
-UNITED STATES ENVIRONMENTAI,,-PROTECTIONAGENCY 
Washington, D:C. 20460 . 

OFFICE OF 
PREVENTION, PESTICIDES" 

AND TOXIC SUBSTANCES 

John W: Jones 
Global Leader Product Stewardship 

~ . Nf}~ 1 4 2007 
Honeywell : . 
101 Columbia Road 
Morristown; NJ 07962 

Subject: . OxYfume® 20 
.} , 

EPA Reg. No.67470-1 
EPA Application Dated: August 15, 200~ 
EPA Receipt Date: August 20, 2007 

Dear Mr. Jones, 

. The following amendment submitted in connection' with registration Under the section 3{ c )(7)( a) of 
Federal Insecticide, FUIigicide, and Rodenticide Act (FIFRA) as amended is acceptable. 

Proposed Amendment 

• Revi~e label 

General Comments' 

A stamped copy of the acceptable label is enclosed for your records. Submitthree (3) copies of 
your fin~l printed labeling before distributing or selling the product bearing the revised labeling. 

Should you have any questions or comments concerning this lett~r, please contact 'Velma Noble at 
(703) 308~ 6233. . . .' . 

~~ ... 
'Vermr; Jo~{; 
Product Manager. (31) 
Regulatory Management.Branchi 
Antimicrobial Division 
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QXYFUME@20 
STERILANT-FUMIGANT GAS. 
ACTIVE INGREDIENT: ETHYLENE OXIDE (CAS 75-21-8) 
OTHER INGREDIENT: CARBON DIOXIDE (CAS 124-38-9) 
KEEP OUT OF REACH OF CHILDREN 
DANGER PELIGRO 

20.0 % 
80.0% 

100.0% 

Honeywell 
PRECAUCION AL USUARIO: Si usted no lee Ingles, no use este producto hasta que la etiqueta la haya sido explicada ampliamente. 
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. 
DANGER! EXTREMELY FLAMMABLE LIQUID AND GAS 
UNDER PRESSURE. CAUSES EYE AND SKIN BURNS. 
HARMFUL IF INHALED. HARMFUL IF SWALLOWED. MAY 
CAUSE RESPIRATORY AND NERVOUS SYSTEM 
DAMAGE. . 
DANGER! CANCER HAZARD AND REPRODUCTIVE 
HAZARD. 

EFFECTS OF OVEREXPOSURE: May be latal il inhaled in 
high concentrations. May cause irritation of respiratory tracl, 
chest tightness, headache, nausea, vomiting, diarrhea, light· 
headed feeling, dizziness, weakness, drowsiness, cyanosis, 
losS: 01 coordinatlon, 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 reproduc­
tive eHects, chromosomal and mutagenic changes, and 
cancer. 

PEL: 1 PPM·TWA Ethylene Oxide (OSHA·29CFR1 91 O. 1 047) 

EL: 5PPM-excursion limit, 15 minutes. 

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

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

PHYSICAL AND CHEMICAL HAZARDS 
Oxyfume 20 is extremely flammable and reactive. Contents under 
pressure. Keep away from heat, flame, sparks or hal surfaces. 
Do not allow sources of ignilion near the sterilization/fumigation 
area. Use only in closed system. No pari 01 the container may be 
exposed above 12S<>F (S2°C). Close valve when nol in use and 
when empty. Use in accordance with lag attached to valve. 
Ground all equipment, including containers, to avoid static 
sparks. 

LEAK: Evacuate area and keep personnel upwind. Use self­
contained breathlrigapparatu-s and"protacUva clothing, ahd shut 
off leak if without risk. 

FIRE: 00 not extinguish burning gas If flow cannot be shut off 

:Tei~~:~'o~~~ ;g~~~~"rk~~~YC~~ral~~~ ~;:r°ut risk. Use 

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 
althe EPA. 

FIRST AID 
IN ALl CASES OF, OVEREXPOSURE;GET MEOICAl' 
ATIENTION IMMEOIATElY. CALL THE POISON CONTROL 
CENTER OR DOCTOR FOR TREATMENT AOIItCE. 

