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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

.58 '7 '7 ~ - 7:;>- /0 -.;1-) -1" 

OCT Z 1 1999 
STERIS 
P.O. Box 147 
St. Louis, MO 63166-0147 

Subject: 

Attention 

STERIS - Envirosystems Ethylene Oxide Sterilant 
EPA Registration No. 58779-5 
Amendment Date: 7119/99 
EPA Receive Date: 7/23/99 

Mr. Micheal G. Sarli, 
Regulatory Specialist 

The amendment referenced above, submitted in connection with registration under 
FIFRA, as amended, to update labeling is acceptable. A stamped label is enclosed for your 
records. 

Before you release the product for shipment, you will need to submit one (I) copy of the 
final printed label to the Agency. If you have any questions regarding this letter, please contact 

( Velma Noble at (703) 308-6233. 

us GOVEIl""'ENTI'RINTINGOFFIC!; 19971'6-'24 

~l:l1~ 
Velma Noble 
Product Manager 31 
Regulatory Management Branch I 
Antimicrobials Division (751 OC) 

CONCURRENCES 



( 

STATEMENT OF PRACTICAL TREATMENT 

ACTlVf.INGREDIEHT: 1011'% flbyltn. 011111 
KEEP OUT Of REACH OF CHILDREN. 

DANGER PELIGRO 
EXTREMElY FLAMMABlE 
00 NOT USE NEAR ARE OR FLAME 

PRECAUTION Al USERIO 
Si usted no entIeOOe Ia lliqueta. bosque a 
alguiln pala que se ia expIique a usted en 

""'~. 
Users: must toIow the requirements of the 
OSHA ~nal exposure standard lor 
ethytene ome (29 CffI1910.1047). 

IN All CASES GET MEDiCAl ATIHmON IMMEOLAlRY. TAKE PERSON TO A DOCTOR OR EMERGENCY TREATMENT FACILITY AT ONCE. 
IF INHALED, remove exposed person to fresh air, keep wann. II not breathlno, ONe InHic1a1 respintion. If breathing is difficult,lIive oxygen. Gall a 
ptlyslcian even iI no symptoms are present Keep under ..... al obseMtlon. Symptoms may be delayed. 

IN CASE Of CONTACT, immediately lIush eyes or skin wMIt plenty 01 water lor at 1eaS115 minutes while removing contaminated cIothinllllnd shoes. 
call a phySician. Aerate, wash, or clean contaminated cIaCIIinG before reuse and discard leather goods. 

IF SWAllOWED, ONe at least two glasses 01 water. Do flOC induce vomitino. Do not oive anything by mouth ro an unconscious person. Call a physician. 
NOTE TO PHYSICIAN 
SEE MATERIAl. SAFETY DATA SHEET FOR ADOmONAl HMMATlOft Material SaIety Dati Sheets IIOO-JIT+USE (800-548-4873). 

DIRECTIONS FOR USE STORAGE AND DISPOSAL 
h Is a Wllation 01 F«Ierallawto usethis product In a manner inconsistent 00 not contaminate ~er, food, or teed b)' storage or disposal. Store at room 
witf1 Its tabeHno. It Is tile responsibility oI1t1e ernpIofer 01 any person temperature. 
enoaped in the handling Of applmion of this prodact to follow ttle PESTICIDE DISPOSAl: 00 not puncture unused cartrkloes. Pesticide wastes are 

.... reQulremertls of 29 eFR 1910.1041. iCItIety' llazardous.lmproperdisposal of excess pesticide.1s a violali~n of FeOenI 

... This produc1 may be usOO Oflty' in facilities tIlal meeI the requiremerrts of law. If these wastescannot be disposed 01 by use acconlmg to label iRstructJ:Wls, 
o 29 efR 1910.1041 in Amsco 3011 designed for use wkh Envirosystems contact your Slate Pesticide or Environmenta.1 Control Agency ~r the Hazarooo"> 
ffi containing 100% ethylene oxide. This produCl may be used onty' by Waste Representative at the nearest EPA ReolOnal Office lor guidance. 
~ persons wtlo ha~ been trained in accordance with 29 em 1910.1041. CONTAINER DISPOSAl: Aerate emptycartrijges according 10 instructions in !he 
~ for complete use directiOns (including type 01 surfaces, objects, or equipmenl manual. After aeration, dispose 01 wilh normal non-incinerated WilSIe 
li: items/products recot1Vneflded lor treatment, pre-cleaning instructions. Elhylene oxide cartridges have a sllelllile 01 two (2)years (24 months) from date 
UJ concentration 01 gas per unk volume 01 closed space to be treated, of manufacture. 00 not use afler expiratIOn dale found on cartridge. The addlioo 
~ ekpOSure \imellemperature. relative humidity, ventilationla!!ration time, of waler. andlor COfltamination (grease, oil dirt. etc.) will cause this product 10 be 
- and method of monitoring 10 be used) reter 10 the Amsco 3011 Sterilizer less efflCaCi(luS. 

