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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Lonza Inc. 
17-17 Route 208 
FairLawn, NJ ·07410 

JAN 2 1997 

'i Attention: Eliot I. Harrison, Agent 

SYMBOL. ; 

SURNAME: , 

DA.TE l 

Subject: 

Lewis & Harrison 

LaNZA FORMULATION S-38 
EPA Registration No. 6836-73 
Your Amendment Dated April 29, 1996 
EPA Received Date May 1, 1996 

The amendment referred to above, submitted, in connection 
with registration under the Federal Ilisecticide,' FUligicide, and 
Rodenticide Act, as amended, to remoVe r'edundant product labeling 
statements and replaceth'e inadvert.ently removed He,rpes Simplex 
Type 2 use claim,has been reviewed by the Agency and found to be 
acceptable provided that .you make the following l,abeling changes 
before you release the product for shipment bearing the amended 
labeling. 

1. At the bottom of the front panel, make a distinct 
asterisk preceding the HIV-lreference as follows: "* Kills HIV-l 
on precleaned ... ". 

2. on Page 2 df6', pLace- a comma after the word 
"fungicidal" in the second sentence of the first paragraph. 

3. On Page 3 of 6, in the upper left-side list of 
organisms, place the asterisk in front of the HIV-l reference as 
follows: "* HIV-l (AIDS virus)". 

4. Also on Page 30f 6, revise the left-side sanitizer 
sentence to.read "LaNZA FORMULATION S-38 is a sanitizer for hard 
porous and non-porous, non-food contact surfaces.:;"'ccording to 
the Sanitizer Test Method, ... ". 
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5. Under the "Directions' for Use'.'.I?,,">9ti.on, oJ1P<\ge 3 of.6, 
insert the MOU disclaimer statement from Page 6 of 6 before the. 
"Disinfection _II use statement. 

6. Move the "Disinfection/*Virucidal/Moldand Mildew 
Control Directions:" paragraph from Page 4 .. of.6to . the 
"Directions for Use" sectianQ,n,pgge .3..._0:C:6, after the MOU 
disclaimer st'atement and before the "Disinfec.tioil -" use 

------------

statement. 

7. On Page 4 of. 6, upper 'left-side, place a comma after 
the word "Bars" in the first sentence of the first paragraph. 
Revise the last sentence of the first paragraph to·read "The same 
AOAC Use-Dilution Test used to confirm suitable performance for 
hospitals was used.". 

8. On Page 4.of 6, revise the virucidal heading to read 
"* Virucidal Performance", and in the sentence under this heading 
add an asterisk to the HIV-1 reference as~fdllows: "* HIV-l (AIDS 
virus) ". 

9. Move the entire section pertaining.to HIV-1.use from 
Page 5 of 6to Page 4 ofG, after the first. sentence under 
"* Virucidal Performance". 

10. Move the "Non-Acid Toilet Bowl Disinfectant/Cleaner 
Directions: II statements from Page 6 of 6 "to~ Page '4.01': 6. just 
above the section on "Sanitizing ... Surfaces". 

11. Under the "Non-Acid Toilet Bowl.Disinfectant/Cleaner 
Directions:" section,' the "From Concentrate" and "From Use­
Solution" directions should indicate. a use dilution of.twg(2) 
ounces per gallon only. Remove the references to "'0': 75':'2'1 'and 
"1-2" ounces. Revise the "From Concentrate" directions.:toread: 
"Add 2 ounces to the toilet bowl and mix. Brush thoroughly over 
exposed surfaces ... ". 

12. In the "Sanitizing Non-Food Contact Surfaces" section 
on Page 4 of 6, revise the first sentence to read "Add O.5 .. ounce 
per gallon of water to sanitize ... ". 

Please note that some.duplication of text still exists in 
the product labeling, especially on Page 2 of 6, which you might 
choose to edit further under a separate amendment. 

