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_Plaase read instructions on reverse before completing form. O _ADproved. OB No. 2070-0060. Apbroval expires 05-31.98
~ ‘ United States L Registration | OFF dentifier Number
\"IEPA Environ menta.I Protection Agency Amendment 245 133
N Washington, DC 20460 X Other
Application for Pesticide - Section |
1. Company/Product Number . 2. EPA Product Manager 3. Proposed Classification
58779-1 : Marion J. Johnson, Jr. ‘
. - . B - - ENono D Restricted
4, Company/Product {Namae) ] : PM#¥ o o
STERIS 20 Sterilant Concentrake ' 31 '
5. Name and Addraess of Applicant llnclude ZIP Codel 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
STERIS Corporation . ) {bHi), my praduct is ssmllar or identical in composmon and Iabelang
= to: s
5960 Heisley Road X
Mentor, Ohio 44060 EPA Reg. No.
Check if this is a new addrass Product Namé
o= s Gagction - H ' ) i | s o
Amendment - Explain below. ST Final printed labels in response to R
il » ‘ Agency letter dated L A
| ‘7 Resubmission in responsa to 'Agency lettor dated . y D "Me Too™ Application, ‘/¥7 ™ - e Bt T
E Notification - Explain below. D Other - Explain below.

Explanation: Use additional pagel(s) if necessary. (For section | and Section II.)

NOTIFICATION: Alternative brand names., STERIS ZOTM Sterilant Concentrate
(EPA Registration number 58779- 1) will be s01d under the following .
alternative brand names when marketed as a sanitizer for the treatment of
biohazardous waste: 1) STERIS-SWIM 2) STERIS-LWIM .

Section - I

1. Material This Product Wilt Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packsaging 2. Type of Container
B Yes™ B Yos B Yes . Metal
Plastic
} No No ) No Glass
. . ¥ "Yes" No. per If "Yes" No. per Paper
* Lertification must Unit Packaging wgt.  container Package wgt container Other (Speclfy)
ba submitted ,
3. Location of Net Contents information 4. Size{s) Retail Container. 5. Location of Label Directions
‘ On Label
D Label D Container On Labeling accompanying product
6. Mannar in Which Label is Affixed to Product Lithograph D Other -
gaper lct’md - b
tencile

—

Section - IV

1. Contact Point [Complete items directly below for identification of individual to be contacted, if necessary, to process this spplication.}

Name Title Telephons No. {include Area Code)

Paul Zamecnik V.P. Regulatory Affairs 216-354-2600"

Certification & Quality Systenms . 6. Date Application

| cortify that the statements | have made on this form and all attachments thereto are true, accurate and curnplete. Received
I acknowledge that any knowingly-false or misleading statement rnay be pumshable bv fine or imprisonment or (Stamped)
both under applicable law. e . N e e -

Ty — S e e

A SYerEtS T

5. Date

4, Tvped Name B -
Paulrzémecnik : Ea/g/ /?Sr

E.PA Form 8570-1 [Rev. 8-94) Previcus editions are obsolsts, Whits - EPA File Copy lorlainan Yallow - Appllcant Copy
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STERIS CORPORATION

5960 Heisley Fioad = Mentor, Ohio 44060 USA
216-354-2600

Protected by the Following Patents:

U.S. 5,077,008, 5,209,909; §,374,394; Can 1.321.137
Gther Domestic and Foreign Palenis Pending
EPA Est No. 58779-0H-001

%0001 WL0L o e a0 9 Harevod 2d
jwpa g oiat w9y g sm'imw

uw © SINIGIIONI LN
s foeae i) proe MeeA0Ry 4 L IR awwv
)aYy 95 JoN 00

gy o7 |
. -

§1 8L ON SOSN (w8 2e'61) ‘20 §9 O swde) Wy I
1-6LL85 N Doy va3 020006 O Pnposg

DIRECTIONS FOR USE

1T IS A VIOLATION OF FEDERAL LAW TO USE THIS PRODUCT
IN A MANMER INCONSISTENT WITH 1TS LABELING.,

Use STERIS-SW™ Biohazardous Waste Decontaminant only with

tha Ecolycle 10 Processor. Puce a sealed container of STERIS-SW

Dacontaminant into the processing chamber priot 1o cycle start.

Foliow the oparaling instructions localed in the Operator Manual,

See the Operator Manual for a comprebiensive histing of procassing
bty - ;

Do not anempt t0 manually open the STERIS-SW Decontaminant

Wﬂ!ﬂl’ 'llﬂ,

STORAGE AND DISPOSAL
STORAGE. Storw uptight in 2 cool, dry place. Avok! exposuve 1o
exireme conglilions such as heat, moisture, sunlight or
COMAMINEting substances.

