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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

mZ1199I 
H&S Chemicals Division 
c/o Lonza Inc. 
17-17 Route 208 
Fair Lawn,Nl 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( 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 4 73 71-130 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, 

J 
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. 

1. Submit and! or cite all data required for registration/reregistration of your product 
undct FIfRA sec. J ( c )( 5 ) when the Age1lfSmM@# I egisli milS of sinrilar produCts to 
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Ul'UTED STATES ENVIRONMENT AL 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: 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. Correct the "Ingredients Statement" by aligning the phrase "100%" such that it 
is directly under the inert ingredient total of91.92%. 

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." 

1. Make the following revision to the "Precautionary Statements." Revise "For 
eyes, call a physician." to read "Fot 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. 

COHCURRENCES 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

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. 

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

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

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

N. 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 

Sincerely, 

Velma Noble 
Product Manager (31) 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 
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PI:UGRO: SI NO PUEDE LEER EN INGLES, PREGl.1'f\(ffi A SU 
SlJl'ERVISOR SOflRE I.AS INSTRtJCCIONES DE USn APROPIAOAS 
ANTES DE TRAIIAJAR CON ESTE I'Ronu(.,'O. 

DlI.IIlK)N: 1:128 
(630 ppm 4ulIl) 

I 01 !NCE PER OAI.LON Of' WATER 

DIRECTIONS FOR USE 
It is a viol.ion of Fedend law to use this product in a tnIW1ner inconsistent with 
its la~Hng. 
This produd is not to be used as a terminal steril.w1U&f\ level disinfect.. on 
IWIy surfa:e or iMtnrnent tlw: (I) is introcb:ed diRdly into the tnm.J. body, 
either into or in aJntad with the bloodstm.n or nonnaI.ly sterile aeaI of the 
body, or (2) CO'1Ia1S inlatt muc:::ous mcmbra1es hi: vdJidJ docs not ordirwily 
penetrate the blood bmer or othcroMsc enter normally sterile aeaI of the body. 
This produd: may be used to pm:ICSI. or decontlminae aitical or scmi-aiticaJ 
devices prior to slerili1lllion or high-level disinfmion. 
(;EN[RAL USE DIRECTIONS 
Reoommcndcd b use in hospitals, nuning homes, td!ooIs, roIlCFS, 
cornmen:ial .n:I incbtrial instihaions, office buildinp, vcteriM)' clinics, 
lWtimai life science l.lll:Jcdorics. fcdcnlly inspcd.cd meII Ihi poultry 
establishmc:nts, equine films, tack. shops, pet shops. ai!pOlU, kennels, hotels, 
motels, poultty firms, hdey fiwms, dairy fams. hog firms, breeding 
establimmems. 1!J1XII'li"l cstablishmcm. IincraI homes, n:I household!. 
Disinfed:s, dcau. nI deoI:bizes floon. \WI1s, mctal surfil::es, stainless stccl 
slrlaccs. glazed poraellilin. planle slria:s (std!. • poI~ene, poIystyrcnc, 
etc.), and other hard, nonporous surfaces. 
APPLICATION: Rcrncwe heary soil deposits fiom.triJce.. Then thorol9Ily 
'M:t .un.:e with a soI~ion of I otn:e of the ~e p« pilon of WIller. 
The Killion cal be applied with a dOlh. tnq), spt:ll'll!le, or a.se spray, or 
soaking. i...d soI~ioo remlllin on s..tio: for a minimum of 10 min~es. Rinse or 
IIIlow to air dry. Rinsing of Ooon is not I"ICCCSIIW)' lI1leu lhey 1ft: 10 be 'MDI£d 
or polished. Food conIact stnaocs must be thoroutdJly rinsed with potable y,aer. 
Pn:piR a Iia.h soI~ioo daily or nne often if the sol~ion bcoJmcs visibly dirty 
Of diluted. 
USDA.: For usc in federally inspmcd II1CII hi pouItty pins 00 all Iwd, 
nonporous slrlaces in inedible product processing IRIIS, nonprocessing areas, 
andlor exterior 1=1$. AlIswfaces must be thoroughly rinsed with potlblo water. 
USDA.: For use in federally inspected meII hi poultty pins as a floor an1 
-.II deaner for usc in all dqxmnents. Food products and raXaiPna malerial 
must be removed fium the room or aRfully protected. All sl.ll"fias must be 
thoroughly rinsed with potable water. 
USDA.: For use in fcdcniIly inspected II1CII and poultry pI..u as • disinfectlKll 
vnt for use in all dcfatmcnts. Food products and packaging materials must be 
rcmov1ltl In_II the n. ... n t .. t:atrc1\1I1y pnllcdcJ. lJlIC pnd.1Ct In IU."llIddrIOO wllh 

