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UNITED 5T ATES EijVIRONMENT AL PROTECTION AGENCY 

Mr. Bruce Greene 
Senior Regulatory Chemist 
Stephan Company 
22 W. Frontage Road 
Northfield, IL 60093 

Subject: Notification per PR Notice 98-10 
BTC 885 Neutral Disinfectant Cleaner-32 
EPA Reg. No. 1839-168 
Application Dated: November 20, 2001 

Dear: Mr. Bruce Greene 

DEC 20 200J 

--\Qf 1---

This letter acknowledges receipt of your notification for the addition of the 
terminal sterilant paragraph minus the last sentence. Per FIFRA 3(c)9, 40 GFR 
152.46, PR Notice 98 -10, PR Notice 94 - 4 and based on a review of submitted 
materials, the application is acceptable and the notification has been made a· part of the 
records for this file. 

Should you have any questions concerning this letter, please contact Velma 
Noble at 703-308-6233. 

Sincerely, 

v~1Mt--
Velma Noble 
Product Manager 31 
Regulatory Management Branch I 
Antimicrobial Division(7510C) 

COHCURR!HCI!S 

:::.: -l?~q(c~ . ............... - ....................................... _ ............................... _ ........... . 
DATE •• l~i~·;T;····· ................. ................. ~............... . ................................................. -

. ............... . 

................. 

EPA Form 1320-1A (1190) P,iN,d 011 R'cycled Paper OFFICIAL FILe COpy 



~e1W.d .' -~.".",,. 'fomr. Form ADDroved. OMB No ........ ....... , .... 
ami,.. ~"8-95 

United States § Registr.tion . OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 rI Other 

Application for Pesticide - Section I 
1. Compeny/Product Number . ,2. EPA Product Meneger 3. Proposed Clessification 
.1839-168 Velma Noble o None o Restricted 

, 4. Company/ProdiJct (Name) PM' 
BTC 885 Neutral Disinfectant Cleaher-32 31 

, 
" . 

5. Name and Address of Applicant (Includfl ZIP Code) 6, Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

Stepan Company (b)(i), my product is similar or identical in composition and labeling 

22 W~ Frontage Road to: 

Northfield, IL 60093 EPA.' Reg. No. 

.' 0 Chflck if this' i$·. n,"; ~ddrfl$$ , , 
'Product Name 

Section -II 

~ 
Amendment - EXplain below. ~ . Final printed I~els in repsonse to 

Age,ncv lettar dated 
Resubmission in response to Agency letter dated o "Me Too" A~Plication. 

" 

0 Notification - Explain belo~. 0, Other - Explain below. 

Expl~nation: Use additional pagels) if necessary. (For ,section I and Section 11.1 
Addition of the terminal steriJant paragraph minus last sentence. 

, , 

Section - III .. 

1. Matarlal Thla Product Will Be 'ackaged In: 

Child-Resistant Packagi~g Unit Packaging Water Soluble Packaging 2. Type of Container 

.~.::. ~Yes ~.::s: ~M'~ tl'No 
tI' Plestic 

, Glass 
" 

, Paper 
• Certifitflltion mU8t 

If "Yes" , No. per If ·Yes· No. per 
Unit Packaging wgt. c:o~tainer Package wgt·. container Other (Specify' 

be submitted 
I 

3. Locetion of Net Contents Information 4~, Size(s) Retail Container 15., Loc~tion of Labei Directions 

~ Lebel l J Container 
qt .• gal. 5 gal. 55 gallon plastic t::::::3 On label . 

6. Manner in Which Label is Affixed 'to Product { ~ 1 Uthograph 0 Other 
Paper Hlued 
Stenci iId 

Section -IV 
1.:Contact Point (CompI8t8,itflinS dirflct/y bfllow for idflntific8tion of individu81 to b. cont8ctiJd, if nfICflSSsry, to procfl$$ this BPf"c'lit'l')'. 

. --Nama Tide Telaph~ne N~. Unq/ude Area Code) 
Bruce L. Greene Sr. Regulatory Chemist . 847-501-2328 ..... 

