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Washington, D~C. 20460 
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OFFICE OF 
PREVENTION, PESTICIDES' 

AND TOXIC SUBSTANCES 

John w. jones 
Global Leader Product Stewardship 
Honeywell .. 
101 Columbia Road 
Morristown; NJ 07962 

·Subject: . oxYfume® 12 .J 

EPA Reg. No.67470-3 . 

V t ; 

: . NOV '1 4 2001 

" " 

/. EPA Application Dated: August 15, 200~ 
EPA Receipt Date: August 20, 2007 . - :. . .. ' . 

~ .. ' 

Dear Mr. Jones, 

. The following amendment submitted iri.connection·with registration under the section 3(c)(7)(a) of 
Federal Insecticide, Fungicide, and Rodenticide Act (F;IFRA) as amended is acceptable.' 

Proposed Amendment 

• Revise label 

General Comments . 

A stamped copy of the acceptable label is.enclosed for your records. Submit three (3) copies of 
your fin.al printed hlbeling before distributing or selling the product bearing the revised labeling . 

. Should you have any questions or comments concerning this letter, pleaSe contaci'V~lma Noble at 
(703) 308.- 6233. 

.. 

,~'~Jrn~V 
~Ui&'llio~l~' 
Product Manager. (3J) 
Regulatory Management. Branchl 
Antimicrobial Division 

. (751Op) . 
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OXYFUME@ 12 
. STERILANT-FUMIGANT GAS. 
ACTIVE INGREDIENT: ETHYLENE OXIDE (CAS 75-21-8) 
OTHER INGREDIENT: DICHLORODIFLUOROMETHANE (CAS 75-71-8) 
KEEP OUT OF REACH OF CHILDREN 
DANGER PELIGRO 

12.0% 
88.0% 

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 

HAZARDSTO HUMANS AND DOMESTIC ANIMALS. 
DANGERI LIQUID AND GAS UNDER PRESSURE. 
CAUSES EYE AND SKIN BURNS. HARMFUL IF INHALED. 
HARMFUL IF SWALLONED. MAY CAUSE RESPIRATORY 
AND NERVOUS SYSTEM DAMAGE. 
DANGER I CANCER HAZARD AND REPRODUCTIVE 
HAZARD. 

EFFECTS OF OVEREXPOSURE; May be latallf Inhaled in 
high concentrations. May cause irritation of respiratory tract, 
chest tightness, headache, nausea, vomiting, diarrhea,lIght­
headed feeling, dizziness, weakness, drowsiness. cyanosis, 
loss of coordination, convulsions, coma, delayed lung injury 
(Huld In lungs), Immediate or delayed skin irritation and 
blisters. allergic skin reaction. 

OTHER POSSfBLE DELAYED HEALTH EFFECTS; May 
cause nervous system injury, cataracts. adverse reproduc­
tive effects, chromosomal and mutagenic changes, and 
cancer. 

PEL; tPPM·TWA Ethylene Oxide (OSHA·29CFRI910.1047) 

EL: SPPM-excursion limit. 15 minutes. 

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

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

PHYSICAL AND CHEMICAL HAZARDS 
Contents under pressure. Use onfy in closed system. No part of 
the container may be exposed above 125°F (52<'C). Close valve 
when not in use and when empty. Use in accordance with tag 
attached to valve. 

:LEAK:" Evacuate area MiI"keep ~rsl;milel upWind. Use saU­
'contained breathing apparatus and protecil]l8.c!C!i!1Ing •. and stiiii 
off leak if without risk. 

ARE: MOW Container-away from+ fire"n -Wt~Ut riSk. uSe water 
spray. or fog nozzl~ to keePcon!alner cool: . . 

WARNING; Contains CFC·12, a substance which harms 
human health and the environment by destroying ozone In 
the upper atmosphere. 

ENVIRONMENTAL HAZARDS 
00 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 
ollheEPA. 