Iia 1 .. 110:1. All aurlitcca IImal he Ih~lf\lulJ.hly rlnllCll with pll.hle wlllor. 
TUII.t:T UUWL..·h Swab howl with brush to n:II1"IO'Ie MaY)' wil pior Itl 
clCWling or disinfCding. CICSI. b)- applying dil~ed soILlion aromd the howl II1d 
up under the rim Stubborn stains may ~re brushing. To disinfect, first 
remove or expel over the inner ~ the ft:!Iidual howl 'MIler. Pour in three 
ounc:es of the dilLled willian. S\Wb the howl completely using. saub brush or 
mop, making sure 10 get mder rim.. Let stand for 10 min~es or overnight, then 

flush. 
MILDEWSTATIC INSTRUcnONS: Will effectively oontrol. the grtMth of 
mold jnd mildew plus the odon CIII.ISed by lhem .....t.cn applied 10 Iwd, non­
porons SlIrfHCCS SId! lIS -tIs, floon, m Iable tors. Arrty soI~ioo (I omcc 

per sullon of \o\1Ier) with a cloth. mop, sJOltIJ:, or aJIII"IC sfII'IIY. Make Sift 10 
I'od 1111 SL.ri~""""':b.,mflletely. I.et air ~ R~ lLJIPIiClllion ~kly or 00en 
<Nw,h ~p~. • ACCEPTJ:;D . 

r with COMMENTS 
in EPA Leiter Dated: 

~ 2..1 I'ffl 
Under tne federallnscc1ir::dt,·. li 
Flngicide, and Roc.en~:''":'·1·~ .~" ) 

F niIllM/;\lI;!ftIIIsf'lf~(EI<A~dm,"') p,., 1 .<21':21\ 
• rcQistered under EPA Reg. fcC,. 4 '13'11-, i)V 

FORMULATION HWS-128/ 
Formulacion HWS-t28 

()N~:'STl':P, 

GERMICIDAL DETERGENT AND DEODORANT 
Disinfectlnl Pscubnmiddal Siaphylocidal Sahncnellacldal 

Bactericidal Ftqpddal Mildcv.\!l.ic ·Vinridal 
A multi-pgpose. nNniI pit FfTtIicidal dl:tCfFll .wi deodora1t effective in 
hard 'MIler ~ 10 400 ppn (calcuI_cd as caCO}) in the presence of a modcnte 
anomt of soil (5% orpUc scnn) 8IXXJnting to the AOAC Use-dilLlioo Test. 
Disinfects, deans, and deodorizes in one labor-saving step. 

Effcc!ive against the following pathogens: 
Pseudomonas acruginosal *Adenovirus type 4 
Staphylococcus aureus l -""vi .... polyomavirus 
Salmonella cholClllCSUis ·Canine distemper 
Adnetob.ctcr calc:oacc:ticus -Feline leukemia 
Bordctella bronchiseptia. *Feline picornavirus 
ChllLfTlydilpsinaci ·11erpc:s simple)! type I 
Entcrobectcr aerogencs -Herpes simplex type 2 
Entcrobecter cloacae eHIV_1 (AIDS ViNS) 