A stamped copy or the LONZA FORMULATION S-38 product 
labeling,is enclosed 'for .your records. submit one (1) copy of 
the revised final printed labeling before you release the product 
for shipment. 



) 

If you have any questions concerning this letter, please 
contact Doreen Aviado of my staff at (703) 305~6554.· 

Enclosure 

Marion J. Johnson, Jr. 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 



t Precautionary Statements 
~ Hazards to Humans and Domestic Animals 

DANGER 
Keep out of reach of children. Corrosive. Causes eye and skin dp,mage, Do not get In eyes, 
on skin, or on clothing. Weargoggles or face shield and nubber gloves when handling. Harmlul 
If swallowed, Avoid contamination of food. 

, STATEMENT'OF PRACTICAL TREATMENT 
In case of contact, Immediately flush eyes or skin with plenty of water for at !e~t 15 minutes. 
For eyes, call a physician. Remove and wash contaminated plothing before reuse. 
I! swallowed, drink promptly a large quantity of milk, egg whites, gelatin solution; or if these are 
not available; drink large quantities of 'Water, Avoid alcohol. Call a physician immediately, 
NOTE TO PHYSICIAN: Probable mucosal damage, may contraindicate, the use' of gastrio: 
lavage. Measures against ciroulatory shock, respiratory d~pression and convulsion'may' be 
needed. ' ' ' ' 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or leed by storage disposal. Do not store on sid'e, Avoid 
creasing or impacting of side walls. 

, PESTICIDE DtSPOSAL , 
Pesticide wastes are acutely hazardous. Improper disposal of e~cess pesticide, spray or' 
mixture of rinsate is a violation of Federal law. If these wastes cannot be disposed of by use 
according to label instructions, contact your State Pesticide or Envi(Onmental Control Agency,: 
or the Hazardous Waste representative at the nearest EPA Regional Office for guidance. 

, CONTAINER DISPOSAL , , 
Triple rinse (or equiyalent), Then offer for recycling or reconditioning or puncture and dispose I 
olin a,$anitary landfill, Of'incineration, or If allOWed by state and local authorities, by burning. 

i If burned, stay out of smoke. , , ' 
Metal container: Triple rinse (or eqlJivalent), then,offer for recycling or reconditioning, ordispose : 
of in a sanitary landfill, or by other' procedjJres; approved by state and local authoritieQ, 

, ",' I ' 

(II container is I, galiOn or less,'use' this oontaiherdisposal statement.) 
Dp not reuse empty container (bottle,. can, bucket). Wrap container and pmt i~trash, 

For bag-in'box containers: Completely empty bag into application equipment:' Then dispose: 
of empty bag in a sanitary landfill or by incineration, or, if allowed by state and local authonues, 

I I, by burning. If burned, stay out of smo}<e, ". ... ~IED 
. , ; ~..: with COMMENTS 

'. : • in EPA. Letter Dated; 

4/29/96 

LONZA FORMULATION 5-38 
Disinfectant,Cleaner-Sanitizer-Fungicide,Mildewstat-Virucide'-Deodorlzer 

with Organic Soil Tolerance ' 
for Hospitals, Institutional, Commercial, and, Industrial Use 

Acid-Free Cleaner 
Acid-Free Dlslnfectan,t 

Active tngredients 

Octyl decyt dimethyl 'ammonium chloride 
Dioctyl dimethyl ammonium chloride 
Dideoyl dimethyl ammonium chloride 
Alkyl (C14, 50%; 0", 40%; C", 1 0%) 

dimethyl benzyl ammoniumchlorlde 

Inert I'",gredients, 

I.t40% 
0.456% 
0.684% 
1.5200/. 

96,200% 
tOO.OOO% 

KEEP OUT OF REACH OF CHI WREN 

DANGER PEllGRO 
i 

SEE lEFT PAt>jEl FOR ADDITI()NAL 
PRECAUTIONARY STATEMENTS' : li'.1 

, Ii 
Limpiador sinA. cidoiDes.lnfectante/A. nti-Mohu/Anti-HOngOS/Anti-Viiulent.o'/DeS9rd.iante 

I. I I I I 

EPA Registration No;' . ,! .' 6836~73 
EPA Establishment No. . . I 68S6-ll-! 

