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U.S.° ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Date of Issuance:
" Office of Pesticide Programs ' Number:

S T Antimicrobials Division (7510C) SEP 2 6 2005
» Ti 1200 Pennsylvania Aveaue, N.W, 1043-119
rd - Washington, D.C. 20460
E‘: M § tngten ) Term of Issuance:
i*":,, o CONDITIONAL

¢ e NOTICE OF PESTICIDE:

X Registration

Re—registration Name of Pesticide Product:
(under FIFRA, as amended) Spor-Klenz RTU

Name and Address of Registrant {include ZIP code):

Steris Corporation
7501 Page Avenue
Saint Louis, MC 63133

Note: ~Changes in label:.ng diffezingain subst:ance from thag accepted “in s::onqectzlpn with  this :egistratlon must .
 be. submitteci to and .accepted, by the ‘Antimicrobials, waumn p;:i' e, to-yse of ghs dak
}correspondence on th:.s groduct ‘always rafer t‘o the abova EbA. reg trationwnumbarj : I

e AP cF e - £

“ o

,aba 1}1 comercea In any - o

<

On the basis of informaticn furnished by the registrant, the above named pesticide is hereby
registered/reregistered under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended.

Registration is in no way to be construed as an endersement or reccmmendation of this product by the Agency. In
ordar to protect health and the environment, the Administrator, on his motion, may at any time suspend or cancel
the registration of a pesticide in accordance with the Act. The acceptance of any name in connection with the
registration of a product under this Act is not ¢ be censtrued as giving the registrant a right to exclusive
use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with
FIFRA Section 3(c) (7) (A) provided that you:

1. Submit and/or cite all data required for registration of
your product under FIFRA Section 3(c) (5) when the Agency requires
all registrants of similar products to submit such data; and submit
acceptable responses required for re-registration of your product
under FIFRA Section 4, or as required by registration review under
FIFRA Section 3(g).

2. Make the following labeling changes:

a. Revise the EPA Registration Number to read,
EPA Reg. No. 1043~119‘.

Signature of Approving Offjcial: Date:

bl

Marsh ISwmdeli Product Manager, Team 33, SEP 2 6 2005
Regulatory Management Branch ], Antimicrobials Division

EPA Form 8570-6
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3. Submit three copies of a final printed production label.

If these conditions are not complied with, the registration will be subject to cancellation in accordance
with FIFRA Section 6(e). Your release for shipment of the product constitutes acceptance of these conditions.

A stamped copy of the accepted label is enclosed for your records.

If you have any questions concerning this letter, please contact Karen M. Leavy at (703)-308-6237.

Sincerely,

27
Marshall Swindell
Product Manager 33
Regulatory Management Branch 1
Antimicrobial Division(7510C)

Enclosure



PRECAUTIONARY STATEMENTS

Hazard 10 Humans and Domestic Animals

DANGER - PELIGRO
Corrasive. Causes bireversible eye damage. Harmful if absorbed through skin Do not get
in eyes, on skin, or on clothing Avoid conact with skin Wash hands before cating,
drinking. chewing gum., using 1obacco ot using the toilet Remove contaminaled clothing
and wash hands before reuse Caution should be used when applying indoort because pﬂl
may be o risk

Poonal Protective Equipment (PEE)
Handiers rust wear: Goggles or face shicld, and prcueawc rubber gloves.

Enviroamental Hazards
This pesticide is toxic to birds, fish and aquatic nvertcbrates
Do not discharge efflucnt containing this product into lakes, streams, ponds, estusries,
oceans, of public waters unless this product is specifically identificd and addressed in a
NPDES permit. Do not discharge eMuent ining this product to scwer systerns without
previously notifying the sewage plant authority For guidance, conta your Stte Warer
Board oe Regionn! Office of the LI 5§ Environmental Prolection Agency.

Bliysical apd Chemical Hazards
This product tontaits an oxidizing agem.