Escherichia colil *Infectious bovine rhinonw=heitis 
Fusot.cterium nccrophonun *Infectious bronchitis (Avian IBV) 
Klebsiella pncuntonlac I *Influenza AtHong Kong 
l..egioneUa pncumophila ·Pseudorabies 
Listcril monocytogencs *Rabies 
Puteurella multocida -Rubell. (German Measles) 
Proceus mirabilis *Transmissible pstroentcrili. virus (TOF.) 
Proteus vulgaris 
Salmonell. enteritidis 
Salmonella typhi 
Salmonella typhimurium 
Scnsti. marcesccns 
Shigella flexneri 
Shigella sonnci 

·VlCeini. 
·Rcapindory Syncyllal viNa (RSV) 

Aspergillus niger 
Csndida rJbicans 
Trichophyton mcntagrophytcs 

Siaphylococcusaureus -Methicillin Resistant (MRSA) 
Staphylococcusaureus - Vancomycin Resistant (VRSA) 
Staphylococcus epidcrmidis J 

Streptococcus faecalis· 

St~ococcus PJosenes 
Enterococcus faecali,.. Vancomycin Resistant (VRE) 

I ATeC .t:. II1tihiotic-rai.tant .train 
J anllhlucic-rnlahlnl lirain unly 

A(."TlVY.IN(.HF.UlIUfJ"M: 
IJidcqt dimethyl ImmoohA1' chloride. . .......... 4.8W. 
n-Alkyl (Cit SO%, CIl40%. C.6 )(W.) 

dimethyl benzyl ammonium chloride .. 
INERT INGREDIENTS: ..........•............ 
TOTAL 
100.00-/. 

.3.23% 
91.92% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
(See ,ide JlIheI for additional rr-Jtioruy m 

p1Idicai tLtlfmcnt ItlLlements) 

EPA Reg. No. 47371-130 EPA Est. No. (ar marAeI on nJl1lalnerJ 
NET cONTENTS: (us morAeI on container} 

HAS CHEMICALS DIVISION 
do LONZA INC .. 17-t7 ROtrrE 208. FAIR LAWN, NJ 01410 

:l 
I 
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PRECALrrIONARY ST ATEMEI'ITS 
IfAZARDSTOIiUMANSANP OOMESTIC ANIMAI.s 

DANCER. CORROSIVE. e.u_ Innenible eye dam'F ."d .kln buml. lIarmful If 
Iw.Jlowed. Do noc pi In eyet, on .kln, or on clothln .. When h."dllnl produo;t. prulecl 
11)'''' hy -"n' .... IN nr r_ Ihlold AI,d 1,"'1 .... 1 Ikln hy _'~1. ".h!>or 1110 .... 1. Wllh 
tho",o!lhty with _p and w.lor alter hand'~III. Renlo .... co.mltmlnated clothlllil Uld wuh 
befon= n=UHI. 

STATEMENTOF PRACTICAL TREATMENT(FIRST AID) 
In cue or contact, immediately tlU$h eyea or skin with plenty of water for at leasl U 
minUlca. For eyes. call. phy.icitn. If IWIJlowed, uti. doc:tor or get medicallttenUoII. Do 
no!lndu.co yomitina or Jive anythina by mouth 10 on unoonseioul pcn.on. Drink prumplly 
• IuJe quantity or milk, ca whitea, Flatin IOlulion, or if these ~ nol available. drWIk 
lIrBequantilicaofWMet. A·/old.loohal .. 
NOTE TO PHYSIOAN: Problble mUOOSlI dttn.I!C nay oontraindicate the usc of pstric 
IlvaJC. Measures .,alnlt cireulatory shock. rcspinllory dcpn:ssion and oonvubion mly be 
ncalcd. 