• 
Certification •••••• 8. Oat; Application • • -. 

• • ~~er..t I certify .fhat .the statements I have' meda on this form and an attachments thereto are true, accurate and c~,"I,~e. • •• I acknowladge that any knowlingJly falsaor, misleading statement maybe punishable by fine or imprisonment a~ •• •• (~tiimped' 
both under appllcable law. .. .. .' • • •• • 

2'~ 
. ~. 

3. Title • • •••••• • 
Sr. Regulatory Chemist •••• • • •••• 

5. Date • • 4. Typed Name •••••• 
Bruce L. Greene 11120/2001 • 

" . EPA Form 8570-1 .IRav. 3-941 PreVIous eiiltlons, are obsolet~. Whlta - EPA FIla Copy (~'" 

...... ---------------------------.----~- .. -----... -- .. __ .- -----, ._-.----". ---



'Stepan 

, 
''''\ 

Stopan COmpany Northfield, Illinois 60093 
. Telephone 847 4467500 

. This notification is consistent with theprovisionsOfPR Notice.98-10 and EPA 
. - : , . . . 

're·guhitions.at40 CFR 152.46, and no other change$ have been made to the 

. lab~lhtg or the ~onfidential statement of ~rmula of this product. I 'understand that 
. . . 

it is a violation of 18 U.S.C. Section 1001 to willfully make any false statement to 

EPA..I further understand thatjf this notification is not consistent with the terms 

of PRNotice 9'8-1 0 ~d 40 FR 152.46, this' product may be in violation ofFiFRA 

and I may be su~ject to enforcement action and penalties under sections 12 and 14 

ofF~RA. 

If'\. ... ..... 

• • •••••• • · .. •••••• • 
• ••••• • • •• · . ..'. ••• • ••••••• •••• • • •• •• • • •• ...... .... 

• • ••••• • 
•••• • • •••• 

• • •••••• • 

--.-... ~~----~---~------~--....:.----------: 



\ 
Stepan 

November 20,2001 

Stepan Company 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 
Washington, DC 20460-00Q1 
Attn: PM 31-Velma Noble 

Re: Label Update via Notification: 
BTC 885 Neutral Disinfectant Cleaner-32 
EPA Reg. No. 1839-168 

Dear Ms. Noble: 

Northfield. Illinois 60093 
Telephone 847 446 7500 

. Stepan Company is proposing to add the terminal sterilant statement (minus the last sentence) 
to the subject product label. 

Please note that I have highlighted in yellow the proposed label change. 

Thank you for your attention on this matter. If you should have any questions, please do not 
hesitate to contact me at Stepan Company at 847-501-2329 (my direct number). 

Sincerely, 
STEPAN COMPANY 

Bruce L. Greene 
Sr: Regulatory Chemist 

BG/slf . 

Attachments 

BG-01-616 

ft . \., 

•••••• • •• • • 
•••••• - . •• 
••••• • • ••••• 

• • •••••• • 
• • ••••••• • 

• 
•• • •• • • •• 
• •• • •• ••• 

• 
•••• • • •••• 

• • ...... . 
• 



~ . 
----t;Jckl 

BTC®88.S. 
Ne,utral ;Oisi~f~ctant 

Clean'er~32 . 
CLEANER DISINFECTANT 

. DETERGENT FUNGICIDE (against pathogehicfungi) 
.' DEODORIZER . * VIRUCIDE 

fy1iLDEWSTAT (on harQ, nonporous, inanimate surfaces) 

ACTIYE;·INGREDIENTS 
Oetyl decyl dimethyl ammonium chloride ............................. 0.814% 
Dioctyl dimethyl ammonium chloride ........ ~ ........•..... : ............ 0.407% 
D.idecyl dimethyl ammonium chloride ................................... 0.407% 
Alkyi (50% Cw 400(oC121 ~O% CIS) dimethyl 

ben.zyl ammonium.chloride ... ~ ............................................. 1.085% 
INERT INGREDIENTS ....................................................... 97.287% 

Total 100.000% 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
See side panels, fo~ additional precautionary statements. 

