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UNITED 5T" . .:5 ENVIRONMENTAL PROTECTION AG_ .CY 

Pamela C. Tanner 
steris Corporation 
9450 Pineneedle Drive 
Mentor, Ohio 44060 

Subject: steris 20 sterilant Concentrate 
EPA Registration Number 58779-1 
Letter Dated December 7, 1994 

Dear Ms Tanner: 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and 
Rodenticide Act, as amended, to include claims for decontamination 
of biohazardous waste" is acceptable, provided that you: 

1. Make the labelinq changes listed below before you release 
the product for shipment bearing the amend~d labeling. 

a. Move the misuse statement and place immediately below 
the heading "Directions For Use". 

b. Include the heading "Precautionary statements" and 
change the statement "Hazards to Humans" to read "Hazards 
to Humans and Dome.;t.ic Animals". 

c. Include the statement "Harmtul If Swallowed. Do not 
get in eyes , on skin, or on clothing. Wear goggles or 
face shield and rubber gloves". Wash throughly with soap 
and water after handling. 

2. Submit five (5) copies of your final printed label ing 
before you release the product for s:hipment. 

COMCUIIII!Mct!S 
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Your release for shipment of the product bearing the amended 
labeling constitutes acceptance of these conditions. 

A stamped copy ~f the labelinq is enclosed for your records. 

If you have any questions concerning this letter, please 
contact Martha Terry at (703) 305-6982. 

Enclosure 

sincerely yours, 

walter C. Francis 
Acting Product Manager (31) 
AntiMicrobial Program Branch 
Registration Division (7505C) 
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STERIS 20 1
>" STERILANT CONCENTRATE 

Product No. S2000-20 
EPA Reg. No. 58779-1 
MSDS No. 79-21-0 

Lot No. To be a'isigned 

Do Not Use Aft~r To be assigned 

Active Ingredient, 
Peroxyacetic acid, 35% 

Inert Ingredients, 65% 
Total 100'% 

Contains 0.67 ounces active ingredient per 
container. 
Net Contents I. 91 oz. 

DANGER KEEP OUT OF REACH OF CHILDREN 

SPORICIDAL - FUNGICIDAL - BACTERICIDAL
VIRUCIDAl. - TUBERCULOCIDAL 

STERIS 20 Sterilant Coocenlnite is I single use 
ch~-mical stenlant concentrlte developed exclusive\~· 
for use in the STERIS SYSTEM I Processor. STERIS 
2{1 SI<.TiIant CooC<.'Iltrale is suited to the sterile 
processing of immersible articles sueh IS endoscopes 
I'Jld their IccesSOries, dental hand instruments and 
burrs, and microsu~icaJ instruments. Recommended 
for use in hO>l'iWs, medical surgical and dental 
clinics/offices 

DIRECTIONS FOR USE 

I Jse STERIS 20 Sterilant Concentrate ooly in the 
SYSTEM I Processor. For reliable stenle processing. 
tl>oroughI)' clean all articles prior to processinF 
according 10 man;,iacturcrs rcoommendllioos. 
T rlosfer the scaled container of SITRIS 20 SI<., Jant 
Concentrate into the SYSTEM I sterilant chamber 
Follow the operatinL! instructions located in the 
SYSITM I Operator Manual 

See SYSTEM I Operltor Manual f;)f a comprebeo.<n'e 
1i.,1ing of materials compatibility, 

DECONTAMINANT - SANlTlZER - GERMICIDE 

SIERIS 20 is a single-use chemical decootamioaot 
concentrate \'alidated for use in the S ITRlSIECOMED 
BWU3, STERIS 20 is suited to the decootaruinatioo of 
liquid «1.000 m1 blood) and dry medical (<75 m1 
blood content) WI"Ie materials sucb IS syringes. 
occdles. sbarps. gla.·oware, laboratory wlSles, and 
othe, biohaurdolls mat~rials - recommended for 1L<e in 
h""l'itals, medicallsuf[ticaJ/deotaJ clinics or offices. 
laboratories, and biomedical research facililJes. 

DIRECTIONS FOR USE 

Usc only in the SITRlS ECOMED BWD3. Placc a 
scaled container into the processing chamber prior to 
cycle start. Follow the operating instructions located in 
thc BW03 (lr'-"ator Manual 

See the BWD3 Operator Manual for a comprehensive 
li.<lJng of processing capability. 