Net Contents I· I 
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, . Manufactured bYl . , 'I i 

lONZA INC., 17-17 Route 208, Fair lawn, NJ 07410 I, 
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'Kills IV-Ion iprecieaned enVironmental surtaceSlobjeCls preVIOUSIYSoi!ld with bl~odlbody 
fluids, . 
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~ LONZA FORMULATION S-38 has been formulated to aid -in the reduction of cross­
contamination in institutions, schools and hospitals, LONZA FORMULATION S-38 Is a one­
step disinfectant-cleaner that is effective against a broad spectrum of bacteria, is virucidal, 
fungicidai and Inhibits the growth of mold and mildew and their odors when used as directed, 
LONZA FORMULATION S-38 is an effective one-step sanitizer-cleaner for use on 'nOn-food 
contact surfaces, When used as direcled, LONZA FORMULATION S-38 will deodorize 
surfaces In tollel areas, behind and under sinks and counfers, garbage cans and garbage 
storage areas, and olher places where bacterial growth can cause malodors, LONZA 
FORMULATION S-38 Is authorized by the USDA for use in federally Inspected meat and poultry 
plants, ". 
Cross-contamination Is of majorhousekeepingconoernnot only in hospitals, but In schools; 
institutions, and Ind~stry, ,WONZA FORMULATION S-38 has been formulated to aid In the 
reduction· of cross-contamlnation in these areas, LONZA FORMULATION S-38 is a one-step 
disinfectant cleaner that is effective, against a broad spectrum of bacteria, is virucidal' 0ncluding 
HIV-l), fungicidal, and inhibits the growth of mold and mildew and their odbrs when used as 
directed, . . . 
LONZAFQRMULATION S-38 is an effective one-stepsanitizer-cleaner for use 00 non-food 
contact surfaces, ._ 
When used as directed, LONZA FORMULATtON S-38 will deodorize surfaces in toilet areas; 
behind .and unde,r sinks and counters, garbage cans and garbage storage areas, ,and other 
places where bacterial growth can cause malodors. 
LONZA FORMULATION S-38 is an effective fungicide against Trichophyton mentagrophytes 
(the athlete's foot fungus) when used on surfaces in areas. such as locker rooms, dressing 
rooms, shower and bath areas, exercise facilities, 
LONZA FORMULATION 9-38 is recommended for use In hospitals, medical and d~ntaloffices, 
nursing homes, public rest rooms, institutions, schools, colleges, athletic facilities, food 
processing plants, food storage areas, kitchens, restaurants and bars, airports, .transportation 
terminals, hotels and motels. 
This 'product contains no phosphorous, 
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LONZA FORMULATION S-38 Is an alkaline pH disinfectant cleaner that disinfects, cleans and 
deodorizes In one laibor-saving step, 
LONZA FORMULATION 8-38 can be used with a mop and bucket, trigger sp;ayers, sponge, 
or by soaking. . 
LONZA FORMULATION S-38 effectively controls odors, 
LONZA FORMULATION S-38 cleans, shines, deodorizes and disinfects all non-porouS 
household surfaces. Inhibits the growth of mold and mildew, leaving bathrooms 'and kitchens 
clean and smelling fresh, 
LONZA FORMULATION S-38 Is recommended for non-scratch cleaning of showers and tubs, 
shower doors and curtains, fixtures, and toilet bowls,. 1 , ',. .. 