EPA REG. NO. 1839-168 
EPA EST. NO. 1839-IL-'01 

STEPAN COMPANY 
22 West Frontage Road· Northfield, IL 60093 

NET CONTENTS 

(middle panel) 

• • •••••• • 
• • 

• •••••• • 
••• ••• • • •• • • ••• •• • •••••• • •• • • .. ~.. . 

• •• ••••• • •• • • ••••• • 
•••• • • •••• 

Notification 1112001 • •••••• • 

,.' 

- -- - --------.-- .. -"--~----~-------"--'--------------
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. ' 

. DIRECTIONS FOR USE 
It isa violation of Federal.law to use t~is product in a manner inconsistent with its labeling. 

BTC· 885, Neutral Disinfec~ant Cleaner-32 iss phosphate-free formulation' designed to provide. effective. cleaning, 
· deodorizing, snddisin~ection for' hospitals, nursing hom~$, hotels, schools, restaurants, and other instit'utipns where 
housekeeping is of primeoimportance in'controlling.cross-c6ntamihation from treated surfaces. Authorized by USDA for 

" use inJederal1y inspected meat andpol!ltry proCessing plants. 

I· . 

,This product, when used' as directed, is formulated to disinfect hard non-porous inanimate environmental surfaces 
· such" as f190rs, walls, m,etal surfaces, st~inless steel surfaces, porcelain, glazed ceramic tile, plastic surfaces, 
bath~ooms, $hower st~lIs,'bathtubs, anCicabinEits. For.l~rger· areas such asopetating rooms and patient care facilities, 
this product is designed to provide both general cleaning and Clisinfecting. 

This product deodorizes those areas which generally,are hard to keep fresh smelling, such as garbage storage areas, 
~mpty gai'bagebins arid CCiflS, toilet bowls, and'other,areas which (ire prone to odors caused'by microorganisms. 
. ,'. . 

This product is formulatedtoa neutral pH 'and. will. not dull high~gloss floor finishes with repeated use. 

'This product is· not be u~ed. as a terminal sterilantlhigh-Ievel disinfecta,nt on any surface or instrument that (1 ) is' 
introduced directly into thEfttuman body either into or in contaCt with bloodstream or normally sterile Clreas o.f the body, 

eot, (2) contacts intac~ mucQus"membranesbllt,whic~,does: not ~rdin,arily penetrate the blood barrier or 'otherwise enter 
, normally sterile areas of the body. . 

DISINFECTION· To disinfect inanimate, hard nOr)-porous surfaces add 4 ounces of this product pet gallon of water. 
Apply solution with a mop~cloth, sponge, or hand-pump trigger sprayer so 'as to wet all surfaces thoroughly. Allow to 
remain wet 'for ,10 minutes, then ,remove excess liquid. 
For heavily soiled areas, a pte-cleaning step is required. Prepare afresh solution for each use. 
T9 DISINFECT ToilET BOWLS: Remove grciss filtti or soils from surfaces 'with bowl brush. Add 4 ounces of product 
to'the bowl water. Brush or sviab the powl completely using a scrub brush or toilet mop making sure to get under the 
rir'!'" ~etstand for 10 minutes and flush. 

· EFFICACY TESTS HAVE' DEMONSTRATED THAT 'THIS PRODUCT IS AN EFFECTIVE BACTERICIDE AND 
VIRUCIDE IN' WATER UP TO, 400 PPM HARDNESS (ASCaCPJ IN THE PRESENCE OF ORGANIC SOil (5% 
BLOOD SERUM). 