(II CO"'QIII~r J'Z~ IJ J llallolU or ,rlaltr. OUt 'II~ fol/owlll, £:""I~oll_IIlol Hazards 
lIal~_"U:) 

ENVIRONMENTAL HAZARD 
Do no! ditl;:h.,. effluent oonllinng this produo;t into \Un, ttteam •• ponds, ettuariet, 
oceana, or other waun unleu n K:cardance with the requiremenll of. NatioD.lI ~Ilutant 
Disch.,. Ellmnation Syllcrn (NPDES) permit and the perman, .utho..-y hu bel ""'\ 
notified n wrUll prior to diacharp. Do nol dildwJe effiuml con.tain.inll this prodllCl, 
__ .yltem. ,without previoutly ootifyins the: Icx:aI _II' tJutmeat plant authority. 
For luict.nucon.ltct your State Water Board or ReaionllOfficc ofthc EPA. 

(1/ cofllalINr JI:~ IJ DIN Ilallo" Dr kJJ, III' II" jofIDwln, Slarall~ tutd Dllposal 
JIQI~_nlJ.) 

STORAGE AND DISPOSAL 
Keep produce und. Iocbd Ito,..., Nccallbic to .mall dllIdNn. Do not re\lte empty 
oonlalner. RInN thOI'OUPly, MCIINIy WI'IP empl)' OOfllalner In MWfII II),,,, of 
newtpaper, and dllUl'd In ttI.h. 

(If ",11101,.". JI:. II Ilr.altr Illall a"~ ,a//oll • ..... Ih~ fullawlllg Sta~u" and OlJpwal 

,'a'~_nlJ:) 

STORAGE AND DISPOSAL 
Do r.o\ contamltWe W"I\eI, fuod, 01 feed by 'lD~e D1 di,pDUl. 

PESTICIDE STORAGE 
Keep produd under lockod 1I011LI!C. in_sible 10 cl!ildren. Open dumpin,1I prohib~o:d. 
00 nOI reuse empty conllin •. 

PESTICIDE DISPOSAL 
Pesticide WUIe:I lie acutely htzardDu •. Improper dispoSlI or exccn pesticide. spl1Ly 
mixlUl'll or rlnsate II. violation of FedCl1LllILw. If these wutes eannoc be disposed of by 
Ute acc:ordlna to label instnH:lions, oontact ),our State Pesticide or Environmmlll Control 
AJeftC)', or the Hazardout wute repn:scnlttive II the nearest EPA Reaionll Office fur 
,uidanQII. 

CONTAINF.R DISPOSAl, 
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(Pkutlt ",IIlalrNrl:) Trirle mle (nr equlvalenl). lhen ofTer for recyellnl n''''-'''', 
_,dklu .. ~ ... o. pu""",u,,, ... 11 dbol ..... I>r~, •• .,lh.ry 1a'll1ll11. 1>1 ~lC~I •• at., or II' .'klw. 
by ,lIle ond 100000lauthoritla.bum. If bumed, IUlY oul of,moke. 

(Fiber Dnl/tIS WI,,, LlrNr:) Completely empty liner by shakin, IUd lappina .ides and 
bottom to loosen clingina particks. Empty ""idue Into ilPplication equ"mcnt. Then 
dispote of liner in • unitary landfill or hy iIIcinCl1Ltion if .llowed by sllte and local 
.uth~rilics. 1~ dN!" _is_contamInated and canno! by mlsed, dispose of In the tame nwtnet. 

'A-'f..,1 COM,:.{rNr:)Tr,1e rinse (or equivalent). Then offer for ftlC)'clina or reconditioning 
"Jr r:"Jnc;:\.ml":lad d:l~ of in • unitary landfill. or dispole of by other procedure. 
¥ONY"Q bY itatUGdJocalluthorities. 

