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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

H&S Chemicals Division 
c/o Lonza Inc. 

SEP 21 1919 

17-17 Route 208 
Fair Lawn, NJ 07410 

ATTENTION: Ruth Trager 

SUBJECT: Formulation HWS-64 

SYMBOL. ~ 

SURNAME: , 

~.'TE - , 

EPA Registration Number 47371-131 
Your Amendment Dated: March 25, 1999 
EP A Received Date: March 30, 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 

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 su'!;ceptibility to Vancomycin at a dilution of I :64 
(2.0 ounces/gallon) in the presence of5% 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 
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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 ( 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 foll(JWing 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 clarified 
or deleted. 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

I. 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 
pre1lllses. The same set of directions may be used for all of the previously mentioned sites. 

J. The first section under "General Use Directions" makes claims for disinfecting, 
cleaning and deodorizing. According to DISITSS-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 ofthe labeling is enclosed for your records. Should you have any 
questions concerning this letter, please contact Tracy Lantz at (703) 308-6415. 

Enclosure 
7510C:T.Lantz:~:47371-131c 

qfl'l19q 

Sincerely, 

Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 
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CUIDADO: SI NO PUEDE LEER EN INGLES, PREGUNTE A SU 
SUPERVISOR. SOBRE lAS INSTRUCCIONES DE usa APROPlADAS 
ANTES DE TRABAJAR CON ESTE PRODUCTO. 

DILUTION: 1:64 
(630 ppm Qual} 

2 OUNCES PER GALLON OF WATER 

DIRECTIONS FOR USE 
Ii is a viol.ion of Federal liIW to use this prodUd. in a manner inconsistenl with its 
labeling. 
This ~ is IlC( to be used as a terminal sterillll1lhiitl lC'iel disinfCl1a1t on a\Y 
surface or instrumenl tha (I) is introduced dinx1ly into the hlm1a1 body, either 
into or in ~ with the bloodstrecn or normally sterile __ of the body, or (2} 
contal1S i~ muoou; mcmmns I:ut ..mid! 00es not ordirmiy ~e the 
blood barrier or otherwiK enter normally sterile IRM of tlv: body. This pnxJuct 
tn.!I)' be US«t 10 ~ DI dccontwnillllfe enlita! DI semi.mliCIIJ dtvia:s pior 10 
sterilization or high-level disinfection, 
GENERAL USE DlRECflONS 
R~ for use in hMpitais. ntnill8 hcxnes. sdxloIs, coIlegr:s. a:mrnetQaI 
~ industrial institutions, office buildings, veterinary clinics, alimal lite sci.cn::e 
labonI;ories. federally inspctted meat lind poultry establishments, equine limns, 
ta::k shops, pet shops. ailJ)Orts,. kennel.>, hotels, motels, poultry films. turk!:y 
furms, dairy fiwms. hog fim'Is, breeding estabii$hmen1s, grooming establishments. 
funeral homes, .xl households. Visinfeas, cielllS, .xl deodoriza floon., MIlls. 
metal surtaccs. stainless steel surfaoc$. glazed pomllain. plastic ,Irlaocs (such as 
polypropylene. pol)'styrene, etc.), and other ham. nonporous surfaces. 
APPLICATION: Remove hes\o)' soil deposits from surfa;;c. Then~)' 
wet surf8ce with a solution of 2 WlCC$ of the coocentnIle per ploo of WIter. The 
$Olution (;Wl be applied wilh a cloth, mop. sJlOll4F, or cane spnI)', or SOIIkin&_Let 
solution remain on sur1'aoc for a minimum of 10 minut~. Rinse or allow to air 
city. Rinsing of Docn is not necc:ss.:y unless they IR to be ~ or polished. 
Food contaa surfaces must be thonJu@I1ly rinsed with potable 'NIter. Prqae a 
fresh solution daily or more often if the solulion becomes visibly dirty or diluted. 
USDA: For use in fcdenVl)' inspeacd mea IN poult!)' pl'" on all lad, nco­
porous sur1'aces in inedible proIid processing IR8S., ntqJrOCCSSing IR8S., lPVor 
exterior areas. All surfaces must be thoroughly rinsed with potable water. 
USDA: For use in federally inspected mea IN poulh)' plns as a floor n wall 
cle&let' for use in III ~rnmts. food pnxb;u InI pacUsjng material mus« be 
removed fium the room 01' carefully protected. AU surfiEcs must be ~y 
rinsed with potable water. 
USDA: For use in fedmdly inspected meat hi poultry pllDtS • /I disinfcctart 
¥" for usc in all dcJ:aI.ments. Food products in:! f'IIduWn& roscrial' must be 
removed fiom the 100m ar ClRfully protected. Use produd in aoc:ordIn:le with 
its label. All surl'aces must be thorol.I&hly rinsed with poubIe water. 
TOILET BOWLS: Swab bowl with brush to remove heavy soil prior to clcaling 
or disinfctting. Clean by l'f'Plying diluted solaion W1lUI'ld the bowl n:I up under 
the rim Siubborn stains may n:quire brushing. To disIDf.ea, fim remove or cxpeJ 
over the inner trap the residual !xrM water. Pour in t:I:we 0ln:t:S of the diluted 
soIutioo. .1 Swab the bowl completely using a sa'Ub brush or mop, rnalcing MR to 
8et under rim. Let stand for 10 minutes or overnight. then flush. 
MILDEWSTATIC INSTt'UtTIONf- "Wllt cfTeaive]y control IDe growth uf 
mold in:! mildew plus the w:I.;n. ~by then. ...men Wied to twrl, non-porous 
surfaces such as 'MIlls, flCK!:>. ~ ~(tops." ~)' solwOI'I (2 0IIiCCS pet pion 
or w.ter) with a clM mop. ~,'-l...::oar...e..-s..,ay. Make SIR t(l ~ all surfares 
completely. Let air dry. Repeat applicution weekly or when growth reappears. 
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'-' FORMULATION HWS~64/ '-..../ 