. PRODUCT CLAIMS

= Sterilant undiluled 5% hours e

+ Sporicidal undiluted 5% hours wC

« Bactericidal undiluted 5% hours 20°C

« Virucidal undiluted 54 hours 26°C
Hepatitis B undiluted 5% hours 20°C
HIV-1* undiluted $%4 howry 20°C

* Fungicidal undiluted 3% haurs 20°C

+ Broad Sp Disinle difuted §Q min 20°C

+ Tuberculocidal unditued 10 min 20°C

* Non-Staining

* Pre-Activated/No Activation Nwdnd N

* Fast-Acting - ‘

« Reusshle

As a steritant for 14 days
As a broad spectrum disinfectant for |4 days (when used undiluted)
* Germicidal Spray Disinfectant undiluted 30 sec. 20°C

Failure to follow directions for use per label may resubi in user injury,
*KILLS HIV-1 ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS
PREVIOUSLY SOILED WITH BLOOIVBODILY FLUIDS in heahh care scitings of other
settings in which Lhere & an cxpected likelihood of soiling inanimate surfaces/objecty with
blood or body fluids, and in which the surfaces/objects likely to be soiled with blood or body
fluids can be iated with the p ial for ission of HIV-] (Human
Irrmunodeficiency Virus Type | - isociated with AIDS)
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST
HIV OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS:
PERSONAL FPROTECTION: Specific barrier protection tems 1o be used when handling items
soiled with blood or body Tluids are disposablc latex glovey, gowns, masks snd €ye coverings.
CLEANING PROCEDURE: Blood and other body fluids must be thoroughly cleaned from
surfaces and objects before the zpplication of the sterilam,
DISPOSAL OF INFECTIOUS MATERIALS: Blood and other body fluids should be

autoclaved and disposed of sccording 10 federal, state and local regulations for infectious wasie

disposal.
CONTACT TIME: Leave surfaces wet with undiluted SPOR-KIENZ Ready to Use fora
minirurn of 5 % hours

ST EANDDI Al
Do not contaminate water, food or feed by storage or disposal

",
Store in shipping carton Do nol expose to direct sunlight Maintain iemperature
below 75* F (24° C) Avoid contact with combustible maserials Store in originel
closed container For chemical emergency. spill, leak, fire, expusure and accident,
call Chermtrec, day or night {B00) 424-9300, (703) 527.3887

Bestigide Disposal

Wastes resulting from the use of this produdt may be duposed of on-sitc in a
sanilary sewer or 4 an upproved waste disposal facility Pesticide wastes are
acutely hazardous Improper disposal of exceas pesiicide, spray mixture, or rinsate
is a violation of Federal Law. 17 these wasites cannot be disposed of by use
accarding 1o Label insiructions, contact your Staie Pesticide or Environmental
Control Agency, or the Hazardous Waste Representative ai the nearcst EPA
Regianal Office for Guidance.

Contziper D 1

Triple rinse empty comainer with water. Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary land(ilY, or incincration, or,
if allowed by state and local suthorities, by buming 1 burned, stay oul of smoke.

SPOR-KLENZ® ,

READY TO USE
COLD STERILANT
For Lise in Health Cere Bavironments

Actlve Ingredients: .

Hydrogen Peroxide 1.00%

Peraxyacetic Acid £.08%
Ioert lnlndlmu’: 98.92%

Total 100.00%

KEEP OUT OF REACH OF CHILDREN

DANGER - PELIGRO

See side panel for precautionary statements

FIRST ATD

=Move person to fresh air.

IF INHALED «If person is not breathing, call 911 or an embulance, then give

DIRECL IONS FOR USE

it is a violation of Federal law to usc this product in a manney inconsistent with its labeling.

Do not usc afier Expiration Date. Do not allow SPOR-KLENZ Ready to Use 1 mix with alkaline substances such as
bleach (Sodium Hypochlorite) or other oxidizing sgenta. Use purified water (¢ g. deionized) for making dilutions,
cleaning and rinsing. Some materinby may be incompatible with SPOR-KLENZ Ready lo Use. Test material prior o
use. Rouse of dituted SPOR-KLENZ Ready to Use is not recommended.

DIRECTIONS FOR STERILIZATION (In any application other than a health care petting/hospitai).

Remove any abvious debris or organic material from the surface to be sterilized. This can ofien be accomplished by
rinsing with wkier of by dotergant cleaning followed by & water rinsc. Immerse the item 10 be sterilized in o
wufficient vohime of undiluted SPOR-KI ENZ Reedy 1o Uzz to cover the itom and 81 &} passages roquining
stexilization. Hold in the sterilizing soluticn for lnumnol"mbum o 2XC inpaaure (65°F). Remove items
after 5% hours end rinse witl; stefle wates unt] rine wager Ehaws kevels ~T10 ppr= er less when tested with Spor-
Kl:anzndm!TmSm u:wum tmyh:u:u‘-mdmr:dfm’upk, 147 ays mlmmu.l.llyﬂcrnwnh k121
bours immersion.

