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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Mr. Bruce Greene

Senior Regulatory Chemist
Stephan Company

22 W. Frontage Road
Northfield, IL 60083

DEC 20 2001

Notification per PR Notice 98-10

BTC 885 Neutral Disinfectant Cleaner-32
EPA Reg. No. 1839-168

Application Dated: November 20, 2001

Subject:

Dear: Mr. Bruce Greene

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 CFR
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,

g

Velma Noble

Product Manager 31

Regulatory Management Branch |
Antimicrobial Division(7510C)
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o~ ; ‘ Umted Stotes ' . ' Begist[ation .| OPP Identifier Number
vEPA Environmental Protection Agency ' Amendment ‘
- Washmgton, o] 20460 ) o ) Other
Ny ) Ap'plication for P'esticlde Sectlon |
1. Company/Product Number -1.2. EPA Product Manager 3. Proposed Clnssiﬁcation
1 -1 : i ' . '
| 1839-168 ' Velma Noble D None D Restricted
{4. company/Product (Name) PM# -
BTC 885 Neutral Disinfectant Cleaner-32 < | 31 . . ,
5. Name and Address of Applicant include 2IP Codé) - | 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3)
'Stepan Company : : ) {b)i), my product is similar or identical in composition and fabeling
22 W. Frontage Road to: :
Northfield, IL 60093 - EPA’Reg. No.
: D Check if this is'anew address “Produbt Name
‘ B Sectuon [}
) Amendmant - Explain below. " | ¢ | Finel pnntod Iabols in repsonse to
L. ) ‘ Agency letter dated
. Resubmission in‘rosponae to Agencyletterdated _______ = D "Me Too™ Apphcauon
k H N,otif’icaii;)"n - Explain bel‘og‘r. " ) : ’ : D Other - Explam below.

Explanatnon Use additional paaa(s) if necessary. (For socuon }and Secuon 1)
Addition of the terminal stenlant paragraph minus last sentence.

Section - ill

1. Material This Product Wiil Be Packaged In:

Child-Resistant Packagmg Unit Paéknging_ Water Soluble Packeging 2. Type of Container
Yas . Yes - .Yes v _| Metal

} ’ ' v | Plastic

. viNe . No . ‘ Glass
‘ i "Yes® . No.per ~ |If “Yes™ No. per [ _| Peper
1 Cmﬁcpﬁon m”" | Unit'Packaging wgt. ~ ¢ontainer | Package wgt'. containes Other (Specify)
be submitted o s i
3. Locetion 6f Net Contents Information ‘ '4}<$ixo(s) Reteil Container 5. Location of Labei Dnrocnons
If Label U Coritainer ! qt., gal, 5 gal, 55~gallon plastic E On label
8. Manner inh Which Label is Affixed to Product Lithograph L Other
. B : { v ]Papo? lged D
Stenciled

Section - IV

1.-Contact Point lCompIora items dlraclly below for identification of individual to be contacted, if nocossary, to pracm this apQI' cPtRn!

| Name ’ o : ' Ttle : o Tolephono Ng (IncJudo Area Code)
Bruce L. Greene ‘| Sr. Regulatory Chemist . © [ 847-501-2328e 050
Certification : . : eeet : 8. Dato Appllcauon
i cortify that the statements | have made on this form and all attachments thereto are true, accurate and cgmig‘e‘ 'R” 4
| acknowledge that any knowlinglly false or. misleading statement may be punishable by fine or imprisonment or o . .(sﬁm”d)
both under epplicable law. T B )
3. Title 'oo:go. .
8r. Regulatory Chemist . LTS
" . o : 2000
4, Typed Name 5. Date HPPH
’ L]
Bruce L. Greene 11/20/2001

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. : White - EPA File Copy (original) - Yellow - Applicant Copy




Stepan

Stepan Company

Northfield, lifinois 60093

" { Telephone 847 446 7500

©

. This notification is consistent’ thh thc provnsxons of PR Notice 98- 10 and EPA
‘ 'regulauons at 40 CFR 152. 46, and no other changes have been made to the
' labelmg or the confidential statement of formula of this product. I understand that

it 1s a v1olat10n of 18 U.S.C. Section 1001 to w1llfully make any false statement to

EPA 1 further understand that if this notification i is not consistent with the terms

of PR Notice 98-10 and 40 FR 152.46, this product may be in violation of FIFRA

and I may be subject to enforcement action and penalties under sections 12 and 14

of FIFRA.
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Stepan Company ’ Northfield, illinois 60093 L\ : : 7

|
Stepan Telephone 847 446 7500 @

November 20, 2001

Document Processing Desk (NOTIF)
Office of Pesticide Programs (7504C)
U.S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Ave., NW
Washington, DC 20460-0001

Attn: PM 31—Velma Noble

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

Dear Ms. Noble:

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

Please note that | 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/sif |
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ITC® 885
Neutral Disinfectant

Cleaner-32
CLEANER DISINFECTANT
. -DETERGENT FUNGICIDE (agalnst pathogenlc fungi)
- DEODORIZER .. *VIRUCIDE

