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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY' , 
washington, D.C. 20460 
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, 
OFFICE OF 

PREVENTION,. PESTICIDES 
AND TOXIC SUBSTANCES 

John W. Jones 
~OV 1 A· 2007 r 

Global Leader Product Stewardship 
Honeywell International, Inc. 

, 101 Columbia Rd. 
Morristown; NJ '07962 

Subject: , Ethylene Oxide 100R , , 
EPA Registration No. 67470-7 

, Amendment pated: Aug ,15, 2007' 
, EPA R~ceived Date: Aug 20,2007 

Dear John W. Jones 

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

Proposed Amendment 

,. Revise Label 

General Comments 

A stamped copy of the accepted label is enclosed for your records. Submit (3) copies of your 
final printed label before distributing or seiling trie product bearing the revised labeling. 

Should you have any questions or comments concerning this letter, please contact Velma, 
Noble at (703) 308-6233 . 

. vw 
Velma Noble 
Product Manager (3f) 
Regulatory Management Branch I 
Antimicrobial Divisioh (7510C) 
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• ETHYLENE OXIDE 100R : 
• STERILANT-FUMIGANT GAS. Hone~ell • 
•• ACTIVE INGREDIENT: ETHYLENE OXIDE (CAS 75-21-8) 100.0% .., •• • 

KEEP OUT OF REACH OF CHILDREN 
• DANGER PELIGRO • 
• 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). • 

• 0 . • • 
PRECAUTIONARY STATEMENTS ODOR: Ether-like at high concentrations. Exposure to toxic tevels ENVtR NMENTALHAZARDS and shoes. CaD the Polson Control Center or doctor for. • 

may occur without warning or detection by the user. 00 not di~harge effluent containing this product Into lakes, advice. Aerate. wash or dean contaminatB~ dothJng and . 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS. streams, ponds estuaries, oceans or public waters unless this is tflSCilfd leather goods.' • 

• DANGERI EXTREMELY FLAMMABLE LIQUID AND GAS PRECAUTIONS: Do nol brealhe vapor. Do nolowallow. Do specifically identified and addressed in an NPOES permit. Do not • ". ." -" .. 
UNDER PRESSURE MAY CAUSE EXPLOSIVE MIXTURES nol gel ,n eyes, o~ sklO, on clothing. ~Iore and use w,lh discharge emuent containing this product to sewer systems IF SWALLOWED, CaD the Poison Control Center or doctor 

• WITH AIR. CAUSES EYE AND SKIN BURNS. HARMFUL IF adequale venl,lal'on In accordance with 29 CFR 1910.1047 without previously notifying Ihe sewage treatment plant aulhority. for advice. Give alleasl two glasses of water. 00 not Induce • 

• 
INHALED. HARMFUL IF SWALl.OWED. MAY CAUSE PHYSICAL AND CHEMICAL HAZARDS For guidance, contact your State Water Board or Regional OIIice vomlUng. 00 not give anythlng try mouth to an unconscious • 
RESPIRATORY AND NERVOUS SYSTEM DAMAGE Ethylene oxide is extremely Hammable and reactive. Contents of the EPA. .person. . 

• 
DANGERI CANCER HAZARD AND REPRODUCTIVE under pressure. Keep away from heat, flame, sparks or hot FIRST AID NOTE TO PHYSICIAN: REFER TO SECTION tV, RRST AID • 
HAZARD. surtaces. 00 not allow sources of ignhion near the steriliZation! IN ALL CASES OF OVEREXPOSURE, GET MEDICAL MEASURES OF THE MSDSs FOR EACH INGREDIENT. To 

• EFFECTS OF OVEREXPOSURE: May be fatal if inhaled in fum'gat,on area. Use only ,n closed sy.stem.No part of the ATTENTlON IMMEDIATELY. CALL THE POISON CONTROl obtain MSDSs, caD 1-8O().522-8001. _ '. • 

high c~ncentrations. May cause irritation of r~piratory ~rac~, ~~r:~I~:~ ~~~ ~:~~~~~y.a~:~n 1 ;~~r~:n~~' ~lt~St~~aa~~:.~n CE~. OR_ ~:O.R :~~ ~~~~~ AOVIC~. ~~n e~9 to Ethylene Oxide wBI commonty result In skin • I chest tlghtn~ss, h~a~ache. nausea, vomitln~, diarrhea, hg~t to valve. Ground all eqUipment, including containers, to avoid IF INHALED; Remove exposed person to fresh air, keep warm. If ~tatlon with ext~ blister formatto": A~ high concentra-

• 
headed feeh~g, ~Izzlness, w~akness, drOWSiness, cyanosIs, static sparks. not breathing. give artiflciaJ respiraUon.1f breathing Is difficutt, lions severe conJUnctivftis can occur.lmlBtiGn aftha., . • 
loss at coordmatlon, convulSions, coma, delayed lung Injury ... . iva oxygen CaD the Poison Control Center or doctor for advice ,respiratory tract may occur. but without acute lung edema. 