IF INHALED: Remove exposed person to fresh air, keep warm. If 
not breathing, give artificial respiration. If breathing is difficult, 
give oxygen. Call the Poison Control Center or doctor for advice 
even If no symptoms are present. Keep under medical 
observation. Symptoms may be delayed. 

IF IN EYES: Hold eyelids open and rinse slowly and gently with 
water for 15-20 minutes. Call the Poison Control Center or doctor 
for advice. 

IF ON SKIN OR CLqTHING: Immediately rinse with plenty 01 
water for 15-20 minutes while removing contaminated clothing 

and shoes. Call the Poison Control Center or doctor for 
advice: "A~ra~e, wa"sh or ~Iea~ ~ontamh,ate~ clothing and 
discard teather goods. • 

IF SWAllOWED: Calf the Poison Control Center or doctor 
for advice'. Give" at IBast two glasses of.water. Do not induce 
vomiting. Do not give anything by mouth to an unconscious 
pers~n. 

NOTE TO P.HYSICtAN:REFER 10 SECTION IV, FIRST,AID 
M'~SURES·Of<THE MSOSsFOR EACH,INGREDIENT.:To 
obtain MSOSs, calf HI0(}-522'8001. 

Skin exposure to Ethylene Oxide will commonly result In skin 
irritation wtth extensive blister formation. At high concentra­
tions severe conjunctivitis can occur. Irritation of the 
respiratory tract may occur, but without acute lung edema. 
Symptoms of systemic intoxication are headache, nausea, 
vomiting, incoordination, and cardiac irregularities. Treatment 
is symptomatic" . 

IN CASE OF EMERGENCY CAll: 
1-800·498·5701. Have a copy 01 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 HEALTHCARE FACILITIES. 
DOTIIMO Shipping Name: Ethylene Oxide and Carbon Dioxide Mixture 
Hazard Class: 2.1 . 
10 Number: UN 1041 DOT-SP 10184 
EPA Registration No. 67470-1 EPA Establishment No. 67470-AZ-001 

NET CONTENTS- BATCH-

ACCEPTED 
NOV 1 4 2007 

Under the Federallnseclicide, Fungicide, and 
Rodcni;cide Act as amended, for the 
p0"!:cija,f0gisi7red .!.l4d;r I 7 I 
EPA Reg. ND. (.t) I --r {) -

Honeywell 
101 Columbia Rd., Morristown, NJ 07962-1053 

00 NOT REMOVE THIS LABEL MADE IN USA STB-<>300 (2101) 
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OXYFUMI!'20 
STERILANT-FUMIGANT GAS 

DO NOT REMOVE TAG 

DANGER! EXTREMELY FLAMMABLE AND EXPLOSIVE 
HARMFUL IF INHALED. 

DIRECTIONS FOR USE . 
It is a violalion of Federal Law to use Ihis product in a manner inconsistent with its labeling. 
NOTE TO USER:When used in the workplace. il is the employer's responsilility 10 ensure 