(Formulacion HWS~64) 
ONE-STEP. 

GERMICIDAL DETERGENT AND DEODORANT 
Disinfed.1Wlt Pseudomonacidal SlafIhyIocidai SaimoncllacidaJ 

Uuctcricidill Fungicidul Mildc'oWtaic "Virucidal 
A muili-purpose, neutnll pH., smnicidal detergent IDi dcodoont effeaive in hard 
..... er up to 400 ppm (calwla.ed as CaC0l) in the presence of al1lOdenle ImOUIIt 
of soil (5% orpUc senm) l1I.'WIdiog to the AOAC U~fI .. ion Test Disinfects, 
cleans, and deodorizes in one labor-saving step. 

Effeaive against (he following pathogens: 
Pseudomonas aeruginosa l "Adenovirus type 4 
Shlrhylococcu.~ III1RlUl1 I • "'vian polyurnl&virus 
Salmonella clio/etae:!iuis "CaniM dilllempcr 
Acinetobacter calCOace1:icus "Feline leukemia 
Bordetella bronchiseptica -Feline picornavirus 
Chlamydia p5ittacj -Herpes simplex: type J 
Enterobactcr aerogenes "Herpes simplex. type 2 
Enlcrobacter cloacae -H!V-I (AIDS ViM) 
Escherichia colil -Jnfeajous bovine miJ10lnldWtis 
Fusobacterium necrophOf\l1Jl -Infeaious bronchitis (Avian IBY) 
Klebsiella pneumoniae l -lnfluen7.a NHong Kong 
Legionella pneumophila -Pseudurabies 
Listeria monocytogenes 
Pasteurella multocida 
Proteus mil'llbilis 
Proleus vulgaris 
Salmonella enteritidis 
Salmonella typhi 
Salmonella typhimurium 
Semlliam~s 

Shigella f1exneri 
Shigella SOMei 

-Rabies 
-Rubella (German Measles) 
-Transmissible gastroenteritis virus (TGE) 
-Vaccinia 
-Respiratory Syncytial Virus (RSV) 