• (Huid in lungs), Immediate or delayed skin irritation and blisters, LEAK: Evacuate area and keep personnel upwind. Use self-' ~ n no sYmPtoms' are present Keep under medical Symptoms of systemic intoxication are headache, nausea,. • 
allergic skin reaction. ~= .:~~~ apparatus and protective dothlng, and shut observation. Symptoms may be delayed. ;:'=~tion, and cardiac Irregularities. Treatmenl 

• OTHER POSSIBLE DELAYED HEALTH EFFECTS, May . _ . . .'. IF IN EYES: Hold' eyaHcli op.n end rtnSe slOwty and genUywith • 

• 
cause nervous system Injury, cataracts, adverse reproductive <RRE: Do not extinguish burning gas If flow cannot be shut off water for 15--20 minutes CaD the Polson Control Center or dcx:tor IN CASE OF EMERGENCY CALL: • 
effects, chromosomal and mutagenic changes, and cancer. Immediately. Move container away from fire If without risk. Use for advice . - . . 1-800-498-570t. Have a copy of the label orthe MSDS when' 

• PEL: 1 PPM-TWA Ethylene Oxide (OSHA-29CFRI91 0.1 047). water spray or fog nozzle to keep container cool. IF ON S~N OR CLOTH1NG: Irnmediateiy rinse with plenty of ~r~I~~:nr.0lson control center or doctor or gOing for • 

I EL: 5PPM-9xcursion limit, 15 minutes. water for 1~20 minutes while removing contaminat~ clothing II 

•• 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. 

• DOTnMO Shipping Name: Ethylene Oxide • 
• Hazard Class: 2,3, (2_1) Honeywell • 

• 
10 Number: UN1040 INHALATION HAZARD 101 Columbia Rd., Morristown, NJ 07962-1053 • 
EPA Registration No. 67470-7 EPA Establishment No. 67470-AZ-001 

• NET CONTENTS- BATCH- DO NOT REMOVE THIS LABEL MADE IN USA STO .... oo (2107) • 

~ ..................... ~ .................................... , 
ACCEPTED;! 

NOV 1 4 '81ft ' 

Under the Federal Insecticide, Fungicide, and 
Rodenticide Af.t as amended. for the 
pesuclde1regisfefed under 
EPA Reg. No. 
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ETHYLENE OXIDE IOOR 
STERILAII1'FUMIGANT GAS 

DO NOT REMOVETAG 

DANGER! EXTREMELY FLAMMABLE AND EXPLOSNE 
HARMFUL IF INHALED, 

DIRECTIONS FOR USE 
It is a vialaUon 01 Federal Law to use this product in a manner inconsis1ent with its labeling. 
NOTE TO USER:when used in Ihe ,"",l<pIace, IT ~ lhe emolo'/els responsi~lily 10 ensure Ihal all 
personnel. are lamiQar with and a.cIl.ere to 29 CFR 1910.1047. t.Utflene Oxide tS a hi~ hazardcrus 

O~d:~d h~~:\~;O~~~~~f~~h:~~~ ~TI~~ ~~~~:d~~IC:~:n!~n~~~ ~:;~:"o~ 
required respirator equipment, monitoring and detection devices, and in the implementation 01 emergency 
proceoores. 
To be used only by persons experienced in Ethylene Oxide sterilization and fumigation, or by personS 
underdirecl supervision of persons who are experienced in ethylene oxide sterilization and fumigation. 

~:::~~~t~=rM:: ~:~%~t!S~~~:fE~~~:~":.llsted on the label and this tag. 

