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UNITED STATES 
ENVIRONMENTAL PROTECTION AGENCY 

April 10, 2006 

Michael G. Sarli 
STERIS Corporation 
P.O. Box 147 
St. Louis, MO 63166-0147 

OFFICE OF 
PREVENTION. PESTICIDES 
AND TOXIC SIJBSTANCES 

Subject: Staphene Disinfectant Spray and Deodorizer 
EPA Registration No. 1043-19 
Application Dated: March 24, 2006 
Receipt Date: March 30, 2006 

Dear Mr. Sarli: 

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

Proposed Notification: 

• Minor Label Revision: adding "Note to Physician" 

General Comment: 

Based on a review ofthe material submitted, the following comment applies. 

The notification is acceptable. A copy of the notification has been inserted in your file 
for future reference. 

Should you have any questions or comments concerning this letter, please contact me at 
(703) 308-6422 or Stacey Grigsby at (703) 305-6440. 

Sf'ferely, _ 

~-t 

Adam Hey ard 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 



March 24, 2006 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504C) 

Attn: Marshall Swindell, PM #33 
U.S. Environmental Protection Agency 
Ariel Rios Building 
1200 Pennsylvania Ave., N.W. 
Washington, D.C. 20460 

Re: Notification of Minor Label Revision for Staphene Disinfectant Spray and 
Deodorizer, EPA Reg. No. 1043-19 

Dear Mr. Swindell: 

Enclosed in support ofthe subject action, please find the following: 
-Application for Pesticide (EPA Form 8570-1) 
-Final Labeling (3 copies). 

The labeling has been modified by adding "Note to Physician" in the first aid section. 

If you have any questions I can be reached at 314-290-4704 or at mike_sarli@steris.com. 

Sincerely, 

Michael G. Sarli 
Lead Regulatory Specialist 
STERIS Corporation 

Enclosures 

STERIS Corporation· po Box 147· Sl. LoUIS. MO 63166-0147· USA· 314-290-4600 



EPA United States Environmental Protection Agency Registration opp Identifier Number 

Washington, DC 20460 
Amendment 

X Other 

Application for Pesticide - Section I 
I. Company/Product Number 1043-19 2. El'A Product ,\1anugcr 3. Pro()oscd Classific::Ition 

Marshall Swindell 

4. Company/Product (Name) Staphene Disinfectant Spray & PM# 33 X None Restricted 

Deodorizer 

5. ,'Jllmc und ~\ddr('ss of Applicllnt (illdlldc Zip COlJt') 6. Expedited Re"iew. In accordance With FIFRA Section 3(c)(3)(b){i), my product 
is similar or identtcal in composition and labeling to: 

SiERlS Corporation 
P.O. Box 147 EPA Reg. No. 
St, loUIS. MO 03166-0147 

Product Name 
Check trelliS 15 a new address 

Section - II 

EXplanation: "Notlticatloll ofmmor label revision per PR Notice '.IS-10." 
"TillS notificatlon is consistent with the pnlvisions of PR Notice 98~ 10 and EPA Rcgulations at 40 CPR 152.46, und no other changes have heen made to the labeling or the 
confidential statement of fannula of this product. 1 understand that it IS a violation of 18 U.S.C. Sec. 1001 to willfully make and false statement to EPA. I further understand 
Ihnt if thiS slatement is not consistent With the terms of PR Notice 98~10 and 40 CFR 152.46, thiS product may be III violation of FIFRA and I may be subject to enforcement 
actIOn and penaltJes under sectIOns 12 and 14 of FIFRA." 

Section - III 
1. :Hate,'ial This Product will be Packaged In: 

Unit Packaging Water Soluble Packaging 2. Type of Container 
Chlld~Res!stant Packaging Yes Yes Metal X 

Yes'" No X. No X Plastic 
X No Glass 

If"Yes" No. per [f"Yes" No. per Paper 
"'Certification must be Unit Packaging wgt. contamer Package wgt contamer Other (Specify) 
51.&bmittcd 

4. Size(s) Retail Containcr S. Loca.tion of Label Directions 
3, Location of Net Contents Information 16 oz. net wt. 

On Label X 
Label X Container On Labeling accompanymg product X 

Lithograph X Other 
6. Manner in Which Label is Affixed to Product Paper glued X 

StencI!ed 

Section - IV 
I. Contact "oint (Complete items dJn!ctly below for identificalton of indiVidual to be contacted, If necessary, to process this appliciltion.t 

~ame Title Telephone ~o. (InClude Area Code) 
Michael G. SarI! Regulatory SpecIalist 314-535-2198 

- - -
6. Date Application 

Certification Rcceivel' 
I certify that' the statements I have made on this form and all attachments thereto arc true, accurate and complete. 1 acknowledge that any 

knowingly false OJ" misleading statement may be punishable by fine OJ" Imprisonment or both under applicable law, (,stamped) 

- - - -2. 