Aspergillus niger 
Candida albicans 
Trichophyton mentagrophytcs 

Staphylococws tuUeUS - Methicillin Resistant (MRSA) 
Staphylococcus aureus • Vancomycin Resistant (VRSA) 
Staphylococcus epidermidis

' 
Streptococcus faocalis I 
StreptocQccus pyogcnes 
Enterocoa;us faecafis • Vancomycin Resistant (VRE) 

I ATCC &. anlibiotiNcsi$Ul/lt slruin 
1 antibiotic-resistant strain only 

ACfIVE INGREDIENTS: 
Didecyl. dimethyl anunoniwn chloride ..................................................... 2.430/0 
n-Alkyl (C1• 50%, CIl400/o.. CI6 10%) 
dimeth)'f benzyl lItIflIIJfiium dIIoride ........ ............................................. I.~ 

INERT INGREDIENTS: ........................................................... , ........... 95.950/, 
TOTAL 101)'{10% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

(See side JWlCI for additional pm;:af.ionll)' SId 
pm,lical lrewncna staemcnts) 

EPA Reg.. No. 47371-131 EPA Est. No. 
NET CONTENTS 

H"S CHEMICALS DIVISION 
do LONZAINC .. l,-17 ROUTE 2os. FAIR LAWN, NJ 07410 

PRECAUfIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 
CAUTION. Causes moderaIe ~ inil8lioo.. Hannful if absorbed through. skitL 
Avoid cont&t with C)a, skin IIIId clothing. Hamful if inhaled. Avoi<l mahing 
5pffl)' mist. WlI!Ih thoroughly with """ 8'xl ..... cr after handling. Remove 
contWllinaled clothing and wash before reuse. 
STATEMENT OF PRACflCAL TREATMENT 
IF IN EYES: Flush with plenty ofwaler. Call B physician if irritation persists. 
IF ON SKIN: Wash with plenty ofsoap and water. Get medical attention. 
IF INHALED: Remove vittim to fu:sh air. If hot bretChing. give artificial 
respiration. preferably mouth to mouth. Get medical attention. 

(If COflla;fIf'r J;U Is J sa/10m or gr~ol~r, II.J~ I~ followins Elw;rol1f11f1f1/al H~ord.J 
.""I'I1~nl.J,) 

ENVlKONMENTAL HAZARD 
Do not di~ effluent axttBining this product into lakes, stmIJns, prods, 
estuaries, OOCSIS, or other ..... m unless in aa:ordrn;:e wilh the n=quirements of a 
Naional PollutlW DisdutrJ!e Elimillition System (NPDES) pennit " rhe 
permitting Uhority hils been llC(ified in \\riting pior 10 disc:hars:. Do not 
disduJrsc effluent axttBining this prodW; to sewer s~tems wilhout previously 
noti6ing the loc:s/ ~ m:atmcnt plillt a.cbority. For ~ cornacl }001 

Stale Water Board or Reg.ional Office oflhe EPA. 

(if r:r.Jn/ujn~r sl:.- Is on" gallon ur kss. I/,u Ow ./ollawlnx Sl"r"x~ mid Disposal 
.Jlallments:) 

STORAGE AND DISPOSAL 
Keep pnxIln Ihier locked stOl'll@F:. inaw:ssible 10 small children. Do m reU&e 
empty oontainer. Rinse thon:Ju&tIly, SCQRly ~ empty oontaincr in sevCl1il 
layer.; Qfnewspaper and discard in Il1ISh. 

(If oonlaiflf'r .Ji:~ I.J gnal"r lhun 01U' gtUlon. 1/1" the fo/lowing Slorog" alld Di.Jposui 
stol~IIN,"IS:) 

STORAGE AND DISpOSAL 
Do not contaminate water, food, or feed by storage ordisposal. 

PESTICIDE STORAGE 
Keep proO.d InJer locked stomge. inaa:::essible to childre:n. Open dumping is 
prohibiled. Do not mBC' cmpIy container. 