~ Operator Manual. SEE OPERATOR MANUAl AND MATERiAl SAFm DATA SHEET FOR 
This produCl may be used oniylO sterilize medical oriabOfatory ~ems and ADOmONALINfQRMATION. 
pharTl'laCeu1ic3Is. 

Manufactured for STERIS Corporalion • 5960 Heisley Road 
Instructions for Inslalling and Operating Ethylene Oxm Ganister: Refer to Mentor. OH 44Q60.1834 • USA. 800-J!T-4.USE (Soo.548-4S73) 
the Amsco 3011 Sterilizel Opera10r Manual. 

Elhylene Oxide Slenlani 

PRECAUTIONARY STATEMENTS 
HAZAlIDS TO HUMANS AND DOMEsnc ANIMALS 

EPA REG. NO. 58779-5 

DANGER! CAUSES EYE AND SKIN BURNS. HARMfUL IF INHAlED. MAY CAUSE NERVOUS 
SYSTEM DAMAGE. 
DANGER! CANCER HAZARD AND REPRODUCTM HAZARD. 
EFFECTS OF OVEREXPOSURE: May be fatal if inhaled in high concentrations. May cause 
irritation of respiratory tract, chest tightness. headache, nausea. vomiting, diarrhea. light· 
headed leeling, dizziness, weakness. drowsiness, cyanosis. loss of coordination. convulsions, 
coma. delayed lung iniury (fluid in lungs). immediate or delayed skin irritation and blisters, 
allergic skin. 

OrnER POSSIBU OruYED HEALTH EFfECTS: May cause neMUS system iniul)'. cataracts, 
adverse reproductive effects. chromosomal and mutagenic changes, and cancer. 
PEl: 1 PPM-TWA Ettry1ene Oxide (OSHA - 29CfR 1910.1041) 
R: 5. PPM-excursion limit., 15 minutes. 
ODOR:Ether:lili:iinn1ghco-ncenirations:"1i!iosure -to toXic levels may occur without 
warning or detection by the user. 

PRECAUTIONS: Do not breathe vapor. Do not swallow. Do not get in eyes, on skin, or on 
clothing. Store and ~ adequate ventilation in acctHdance with 29 CFR 1910.1047. 
PHYSICAl DR CHEMICAL HAZARDS 
DANGER. FLAMMABLE lIaUID AND GAS UNDER PRESSURE. 

EPA EST. NO. 3657-WI·2 

IF lEAl, evacuate all personnellrom area. Wear 
self-contained breathing apparatus operated in 
pressure demand mode and protective dottling. 
Remove sources of ignition and shut off leak if 
without risk. Reduce vapors with tog or fine 
water spray. Ventilate leak area or moving 
leaking assembly to well-ventilattO area. 
DANGER -may form explosive mixtures with air. 
Rood spits with water SPlaY. Prevent runoff, 
coned for disposal. Neither pure ethylene oxide 
nor its aQlJI!ous solutions should be discharged 
into streams or sewers. Flammable va;I()rS may 
.spread from spUI. DUme with 100 vokrnes of 
water as an additional sate practict. Before 
enterinfj exposed area. check atmos~re with 
appropriate device. Contingency planning is 
recommended for handling releases, spills, and 
emergenoes. 

IF ARE, immediately cool containers with water 
spray from maximum distance takina ~re flOt .. 
to extinguish flames. II flames are acQdentaily 
extinguished. explosive re-ign/tion may occu[ 
Wear selH:ontained breathing apparatus· 
operated in pressure demand mode and 
protective dothing. 
ENVIRONMENTAl. HAZARLS. Ld M,,jscharge 
effluent containing this ~roduCt il,"o lakes,. 
streams, ponds, estuaries, oceans, or other. 
waters unless in accLri.:a"cJ' '.Mt1 the' 
requirements of a National POlnlrant'Llischarge 

_ -Elimination. System .(NPOES) permit .arv:I . .the 
permitting authority has bn: n~CCk j II writing 
prior to discharge. 00 not di~charg.. effluent I 
containing this prodoct ihttl 'sewer systems 
without previously notifying the local sewage, 
treatment planf authority. For guidance, contact' , . 
your State Water Board or Regional Otfi:e 01 the 
EPA 

, '. 