STERILIZATION AND FUMIGATION 
Any produc1 formulated from this product that is registered as a technical or manufacturing
use product must include the foUowing label language. 
Any pro<lucl1onnulaled from Ihis productlhat is regislered for use on spices, dried vegelables, 
or seasonings must include the ~ng label language. 
This product may not be used on 01 in any form of basiL 

=.!l:,!Iust ~h::~=~:~:~"'~~ed~~O~ ~~;io.'i'eri~~o~"t~~: f~ 
pre-condlron and aerate with an aItema1Jng vacuum and aeration purging procedure. U you 
_1O~1oy an allemativl melhod 10 !hal d81c:ribed below, you must conlaCllhe registranl 
ollhis ct for III idenllflce1lon of any oI1ema1ive melhods Ihat are _aptabIe lolh. UnIled 
Stales 'ro~1III PTalec1ion Agency, . 
Place a~ in the treatment chamber. Asaure 1ha1 the mixture of ethytene aDele and alr is 

;=:~:~~~amS:~I~'":f~~.,I:,~O~=I~er=:~~..:::t. 
~..::r.:= =11~~~J~ ~ ~~ r:. ~~s= =.:.,r:r.u,:.::~ 
chamberlempendureoll2O'F. US Patenl No,6,132,679. 

~~=i~:~~io~~~~~~~~gi::;e:~~~e~ ~~~t~z ;d;:n~~p~g~n~a~ft:~~~ 
archival material or library objects. 
ttems to be sterilized must be thoroughly cleaned of soil before being placed in any type of sterilizer. 

A. Ethylene oxide must be used only in facmties ItIat meet the requirements of 29 CFR 1910.1047 in non-
portable (commercial) vacuum or gas4i!tlt chambers designed for use with 100.0% ethytene oxide. 
Ethylene oxide must be used only by persons who have been trained In accordance WIth 29 CFR 

(C~~:~I)~e~!eO~i~eS:I~~:~~:t~:~=FsD:tlfe~~a~g:~:s~~~~~~~!nv2~ndrec~o~~ 
supplied by the stenUzer manufacturer. 
NOTE: II is a violation of Federal Law to use ethylene oxide ster~anVfumiganl gas for the fumigation of 
beehives, airplanes, trains, buses, ships, trud<s, trailers, warehouses, or o1her similar spaces. 

B. EIh~eneO>ide r;yde paramelersdeperoon several Slerilizin!/'IUmigaiingwriatle facio": precondtioning 
[If any); exposure lime; dlamber air concentration; ethylene oxide concenlra~; chamber lempe~ture; 
humidity level; types and quantities of items to be stenIIIB&fumigated; parxaQlng; load conffguratlon in 
the chamber; microbial challenge method; desired level of sterility assurance; and the desired 
performance 01 the sterilized; fumigated product and package. 

C. The following is a fist of ranges forthe critical variabtes vhJich must be in proper relationship for ethyfene 
oxide to be an effective sleriUzinglfumigating agent. This information should be considered general, 
and not as a replacement for detailed Information issued by manufacturers. 
TEMPERATURES -70'FTO 150'1' 

~:~~~YoU~'s7tr\~~~rJ~~~~~~~~ ~f~~~7~;~~~~I:~hlr:~b~~ ~~retr~~~~'ih~ 
chamber. 

~SJg~~E~~il~':T_id~%0~~'1~018: m!l'l milligrams of elhylene O>ide per rtter 01 member 
volume. 
EXPOSURE TIME -45 minules 10 20 hours 
POST-VACUUMS· Ethylene oxide is removed from the chamber and vented to an appropriate ethylene 
oxide caprure or destruction device. 
AERATION - aerate sterilizecUtumigated materials before use. Do not allow any person to enter the 
chamber or aeration area if such entry will result in exposures to ethylene oxide above the levels 
eSiablishedin 29CFR 1910,1047, 

~.~iuse~~u~c~e::tr:~~~:~~:m~=rn~:;i=:~::=: 
Federal and Slate residue requirements. For residual limits of elhylene oxide on drug products and 
medical prodUcts see 21 CFR 201.1 sub-section (d). For residua! Bmils onagriculturaJ commottties see 
40 CFR 180,151. . 
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D. The sterilizaliorVIumigation cycle parameters should be those prescribsd by the sterilizer equipment 

manufacturer." other cyde parameters are used, the safety and efficacyoflhe aJternalecycie parameters 
must be validated and are the responsibility of the user. 
NEVER USE PARAMETERS WHICH ALLOW FLAMMABLE MIXTURES OF ETHYLENE OXIDE AND 
AIR TO ENTER THE CHAMBER. 
GENERALINSTRUCTIONS 

1. Always check container valves and reliefvalves for leaks betore moving cylinder into yourfacilfty. 
2. This container is equipped with an educlorlube for liquid deJiwry. If ethylene oxide gas is required, use 

~orizing equipment 
3. This container has been pressurized with n~rogen to a pressure of 50 psig (3.52~cm2) at 70°F (21.1·C). 