DISPOSAL. Wear gogyles of face shied and rubber glowes, Dispose
of Raking/damaged containgrs by placing the contalner in a sink
in o well-ventilated area. Immerse container in waler. Open
containgr and fush with Large quaniilies of water unlil container
contents have dissoved Drspose of thoroughly-rinsed coalainer in
pioper receplacle

——————

THIS COMPONENT MUST BE USED ONLY WITH
THE PEROXYACETIC ACID COMPCONENT OF
STERIS-SW™ Bichazardous Waste
ACTIVE INGREDIENT 0%
INERT INGREDIENTS 100%
Net Contents: 1.74 oz. (49.42 grams)

DANGER—KEEP OUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS

" HAZARDS TO HUMARS AND DOMESTIC ANIMALS. Comosive, contacl with

STERIS-SW Decortaminant causss imeversibie ey damape, including blindness,
and erpversibla destruchion ol skin tisspe. High concentrabions of vapor will cause
lacrimation and Wmitate nose, thioat. and ungs. Contact may cause an JNeTge
Teaction. Hf reaction occws avoid turther contact, Harmdul ff ssakovesd. Do nol pet

- 0 eyes, OR skin, or on ciothing. Wear gogoles or face skt and rubber pioves.

Wash thoroughly with soap and waler giier handkog

STERIS-SW™

Bichazardous Waste Decontaminant

DECONTAMINANT = SANITIZER » GERMICIDE
STERIS-SW Biohazardous Waste Decontaminant is a Single-

(152 chemical gecontaminant concentrats validated for uss in
the EcoCycls 10™ Processor. STERIS-SW IS suited to the
dacontamination of dry medical (<300 ml, Liood contant)
waste such a5 syringes, neadiss, sharps, plasswars, laboratory
wastes, and other biohazardous materials-recommanded for
use in hospitats, medical/ surgicalidenta) clinics or offices,
(aboratories, and blomedical research facilitiss.,

DANGER
KEEP QUT QF REACH OF CHILDREN
See precautionary statement on side panel.

—————

DISPOSAL. Wear goggles o fzce shisld and rubber gloves.
Dispose of Yeaking/damaged containers by placing the container
tii @ sink In @ well-ventiated area. Immerse CORIaings in water.
Opan costainer and Mush with large quantities of water until
conlaines contenls have dissohved. [(Hspose of thoroughly-
rinsed COMainar in proper raCeptacie. .

DANGER
KEEP QUT OF REACH OF CHILDREN
PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS ARD DOMESTIC ANIMALS. Corrosiva, Contact with
STERIS-SW™ Dacontamanant Causes Wrovarsible aye Samage, Inciudng
biindness. and rreversitiie desiruction of skin tesol, High concenirations of
vapOr well CAUSR Lacritration and Writae nose, hwoat, and lungs. Conkact may
causk an akergic resciion, i reaction ocurs Hoi hurther contacs, Haimul M
swaowed, Do D0l oot in wyes, 0 1430, or on clothing. Wear gogobes of face
$hupld 200 TN picves, Wish thorouphly with 03D e waber afier handing.
STATEMENT OF PRACTICAL TREATMENT
I SWALLOWED: Do not inducs vomiting. Driok promptly 3 ks quantity of
g Wivkes, peiahn solution, of i T are ned syalable, drink lengs quantities
of wattr, Aok alcohol, Gt medial tiansion,
FOR EYE COMTACT: Watsh imimeckabely with waker for 2 miniam of 15 mamuiss,
hoiding sysiids open. Gal medical aitation.
FOR SKIN CONTALT: Wash off skin knmadiataly with Rrgs amounts of waiw,
Ramove and wish contamingted clothing. G medical atlention.
WF INHALED: Provide pood ventition with irash alr. If nol brsstfhing. aoply
artificial respivation. H braathing & dificult. give oxygen. Gat madical atiention,
NOTE 0 PHYSICIAN: Probable muctesl dimage may cotraindicale fis vse
of gasing Evage. Neaasures againsl cucubalory Shck, resaraiony depression,
comvuisions may be needed, !
PHYSICAL OR CHEMICAL HAZARDS' Do not use of store nedl heal of Open
fames.
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MANUFACTURED BY

STERIS

STERIS CORPORATION
5080 Heisley Road » Mentor, Ohio 44060
216:55:2600
Provecied by the Following Palents:

1.8, 5,077 .008; 5,209,909, 5,374 3%4; Can 1,321,137

Other Domeslic 4nd Foreign Patens Pending
EPA Esl. No. 58779-04-001

DIRECTIONS FOR USE

IT 15 A VIOLATION OF FEDERAL LAW TO USE THIS PRODUCT
WA MANNER INCONSISTENT WITH ITS LABELING.

