
': . fJNlTEC', rATES. ENVIRONMENT At. ~ROTEeTl"~·· AGENCY 

67~70:'-6 . .. Illftfljob7~ 'fCCJ€ l :r tf . 
;f.08t4~ .' 

·tSl'· ~=:t 

" . 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 

Washington. D.C. 20460 
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John W. Jones 

OFFIa OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Global Leader ProdiJct Stewardship 
HoneywelllRternational, Inc . 

. 101' Columbia Rd. . 

SYMBOl. 

SURNAME 

Morristown, NJ '07962 

Subject: . Ethylene Oxide . 
EPA Registration No. 67470-6 

. , Amendment pated: Aug ,15, 2,007' 
. EPA Received Date: Aug 20, 2007 

. ~ . ... . 

Dear John W. Jones 

The following amendment submitted in conflection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) asamended, is acceptable 

proposed Amendment 

,. Revise Label 

General Comments 

Astamped copy of the accepted label is enclosed for your records. Submit (3) copies of your . 
final printed label before distribLiting or seiling ttie product bearing the revised labeling. . . 

Should you have any questions or comments concerning this letter, please cpntact Velma, 
Noble at (703) 308-6233. . 
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Product Manager (31,) 
Regulatory Management Branch I 
Antimicrobl~1 Division (7510C) 
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ETHYLENE OXIDE 
STERILANT-FUMIGANT GAS. 
ACTIVE INGREDIENT: ETHYLENE OXIDE (CAS 75-21-8) 
KEEP OUT OF REACH OF CHILDREN 
DANGER PELIGRO 

100.0% 
Honeywell 

PRECAUCION AL USUARIO: Si wited no lee Ingles, no use este producto hasta que la etiqueta la haya sido expJicada ampJiamente. 
Users. must follow the requirements of the OSHA occupational exposure standard for ethylene oxide (29 CFR 1910.1047). 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS. 
DANGERI EXTREMELY FLAMMABLE LIQUID AND GAS 
UNDER PRESSURE. MAY CAUSE EXPLOSIVE MIXTURES 
WITH AIR. CAUSES EYE AND SKIN BURNS, HARMFUL IF 
INHAI.ED, HARMFUL IF SWALLOWED, MAY CAUSE 
RESPIRATORY AND NERVOUS SYSTEM DAMAGE. 
DANGERI CANCER HAZARD AND REPRODUCTIVE 
HAZARD, 

EFFECTS OF OVEREXPOSURE: May be fatal it inhaled in 
high concentrations. May causelrrUation of respiratory tracl, 
chest tightness, headache, nausea, vomiting, diarrhea, light
headed feeling, dizziness, weakness, drowsiness. cyanosis, 
loss of coordination, convulsions, coma, delayed lung injury 
(fluid In lungs). immediate or delayed skin irritation and 
blisters, allergic skin reaction. 

OTHER POSSIBLE DELAYED HEALTH EFFECTS: May 
cause nervous system injury, cataracts, adverse reproductive 
effects, chromosomal and mutagenic changes, and cancer. 

PEL: 1 PPM-TWA Ethylene Oxide (OSHA-29CFR1910, 1047) 

El: 5PPM-excursion limit, 15 minutes. 

ODOR: Ether-like at high concentrations. Exposure to toxic levels 
may occur without warning or detection by the user. 

PRECAUTIONS: 00 not breathe vapor. Do not swallow. Do 
not get in eyes, on skin, on clothing. Store and use with 
adequate ventilation in accordance with 29 CFR 1910.1047 

PHYSICAL AND CHEMICAL HAZARDS 
Ethylene oxide is extremely flammable and reactive. Contents 
under pressure. Keep away from heal, flame. sparks or hot 
surfaces. Do not allow sources of ignition near the sterilizatiorV 
fumigation area. Use only in closed system. No part of the 
container may be exposed above 12S'F (52'C). Close valve when 
not in use and when empty. Use In accordance with tag attached 
to valve. Ground all equipment, Including containers; to avoid 
static sparks. 

,LEAK: Evacuate area and keep personnel upwind. Use se"
contalnad breathing apparatus and protective clothing, and shut 
off leak If Without risk. 

ARE: Do not aXtingutsh burning gas If flow cannot be shut off 
Immediately. Mo"" container away from fire it without risk. Use 
water spray or fog noula to keep container cool. 

ENVIRONMENTAL HAZARDS 
Do not discharge effluent containing this product into lakes, 
streams, ponds estuaries, oceans or public waters unless this is 
specifically identified and addressed in an NPDES permit. Do not 
discharge effluent containing this product to sewer systems 
without prevIously notifying the sewage treatment plant authority. 
For gUidance, contact your State Water Board or Regional Office 
of the EPA. 