LONZA FORMULATION S-38 Is for use in kitchens, bathrooms and other household areas: 
LONZA FORMULATfON S-38 kills househofd .germs In minutes; effective against harmful 
pse~domonas, staph and strep, Influenza NBrazil and athlete's foot fungus, , . 
LONZA FORMULATION S-381s a·multl-surface clean~r, deodorizer, and disinfectant~ ,Use on 
windows, mirrors, and other glass surfaces,. . 
Use LONZA FORMULATION S:38 on the multi-tduch surtaces res~onsible for cross-
contamination and Infection. -
Use LONZA FORMULATION 8-38 on finished floors, high speed burnished floors, conductive 
flooring, tables. chairs, bathroom bowls, basins; countertops, bed ralls, door knobs and handles, 
glass surfaces including windows and mirrors, . 

LONZA FORMllLATION S-38 is recommended for Poultry Premise Sanitation (Hatcheries): 
Egg Receiving Area Tray Dumping Areas Chick P.rocessing Area 
Egg Holding Area Chick Holding Room Chick Loading Area 
Setter Room Hatchery Room Poultry Buildings 

LONZA FORMULATION S-38 is. recommended ,for Swine Premise Sanitation.: 
Farrowing Barns and Areas Dressing Plants Blocks 
Waterers and Feeders Loadiryg Equipl11ent Creep Area· 
Hauling Equipment Nursery .chutes 
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'" LONZA FORMULATION S-38 is a Hospital Use Disinfectant at 1 :64 dilution (2 ounces per 
~ gallon, 16 milliliters per liter), Bactericidal according to the AOAC Use-Dilution Test 'method, 

Virucidal' according to Ihe virucidal qualification, Fungicidal according 10 Ihe AOAC fungicidal 
lesl, modified in the presence of 5% organic serum against: 

Pseudomones aeruglnosa 
Salmonella choleraesuis 
Slaphylococcus aureus 
Brevibacterium ammoniagenes 
Enterobacteraerogenes' 
Escherichia celi 

HIV-i (AIDS virus) 
Influenza NBrazll 

Klebsiella pneumonlae 
Salmonella schotlmuelleri 
Serratia marcescens 
Shigella dysenteriae 
Streptoceccus faecalis I 
Trichophyton menlagrophytes 

Herpes Simplex Type 1 
Herpes Simplex Type 2 
Vaccinia 

LONZA FORMULATION 8-38 is a sanlti~er lor ilard and non-porous non-food cenlaclsurfaces 
all :256 dllullon (0.5 ounce per galiOn,. 1/2 ounce per gallon, 4 milliliters per liter) according the 
to Ihe Sanitizer Test Method, modified in the presence of 300 ppm hard water and 5% organic 
serum against: 

Klebsiella pneumonlae Staphyloceccus a~reus 

I :I 
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Directions for Use 
It is a violation of Federal Law to use this produclln a manner incensistent with Its labeling. 

LONZA FORMULATION S-38 Is a proven 'one-slep' c1eaner-disinfectant-sanitizer-fungicide­
mildewslal-vlrucide in the presence 01 moderate amounts 01 organiC soil. 

Apply LONZA FORMULATION 8-38 to walls, floors and .other hard (inanimate), non-porous 
surfaces such as tables, chairs, ccuntertops, sinks, toilet bowls, Uirlnal$ andtiedfr.imes with a 
clot,h, 1j10P or mechanical spray device so as to thoroughly wet surfab6s. For ~eavily soiled 
areas, a preliinlnary cleaning is required. Prepare a fresh solution daily or w~en use:solulion 
beocmes visibly dirty.' , 

D,isinfection -To dislnfeclilard, non-por~us surfaces, treated!surfapes must remain wet for ten 
minutes. 

Preparation of Us~80Iution:. , 
Add 1.-2 ounces per gallon of water, lopisinfectant hard, non,paroUs surfaces. 
For heavy-duty use, add 8 ounces per gallon'ofwater to disinfeCtant hard, non-porous surtaces. 