'DEOD-ORIZATION ~ To'deo.dorize, apply this product as .indicated under the heading DISINFECTION. 
" I • 

BACTERiCiDAL ACTIVITY - At the 4 ounces per gallon dilution, this product demonstrates effective disinfectant 
. Aactivity against the organisms: Pseudomonas 'aeruginosa PRD-10, Salmonella choleraesuis, Staphylococcus aureus, 
.• Staphylococcus aureus'(clinical isolate), Bordetella bronchiseptica, Corynebacterium ammoniagenes, Enterobacter 

aerogenes;Enterobacter:cloacae;Enterobacter cloacae (clinicaHsolate), Enterococ~us faecalis, Enterococcus faecalis 
(clinical isolate); Escherichia coli, ·Escherichia coli (clinical' isolate), Fusobacterium necrQPl)oruni, Klebsiella 
pneum6niae subsp. pneumoniae, Lactobacillus casei subsp. rhamnosus, Listeria mon6cytogenes, Pasteurella 
multocida, Proteus vulgaris, Proteus .mirabilis' ATCC 9921, Proteus mirabilis ATec 25933, Salmonella choleraesuis 
subsp. cholera,esiJis serotype paratyphi B, Salmonellacholeraesuis subsp. choleraesuis serotype typhi, Salmonella 

· choleraesuissubsp. choleraesuissero"type typhiniurium,. Salmonella choleraesuis. subsp. choleraesui~ serotype 
pullorum, Serratia. marcescens, Shigella' son!1ei, Shigella. flexneri Type 2b, Shigella dysenteriae, 'Staphylococclis 
aurelis subsp. aureus, Methicillin resistant Staphyloeoccusaureus, Staphylococcus epidermidis, Staphylococcus 
epidermidis (clinical isolate),Streptococcuspyogenes (Clinical -Flesh Eating Strain BIRD M3), Streptococcus 
py()genes . Group A, Xanthamonas maltophilia (clinic~1 isolate), and Vanc()mycin resistant Enteroq::l,C.cJ.C>. faecalis 
(ATCC, 51575). • 
", " ." . ,., . . 

·MILDEWSTAT - To control mold and mildew (such as Aspergillus niger) and the odors they cause <tf'Jjt~!CleaneCl, 
hard, non-porous inanimate s.urfaces add 4 ounces of this proQuct per, gallon of water .. App~.s(jl~ion with a cloth, mop 
or sponge making sure to wet all surfaces completely. Let air dry. Prepare a fresh sohJion· far eaClileU~9. Repeat 
application at weekly intervals or when mildew growth appears. ' •••••• : ••• '. , • • 

, '. '. .. . .. 
FUN~ICIDAl ACTIVITY - At the 4 ounces per g;;lIon dilution, this product detnonstrates.'iU'i~tive fUl'IgLcidal activity 
against the pathogenic fungi Trichophyton mentagrophytes and Candida albicans. ..: •• • • 

Stei;an Company> 
Northfield, IL 60093 

. EPA Reg. No. 1s39~168 (left panel) 

•••• • • •••• 
Notification 1112~1 •• : • 

• 

L ..... ___ .. _ .. _. __ . __ ._~_ 



.... :p- .. 

. <.'- . . ' 
," .VIR~CIDAL ACTIVIT\' : Thi~ 'pr~duC?t,w~e~ .used ~n. enviN?nmental. In~~lmat~ hard nQn poro.u~ $urtaces ,at-'4 , 
ounc:es per gallon Qf we,ter exhibits' effectlV,9 -vIruCidal actlyity ~gamst H.erp,es Simplex Type ~ (causative agent 'of .fever " 
blisters), Herpes Simplex Type 2 (genital, disease), Influenza NHohg Kong; Vaccinia, Pseudorabies, Bovihe , . 
Rhinotracheitis, Feline Le\Jkemla,. Feline Picornavirus, and Canln~ Distemper.. ' ' 

KILLS HIV-1 and HIV-2 'ON- PRE~CLEANEb ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED 
'. ·WltH BLOODIBODY,FLUIDS in 'health care settings ,(Hospitals; ,Nursing. Homes) or. other setting~ in wtlich there is an . 

'.expected likelihood of salling of inanil;nate surfaces/objects with ,blood: or body fluid~.,and in which the surfaces/objects' 
likely.to be soiled with blood or bOdy fluids can be associated with the potential' fortransmlsslbn of Human 
lrnmunodeficlency Virus Type 1 or Type 2 (HIV-1 or JilV-2) (ass~iated with AlPS). . 