.. . . . ... 



IT IS A VIOLATION OF FEDERAL I.A W TO USE TIllS PRODUCT 
IN A MANNI:R INCONSISI ENT WITIIITS LABELING. 

Do nOl attempt to manually open Ibe STERIS 20 St~>riIant C~'IItr.tc container 

--- -------------------------------------------------
STORAGE AND DISPOSAL 

STORAGE Store upright in a cool, dry place. Avoid exposure to e~1reme conditions sucb as beal, moislUn:. sun1ighl, 
or contaminating substances. 

DISPOSAL Di"POS" of spent conlainen; in pr0l'~'" receplacle. Dispose of leaking/damaged conlainers by placing Ibe 
coolainer in I sink in I well-ventilated area. Wear goggles or flcc shield and rubber gloves. Open conlainer and flusb 
wilb large quantities of wlter until conlaillc£ cootcnts b.ve dissolv..1. Dispose of Iborougbly rinsed container in proper 
receplacle. 

HAZARDS TO HUMANS 

Corrosive. Conlact "ilb STERlS 20 Concentrate cau",:s irreversible eye damage including blindness and irreversible 
destruction of skin tissue. High concentrations ofvlpor will c.use lacrimation and irritate nosc. throat. and lung •. 
Contact may cause an Illerltic reaction. if reaction occurs avoid further contact 

STATEMENT OF PRACTICAL TRl,A TMENT 

IF SWALLOWED Do nol indacc vomiting. Drink promptly a large quantity of ep~ whites, gclatm solution, or if 
Ibcse are not Ivaillble, drink large quantities of water. Avoid akobol. Get medicAl Ittention. 

FOR EYE CONTACT Wash eyes immediately wilb water for. minimum of 15 minut~ .. , bolding eyelid:; open. Get 
medicallttention. 

FOR SKIN CON r ACT Wasb off skin immediatel)' wilb large amounts of woter. Remove and WISh "",,!aminated 
c1olhing. Get medicallttentioD. 

IF INl-W..ED Pro\'K!c good ventilation wilb fresb air. If not brealbing Ippl)' artificial re"piratioD If brealbing i. 
dlmcull, !(i\'e o~'Ygen. Get medical attention. 

NOTE TO PHYSICIAN Problble mucosal damage may contraindicate Ibe use of gastnc Lavage. Mea.ores Igainst 
clfeulatory sbock. rcspiratOl), depression. convulsions may be lleeded. 

PHYSICAL OR CHEMICAL HAZARDS Do not usc or slorc near beat or open flames. 

MANUFACTURED flY STFRlS =; 

STFRlS Corporltion 
9450 Pineoeedle Drive 
Mentor, Ohio 44060 
liSA 
216-3~4-2600 

Pltent Nos. 4.73\.222 
Other P.tent, I'codlO~ 
EPA h1 No 5!!77<J-()11~1O I 

ACl.T.P'l'f,;D 
with C{)M.'IIENTS 

In EPA ,,",tt .. Da!cl: 
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TillS COMPONENTS MUST BE USED ONLY WI n IlifF I'LROXY ACETIC ACID COMI'ONEN r OF STI'RIS 
20 S'I ERII.ANT CONCENTRATE 

ACTIVE INGREULNT 0% 
INERT IN,jREDlhITS 100% 

NET CONTENTS 4.8Soz. 

DANGER - KEEP OlJf OF REACH OF CHILDREN 

HAZARDS TO HUMANS Corrosive. cootact with STERIS 20 Concentrate causes irreversible eye damage 
including blindness and irreversible destruction of skin tissue. High concentr.tions of vapor will cause lacrimation and 
irritate nose, throat. and lungs. Contact may cause atl aUcrgic reaction. if r~.actioo occurs avoid fiuther contact. 

DISPOSAL Dispose of spent containers in proper receptacle. Dispose of leakio!!ldamaged containers by placing the 
container in a sink in a wcU-veotiiated area. Wear goggles or face shield and rubber gloves. Open container and flush 
with Large quantities of water until container contents have dissolved. Dispose of thoroughly rinsed container in proper 
n:ceptaclc. 
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.1:1 EFA Let:er Da!ed: 
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