
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY. 
Washingto~;D.C. 20460 

Joanne K. Cashin 
Registration Compliance Advisor 
Arc Specialty Products 
P.O. Box 600 . 
New;Hampton, New York 10958 

Sterilizing Gas 5 

.J 

Subject: 
. EPA Registration 36736-5 

Amendment Dated:' June 16, 2008 
EPA Received Date: June 17,2008 

. Dear Joanne K. Cashin 

SE\'. 1 5 2008 

'.,' . 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

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

Proposed 'Amendment 

Revised. Label 
Adding Language for Ethylene Oxiqe 

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 selling the product bearing th'e revised labeling. 

Should you have any questions or comments concerning this letter, please contact Velma 

Noble at (703)308-6233. 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

DANGE~I CAUSES EYE AND SKIN 
BURNS. HARMFUL IF INHALED. MAY CAUSE NERVOUS SYSTEM 
DAMAGE. .. . 

DANGE~I CANCER HAZARD AND REPRODUCTIVE HAZARD. 

EFFECTS OF OVEREXPOSURE: May be fatal il inhaled in 
nign con~ntrations. May cause irritation 01 the resp,ralllry 
tract. cllesttighlness, Ileadselle, nausea, vomiting, diarrhea, 
light~eac:led meling, dizziness, _a kness, drowsiness, cyanosis, 
lass of coordination. convulsions, coma. delayed lung '",ury 
(ftuid in tne lungs). immediate or delayed skin irritaton or blisters, 
aDergic Skin reaction. . 

OTHER I>OSSIBLE DELAYED HEALTH EFFECTS: 
May cause nervous sySl8m injury. cataracts, adverse reproductive 
eflects. c:hrornosoma and mutagenic changes. and cancer. 

PEL: 

EL: 
ODOR: 

1 PPM TWA (as per !he E!hylene Oxide 
Standard 29 CFR 1910.1047). 
S PPM - excursion limit 15 minutes. 
Ether-like at high concentrations. Exposure III IIIxic levels 
may occur wi!hout warning III or detection by !he user. 

PRECAUTIONS - Do not breathe vapor. Do not swallow. 
Do not get in eyes, on skin, or on clo!hing. Store and use 
wi!h adequal8 ventilation in accordance with tile EtIlylene 
Oxide Standard (29 CFR 1910.1047). 

PERSONAL PROTECTION EQUIPMENT (PPE): 
A mal8rial tIlat is cnemical-rBsistant to tIlis product is butyl rubber. 

All handlers must wear at a minimum: 
Lon~eved Shirt and long plants. 
Shoes pllJS socks, 
Chemical-rellistant gloves, and 

• Tt\e employer shall provide a respirator tIlat is adequate to 
prol8ct !he he'alth of tile employee and ensure compliance witll 
all otller OSHA statutory and regulatory requirements (see 29 
CFR 1910.1047 and 29 CFR 1910.134). 

""'en handlers could have eye or skin conlact with ETO or ETO 
solutions. BUCn as during maintenance and repair, vessel cleaning. or 
cleaning up spills, they must wear: 

Chemical-rellistent attire, such as an apron. protective surt, or 
foolwl!lar that protects tile area of tile body tIlat might conlact 
ETO or ETO solutions. and . 
face ... ealing goggles, a full face shield. or a full-face respirator. 

""'en wearing respirators: 

1. 

2. 

3. 

Follow the respirator manufacturer's user's instructions for 
chanl1ing canisters. 
RIIspifators must be fit-tested and fit-checked using a program 
tIlat conforms III OSHA's requirements (see 29CFR Part 
1910.134). . 
Rllspirator users must be trained using a program tIlat conforms 
to OSHA's requirements (see 29CFR Part 1910.134). 