ARST AID 
IN·ALLCASESOFoVEREXPOSURE, GET MEDICAL' 
ATTENTION IMMEDIATELY. CALL THE POISON CONTROL 
CE~ROR DOCTOR FOR. TREATMENT A~CE.'· ... 

IF INHAlEj):ReiiiiMi expos<id PirsOii tei fresh iiir. kSep-wam.: H 
·not breathing, gIva artificial resplraUon.lf breathing Is dlfficult,i 
'giva oxygen. CaD the Poison Control Center or doclor fora~. 
. even H no symptoms are presenL Keep under medical· 
observation. 5yrn!llOms may be delayed.' 

iFllfEYES:HDldeya6dli oPen iiniiiii1S8S1OWtY andQeritly wilh' . 
,walar for 15-20 minJtes. CaD the Poison Control Cenler or doclor. 
'for_ ... - . 

IF ON SKlIi OR Ci.OlllING; Irninediatety rinse with plenty of 
water for 15-20 minutes whDe removing contaminated clothing 
and shoes. CaD the Polson Control Center or doctor for advice:, 
'Aerate. wash or clean contaminated cI.othing and discard leather 
goods. . 

,IFsWAUOWEDi'cau ti",pOiSon-C'ontroiCenter Or dOctDi 
for advice. Gtw at least two glasses of waler. Do noIlnduce 
,vomiting. Do,.,t giva.anyfhing by mouth fo."" unconscious 
'persor:I. ' 

':O~~Wo~~'t~6~~~~~gm~\¥E~~~~ 
obtain MSDSs. caD 1-800-522-8001.1 

Skin i!xposuii; 10 EfhYtene Oxide wiJI commoi1ly resutlln sian" 
IrritaUon with exlenslvu blister formation. At high concenlra·. 

::::=tr:~%':'o~.!:t~ ~::eedema. 
ISymptoms of systemic !nt_Uon are headache. nausea:._ 
'vomiting, Incoord!naHan, and cardiac irregtJ!arities. Treatmen1 
Issymptlll11i!tic. 

IN CASE OF EMERGENCY CAll; 
1·800-498-5701. Have a copy of the label or Ihe 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 HEALTHCARE FACILITIES AND INDUSTRIAL USE ONLY. 
DOTnMO Shipping Name: Ethylene Oxide and Oichlorodifluoromethane Mixture 
Hazard Class: 2,2 
10 Number: UN 3070 DOT·SP 10184 
EPA Registration No. ·67470-3 EPA Establishment No. 67470-AZ-001 

BATCH- DO NOT REMOVETHI5 LABEL MADE IN USA 

ACCEPTED' 
IIOV 1 4 2007 

Under the Federal Insecticide, Fungicide, and 
ROdenticide Act as amended, for the 
peSticide,regisl€j€d under :? 

LIPA Reg. No k".2 ¥ 7 ~- ~ I 

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

5TB-0200 (2107) 
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OXYFUMf012 
STERILAMr-FUMIGANT GAS 

DO NOT REMOVE J)lG 

DANGER! LIQUID AND GAS UNDER PRESSURE 
HARMFUL IF INHALED. 