. that atl personnel are familiar with and adhere to 29 CFR 1910.1047. Oxyfume 20 is a highly 
hazardous materia! and mus1 be used only by personnellrained in lis proper use. All persons 
working w~h Oxyfume 20 must have knowledge of Ihe hazards of this chemical mixture and 
must be trained in the proper use of required respirator equipment, mon~oring and detection 
devices. and in the implementation of emergency procedures. 
To be used only b'/ persons experienced in Oxyfume 20 sterilization and fumigation. or by 
persons under direct supervision oj persons who are experienced in Oxyfume 20 sterilization 
and fumigation, Use only in accordance with the oirections and the safety precautions listed 
on the label and this tag. See current Honeywell Mater~1 Safely Dala Sheet for Oxyfume 20. 
STERILIZATION AND FUMIGATION 
This product mey not be used on or in eny lorm 01 besil 
After August 1, 2008, this product may only be applied 10 oron spices, dried vegetables 
Dr seuonings utilizing an ETO stenlization method lhat uses a single stenlization 
chamber to pre-condition and aerate with an afternating vacuum and .. ration purging 
prooedure. II you wish to employ an alternative method 10 that described befow, you 
must contact the Environmental Protection Agency ollice of Pesticide Programs lor 
instruction on how to receive authorization. 
Place spices In thelrealmenl chamber. Assure thallhe mixture 01 ethyfene oxide 
end air Is compallble with the chember design, then, Introduce into Ihe chamber a 
concentration 01 ethylene OJlde not to exceed 500 mgll, with e <lweI/time nollo 
exceed 16 hours. Then evacuale the ga. from the chamber using a sequence 01 not 
less than 16 steam washed (injectfoos and evacuallons) between 1.0 PSIA 128' Hg) 
and 2.0 PSIA 126' Hg) while maintaining a minimum chamber temperature of 120'F. 
US Patent No. 6.132,679. 
Oxyfume 20 must be used only to sterilize medical and laboratory aems, pharmaceuticals, 
aseptic packaging, and 10 reduce the microbial load on cosmetics and whole and ground 
spices, and artnacls, archival material or library objecls, 
Items to be sterilized must be Ihorough~ cleaned of soil before being placed in any type of 
sterilizer, 

A. Oxyfume 20 must be used on~ infaCllit"s Ihal meet the requirements of 29 CFR 1910.1047 
in non-portable (commercial) vacuum or gas-tight chambers designed for use With 20,0% 
ethylene oxide, and 80.0% carbon dioxide. Oxyfume 20 must be used only by persons who 
have bl3:en trained in accordance w~h 29 CFR 1910.1047. When used 10 slerilize health 
care items. Oxyfume 20 must be used in non-portable (~ommercial) ethylene oxide ~as 
sterilizers that have FDA clearance, and in accordance With directions supplied by t~,e sterilIzer 
manufacturer, . 
NOTE: It is a viofalion of Federal Law to use Oxyfume 20 SterilanVFumigant Gas fOf Ihe 
fumigation of beehives, airplanes, trains, buses, ships, trucks, trailers, warehouses, or other 
similar spaces. 

B. Oxyfume 20 cycle parameters depend on several sterilizingilumigaling variable lactors: 
preconditioning (11 any): exposure time: chamber air concentration: ethylene oxide 
concentration: chamber temperature: humidity level: types and quantities of items to be 
sterilized/fumigated: packaging; load configuration in Ihe chamber: microbial challenge method; 
desired level of slerility assurance: and the aesired performance of Ihe sterilized: fumigated 
product and package. 

C. The following is a list of ranges for the critical variables which must be in proper relationship 
for Oxyfume 20 to be an etfective sterilizing/fumigating agent. This informal ion should be 
considered general. and not as a replacement for del ailed information issued by. 
manufaclurers. 
TEMPERATURES· 70'FTO 150'F 
PRE·VACUUM • typically 25 to 28 inches of mercury. Use vacuums compatible with the 
products and packages to be sterilizedllumlgated. 
MOISTURE - relative humid~y of 33% 10 80% . 
GAS CONCENTRATION· 250 mgIL to 1500 mgIL milligrams of ethylene oxide per liIer of 
chamber volume. 
EXPOSURE TIME· 45 minutes to 20 hours 
POST·VACUUMS ' Oxyfume 20 ~ removed from the chamber and vented to an appropriate 
ethylene oxide capture or deslruction device. . 
AERATION - aerate slerilized/fumigated materials before use. Do not aUow any person to 
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enter the chamber or aeration area il such entry will result in exposures to ethylene oxide 
above !he levels eSlabl~hed in 29 CFR 1910.1047. . 
Cycle parameters and post cycle aeration parameters (temperature, time, air flow-rale) can 
affect residue levels. The user must determine that the parameters chosen result in goods 
which comply With applicable Federal and State re~due requirements. For residuallimils 01 
ethylene oxide on drug products and medical products see 21 CFR 201.1 suD-section (d). 
For residual amounts on agricultural commodities see 40 CFR 180.15t 

