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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

s e e

JUL 14 2003

Ms. Nancy S. Maitzen

Sr. Regulatory Coordinator
Stepan company

22 West Frontage Rd.
Northfield, Illinois 60093

Subject: NP 4.5 Detergent/Disinfectant
EPA Registration No. 1839-79
Application Date: 6/18/03
Receipt Date: 6/18/03

Dear Ms. Maitzen:

This acknowledges receipt of your notification, submitted under the provision of PR
Notice 98-10, FIFRA section 3(c)9.

PROPOSED NOTIFICATION

Removal of the word “pre-cleaned” from the first line of the Disinfection use directions.
Addition of an alternate Terminal Sterilant Level Disinfectant Statement 10 the Directions

for use section.
Removal of the Wisconsin State Division of Health instructions in the directions for use -

Sanitization section.

Addition of the word, immediately to the If On Skin Or Clothing in the First Aid section . .

of the Precautionary Statements.
Addition of the word, Pesticide to Storage in the Storage and Disposal section.

GENERAL COMMENTS
Based on a review of the material submitted, the following comments apply:

The notification application is acceptable and a copy has been inserted in your file for
future reference.
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Should you have any questions or comments concerning this letter, please contact

Zenobia Jones at (703) 308-6198.
Si ccrelW
e

oble
Product Manager 31
Regulatory Management Branch 1
Antimicrobial Division (7510C)
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tepan

April 14, 2003

Stepan wompany Narthfieid, llinots 80093 w
Telephone 847 448 7500 - 2

Document Processing Desk (NOTIF)
Office of Pesticide Programs

U.S. Eavironmental Protection Agency
Antimicrobials Division (7510C)

1921 Jefferson Davis Highway
Arlingron, VA, 22202

ATTN: Ms. Velma Noble

RE:

PM 31
Regulatory Mnnagmant Branch 1

NP 4.5 Detergent/Disinfectant
EPA Reg. No. 1835-79

Dear Ms. Naoble:
This Notification proposes the following:

1)

2)

3

4

5)

Removal of the ward “pre-cleaned” from the first line of the DISINFECTION uge directions, This ime
should read:

“To diginfect inanimare, hard, non-porous surfaces, apply solution with a mop, cloth, sponge or hmdpmnp
mgaspnyumutownnﬂmnﬁnuthomghly"

This registration’s efficacy daca demenstrated bastericidal and fmgicidal activity i the presence of organic
load (5% blood serum) and supports the removal of the pre-cleaning step. The word “pre-cleaned” was not on
the original approved label, however, it has been inadvertently added with subsequent Jabel amendments.

Addirion of an alterpate Terminal SterilanyHigh Level Disipdectant Staternant to the Directions for Use
secton. This onr sentence smfement reads “This product is not for use on medical device surfaces.”

Removal of the Wisconsin State Division of Health instructions in the Directions for Use - Sanitization
section. Since Wisconsin requires a SO0 ppm water hardness, this weuld not apply because it is effective in
water up 1o 250 ppm hardness (as CaCO3).

Addigon of the word, immediately, to the IF ON SKIN ORCLOTTmQGmdxeFmAidsxﬁonofthe
PRECAUTIONARY STATEMENTS. It should read:

“If on 3kint or clothing: Take off contarpinared clorhing. Rinse skin immediately with plenty of water for
15-20 minutes, Call poison contrel center or dactor for treannent advice.,”

Addiden of the word, PESTICIDE, to STORAGE in the Storage and Disposal Section. It should read:
PESTICIDE STORAGE.

Five (5) copies of the proposed label are exclosed for Agency roview,
Should you have any questions coneerning this notificadon, pleass contact me at 847/50).2278.

Sincerely,
STEPAN COMPANY

Sr. Regulatory Coordinator
NSM:slf

Enclosures
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Tom Isaac
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SEPA

STEPAN PS&C

-

Form Aggrogd_ OMEB Eo. ;gwo-ooao - 5
Unitad States Registraﬁon OPP Idandfier Number
Environmental Protection Agancy Amendment
Washingrton, DC 20460 v | Other

NO. 429  P. 3 4/0‘

Application for Pesticide - Section |

1. Compsny/Product Number

2. EPA Product Manager

3. Proposed Classificstion

STEPAN COMPANY / 1838-78 Velma Noble [Z] None D Hestricted
4. Campany/Product (Nsma) PMF )
NP 4.5 Datergent/Disinfactant 31

STEPAN COMPANY
22 W_ Frontage Rd.
Northfield, IL 60093

5. Norne and Address of Applicant fincfuds ZIP Code)

Chock i thiz ic » new sddress

To:
EPA Reg. No,

6. Expedited Reveiw, In accordance with FIFRA Sectien 3(c)(3)
{bHi), my product is similar or identical in composition and Iabeling

Product Name

Section - Il

L__| Amendment - Explain balow,

Natificatien - Explain below.