Sig~~I/d 
3. Title 

Lead Regulatory Specialist 

4. Typed Namc S. Date 

Michael G. Sarli 3/24/06 
EPA FOIm 8570~1 



PRECAUTIONARY STATEMENTS 

HAZARD TO HUMANS AND DOMESTIC ANIMALS 

CAUTION: Harmful if absorbed through skin. Avoid 
contact with eyes, skin or clothing. Wash hands before 
eating, drinking, chewing gum, using tobacco, or 
using the toilet. Remove contaminated clothing before 
reuse. Users should remove clothing immedialely if 
pe::olldde gets inside. Then wash thoroughly and put 
on clean clothing. 

PHYSICAL AND CHEMICAL HAZARDS 

Contents under pressure. Do not puncture. Do not 
use or store near heat or open flame. Exposure to 
temperature above 130"F may cause bursting. Never 
throw container inlo incinerator. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a 
manner inconsistent wITh its labeling 
Following application as a spray, do not enter or allow 
others to enter the treated area until sprays have 
dried. Do not apply in a way that will contact workers 
or any other persons, either directly or through drift. 
Only protected handlers may be in the area during 
the application. 

General and Tuberculosis Disinfection, 
Elimination of Fungi and Viruses*: Spray hard. 
non-porous environmental surfaces from any angle. 
even upSide down. from a distance 01 &-8 inches for 
2-3 seconds or until surface IS thoroughly wet. Allow 
surtaces to remain wet for 10 minutes or allow to air 
dry without wiping or rinsing, Gross filth or heavy soils 
muf;,! be removed before disinfection. 

*KJLLS H1V.l (AIDS VIRUS) ON PRE-CLEANED 
ENVIRONMENTAL SURFACES/OBJECTS 
PREVIOUSLY SOILED WITH BLOOD/BODY 
FLUIDS in healthcafe settings or other settings in 
which there is an expected likelihood of soiling of 
Inanimate surfaces/objects with blood or body fluids, 
and in which the surface/object likely to be soiled with 
blood or body fluids can be associated with the 
potential for transmission of human immunodeficiency 
virus Type 1 \HlV-l} (assocIated with AIDS). 

SPECIAL INSTRUCTIONS FOA CLEANING AND 
DECONTAMINATION AGAINST HIV~l (HUMAN 
IMMUNODEFICIENCY VIRUS OR AtDS VIRUS) 
OF SURFACES/OBJECTS SOILED WITH BLOOD/ 
BODY FLUJDS; 

Personal Protection: Wear appropriate barrier 
protection such as latex gloves, gowns, masks, or 
eye coverings. 

Cleaning Procedure: Blood and other body fluids 
must be thoroughly cleaned from surfaces and 
obiects before application. Apply solution as directed 
in paragraph above. 

C<mtact Time: While Ihe HIV-l virus is inactivated in 
1 minute. use a 1 D-mJnule contacllime lOr disinfection 
of all organisms on this label. 

Infectious Material Dispo$al: Blood and other body 
fluids should be autoclaved and disposed of according 
to local regulations for Infectious disposal. 

6389-71 L(1105) 61810 

This product is not to be used as a terminal 
sterilant!high level disinfectant on any surface 
or instrument that (1) is introduced directly into 
the human body, either into or in contact wah 
the bloodstream or normally sterile areas of the 
body, or (2) contacts intact mucous membranes 
but Which does not ordinarily penetrate the blood 
barrier or otherwise enter normally sterile areas 
of the body. 

To Deodorize and Refreshen the Air: Direct spray 
upward toward the center ot the foom for 
3-5 seconds. 

Staphene Disinfectant Spray and Deodorizer 
is an aerosol-dlspensed, spot disinfectant, and 
deodorant for schools; medical, dental and business 
offices; homes; sick rooms; nursing homes and 
general hospital use. 

• Bedside and 
office furniture 

• Waste cans and 
laUndry hampers 

• Telephones • Trash carts 

• Sinks 
Germicidal: Passes A.D.A.C. Germicidal Spray 
Products Test (Staphylococcus aureus, Salmonella 
choleraesuis, Pseudomonas aeruginosa) in the 
presence of 5% blood serum. 10 minutes at 20°C. 