DIRECTIONS FOR USE 
II is a violation of Fedeml Law to use this product in a manner incons~tent with its labeling. 
NOTE TO USER:When used in the workplace, ~ is the employer's responsibility to ensure 
that atl personnel are familiar with and adhere to 29 CFR 1910. 1047. Oxytume 12 ~ a highly 
hazardous materiat and must be used only by personnel trained in ~ proper use. All persons 
working ~h Oxytume 12 rrust have knowledge at Ihe hazards at this chemical mixture and 
must be tmined In the proper use of required respimtor equipment, monnoring and detection 
devices; and in the implementation of emergency procedures. 
To be used only by persons experienced in Oxytume 12 sterilizalion and fumigation, or by 
persons under direct supervision of persons who are experienced In Oxytume 12 sterilizalion 
and fumigation. Use only in accordance wnh the directions and the safety precautions listed 
on the label and this tag. See current Honeywen Material Safely Data Sheet for Oxyfume 12. 
STERILIZATION AND FUMIGATION 
TIIis product may not be used on or in anY form of basil 
After August 1, 200a, Ihis product may onfy be eppfledlo or on spices, dried vegetables 
or seasonings utilizing an ETO sterilization method thet USGS e single sterllizatlon, 
chamber 10 pnM:ondltfon and aerate with en alternating vacuum and aeration purging 
procedure, II you wish te empfoy an alternetlve method to Ihst described below, you 
muet contact Ihe Envlronmenlal Prolectlon Agency office of PestIcide Progrems for 
instruction on how to receive authortzstlon. 
Place spices In the trostment chember. Assure thet the mixture 01 ethylene oxfde and 
air Is compstlblG with tha chember deSign, then, Introduce Into the chamber a 
concentration of ethylans oxide not to exceed 500 mWi-, with a dWeD time not to 
exceed 16 hours, Then evacuate the gss from the chamber using a aaquence of not 
Iaes Ihsn 16 steam washed (Injections and evacuations) between 1.0 PStA (28' Hgi 
and 2.0 PStA (26' Hg) whlla maintaining a minimum chember temperature 01 120'1': 
US Patent Ne.6,132,679. 
Oxytume 12 must be used only 10 sterilize medical and laboratory ilems, pharmaceUlK:ats, 
aseptic packaging, and 10 reduce the mK:robiat load on cosmetics and whole and ground 
sp~es, and ar"acts, archival material or library objects. 
Items to be sterilized must be thoroughly cleaned 01 soil belore being placed in any type of 
sterilizer. 

A. Oxytume 12 musl be used only in facililies that meet the requirements of 29 CFR 1910.1047 
in noni>o~a~e (commerciat) vacuum or gas-tight chambers designed for use wKh 10.0% 
ethylene oxide, and 88.0% dichforodrrluoromethane. Oxytume 12 must be used only by 
persons who have been trained in accordance wllh 29 CFR 1910.1047. When used to 
sterilize heahh care ITems, Oxytume 12 must be used in nO"i>O~able (commercial) ethylene 
oxide gas slerilizers that have FDA clearance, and in accordance wllh directions suppl~d by 
the sterilizer manufacturer. . 
NOTE: It ~.a violalion 01 Federal Lew to use Oxytume 12 SterilarrtlFumigant Gas for the 
fumigalion of beehives, airplanes, trains, buses, ships, trucks, trailers, warehouses, or other 
similar spaces. 

B. Oxytume 12 cycle parameters depend on several sterilizing/fumigaling variable factors: 
preconditioning In any); exposure lime; chamber air concentration; elhylene oxide 
concentration; chamber temperature; humidity level; ~s and quantities of items to be 

~:;;~~~:;~~~;ifti'~~~r~:~ ~~f:~~~~~~!~t~:~o:::~ ~c~~~:~~~:~~~~~~~d 
product and package. 

C. The follOWing is a liS! of ranges for the crn~al variables which muS! be in proper relationship 
for Oxytume 12 to be an effect ... sterilizingffumigating agent. T~ information should be 
considered genera!, and nol es a rep~cement for detailed information issued by manufacturers. 
TEMPERATURES -7O'FTO 150'F 
PRE-VACUUM - typicatly 10 to 25 inches of mercury. Use vacuums compatible wilh the 
products and packages 10 be sterilizedl!umigated. . 
MOISTURE - relal ... humidny of 33% to 80% 
GAS CONCENTRATION - 250 m~ 10 I 500 m~ mWigmms of ethylene oxide per ~er of 
chamber volume. 
EXPOSURE TIME - 45 minUies to 20 hours 
POST-VACUUMS - Oxytume 12 ~ removed from the chamber and venled to an appropriate 
ethylene oxide capture or destruction device. 
AERATION - aerate stenllzedl!umigaled materials before use. Do not allow any person to 
enter the chamber or aeration area if such entry will resutt in exposures to ethylene oxide 
above the levels establ~hed in 29 CFR 1910.1047. 