( Reazubmigsion in responsa to Agency letter datad

Finel printed labels in repaonse to

Agency letter dated
D "Ms Too™ Appllesticn.

D Othor - Explain below.

Sas attachad sheet,

Explanation: Use additional page(s) if necessary. (For saction | and Section i1}

Section - Iil

1. Matatial This Product Will Bs Packaged In:

{ Child-Resistant Packaging

ch
Na

Unit Packaging

Yn
-

Watsr Soluble Paskaging

Yes
No

~ 7 rification must g
b ibmitted

Unit Packaging wgt,

If “Yas™
Package wgt

No. par

No. per
contmner

containar

2. Typs of Containst

Metal

v
v

Plastic

Glass
Paper

Other (Spocify)

{,‘fj Label u contesnar

4. Location of Net Cantents Information

4, Size(s} Retail Containsr
qt.. gal., 5 gal., 55 gal.,

w

5. Loc_ation of Label Directions

6. Manner in Which Labal is Affixed to Product

e —

Lithograph

G Othar

A
v_|p, luad
Stencied

Section - IV

1. Cantsot Point [Complate iterns directly below for identification of individus! ro be contacted, ¥ necexawry. to process this spplication.)

Nama
Nancy S. Maitzen

Tide
Sr. Regulatory Coordinator

Telaphons No, {include Araa Coda)
847/501-2278

Certification 6. Duto .Apdicnliun
1 cartity that tha statemnanmts | have made on this form and all attachmenta thereto are trua, sceurats snd complota. Rocoived
{ acknowledge that sny knowlinglly falss ar mislaading statsment may be purishable by fine or imprisenment or {Stamped)
both ynder applicable law.
Signature . 3. Title
M sr. Regulatory Coordinator
L"
&_Typed Name , 5. Dote
Nancy S. Maitzen April 14, 2003
EPA Form 8570-1 [Rev. 3-34} Previous sditions are opsolete. White - EPA File Copy [oHiginal} Yalow - Applicant Copy
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Stepan

April 14, 2003

Stepan Company
NP 4.5 Detergent/Disinfectant
EPA Reg. No. 1839-79

Section I — Explanation

This notification proposes the following:

1),

2)

3)

4)

3)

Removal of the word “pre-cleaned” from the first line of the DISINFECTION use directions.
This line should read:

“To disinfect inanimate, bard, non-porous surfaces, apply solution with a mop, cloth, sponge or
band pumap trigger sprayer so as to wet all surfaces thoroughly.”

This registration’s efficacy data demonstrated bactericidal and fangicidal activity in the presence
of orgenic load (5% blood serum) and supports the removal of the pre-cleaning step, The word
“pre-cleancd™ was not on the original approved Izbel, however, it has been inadvertently added
with subsequent label amendments.

Addition of an alternate Termina] Sterilant/High Level Disinfectant Stateruent to the Directions for
Use section. This one sentence statement reads “This product is nor for use on medical device
surfaces.” ;

Removal of the Wisconsin Smate Division of Heslth instructions in the Direcrions for Use -
Sanitization section. Since Wisconsin requires a 500 ppm water hardness, this would not apply
because it is effsctive in water up to 250 ppm hardness (as CaCO3).

Addition of the word, immediately, to the IF ON SKIN OR CLOTHING in the First Aid section

of the PRECAUTIONARY STATEMENTS. It should read:

“If on skin or clothing: Take off contaminated clothing. Rinse skin immediataly wirth plenty of
water for 15-20 minutes. Call poison control center o doctor for freatmment advice.”

Addition of the word, PESTICIDE, to STORAGE in the Storage and Disposal Section. It should
read: PESTICIDE STORAGE.