DIRECTIONS FOR nmon-srscmum ms“v‘icnon
For broad spectrum disinfoction of tcms such 81 faces of bath fixtures, et This product
is ot to be used s & terminal high level disinfectant on any cmn:uln’urm-u-nmll medical device. Remove any
obvious debris or organic material from the surface 1o be disinfecteg. This can often be accomplished by rinsing
with purified water (c.g. deionized), mu:hmlcq sétion, qr n;dm:gox cleaning followed by & water rinse Immerse
the item 1o be ditinfected in sufficient vohume of yadihured S«POPsK.L‘!NZ Ready to Use salution 1o cover the item
wnd/or where appropriate by filling all p:sngmequwmzCam us Hold #tem in contact with the disinfecting
salution for 2 minimum of 10 mmunzu-cmqu(srh. Retnove items after 10 mimstes end rinse with
purified waier until efftuent shows acceptable KEvels when tested with Spor-Klenz Residual Test Strips. The sokution
mzy be used and reused for up 10 14 days in a manual system with O ménuies immersion. Foe tubsrculocidal

petivity at 20°C with fresh, undiluted sohution, immarse pletely for 10 Remove itemns and rinse
thoroughly. Thin procuct may be used to pre-clean or decomaminate eritical or semi-critical medical devices prior to
wicrilization or high level disinfection.

artificial respiration, preferably by mouth-to-mouth, if possibi

1F ON SKXIN OR
ON CLOTHING

*Tuke off contaminated clothing.
*Ringe skin imenediztely with plenty of watar Bor £3-20 minates.
~Call a poison control center or doctor for treatment.

«Cal} a poison control center or doctor for firther tresiment advice.

*Hold cye open and rinse slowly and gently with water for £3-20
minutes.

*Remove contact lenses, if present, sfter the first § minutes, then
comtinue ringing the eye.

*Call a poison control center or doctor for treatment advice.

IF IN EYES

+Call poison control center or doctor immediately for treatment
IF advice,

SWALLOWED *Have person sip a glass of water if ible to swallow.

«Dao ot induce vomiting unlets told to do so by the pobson control
center or doctor.

~Da not give anyihing by mouth to n unconscious perion.

HOT LINE NUMBER
For chemical emergency, spill, leak, fire, and accident, call Ch , day or
night (800) i24—9100 {703) 527-3887.

mwmmmummmmmmammma
doctor, or going for trextment. You iy alio contact Chemtree at 1-800-424-9300 for
cmergency medical tresment information.

Note to Physician:
Probable | damage may indicate the use of gastric lavege.
NET CONTENTS:
STERIS Corporation

7501 Page Avenue
51 Louis, MO 63133 USA.

Exp. Dnte: Lot No.:

EPA Reg No 104)-xxx  EPA Em. Np. 52252-MN-O)

FOGGING AS AN ADJUNCT TO REGULAR CLEANING AND DISINFECYING:

This product may be used in fogging as en adjunct titha preceeding or following regular cleaning and
disinfecting procedures for hard rooen suriaces. Prior to fogging, remove or carefully protect all food products
and packaging materiab. Ensure room is properly ventilated. Vacate a1l personnel from the room during fogging
nd for & enitrimatm of 2 hours afier fogging or urdil the hydrogen peroxide air concontration is bolow 0.5 ppm.
Fog areas using one quast (946 ml) per 1,000 cu. Fr. (28.3 m") of room volume with undiluted SPOR-KLENZ
Ready to Use salution. Allow surfaces to dry thoroughly before operations are resumed Note: In al) applications,
abtways prepare 2 new solution daily to ensure effecti Do not reuse solutions Dispose of any unused
solution.

Directions for use a2 2 Germicidal Dixinfectant Spray
Spray SPOR-KLENZ Ready 1o Use undiluted cnto cleaned surfaces using a plastic spray boctle. Allow o remain on
surfce e 30 seconds. Let wir dry or rinse with purified waer, deuin off excess water if possible and alkrw to dry.
USES

Primarity intended for stesilization, or disinfection of:
Stainless Sreet
Plastic ltems and surfaces

Hard Surfaces £.g. counters tops
Floors

Walks

Bathroom Fixtures

Ghass

Formica

Vinyl

Materials Compatibitity: Polyvinyl chloride, polypropylene, polyurethane, accto-copol polycarbonate,
polysulfone, polystyrene, stainless seel.

ACCEPTED
with COMMENTS
EPA Letter Dated:

SEP 2 6 2005

Under the Federal Insecticide,
Pmgicige. and Rodenticide Actas
&umended, for the pesticide,
Tegistered under EPA Reg. No.

10 -3~ 7/9