PESTICIDE DISpOSAL 
Wastes resulting from the use of this ~ may be disposed of on site or If: IWl 
approved waste disposal facility. 

CONTAINER DISPOSAL 
(Pfo.slic conlulner:s:) Triple rinse (or equivalent). Then ofTer for tlX)ding or 
reconditioning. or pw;:ilft IIIId dispose of in a sn'-Y latdfill, or incinerate. or if 
allowed by stale and local authorities, bum. If burned. stay out of smoke. 

(Fiber Drum:s With Liner:) Completely ~ liner by shaIri~ .xl UWing sides 
in:! bn:m to loosen clinging pmicles. Empty residue into Wicaion 
equipment. Then dispose of liner in a snu.y IIRIfiIl or by incincnCion if 
allov.ed by mac SId local iUhorities. If dnnI is contamil\lted .xl arnot by 
reused, dispose orin the same manner. 

(Metal Con/oiflt!t'.") Triple rinse (or equivalent). Then offer for l'eC)cling or 
reconditioning or pmtttae n:I dispose of in a snu.y iaJdfill, or dispose of by 
olher procedures approved by state and local authorilies. 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

SEP 2 1 ~ 
-t: Under llIe Eedflllll!nsecticide, 

f1tngjcide. and Roden1icide Act lIS '2 J 
amended. for the J)eSlicide. 11f11 "1/ _/ gI 
registered W1der EPA Reg-. No. T I :.J {I 
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"'K1LLS HIV-l 
ENVIRONMENTAL 

(AIDS VlRUS) ON 
SURFACES/OBJECTS 

PRECLEANED, 
PREVIOUSLY 

SOILED WITH BLOOD/BODY PLUIDS in healtL 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 the 
surfaces/~bjects likely to be soiled with blood/body fluids can be 
associated with the potential for transmission of Human 
Immunodeficiency Virus Type I (HIV-l)(associated with AIDS) 
SPECIAL INSTRUCTIONS FOR CLEANlNG AND 
DECONTAMINATION AGAINST mV-! (AIDS VIRUS) OF 
SURFACES/OBJECTS SOILED WITH BLOODIBODY 
FLUIDS: 
Personal Protection: Disposable latex Of vinyl gloves, goWns, 
face masks, or eye coverings as appropriate must be worn during 
all cleaning of blood/body fluids and during decontamination 
procedures. 
Cleaning Procedures: Blood/body Huids must be thoroughly 
cleancd from surfaces/objects bcfore application of disinfectant. 
Contact Time: UIV-l (AIDS virus) is inactivated after a contact 
time of 4 minutes at 2S"C (room temperature). Use a 100minute 
contact time for other viruses, fungi, and bacteria listed. 
Disposal of IDfectious Materials: Blood/body fluids should be 
autoclaved and disposed of according to federal, state, and local 
regulations for infectious waste disposal. 

CLEANSING OF BODY SURFACES AND BODY ORIFICES 
OF HVMAN 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 hand brush may be employed on surfaces 
other than the face. Prepare a fresh solution for each remains or 
when solution becomes visibly dirty or diluted. 

" 
" 
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1. A J'JlliMISE, LIVESTOCK, I'OULTRY & TL ;Y 
H'tJUSE DISINFECTANT'~ 

DILUTION, L64 2 OUNCES PER GALLON OF WATER 

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

2. Remove aU liUer and manure from Ooors, walls, and 
surfaces of barns, 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 all surfaces with soap or detergent, 
and rinse with water. 

5. Saturate all surfaces with the rewmmended disinfecting 
solution tor 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 employ equipment 
until treatment has heen absorbed, set, or dried. 

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

ACCEPTED 
with COMMENTS 

in EPA Lener Dated: 

SEP 2 1 IIffl 
Under Ute fllderal Insecticide, 
f'onglcide, and Rodenticide Act as ? 1 
amended, for rhe pestiCide, ,11"11 (~ J 
registered under EPA Reg_ No. '1" :; ?\ 
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