Signature: M M»

Title: 8r. Regularory Coordinator

W
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stepan Stepan Company

NC. 429 P. 5

Narthfield, IMinois 50093 '
Talephona 847 448 7500 9, (’/‘1

- “This notification is consistent with the prbvisions of PR Notice 98-10 and EPA regulations at 40
CFR 152.46, and no other changes have been made to the labeliné or the confidential statement
of formula of this product. | understand that it is a viclation of 18 U.S.C. Sec. 1001 to willfully
make ansf false staternent to EPA. I further understand that i}' this notification is not consistent
with the terms of PR Notice 98-10 and 40 CFR 152,46, this product may be in violation of

FIFRA.”

FIFRA and I may be subject to enforcement action and penalries under sections 12 and 14 of

Wﬂ// 200 3

1

Pyt v Fp Pager




JUN. 18. 2003 §: 14AM STEPAN PS&C NO. 425

NP 4.5
Detergent/Disinfectant

CLEANER DISINFECTANT
DETERGENT SANITIZER
MILDEWSTAT (on hard inanimate surfaces) * VIRUCIDE
FUNGICIDE (against pathogenic fungi) DEODORIZER

ACTIVE INGREDIENTS
n-Alkyl (60% C14, 30% C1g, 5% C12, 5% Cia)

dimethy! benzyl ammonium chlorides....... ceerermeealeaen e nenaas 2.25%

n-Alkyl (68% Crz, 32% C1a) dimethyl

ethylbenzyl ammonium chlerides........... erreerenenan veereeneraen 2.25%
INERT INGREDIENTS.........cootiiieeveeesseseeevee e eeanans 95.50%
Total 100.00%

KEEP OUT OF REACH OF CHILDREN

DANGER

See side panels for additional precautionary statements.

EPA REG. NO. 1838-79
EPA EST. NO. 1839-IL-01

STEPAN COMPANY
22 Waest Frontage Roed
Northfield, IL 80083

NET CONTENTS

{Center Panesl)

P.

b

Amand DA/14/03
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LI DIRECTIONS FOR USE 4 /o,
itis a violation of Federal Law to use this product is a manner inconsistent with its labeling.

NP 4.5 Detergent/Disinfectant is a phosphate free formulation designed to provide effective cleaning, deodorization, sanitization, and
disinfection specifically for hospitais, aursing homes, schools, food processing plants, food service establishments, fransportation
terminals, offica buildings, manu‘l’acturlng Tacilities, lodging estabhshmnnts ratail businesses and athletic/recrentional facilities where
housskeeping is of prime imporance in controfling the hazard of cross contamination. J

This product, when used as directed, is formulated to disinfact inanimate hard surfaces such as walls, floors, sink tops, toilet bowis,
tables, chairs, and telephones. For larger areas such operating rooms, patient care facilities, and restrooms, this product is designed
to provide both general cleaning and disinfecting.

This product decdorizes those areas which generelly are hard to keep fresh smeiling, such as garbage storage areas, empty garbage
bins and cans, toilet bowis, and cther areas which are prone to odors caused by microorganisms,

In addition, this product sanitizes previously cleaned and rinsed non-porous food contact surfaces such as tanks, chopping blocks,
counter tops, drinking giasses, and safing utensils,

(For labais that fist medical premises and/or stainiess steel surfaces, cne of the following stafements must be used:)

This product is not to be used as a terminal sterilant/high-level disinfactant on any surface or instrument that (1) is introduced directly
into the human bady, either into or in cantact with the blaodstream or nonmally sterile areas of the body, or (2) contacts intact mucous
membranes but which doas not ardinarily panstrate the blood barrier or ctherwise enter nermally starile areas of the boedy.

or
This product is not for usa'on medical device surfaces.

DISINFECTION - To disinfect inanimate, hard surfaces add 2 ounces of this product per gallon of water. Apply solution with a maop,
cloth, sponge or hand pump frigger spfayer s0 a3 to wet all surfaces thoroughly, Allow to remain wet for 10 minutes, then remove

axcess liquid,
{ - heavily soiled areas, a pre-cleaning step is required. Prepare a fresh solution for each use.

To disinfect tojlat bowls: flush tailet, add 2 ounces of this product directly to the bowl water. Swab the bowl complately using a scrub
brush or toilet rop, making sure to get under the rim. Let stand for 10 minutes and flush.

