh solution for each remains or when solution 
hecomes visihly dirty or diluted. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

AVG 31 J.m 
Under the Federal Insecticide, 
r.ngiclde, and Rodenticicle Act as 
amended, for the pesticide, .1tftt11/ VIta 
registered under EPA Reg. No. '11". ~ 1C1v l 

Formulation IfI.IIS·256 (EPA antauim~n{ 313199) 

FAIU\I l'ltgMISE, LIVESTOCK, POULTHY & TURKEY 
HOUSE DISINFECTANT 

DILUTION, L256 1/2 OUNCE PER GALLON OF WATER 

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

2. Remove all liner and manure from Ooors, walls. and 
surfaces of barns, pens, stalls, chutes, vehicles, and 
other facilitie!; and fixtllre~ occupied or traversed hy 
animals. 

3. Empty all troughs, raeb, ,1nd other feeding .1n<1 
watering appliances. 

4. 'nlOroughly clean all surfaces with soap or detergent, 
and rinse with water. 

5. Saturate all surfaces with the recontmended disinfecting 
Solution for a period of 10 minutes. 

6. Immerse <Ill hailers, ropes, and other types or equiplllent 
used in handling and reslfilining animals, as well as 
forks, shovels, and scrapers used for removing litter and 
manure. 

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

8. After treatment with disinfectllnt, thoroughly scrub feed 
racks, troughs, automatic feeders, fuuntains, and 
waterers with soap or detergent, and rinse with potable 
water hefore reu!;e. 
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