ARST AlD 
IN ALL CASES OF OVEREXPOSURE, GET MEDICAL 
ATTENTION IMMEDIATELY. CALL THE POISON CONTROL 
CENTER OR DOCTOR FOR TREATMENT ADVICE. 

IF INHALED: RIlfflCM! exposad perSon tofresh air, keep warm. II 
not breathing. give artificial respiration. II breathing Is diffICult. 
giw oxygen. CaO the Poison Control Centar or doctor for advice 
even H no symptoms are present. Keep under medical, 
observation. Symptoms may be delayed. 

IF IN EYES: Hold eyelids open and rinse sfowly and gently with 
water for 15-20 minutes. CaD the Polson Controf Center or doctor 
for advice. 

IF ON ·SKlN OR CLOTHING: tmmediaiely rinse wI1h plenty 01 
watar tor 15-20 minutes whUa ramoving.contamlnatad cfothing 

and shoes. CaD the Polson Control Center or doctor for 
advice. Aerate, wash or clean contaminated dothlng'and 
discard faather goods. 

IF sWALLOWED: CaD the Polson Control Cenier or doCtor 
for advice. Giw at lasst two glasses 01 water •• Do not induce 
vomiting. Do not giw anything by mouth to an unconscious 
person. 

NOTE TO PHYSICIAN: REFER TO SECTION IV, RRST AID 
MEASURES OF THE MSDSs FOR EACH INGREDIENT. To 
obtain MSDSs, caD 1-800-522-8001. 

Sldn exposure to Ethylene Oxide will commonly result in skin 
Irritation wI1h extensIV9 lilStel tormation. At high concentra
tions severe conjunctMtls can occur. Irritation ot the 
respiratory tract may occur, but Without acute lung adams. 
Symptoms 01 systemic intoxication are headache, nausea,' 
vomiting, Incoordination, and cardiac irregularities. Treatment 
Is SYf!1Ptomatlc. 

IN CASE OF EMERGENCY CALL: • 
1-800-498-5701, Have a copy ot the label or the MSDS when 
calling a poison control center or doctor or going for 
treatment. 

BEFORE USING OR HANDLING THIS PRODUCT YOU MUST ALSO READ AND UNDERSTAND THE HONEYWELL MATERIAL SAFETY DATA SHEET FOR THIS PRODUCT. 
FOR INDUSTRIAL USE ONLY. NOT FOR USE IN HOSPITALS OR HEALTH CARE FACILITIES. 
DOTIIMO Shipping Name: Ethylene Oxide 
Hazard Class: 2.3. (2.1) 
10 Number: UN1040 INHALATION HAZARD 
EPA Registration No. 67470-6 

NET CONTENTS-

EPA Establishment No. 67470-AZ-001 

BATCH-

ACCEPTED 

NOV 1 4 2007 
Under the Federal Insecticide, Fungicide, and 

g. Rod"~ticidc A"t (IS amended, for the 
il pes::c:d:).Ieglstcred under L 
I I~~ R.:i!~o (; 7 if. 71J - r;J 

Honeywell 
101 Columbia Rd" Morristown, NJ 07962-1053 

DO NOT REMOVE THIS LABEL MADE IN USA ST~100{2Itl7) 
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ETHYLENE OXIDE 
STERll.ANFFUMIGANT GAS 

DO NOT REMOVETAG 

DANGER! EXTREMELY FLAMMABLE AND EXPLOSIVE 
HARMFUL IF INHALED. 

DIRECTIONS FOR USE 
It is a violation 01 Federal law to use this product in a manner inconsistent with its labeling, 

~::n~~ ~~:~::d~~:r=~~~~~ ~~~~,~~~~fe~~btj~b~~ ~~g~~~~:::~ 
material and must be used only by personnel trained in its proper use. AU persons working.with EltrvI· 
ene Oxide must have knowledge of the hazards of this chemical mixture and rrust be trained in the 
proper use of required respirator equipment, monitoring and detection devices, and in the implementa
tion of emergency procedures. 

To be used only ~ persons experienced in ethylene oxide sterilization and fumigation, or I1f persons 
under direct supervision of persons who are experienced in ethylene oxidester~ilation and fumigation. 
Use only in accordance with the directions and the safety precautions listed on the label and Ihis tag. 
Also see currenl HoneyweD Malerial Salery Data Sheet for Elt¥ene Oxide. 
STERlUZATIONAND FUMIGATION 
Any productformula1ed from this product that is registered for use on spices, dried vegetables, 
0< .... onings must includ.1I1o following labellanguago. 
This product may nol be used on or in any form o' bad. 