U STERSLW™ Bioh Waste D nl ooly with I

EcoCych 10™ Procassor. Place a saaled conmmr of STERIS-LW
Ik Ehe g e ik 1o Cych stt, Follow
mmmmmmwm

See the Oparator Manual for » comprebansive listing of procasuing
capabiiky.

Do mot alempl 10 mersually open the $TERIS-LW Deconlaminant conkaieer,

STORAGE AND DASPOSAL

STORAGE. Stors uprgin n 8 Cool, dry place, Mvohd sxpoture 10 exireme
condieons Such 88 bwal, Kunlight or nalvg et

DISPOSAL. Weer Qoggies oc Lace shisid and fubbes Qioves. Druposs &
Iealng/cdamaged cont by placing the in 2 snk o g wel-
veniigied aren. Nivoaed Contalnar i wakee. Gpan continsr and flush
Wi tige quantiies o walsr Unth conlanat conlmnis have detolvad.
Dispose of thoroughvy-rirsed Comtaloss i Dropet TeLpiaih.

THIS COMPONENT MUST BE USED ONLY WITH
THE PEROXYACETIC ACID COMPONENT OF
STERIS-LW'™ Bichazardous Waste Decontaminast

ACTIVE INGREDIENT 0%

INERT INGREDIENTS  100%

Net Contenis; 9.13 or. (220.62 grame)
DANGER-—KEEP OUT OF REACH OF CHILDREN

PRECAUTIONARY STATEMENTS
HAIARDS TO HUMANS AND DOMESTIC ANMALS Civreiwe, CoMICT wih
STEMISLW Ducantamenant

Werimetion and NIl nose. W01, 200 kengs. Coniact may Cause 3% BNt
reachion. 1 raschon occucs avoed Sorshei COMACE. Py miul f Swalkowed Do A0t pat
n oyrs, o0 s, o o Cipthing. Wear gopoles of face shueid 20 rwboer gloms.
Wingh Yroreughily wiit seap and weler aler Randiing.

STERIS-LW™

Biohazardous Wasle Deconlaminant

DECONTAMINANT « SANITIZER » GERMICIDE

STERIS-LW B waste D .4 srghe-via Shemical

[ taled for vse m b EcaCyoie 10
Processed. STERIS-LW i susled 40 o decontommnsion f ¢ (<1000
. biopd comety aod gy Metaa washe Such 36 SYROES, AeSdies,
Shaps, § L Y washes cubuies and TEhY
boh 4 107 vag w bospilale, seadecal
ORI Choucs O Offices. L e, and el
tackties.

DANGER
KEEP OUT OF REACH OF CHILDREN
Set precaulionary slalement on side panet

DISPOSAL, Waer pogp'es o face SMNd a0 (idbet ghoves Diaguse of
piongianeged conlwnts by pacng W COMMN M 2 Sk i 2 well veidil
D0, FOCSE CROLYINEL 1 W (b CONCRrr 3l WD Wit Lov e Qeiantiies of
-uwanmwemm:muuw Ompote of thoroaghly-nnstd
w.ﬂ*

DANGER
KEEP QUT OF REACH OF CHILDREN
PREGCAUTIONARY STATEMENTS
HAZARDS 7O HINGANS AND DOMESTIC AMWWALS Cormsest Contact wan

Oucomtammant

0wkl a0 (IR Poves. Walh TRGHOhly R 3ap il welty Y Rarlny
BTATEMENT OF PRAGTICAL TREATMENT
¥ SWALLOWED Dg mol idut vomeing Ok promally B lacye quaresty of 603

whien, geldin sadubcn_ of of Bte ory fnt avelabiy, Wrak Wiwpe quanidus of
e Avined SicON0. Gl MadCl iiinivon.

FOMEYE COMIACT. Wash wryneciual iy with waler lor 3 mirdmagm of 15 manles,
Doy Srabdt Uptn Gol Mideisl AMmion.

FOR 3K CONTACT Wath off sk wnenadilel; wals largs asurts of waler
FRagid Jhd Woth Contimmndid Ciolung. (i rmadecal Bllanien.

F WRALED Pravide Qood verddelnt wash irpsh an ¥ ot begattung apoly aridcial
D aen. W BAIEWK) & SR, oot SErO Gt matal denleon

HOUE TO PHYSICIAN Probable mucsesl ¢ymage mpy Comipnguair the inr of
gtk hovape My, gl ¥ theck, rep y OEpieita,
Corvglsos may b weeced

PHYSICAL OR CHEMICAL MADARDS. Do Ak vt oo 3506 T i O e Alarmet