MILDEWSTAT (on hard, nonporous, inanimate surfaces)

- ACTIVE INGREDIENTS
Octyl decyl dimethyl ammonium chloride .........coo.cveecunneee. 0.814%
Dioctyl dimethyl ammonium chloride......... cesnrisasiressreessassnnae 0.407%
Didecyl dimethyl ammonium chloride..........ccccoeemneuirrennnen. 0.407%
Alkyl (50% C,,, 40% C,,, 10% C,,) dimethy!
benzyl ammonium ChIOHE.......cvceeeereereeeeieneraesreae e 1 085% .
INERT INGREDIENTS. ...........ccooevrenrecnnnens Seserssarsstsssnssassrsise 97.287%
Total ' 100.000%

KEEP OUT OF REACH OF CHILDREN

DANGER

See side panels for, additional precautlonary statements

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

STEPAN COMPANY
22 West Frontage Road * Northfield, IL 60093 |

NET CONTENTS
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DIRECTIONS FOR USE

b T

It isa vrolatron of Federal. Law to use thls product in a manner mconsrstent wrth its labeling.

BTC" 885- Neutral Disinfectant Cleaner-32 is a phosphate-free formulation’ designed to provide.effective cleanlng,
~deodorizing, and disinfection for hospltals. nursing homes, hotels, schools, restaurants, and other institutions where
housekeepmg is of prime:importance in-controlling.cross-contamination from treated surfaces. Authorized by USDA for
usein tederalty mspected meat and poultry processrng plants.

This product when used as drrected is formulated to drsmfect hard non-porous inanimate environmental surfaces
“such as floors, walls, metal surfaces, stainless steel surfaces, porcelain, glazed ceramic tile, plastic surfaces,
. bathrooms, shower stalls; bathtubs, and-cabinets. For larger areas such as operatmg rooms and patient care facilities,
this product is deslgned to provrde both general cleaning and disinfecting.

This product deodorizes those areas which generally:are hard to keep fresh smelling, such as garbage storage areas,
empty garbage bins and cans, toilet bowls. and other areas which are prone to odors caused by microorganisms.

This product is formulated to-a neutral pH and wrll not dull hlgh-gloss floor finishes with repeated use.

“This product is not be used as a terminal stenlant/hlgh -level disinfectant on any surface or instrument that (1) is
_introduced directly into the human body either into or in contact with bloodstream or normally sterile areas of the body,
.or (2) contacts intact mucous'membranes but which does: not ordinarily penetrate the blood barner or ‘otherwise enter

rormally sterile areas of the body.

DISINFECTION To disinfect inanimate, hard non-porous surfaces add 4 ounces of this product per gallon of water.
Apply solution with a mop, cloth, sponge, or hand-pump trigger sprayer s0 as to wet all surfaces thoroughly Allow to
remain wet for 10 minutes, then.remove excess liquid.
For heavily soiled areas, a pre-cleaning step is required. Prepare a fresh solution for each use.

TO DISINFECT TOILET BOWLS: Remove gross filth or soils from surfaces with bowl brush. Add 4 ounces of product
to'the bow! water. Brush or swab the bowl completely using a scrub brush or toilet mop making sure to get under the
rim. Let stand for 10 minutes and flush.

EFFICACY TESTS HAVE" DEMONSTHATED THAT THIS PRODUCT IS AN EFFECTIVE BACTERICIDE AND
VIRUCIDE IN' WATER UP TO. 400 PPM. HARDNESS (AS CaCOJ iN THE PRESENCE OF ORGANIC SOIL (5%

BLOOD SERUM).

N DEODORIZATION To deodonze, apply this product as mdlcated under the heading DISINFECTION,

BACTEFIICIDAL ACTIVITY At the 4 ounces per gallon dilution, this product demonstrates effective disinfectant
.actrvrty 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 (clinical isolate), Enterococcus faecalis, Enterococcus faecalis
Eschetichia "coli (clinical’ isolate), Fusobacterium necrophorum, Klebsiella
pneumoniae subsp. pneurmoniae, Lactobacillus casei subsp. rhamnosus, Listeria monocytogenes, Pasteurella
multocida, Proteus vulgaris, Proteus mirabilis ATCC 9921, Proteus mirabilis ATCC 25933, Salmonella choleraesuis
subsp. choleraesuis serotype paratyphi B, Salmonella choleraesuis subsp. choleraesuis serotype typhi, Salmonella
" choleraesuis ‘subsp. choleraesuis serotype typhrmunum .Salmonella choleraesuis subsp. choleraesuis serotype
- ‘pullorum, Serratia. marcescens, Shigella sonnei, Shigella -flexneri Type 2b, Shigelia dysenteriae, ‘Staphylococcus
aureus subsp.- aureus, Methicillin resistant Staphylococcus auréus, Staphylococcus epidermidis, Staphylococcus
epidermidis (clinical isolate), Streptococcus pyogenes (Clinical - Flesh- Eating Strain BIRD M3), Streptococcus
pyogenes Group A, Xanthamonas maltophilia (clinical isolate), and Vancomycin resistant Enterocx)_c.c;@. faecahs

(clinical isolate), Escherichia coli,

. (ATCC 51575).