:=·:.Ji=,;.um~,,:==~:,;:ron~~~~ 
=::'~:::"~1h~':.::""~~~~=:'r':i;:r.::I':'~ 
producl1o<ani_nofanyallemativemothodlthalareacceplalllelo1l1o UniIedS ..... 
EnvinmmenIllProlectlonAgoncy. 

=..&e::.:.=:"lch ... ~i=::,a:.=a=::ofan.:::! 
oDele ... 10 erceed 5GO fIl9'l,'" _ Hme nollo exceed 16 hollIS. Then evacuale1l1o gas 
from 1110 charnIIer using I ~uence of nol less ilion 16 lleam washed (injections and 
evacuations) _1.0 PSIA • Hg) and 2.0 PSIA (2fj' Hg) while mainlaining I minimum 
chambor~.ofI2O"F. SPalenlNo.6.132,679. 
Ethylene oxide ITtISt be used only to sterilize medeal ~nd laboratory items. pharmaceuticals, aseptic 
packaging. and to reduce the microbial load on cosmetics and whole and ground spices. and arlltacts. 
archival material or library objects. 

Items to be sterilized must be thoroughly c!ear\ed 01 soU. before being p1acediro. any tvpe 01 sterilizer, 
A. Ethylene OXide must be used only in factllUes Ihal meet the requirements ot 29 CFR 1910,1047 in non

portable (commercial) vacuum or gas·tl~t chambers desi~ed for use with 100.0% ethylene oxide. 
Ethylene oxide mus1 be used only by persons who have been trained in accordance with 29 CFR 
1910.1047. When used to sterilize ~ealth care items. elh~lene oxide rrusl be used in non-portable 
~~~~~E~~~~~e~:ng~~:r~~~ers that have FDA c sarance. andin accordance with cirections 

N~TE: II is a violation 01 Federal law to use ethylene oxide sterilanVfumiganl gas forthe fumigation of 
beehives, airplanes. trains, buses, ships. trucks. trailers, warehouses, or other similar spaces. 

B. Ethylene oxide cycle parameters depend on several stermzin ~migallng variable factors: preconditioning 
(if any); exposure time; chamber air concentration; elhY.!ene oxide concentration;chambertemperature; 
humidity level; types and quantities 01 items 10 be stenlized'fumigaled; packaging; load configuration In 
the chamber; microbial chaUenge method; desired level of sterility assurance; and Ihe desired 
performance of Ihe sleriHzed; fumigated product and package. 

C. Th.e follOwing is a lisl of ranges lor the critical variables which must be in proper reJal~onship for ethylene 
OXIde to be an effective slenlizin!¥fumigating agent This inlormation shotAd beconSldered generaf. and 
notas a replacement fordetalled information issued by manufacturers. 
TEMPERATURES· 70'1' TO 15O'F 
PRE· VACUUM 'lypically 25 to 28 inches of mercury. Use vacuums compati~e "Ih the producls and 
packages to be sterilized/fumigated, and such that explosive alroospheres are never present In the 
chamber. 

~~~~~~~E~~~~~~2~0~~I~ IS: m!I'L miDigrams 01 elhylene oxide per liler of chamber 
volume, 
EXPOSURE TIME· 45 milutes 10 20 hours 
POST·VACUUMS· Eth~ene OXide is removed from the chamber and venled 10 an appropriate ethytene 
oxide capture orclestruction device. 

~~:nA~~?~r -a:~~~n s~;~zr:~~~i~ ~litie~~~ ~ne~~o~~;~~~o n~:h;~e ~lidee~~v~ot~tr~~(; 
eslabfishedin 29 CFR 1910.1047. . 
Cyde pammelers andposl cyde aeration parameters (l~erature.1ime. airaow-rale) can affeel residue 
levels. The user must determine that the parameters chosen resuttin goods whichcom~with app~e 
Federal and State residue requirements. For residuallimils of elh~ene oxide on drug products and 
medical products see 21 CFA 201.1 sub-section (d). For residual limits on agricultural commodities see 
40 CFR 180.151. 