Ii 



( 

~I 

~I 

--- -----------------------------------------

( 

o 
CvcIe parameters and post cycle aeration parameters (temperalure, time, air flow-rate) can 
aileol residue leYels. The USer musl delermine Ihalthe paramelers chosen result in goods 
which comply with applicable Federal and State residue requiremenls. For residual limils of 
ethyfene oxide on drug products and medical products see 21 CFR 201.1 su~ction (d). 
For re~duallimils on agncultrural commodWes see 40 CFR 180.151. 
The slenlizationlfumigation cycle parameters should be those prescribed by Ihe stenlizer 
equipmenl manufacturer. If other cycle paramelers are used, the safety and efficacy of Ihe 
afternate cycle paramelers must be Validated and ere the responsibility of the user. 
GENERAL INSTRUCTIONS 

1. ~~u~s check cyfinder valves and relief valves for leaks before maving cyfinder into your 

2. This cyfinder ~ equipped wilh an eductor lUbe for liquid delivery. Use vaporizing equipmenf 
to convert the Uquid into a gas. 

a The T;prOximaie vapor pressure exerted by this gas mixture wUl be 60 psig (5.25 kQlcm') at 
70'F 21.1'CI while 6quid is present. Vapor pressure wiD be higher if lemperalure IS above 
70'F 21.1'C; lower if temperature is below 700F (21.1'C). 

4. Cylinder musl be in an upright po~on when d~charging. Cylinder must be seoured 10 
prevent faJljng over. 

5. Discharge valve outlel is provided with a CGA 510 connecfion which has left-hand threads. 
6. Remove protective valve plug and make sure valve threads are undamaged. The connecfion 

to Ihe cylinder valve should be brass CGA 510 connector. Use of other metals could cause 
damage to the brass cyfinder valve. Do not attach an ordinary ~pe fitting to th~ valve, 

7. All other piping and littings should be steel or stainless steel, capable of withstanding the 
pressure to be encountered. Do not use rubber or plastiC materials. Install relief devices 
where liqu~ can be trapped between valves. 

B. Install check valves in the discharge line from this cylinder to processing equipment to prevent 
back.flow inlo cyfinder. 

9. To open cylinder valve, tum handwheel counterclockwise. Do not use a wrench or other 
leverage device to open or close cyfinder valve. 

10. Use with adequate general and local ventilation. 
11. Determine the quantity ot product withdrawn from this cyfinder by using an appropriate 

scale. 
STORAGE AND DISPOSAL 
Do not contaminate food, feed, or water by storage and disposal. 
PESTICIDE STORAGE 
Store according to inslructions provided on label ano this lag. Store away from heat in an 
area with adequale venlilation. Do not store in direct sunlight To minimize polymer growth, 
elhytene oxide must not be stored in any place where the temperalure consistently exceeds' 
tOOOF. To control ethylene oxide polymer growth, use all sterilant gas on a first-in, f.st-<>ut­
basis. To minimize sterilizer downtime, ~ is recommended to use product within 12 months of 
the fill date marked on Ihe container (balch number). 
PESTICiDE DISPOSAL 

:;~:~f~:~ ~~ ~~~~i~nh:~~~~i ~~r~;~s~~:.~s~~:~e~~~;~d ~f:u~~ 
according to label inslructions, contact your State Pesticide or Environmental Control Agency, 
-or the Hazardous Waste representative althe nearest EPA Regional Office for guidance. 
CONTAINER DISPOSAL 
Return container to supplier for reuse. Belore returning container to supplier: 

A. Replace valve plugs tightly in valve outlets. If valve plugs are not available, contact supplier. 
B. Cheok container valves and plugs for leaks pnor 10 shipment. H leaks are detected, contact 

supplier. 

Honeywell 
101 Columbia Road 

Morristown, NJ 07962-1053 

EPA Registration No. 67470-3 STT-0200 (2-07) 
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