Tuberculocidal: Passes A.OAC. Germicida! 
Spray Products Test (Mycobacterium tuberculosis 
var. bovis) in the presence of 5% bloOd serum, 
10 minutes at room temperature (25°C I 7rF) on 
hard inanimate surfaces. Gross filth or heavy soils 
must be removed before disinfection. 

Fungicidal: Passes A.o.A.C. Germicidal Spray 
Products Test (1nchophyton meniagrophyles) In the 
presence of 5% blood serum. 10 minutes at 20~C. 

'Virucidal: Passes virucidal assay (EPA Proposed 
Method) {Influenza A. Herpes simplex Type 2, 
RhinOVirus 1ype 1A] in the presence of tl% blood 
serum, 10 minutes at 20"C on hard inanimate 
surfaces. 

When tested by an EPA-approved Dilution Method, 
the HIV-1 (AIDS) virus, with added 10% organiC soil 
(serum), was completely inactivated in 60 seconds 
at 20-25°C. Although ef(iC8cy at 1-minute contact 
time has been shown to be adequate against HIV-1. 
thiS time would not be sufficient for other organisms. 
Use a 1 O-minute contact time for dlsinlectlon against 
all of the organisms claimed. 

STORAGE AND 
DISPOSAL 

Do not contaminate water, load 
or feed by storage or disposal. Do 
not use or store near heat or open 
flame. Open dumping is prohibited. 
Do not reuse empty container. Wrap 
container and put in trash. 

STERIS Corporation 
7501 Page Avenue 

St. Louis, MO 63133. USA 
80o-JlT-4-USE (800-548-4873) 

www.stens.com 

Product Made in U.S.A. 
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Staphene® 
Disinfectant Spray & Deodorizer 

Reorde, Number: NetWeighl: 

63S9-Y3 4539 (16 oz.) 

Germicidal. Tuberculocidal· Air Deodorizer 
FungicidaJ • Virucidal* 

ACTIVE INGREDIENTS: 
o-benzyl-p-chloroph enol .. 
p-tertiary amytphenol .. 
o-phenylphenol .. 
N-atkyl (60% C 14, 30% CHi, 5% Gl2, 5% CUI) 

dimethylbenzyl ammonium chlorides .. 
N-alkyl (50% C l2, 30% C 14, 17% C 16. 3% C1a) 

.. 0.077% 
.. 0.074% 
0.041% 

0.042% 

dimethyl ethylbenzyl ammonium chlorides ............ 0.042% 
ethanot . .................. 53.096% 
INERT INGREDIENTS .... .. ............................... .46.628% 

TOTAL ...••.••.•.•...•.. ,. ............................... " ........................... 100.0000/0 

E.PAR~9. No. 1043·19 E.PA E.sl. No 3391S·Ml.Q()1 t2I 

KEEP OUT OF REACH OF CHIL [lRF:N 

CAUTION 
riR::i1 AIU ----

It inr.aled • Mov!! ~erson to fresh air, 
• If person IS not brealllinQ call 911 or an amoulance. ~,~.I ~r.~ ~Itihcial 

reSfirallllll. prelel'ilb/Y b)' tmluIlHo'!lWl!!/) J/ p05SJbJe. 
• Cal a pOison contrlll center 01 doctor /01 lurtMr tr€aliTI~m auv,~e. 

lIon skin • Take off contaminated clothing. 
or clothing • Rrnse s~in Irnrnediate~J wrth plenty of Miter lor 15-20 millutes. 

• Call a pOison control center 01 doctollor treatment adVICe. 

II in eyes • Hold eye open and linse slo.'J!y ami gently v,1lh water for 15·20 mInutes. 
• Remo'le contaclienses. if present. after the firstS iTIlnutes. Il\en continue 

linslng the eye. 
• C~U a poison control center Of doclor lor treatment advice. 

II 5wallllw(ffi • CaU por.wn cootrof center Dr Doctor m)J)leJj);lte~ jor Irealmenl adVice. 
• Have person sip a glass of water If able to swal ow. 
• 00 not induce vomiting U1!eSS told to do so by the pOison control center 

01 doctnr. 
• 00 not give anything by mouth 10 an unconSCIOUS Derson. 

HOT LINE NUMBER 
Have the product container or label wrtl\ you when caninQ a poison control center 01 
doctor. or gOing for treatment. 

NOTE TO PHYSICIAN 
Probable mucosal damage may contraindicate the use of astric lava e. 

See right side panel for additional precautionary statements. 
~ 
~ 