(N~IIJQbk colIIQ/n~r lIt1ft_n/J: Conlliner CIII be routed once the COIIItIn« II empty. 
F.mpty oonlalner o( oonoentrat. Into dllutkln dllJl«lter {Jpn/flt ",flip_II' III!" IU 
"S,,,...,IIJt dbpru,r" tall r IIQnwrl-ta npln" "dllulla" dllp#IIJfr"j. D1tpenter will 
IUIO?!,~I")lI1U? MIIIt?er ~"rlo:JI~!na"'llOlutlon. Remove concenlrlh libel Refill 
contoolnet, vrM UHl dilution iOf-COncentrate fJom the ditpcr1lef. Replace c.ap with .pray 
nonle p-"OWfd. ~lace COned" UM"' d!~"1ion label on the sP'"'y bottle. 
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'KILLS IIIY·I (AIilS YIRIIS) ON I'RI!CU!ANI!Il, 
I~NVII{( )NMI!NTAL St lKFAl'IiS/(JIlJl!CI'S "kEVIOtISI,V 
SOILED WITH BLOODfBODY FLUIDS in health care settings or 
other settings in which there is an) expected likelihood of soiling of 
inanimate surfaces/objects with bloodlbody fluids. and in which the 
surfaces/objects likely to be 
soiled with bloodlbody fluids can be associated with the potential for 
transmission of Human Immunodeficiency Virus TYPe I (HIV­
I )(associaled with AIDS). 
SPECIAL INSTRUcnONS FOR CLEANING AND 
IlECONTAMINATION AGAINST IIIY.I (AIIlS YIRUS) OF 
SIIRFACESIOIUECTS SOILED wlTn BLOODIDODY 
t<'I.ums: 
Person.' ProtedloQ: Disposable latex or vinyl gloves. gowns. face 
masks. or eye coveringi as appropriate must be worn during all 
cleaning ofbloodlbody fluids and during decontamination procedures. 
Cleaning Procedures: BloodIbody fluids must be thoroughly 
cleaned from surfaces/objects before application of disinfectant. 
Contact TIme: HIV-l (AIDS virus) is inactivated after a contact 
lime of 4 minutes at 2S"C (room temperature). U!IC a IO-minute 
contact time for other viruses. fungi. and bacteria listed. 
Disposaf of la(eedou. Material.: Bioodibody fluids should be 
aUloclavtd and .disposed of according to federal, state. and local 

rt~II"tflun. (ur 'n{ecllulI' W*lIlfo '''"~)IIMI, 

ACCEPTED 
with COMMENTS 

in EPA Letter Dated: 

_~:-S€p all Iqq~ 
Under tne Federal Insecticide, 
fuglcide, .... d Rodenticide Act'!! 
amended, for the pesticide, . '2r1/ J3{) 
regls!ered lJJ1der EPA Reg. No. Jf'1 a I, -

Formullltion IIWS-128 (Sf28f99) (EPA amendmenl) Pllgt 2 of2 
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,ANSINI; IIV JJIlIIY SII"VAI'y'~ ANIl JJOIlY IIRII "~ 

nJllIIlMAN IU:MAINS: '1111. prtKlud temUVtlll 

body !lCCfCtions, soil, and blood, along with their accompanying 
malodor. from the surfaces and orifices of hwnan remains. Using a 
sponge or washcloth, bathe the entire body with a solution of I ounce 
per gallon of \Wter. 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, UVESTOCK, POIlLTRY & TURKEY 
HOUSE DISINFECTANT 

DILUTION: 1:128 I OUNCE PER GALLON OF WATER 

I. R.emove all animals and feeds from premises, trucks, 
coops, crates, and enclosures. 

2. Remove all litter and manure from floors, walls, and 
surfaces of lmns. pens. stalls.. chutes, vehicles, and other 
faciliries and (jxtw"es occupied or traversed byanimals. 

3. Empty all troughs, racks. and other feeding and \Wttting 
appliances. 

4. Thoroughly clean all surfaces with soap or detergent. and 
rltlllO wl,h witter. 

~. SulUmlc nil ItltfllCCll whh the fOCtJrlllllOltbl 11i1l1n10l..1illt( 
solution for a period of I 0 minUles. 

6. Immc:rse al1 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, CCJOSlS,. can.. boats. and other closed 
spaces. Do not houge animals or employ equipment until 
treatment has been absorbed. sc:t. or dried. 

8. After treatment with disinfectant, thoroughly !Itftlb feed 
racks.. troughs, automatic fcedtn, fountains, and \Wttten 
with soap or detergmt. and rinse with poeahle \Wter before 
reuse. 
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