D. The slerilizationffumigalion cycle parameters should be those prescribed by the sterilizer 
equipment manulacturer.1I other cycle parameters are used, the ~afety and eHicacy of the 
alternate cycle parameters must be validated and are the responsibility oltha user. 
NEVER USE PARAMETERS WHICH AllOW FlAMMABLE MIXTURES OF OXYFUME 20 
AND AIR TO ENTER THE CHAMBER. 
GENERAL INSTRUCTIONS 

1. Always check cylinder valves and relief valves far leaks before moving cylinder into your 
lacility. . 

2. ,This cylinder is equipped with an eductor tube for liquid delivery. Use vaporizing equipment 
to convert the liquid into a gas. 

1 The aPllroximale vapor pressure exerted by th~ gas mixture .. a be 675 psig (48.49 kg/em') 
at 70'F (21.1'C) while liquid is present. Vapor pressure will be higher il temperalure is above 
70'F (21.1'C); lower il lemperature is below 7O'F (21.1'C). 

4. Cylinder must be in an upright position when discharging. Cylinder must be secured to 
prallent faRing over. 

5. Discharge valve outlet ~ provided with a CGA 350 connection wh~h has left-hand threads. 
6. Remove protective lIaNe plug and make sure valve threads are undamaged. The connection 

to the cylinder valve should be brass CGA 350 connector. Use 01 other metals could cause 
damage to the brass cylinder valve. Do not attach an ordinary pipe fitting to this valve. 

7. All other piping and fittings should be steel or stainless steel, capable of withstanding the 
pressure 10 be encounlereti. Do not use rubber or pJastic materials. Inslall reliel devices 
where liquid can be trapped between valves. 

8. Ground all equipment, including containers. to avoid sIalic sparks. 
9. Use only spark-prool tools. 
10. Use only explosion·proof electrical equipment where Oxyfume 20 may be present. 
11. Install check valves in the discharge line from this cylinder to processing equipment to prevent 

back-flow into cylinder. 
12. To open cylinder vallie, turn handwheel counterclockwise. Do not use a wrench or other 

leverage device to open or close cylinder valve. 
13. Use "Ih adequate general and local venlilalion. Vapors Iorm Irom !his product and may 

travel or be moved by air currents and ignited by pilot lights, other lIames, smOking, sparks, 
heaters electrical equipment, static discharges or ather ignition sources at location distant 
lrom producl handling poinl. 

14. Detenmine the quantity 01 product wnhdrawn Irom this container by using an appropriate 
scale. 
STORAGE AND DISPOSAL 
Do not contaminate food, teed, or water by sto",go and disposal. 
PESTICIDE STORAGE 
Store according to Instructions provided on label and this tag. Siore away from heat in an 
area with adequate ventilation. Do not store in direct sunlight. To minimize polymer growth, 
ethy~ne oxide must not be stored in any place where the terryperature consistently exceeds 
1000E To control ethylene oxide polymer growth, use all sterllant gas on a first-in, lirst-out­
basis. To minimize sterilizer downtime, it is recommended to use product within 12 months of 
the 1111 date marked on the container (batch number). 
PESTICIDE DISPOSAL 
Pesticide wastes are acutely hazardous. Improper disPosal of excess pesticide, spray, or 
mixture of rinsate is a violation of Federal law. [f these wastes cannot be disposed of by use 
accordmg to label instructions, contact your State Pesticide or Environmental Control Agency, 
or the Hazardous Waste representative at the nearest EPA Regional Office lor guidance. 
CONTAINER DISPOSAL 
Return container to supplier for reuse. Before returning container to supplier: 

A. Pressure container with mtrogen to 50 psig total pressure at 70'F (21.1'C) and be sure 
container valves are dosed. . . 

B. Replace valve plugs tightly in valve oullels. It valve plugs are not available, conlacl supplier. 
C. Check container valves and plugs for leaks prior to shipment. II leaks are detected, contact 

supplier. 

Honeywell 
101 Columbia Road 

Morristown, NJ 07962-1053 

EPA Registration No. 67470-1 Sn:0300 (2-07) 
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