D. The slerilizalionlfumlgation cycle parameters should be those prescribed by the steritizer equipment 
manufacturer." othercyde paramelers are used, the safety and efficacy of the aitematecyde parameters 
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must be validated and are the responsibility of 1M user. 
NEVER USE PARAMETERS WHICH ALLOW R.AMMABLE MIXTURES OF ETHYLENE OXIDE AND 
AIR TO EN1ER THE CHAMBER. • 

GENERAL INSTRUCTIONS 
t Always check container valves and reliel valves for leaks before moving cylinder into yourlacility. 
2. This container IS equipped with an eductortube for liquid delivery. II ethylene oxide gas is required, usa 

vaporizing equipment. 
3. This container has been pressurized with nitrogen to a pressure of 50 psig {3.S2k!)'cmZ} at 7O"F (21.1°C). 

~~~)~~:~I~~~~~~W~~~~~~~~;~ ~:~~;~~r~~)~!:~r~~ ~~:(:J~~~~~a~ J~ 
~U~I . 

4. Container must be in an upright position when dIscharging. Cylinders must be secured to PfaiMI tailing 

""'" 5. Uquid withdrawal valve (marked ~UQUid'1 is provided with a CGA 510 connection which has left-hand 
threads, 

6. EOX and SS.55 style cylinders and DOT 5P drums are also provided with a CGA 580 inert pressuri,zlng 
valve {marked "Ventj which has righI-hand threads. Do not discharge product from the CGA 580 Inert 
pressurizing va~. 

7. Rernoveprotectf\l8wlveplugs and make SUJevaNe threads are undamaged.Do not anach an ordinary 
pipe fitting to these valves. The connections to the container valves should be brass CGA 510 and eGA 
580 connectors. Use of other metals could cause damage to the brass container valves. 

8. An other piping and fittings should be steel or stainless steel fIttings and piping capable of withstanding 
the pressure to be encountered. Do not use rubber, plastics, or copper materials. Install relief devices 
where liquid can be trapped betveen valves. 

9. Ground aD equipment, includJllg containers, to avoid static sparks. 
10. Useonlysparl<-proo1tools. 
11. Use only explosion-prool electrical equipment where ethylene oxide may be present. 
12. Instal check valves in the discharge line from this container to processing equipment 10 prevent back· 

fiow into the container. 
13. Connect the eGA 580 inerl pressurizing valve (marked ilent") to a source 01 mlrogen using a line 

equipped WIth a pressure regulator, safety relief valve and check valve. The source 01 nitrogen should 
be used exclusi\lely for ethyle~e oxide and lor no other purpose. Nitrogen pressure must not exce~ the 
service pressure of the conlalner. Never use compressed air or other gases to pressurize the cylinder 
or drum. 

14. To open container valves, tum counterclockwise. The liquid discharge valve isequipped with a handwheel. 
00 not use a wrench or other leverage device on hand wheel. Use a "1" wrench to open the inert 

15. ~:eSS~~~~9~~u~0~~~:r~O!~~~~~~~~~n~r~a~;~~~u~;m this product and may travel or. be 
moved by air c~rrents ~ ignited by p!~ot ~ghts, other flames, smoking, sparks, heaters electrical 
equipll,1ent, slatic discharges or other igllltion sources at location distant from product handling point. 

16. Determine the quantity of product withdrawn from this container bY using an appropriate scale. 
STORAGE AND DISPOSAL 
Do not contaminate food, teed, or water by storage and disposal. 
PESnCIDE STORAGE 

~~:;u~~~:~~ra:I~~~~~~f:~e~;~c~~~~:hi.~~ ~:~i~&e Sp~~m~~~~, ~~~~~!" ~~e: :s~ 
not bestorad In any place where the temperature consistently exceeds 1 OO"F. To control ethylene oxide 
polymer growth, use all stenlanl gas on a first-m, first-out·basis. To minimize sterilizer downtime, it IS 

recommended to use product within 12 months of the fill date marked on the container (batch number). 
PESTICIDE DISPOSAL 
Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray, or mixture of 
~nsate is a violation of Federal law. If. these wastes cannot be disposed of by use according 10 label 
Instructions, contact your State Pesticide or Environmental Control Agency, or the Hazardous Waste 
representative at the nearest EPA Regional Office for guidance. 
CONTAINER DISPOSAL 
Return container to supplier for reuse. Before returning container to supplier: 

A. Pressure container With nitrogen to 50 psig total pressure al 70°F (21.1°C) and be sure container 
valves are closed. . 

B. Replace valve plugs tightly in valve oUllets.1I valve plugs are not available, contact supplier. 
C. Check conlainervalves and plugs for leaks prior 10 shipment. If leaks are detected, conlact supplier. 

Honeywell 
101 Columbia Road 

Morrislown, NJ 07962-1053 

EPA Registration No. 67470-6 STT-01DD (2-07) 
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