, , • ,I " ", " 

For Hospitals, Medical and Dental OfficBsand Nursing Homes: Add 2 oz. per gallon of 
water. The activity of LONZA FORMULATION 8-38 has been evaluated In Ihe presence of 50/0 
serum by the AOAC use-diliJtiontest and found to be ~f1ectlve against a broad spe-ctrum of 
gram negative and gram posl\ive organisms as presented by: 

Pse~dbmonas aeruglnosa 
Staphylococcus aureus 
Salmonella choleraesuis 
EscherIchia coli 
Serratia marcescens 
'Klebsiella pneuinoniae 
Pseudomonas cepacia 

.llCCEPIED 
II1ii1cbOOMMENTS 

In !PA ktteT Dated: 
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Undcr the Federal Jnsecticide, ; 
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Enterobacter aerogenes 
Salmonella schotlmuelleri 
Streptococcus faecalis 
Shigella dysenteriae 
Brevibacterium ammoniagenes 'i 
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For Schools, Public Rest Rooms, Athletic Facilities, Food Processing Plants, Food 
Storage Areas, Kitchens, Restaurants, Bars Transportation Terminals, Hotels, Motels and 
Other Non-Medlcal)nstltutlonal and Industrial Uses: At 1 oz. per gallon of water, LONZA 
FORMULATION 5-38 delivers cleaning and germicidal eflectiveness. It is eHective against 
Staphylococcus aureus, Salmonella choleraesuls and Escherichia coli. The same AOAC tests 
used above to conlirm suitable performance for hospitals were used_ 

Fungicidal Performance 
Lonza Formulation S-38 at 1. oz .. per gallon is an effecfive fungicide against Trichophyton 
mentagrophytes (the athlete's foot fungus) when used on surfaces; in areas such as locker 
rooms, dressing rooms, shower and bath areas,' excercise facilities .. 

Mold and Mildew Control 
At 1 oz.il!allon, Lonza Formulatio"n 5-38wlll effectively inhibit the growth 01 mold and mildew 
and t.he odors caused by them when applied to ha,rd, non-porous surfaces (as Indicaled In the 
general use instrucjions above). Allow to dry on surtace and repeat when mildew growth 
returns. 

Virucidal Performance .,' . ' . 
, . ,I 'I ", 

At! oz.!gallon use level, Lanza Formulation' S-38 was evaluated In the presence 015% serum 
and found to be effective agalnstthe followin~ viruses: Influenza NBrazll, Herpes Simplex Type 
1 and 2, HIV-I (AIDS virus) and Vaccinia on inanimate hard non-porous environmental surfaces. 

Sanitizing Non-Food Contact Surfaces (such as floors, walls, tables, atp.) 
Add 0.5 ounce pet gallon 01 water to sanilizerhard porous and non, pcirousenvlronmental 
surtaces. At 1/2 ql1ncelgailon use-level, Lanza Formulation S-38 is an eflective sanitizer 
against 8Iaphy1:ococcus aureus and. Klebsiella pneumoniae in the preSen~e of 5% serum on 
porous, and 'non-p~rous environmental surfaces. Treated surtaces must remain wet fdr .. 60 
seconds. . 

• 
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DisinfectionrVirucidaUMold and Mildew Control directions: 
Apply use-solution to hard (inanimate) non-porous surfaces thoroughly wetting surtaces as 
recommended and required, with a cloth, mop, sponge, or sprayer. 
Forheayily soiled areas, a preliminary cleaning is required. 
For spray applications, use a coarse spray device. Spray 6-8 inches from surface, rub with. 
brush, sponge or cloth. Do not breath spray mist. 
Treated surtaces must remain wet fort 0 minutes. Prepare a Iresh solution daily or when use 
solution becomes visibly dirty. . . . 

, 
Glass CleaningiDeodorizlng Dlrectlbns: 
Add 0.5 ounce per galion of water to ct'ean and deodorize wln~ows, mirrorS, and,glass surfaces. 
Use a coarse spray device. Spray 6-8 inches from surtace, rub with sponge or cloth. Do not 
breath spray mist. 