(:n~).e~~~~I~:p~I~~,r~~~::~;,ed~~~:r~~:S~~!eli~~:e~:Jfj~~~~~~J~ 
(21.1"C). 

4. Container roost be in an upright posllion when discharging. Cy1lnders must be secured to prevent 
tailing over. 

5. Liquid withdrawal valve (marked "Liquid") is provided with a eGA 51 0 conneclion which has lefl·hand 
threads. 

a EOX and 8S.55 style cylinders an~ DOT 5P drums are also provided with a CGA 580 inert pressuMzlng 
valve {marked ·Vent") which has nght.hand threads. Do not discharge product from the CGA 580 inert 

7. ~:=z~~:~:;-:e valve plugs and ma~e sure valve threads are undamaged. 00001 attach an ordinary 
pipe fitting to these va1Yes. The connecllons tothe containervalw!s should be brass eGA 51 0 and eGA 
580 connectors. Use of other metals could cause damage to the brass container valves. 

8. All other piping and fittings should be steel or stainless st~1 fittings and piping capable of withstanding 
the pressure 10 be eflCOuntered.Oo not use rubber, plastics, or copper materlBls.lnstall relief devices 
where liquid can be trapped between vaNes.. 

9. Ground all equipment. including containers, to a'o(lid static sparks, 
10. Use only spar1<-prooflools. 
11. Use only expklsioo-proof electrical eguipmentwhere ethylene oxide may be present. 
12, Insfa:ll check valves In the discharge line Irom this container to processing equipment 10 prevent back-

flow Into the oonlainer. , 
13. Connect the eGA 580 inert pressurizing vatye (marked "Vent") to a source 01 nitrogen using a line 

~~f~~~~s~~;~u:~2n~~~i~:~~:~~=~;~~~~i:;nT~~::~~~~~n~~~~ 
service pressure of the container. Never use compressed air or other gases to pressurize the cylinder 
or drum. 

14. To open conlainervalves, tum counlerclodo;wise. The kjuid dischargevaJveisequippedwith a handwheel 
Do nol use a wrench or other leverage device on handwheel. Use a .,... wrench to open the inert 

15. er::sv%~z~~~~~eo~~:r~O~~~S~~::~~aa~~~~os~ this product and may travel or be 

~~~~~;~~~~:::~~:~e~:~:~~;::~=tie:n:t~tnPro=~~=~e~~t~ 
16, Determine the quantity of product withdrawn from this container t¥ using an appropriate scafe. 

STORAGE AND DISPOSAl 
Do not contaminate IDOd, leed, or \'later by storage and disposal. 

PESTICIDE STORAGE 
Store according t~ instructions provided on Ia~el and thi,S ta~. Store aWfli Irom heat in an area with 
adequate vent'ilatlon, Do nol store in olrect sunllghl To minimize polymer growth, ethylene oxide must 
not be stored in any place where the temperature consistently exceeds 100'F. To control ethylene oxide 
polymergroWlh, use aU sterilant gas on a first.jn, first-out-basis, To minimize steriUzer downtime, it is 
recommended to use producfwithin 12 months 01 the flU date marked on the container (balch number). 

PESTICIDE DISPOSAL 
Pesticide wastes are acutely hazardous. Improper disposal of excess pesticide, spray, or mixture of 
rinsale is a vio1ation of Federal Law. If these wastes cannot be disposed of by use according to 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 lor reuse. Before retuming container to supplier: 

A. Pressure container with nitrogen to 50 psig total pressure at 70°F {21, l'C) and be sure container 
vaJves are closed. 

B. Replace valve plugs tightly in valve outiets. If va.Jve pl~gs are not available, contact supplier. 
C. Check container vaJves and plugs for leaks priorto shipment. If leaks are detected, contact supplier. 

Honeywell 
101 Columbia Road 

Morrislown, NJ 07962-1053 

EPA Registralion No. 67470-7 STT-0800 (2-07) 
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