To disinfect food processing premises: floors, wells, and storage arsas, add 2 cunces of this product per gallon of water. For
heavily sofled areas, a pre-cleaning step is required. Apply solution with a mop, clath, sponge or hend pump trigger sprayer so as to
wet all surfaces thoroughly. Allow to remain wet for 10 minutes, then remove excass liquid. Bafore using this product, food products
and packaging materials must be removed from the area or carefully protsctad After use, all surfaces in the area rmust be thoroughly
rinsed with potable water.

To disinfect food service astablishment food contact surfaces; countertops, appliances, tables, add 2 ounces of this product per
galion of water. For heavily soiled areas, a pre-cleaning step is required. Apply solufion with a cloth, sponge or hand pump frigger
sprayer so as to wet 2l surfaces tharoughly. Allow the surface o remain wet for 10 minutes, then remove excess liquid and rinse the
surface with potable water.

SANITIZATION - Remove all gross food particles and soil from areas, which are to be sanitnzed with a good detergent, pre-flush, pre-
soak or pre-scrape treatment. Rinse with potable watsr. To sanitize previcusly cleaned and rinsed non-porous food contact surfaces
prapare a 200 ppm active quatermnary solution by adding 2 ounces of this product to 3.5 gallons of water.

To sanitize jmmaoblle items such as tanks, chopping blocks, and counter tops, food the area with a 200 ppm active quatemnary solution
or apply with a cloth or spenge making sure to wet all surfaces completely for at least 60 seconds. Let air dry. Prepare a fresh solution
{ =achuse.

sanitize moblie items such as drinking glasses and eating utensils, immerse in a 200 ppm active quatemnary solution for at least &0

seconds making sure to immerse completely, Remove and let air dry. Prepars a fresh solution daily or more frequantly as soil is.
apparent.

When used for sanitization of previously cleaned food sguipment or foad contact items, [imit active quaternaries to 200 ppm. At this
jevel NO POTABLE WATER RINSE IS REQUIRED. This product is an effective sanitizer when diluted in water up to 250 ppm
hardness (as CaCOs).

BACTERICIDAL ACTIVITY - When diluted at the rate of 2 ounces per gallon of water, this product exhibits effective disinfectant
activity against the srganisms: Pssudomonas aeruginosa PRD 10, Escherichia coli, Klebsiella pneumeniae, Saimoneila schottmuelleri,
Salmonella choleraesuis, Streptococcus salivarius, Brevibacterium ammoniagenes, Straptococcus fascalis,- Shigella dysenteriae,
Enterobacter aerogenas, Staphylocoecus aureus, Methicillin resistant Staphylococeus aureus (MRSA), and Vancomycin intermediate
resistant Staphylococcus aureus (VISA) and mests all requirements for hospital use.

MILDEWSTAT - To control mold and mildew on pre-cleaned hard, non-porous surfaces add 2 ouncas of this product per gallon of
water. Apply solution with a cloth, mop or sponge making sure to wet all surfaces completely. Let air dry. Prepare a fresh soiution for
each use. Repent application at weekly intervals or when mildew growth appears.

FUNGICIDAL ACTIVITY - At the 2 ounces per gallon dilution, this product is also fungicidal against the pathogenic fungi. Trichophytan
mentagrophytes (Athlete’s Foot Fungus), when used as directad on hard surfaces found in bathrooms, shower stalls, (ocker rooms,
axarciza faciliias or other clean, hard, nan-parous, surfaces commonly contacted by bare faet,

Stepan CompanyNorthiieid, Il 60093
Narthiteld, IL 60093
EPA Reg. Ne. 1839-7% {Left Panel} Amend 04/14/03
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+ +* VIRUCIDAL ACTIVITY - This product when used on environmental, inanimate hard surfaces at 2 ounces per gallon of water exhibits
effective virucidal activity against |nfluenza A2/Japan (mpresentative of the common fiu virus), Herpes Simplex Type 1 (causative
agent of fever blisters), Adenovirus Type 2 (causative agent of upper respiratory infections), Vaccinia virus (representative of the pox
virus group), Hepaiitis B Virus (HBV), and Hepatitis C Virus (HCV).