MILDEWSTAT To control mold and mildew (such as Aspergillis niger) and the odors they cause c&t‘tﬂ'é-cleaned
hard, non-porous inanimate surfaces add 4 ounces of this product per gallon of water. - App .so!utxon with a cloth, mop
. or sponge making sure to wet all surfaces completely. Let air-dry. Prepare a fresh soluion’ fdr each.use Repeat
appllcatlon at weekly intervals or when mildew growth appears.

...... . ..

FUNGICIDAL ACTIVITY - At the 4 ourices per gallon dilution, this product demonstrates,eﬁegtwe fung;ctdal activity’

agarnst the pathogenic fungi Trichophyton mentagrophytes and Candida albicans.

Stepan Company
Northfield, IL 60093
-EPA Reg. No. 1839168
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o* VIRUCIDAL ACTIVITY - This product when used on environmenlal Inanlmate hard non porous: surfaces at4 :
. ounces per gallon of water éxhibits effective virucidal activity against Herpes Simplex Type 1 (causative agent of fever - -
blisters), Herpes Simplex Type 2 (genital disease), Influenza A/Hong Kong; Vaccmla Pseudorabies, Bovine - . |

' Hhmotrachems, Fellne Leukemla, Feline Picornavirus, and Canine Dnstemper . ' .

KILLS HIV-1 and HIV-2 ON PRE—CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOII.ED e

. "WITH BLOOD/BODY FLUIDS in health cére settings (Hospitals, Nursing. Homes) or other settings in which thereisan -
“expected likelihood of solling of 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
lmmunodellclency Virus Type 1 or Type 2 (HIV-1 or Hlv-2) (associated wuth AIDS) :

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 and Hw-z OF
SURFACES/OBJECTS SOILED WITH BLOOD/BODY. FLUIDS.

PERSONAL PROTECTION: - When' handling items soiled with blood or body ﬂulds use dlsposable latex gloves
gowns, masks, or eye coverings.

CLEANING PROCEDURES ‘Blood and other body ‘fluids must be thoroughly cleaned from surfaces and ob;ects
before application of this product. ‘

CONTACT TIME: Allow surface to remain wet-for 10 minutes.

DISPOSAL OF INFECTIOUS MATERIALS: Blood and other body- ﬂu1ds should be autoclaved ‘and disposed of
according to local. regulatlons for lnfectlous waste disposal.

. PRECAUTIONARY STATEMENTS
. HAZARDS TO HUMANS AND DOMESTIC ANIMALS.
DANGER KEEP ‘QUT OF REACH OF-CHILDREN. CORROSIVE. Causes éye and skin damage. Do not get in
eyes, on skin or on clothlng Wear- goggles or face shield and rubber gloves when.handling. "Harmful or fatal if
swallowed. Avoid contamination of tood.’ Remove conlammated clothmg -and wash before reuse. Wash thoroughly
~ with soap and water after handling.

STATEMENT OF PRACTICAL TREATMENT
In case of contact immediately flush eyes or ‘skin with plefty of water for at least 15 minutes. For eyes call a
physucuan

if swallowed, drink large quantities of water. Avoid alcohol. Calla physiCian immediately.

NOTE TO. PHYSICIAN
-Probable mucosal damage may contramdlcate the use of gaslnc lavage

. ENVIRONMENTAL HAZARDS |
-This product is ‘toxic.to fish. Do not discharge effluent containing this product into lakes, streams, ponds estuaries,
s .gceans or other waters- unless in accordance with the requirements of a National Pollutant Discharge Ellmmatlon
ystem (NPDES) permit and. the permitting authority has been notified in writing prior to discharge.” Do not discharge
- éffluent containing this. product to -sewer systems without previously notifying ‘the- local sewage treatment plant
authority.- For guidance. contact your. State- Waler Board or Regionat Office of the EPA. .

STORAGE AND DISPOSAL
DO NOT CONTAMINATE WATER, FOOD, OR FEED-BY STORAGE OR DISPOSAL.
STORAGE - Store in a dry place no lower in temperature than 50°F or higher than 120°F.

CONTAINER DISPOSAL - Do not reuse empty container. Tﬂple rinse_empty container with water. Return metal drum
then offer for reconditioning or puncture and dispose of in a sanitary landfill, or by other- procedures approved by State
and: local authorities. Plastic containers may be disposed of in a sannary landfill, incinerated,. or if allowed by local
authorities, by-burning. If burnied, stay out cf smoke.

For containers 1 gallon or !ess Do not reuse empty container. Rinse thoroughly before dlscardlng in lrish"’

PESTICIDE DISPOSAL - Pestlclde wastes are acutely hazardous. Improper: dlsposal of excess pbsticke; spray
mixture, or ringate Is a violation of Federal Law. If these wastes cannot be disposed of by use accbrding to label
instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardth'\M:&te represenlatlve at

lhe nedrest EPA Regional Office for guidanice. . , . e
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