Instruments and Toots: i , : .:." ": 

Use 2 ounces 01 this product per gallon 01 water. Completely immerse, pre-cleaned combs, 
brushes, scissors, clipper blades, razors, manicure Implements and other non-porous 
instruments so that surtaces remain wet for 10 minutes. Rinse thoroughly and dry belore usa. 
Change solution daily or when vlsibty dirty. ' ' 

, " ! 

NOTE: P!aslics may remain immersed until ready to use" Stainless steel shears and 
InSfruments must be removed after 10 minutes, rinsed, dried, and; k~pt in a clean non­
contamined receptacle. Pronlonged soaking may cause damage to "1etal. in,~I'!ruments. ' 
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~ 'KILLS HIV ON PRE-CLEANED ENVIRONMENTAL SURFAC~SJOBJECTS PREVIOUSLY 
SOILED WITH BLOOD/BODY FLUIDS in health care settings or other settings in which there 
is an expected likelihood 01 sOiling on inanimate surfaces/objects with blood or body fluids., and 
In which the surfaces/objects likely to be soiled with blood or body fluids can be associated with 
the potential for transmission of human immunodeficiency virus Type I (HIV-l) (associated with 
AIDS). 

I' 
I 

"SPECIAL tNStRUCTIONS FOR OLEANING AND DECONTAMINA nON AGAINST HIV·1 O~ 
!SURFACESJOBJECTS SOt LED WITH BLOOD/BODY FLUtDS." 

PERSONAL PROTECTION: Clean·up should always be done wearing protective latex gloves, 
gowns, masks and eye protection. 
CLEANING PROCEDURE: Blood and other body fluids contalning HIV must be thoroughly 
cleaned from surfaces and objects before appHcalion of LONZA FOHMULA TION S~38, 
CONTACT TIME: Leave surface wet for 10 minutes with 1 oz. per gallon use-solution. 
DISPOSAL OF INFECTIOUS MATERtAL:. Blood, body fluids, cleaning materials and clothing 
should be autoclaved and disposed of accOrding to local regulations for infectious waste 
disposal. ' 

For 8agffn Box Containers: 
How to Use this package: 
This paqkage is designed to' be used with the Green Earth Dilution Control System only;' Open 
package and connect to dispense according to directions on box top. ' 

Trigger Sprayers: 
1. Fill boWe from dispenser. 
2. Apply to surfaces as specified in directions above. 

Mop BUCkets:. 
1. 'Fillbticket"from di~penser, 
2. Setup"Wal Floor~ signs.!. " •.. 
3. Mop floor surface as specified In directions aboVe. 
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~ Non·Acld Toilet Bowl Disinfectant/Cleaner directions: 

From Concentrate 
Add 0,75·2 ounces to the bowl and mix, Brush over exposed surfaces including under the rim 
and allow to stand for 10 minutes and flush, 
From Use·Solution , 
Empty toilet bowl or urinal and apply 1-2 ounces' per gallon use-solution to the exposed 
surfaces Including under the rim with a cloth, mop, sponge or mechnical' spray, Allow to stand 
forl0 minutesandllush. ' 
For Heavy·Duty Use: , , " Ii 

Empty toilet bowl or urinal and apply 8, ounces per gallon use-solution to e~posep surfaces 
including under the rim with a cloth, mop, sponge or sprayer, allow to stand tori 0 m,inutes and 
flush, 

(This pwdu~t is not .10 be ~sed asa,.lermlniil sterilanV;hlgh level disinfectant on any surJace or 
Instrument that (1) Is introduced directly into the human body, either Into or in contact with the 
bloodstream or normally sterile areas ot the body, or (2) contacts Intact mucoosmembranes but 
wrich does noi ordinarily penetrate the blood barrier or otherwise enter normally sterile areas 
of the body, This product may be used to preclean or decontaminate critical or semi-critical 
medical devices prior to sterilization or high level disinfection.) , 
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