• - <. • 

SPECIAL INSTRUCTIONS FOR CLoEANING . AND ,DECONTAMINATION AGAINST HIV-1 and I:tIV-2 OF 
SURFACES/OBJECTS SOILe'D WITHBLOODIBODV,r=l.UII'>S. ' ' 
PERSONAL PROTECTION: When handling items' sojled with blood or body fluids, use disposable latex gloves, 
gowns, masks, or eye covering~.· " ' 
CLEANING PROCEDURE$:Blood and, otherbody fluids must be thOroughly cleaned from surfaces arid objects 
~fore application ofthlsproduct.. . '., . 
CONTACT TIME; Allowsunace to. remain wet-for 10 minutes. 
DISPOSAL OF INFE.CTIO,O$MATER.IALS: Blood and other body fluidssho\Jlq be autoclavedand disposed of 
according to local regulations for iI,fectious· Waste disp.osal 

A 'PRECAUTIONARY STATEMENTS 
• ... ' HAZA~DS, TO HUMANS, AND DOM~STIC ANIMALS. 

DANGER. KI;EPOUT OFREACHOF.CHILDREN.C,ORROSIVE: 'CausEiseye and skin damage. Do not get in 
eyes, on skin or on clothing. Wear goggles or facesl:1ield, and rubber gloves wl:1en,handling. 'Harmful or fatal if 
swcillowed. Avoid contamination of food.' Remove contaminated clothing ·and Wash before reuse. Wash thOroughly 
With soap and water after h~dling. . ' ' 

, STATEMENT OF PRACTICAL rREATMENT 
II) case of contact, immediately flush eyes or 'skin with plenty of water for at least 15 minutes. For eyes, call a 
physician. 

If swailowed, dl'ink large quantities of water: Avoid alcohol. Calla physi~ian immediately. 
" 

NOTE TO·PHYSICIAN 
Probable mucosardamage ,may comraindicafethe use of gastric lavage. 

ENVIRONMENTAL HAZARDS 
,This product is ,toxic to fish. Do not discharge effluent containing this product ihto lakes, streams, ponds estuaries, 

60Ceims or other wate.rs, unle:ss ,in accOrdance with the requirements of a Natiol)al,.Pollutant Discharge Elimination 
WSysterri(NPDE;S) permit and the permitting authority has bee.ri notified in writing prior to discharge. Do not aisCtlarge 
.' effluent COri~airiing this product to -sewer systems without .previously notifying ·the- local sew~ge treatm~nt plant 

authority.' For 'glJidance contact your· State Water Board or Regional Office of the EPA. 

DO NOT CONTAMINATESJZ~~,~~~gRD~~~~:!;TORAGE OR DISPOSAL. 
STORAGE - St9re iila' dry pla,ce no lower in temperature than 50llF or higher than 1201!F. 

CONTAINER DISPq~A~ - Do notreusa amp!), contain~r. Tripl~ rinse.e",!pty container with vyater;< Retum metal drum 
then offer for reconditIOning or punctl.l~e and dispose pf 111 a s~OItary landfill, or by ot.berproceduresapproved by State 
'and' local authorities. Plastic containers may be disposed of in a sanitary landfill, incinerated" or if allowed by local 
authorities, :by,bui'llir:-g.lf burned, stay .out of smo~e. ,," ,. . e 

For containers 1 gal/e," orless: Do not reuseampty container. Rinse thoroughly bE!fore discarding 'in t~§"'~" 

PESTICIDE OlsposAL - Pes'ticldevvast~s are acutely hazardous. Improper' disposal of~xcess ~lebei spray 
mixture, or rin$ate Is a violation of Federal Law, If these wastes cannot be disposed of by use ac~~rding tQ label 
instructions, cont;ict your State Pesticide or Environmental COJ;ltrol Agency, or the HazardoCa~~te repre~entative at 
the:~rest EPA Regional Office for guidance. •• : ..... 

stepan Company 
Northfield, IL 60093 
EPA RiJg. NO. 1839;168 (right panel) 
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