*KILLS HIV-1, HBV, and HCV ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED WITH
BLOOD/BODY FLUIDS in health care settings (Hospitals, Nursing Homes) or other settings in which there is an axpectad likelihood of
soiling 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 patential for transmission of Human Immunodeﬂdancy Virus Type 1 (HIV-1) {associated with AIDS),
Hepatitis B Virus (HBV), Hepatitis C Virus (HCV).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1, HBV, AND HCV OF
SURFACES/OBRJECTS SOILED WITH BLOOD/BODY FLUIDS. .

PERSONAL PROTECTION: Whan handling itemns seiled with biood or body fluids use disposable latex glovas, gowns, masks, or aye
coverings.

CLEANING PROCEDURES: Bload and other body fiuids must be thoroughly clsaned from surfaces and objects before appiicnﬂon of
this product.

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

DISPOSAL OF INFECTIOUS MATERIALS: Blood and other body fluids should bo autoclaved and disposed of according to local
ragulations for infectious waste disposal.

EFFICACY TESTS HAVE DEMONSTRATED THAT NP 4.5 DETERGENT/DISINFECTANT IS AN EFFECTIVE BACTERICIDE,
FUNGICIDE, AND VIRUCIDE IN THE PRESENCE OF ORGANIC S0IL (5% BL.OOD SERUM).

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

i NGER. KEEP OUT OF REACH OF CHILDREN. CORROSIVE. Causaes irreversible aye damage and skin bums. Do not get in eyes,
v skin or on clothing. Wear goggles or face shieid, rubber gloves, and protective ciothing. Harmful If swallowed. Remove
contaminated clothing and wash before reuse. Wash thoroughly with soap and water after handling.

FIRST AID
Have the product container or jabel with you when calling @ poison controt center or doctor, or going for treatment.
If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contect lenses, if present, after the first 5
minutes_then continue rinsing eys. Call 2 poison control center or doctor for treatment advice.
If on skin or clathing: Take off contaminated clothing. Rinse skin immediataly with plenty of water far 15-20 minutes. Call poison
control center or doctor for treatment advice.
If swallowed: Call poison control canter or doctor immediataly for treatmant advice. Have person sip a glass of water if able to
swallow. Do not induce vomiting unless told to do so by the poison control conter or docter. Do not give anything by mouth to an
unconscious person.
if inhaled: Move person to fresh air. If person is not breathing, call 911 or an ambulance then give anificlai respliration, preferabiy by
mouth-to-mouth, if possible. Call a poison control centsr or doctor for further treatment advice.

NOTE TO PHYSICIAN
Probable mucosal damage may contraindicate the use of gastric lavage.

HOTLINE NUMBER (OPTIONAL)
Y " may contact xecoocexo for emergency medical treatment information.

ENVIRONMENTAL HAZARDS
This product is toxic to fish and aquatic invertebrates. Do not discharge effluent containing this product into lakes, streams, ponds,
esiuaries, oceans or other watars unless in accordance with the requirements of a National Pollutant Discharge Ellmination System
(NPDES) parmit and the permitting authority has been notified in writing prior to discharge. Do not discharge effiuent containing this
product to sewer systems without previcusly notifying the [acal sswage treatment plant suthonity, For guidance contact your State
Water Board or Regional Cffice of the £EPA,
Contains no phospherous.

STORAGE AND DISPOSAL
DO NCT CONTAMINATE WATER, FOOD, OR FEED BY STORAGE OR DISPOSAL.
PESTICIDE STORAGE - Store in a dry place no lower in temparature than SO'F or higher than 120°F.
CONTAINER DISPOSAL - Do not reuse empty container. Triple 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 Stete and local authorities. Plastic
uunt:uners may be disposed of in a sanitary landfill, incineratad, or if allowed by local authorities, by buming. If Burmed, ahy out of
sSmMokKe
For confainers 1 gallon or jass: Do not reuse empty container (bottla, can, bucket). Wrap container and put in trash.
PESTICIDE DISPOSAL - Pesticide wastes are acutely hazardous, improper dispossl of axcess pasticlde, spray mixture, or rinsate is a
violation of Fedetal Law. If these wastes cannot be disposed of by use aceording to |abel Instructions, contact your State Pesticide or
Environmental Control Agency, or the Hazardous Waste repregentative at the nearest EPA Reglonal Office for guidance.

Stepan Company
Northiield, IL 60093
EPA Rag. No. 1839-79 {Right Penal) Amend 04/14/03