EPA Registration No. 36736-5 
EPA Establishment No. ?35084-PA-2 
o 36736-NY-{Jl 
o 36736-5C-{Jl 
[]l6736-MO-{Jl 

4. RespiratOr users must be. examined by a qualified medical 
practitioner to ensure phYSical ability to safely wear the style of 
respirator III be worn. A qualified medical practitioner is a 
physician or other licensed health care profeSSIonal (PLHCP) 
who win evaluate the ability of a worker. to wear a respiralllr. 
The initial evaluation consists of a questionnaire !hat asks about 
medical conditions (such as a heart condition) that would be 
problemetic for respirator use. If concems are identified, then 
additional evaluations. such as a phYSical exam, might be 
necessary. Tile initial evaluation must be done before respirator 
use begins. It does not need to be repeal8d unless !he haalth 
status of respirator use conditions change (see 29CFR Part. 
1910.134). 

Follow manufacturer's instructions for·cieaninglmaintaining PPE. ·If no 
such instructions lor washables exist. use detergent and hot. water. 
Keep and wash PPE separately from otller laundry. 

ser safety Kecommendaaons 

~sers should wash hands before eating: drinking. chewing gum. 
sing IIIbacco, or uSing the toilet 

~sers should remove clotlling/PPE immediately if pesticide gets inside. 
Ilen wash thoroughly and put on clean clo!hing. ) 

sers should remove PPE immediataly after handling tIlis product. 
IV\hsh the outside of gloves before removing. As soon as possible, 
rowsh thoroughly and change into clean clotlling. 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGERI - HIGHLY FLAMMABLE L10UID AND GAS UNDER 
PRESSURE. . '. . 
Contents under pressure. Do not use near flame. sparks. hot .surfaces. 
or allow sources of ignition near the sterlllzabonllumlgaoon area. 
Sterilizing Gas 5 is extremely flammable .and reactive. Ground all 
equipment (including tIlis container) to prevent sparks. 
LEAK - In case of leak ·evacuate Brea and keep personnel upwind. 
Shut off. all sources of ignition. Use seif-eontained brea!hing apparatus 
and protecbve clotlling. and shut off leak If WltIlout risk. . 
FIRE - In case of fire move conlainer away from fire If Without risk. Use 
water spray or fog nozzle to keep conlainer cool. 

ENVIRONMENTAL HAZARDS: 
Do not discharge effluent containing tIlis product into lakes. streams, 
ponds, estuaries. oceans or other walBrs unless In accordance WltIl tile 
requirements of a National Pollutant Discharge Elimination. System 
(NPDES) permit and !he permitting authonty has be.en notified In wrltmg 
prior to discharge. 00 not discharge effluent containing thiS product to 
sewer systBms wi!hout previously notifying tile local sewage treatment 
plant authority. For guidance contact YOW State Water Board or 
Regional Office of the EPA. 

It is imperative that users of tIlis matenal be Ia.miliar witll ARC Specialty 
Products' Material Safety Data Sheet lor SteriliZing Gas 5. tile label and 
valve tag atlached to tIlis cylinder. 

USE THIS PRODUCT WITHIN 120 DAYS 
OF ITS PURCHASE. 

In case of accident or emergency, call 
CHEMTREC at 1-800-424-9300 
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.. ReSpirator, users must' be examined by a qualified medical 
practitioner to ensure physical ability to safely waar the style of 

. respirator. to:',be . worn; -A-;qualified medical practitioner is a 
physician or other licensed heallhcare-'p~fe&sionaJ (PLHCP) 
who win evaluate the ability of a worlier. to Wear a reSliiralDr. 
The initial evaluation consists of aqusationnaire that allea about 
medical conditions (such as a heart condition) that lNCIuld be 
probiematicfor respirator use. If concem& are identified, then 
additional evaluations. such as a phyllical exam, might be 
necessary. The initial evaluation must be done before respirator 
use begins. It 'does r1()t need to be repeallld unless the health 
status of reSpiraliar uSe conditions cha.rige (see 29CFR Part 
1910.134). . 

low manufacturer's 'instructions for deaninglmaintaining PPE. If no 
:h instructions for wallhables exist. use detergent and hot water. 
ep and waah PPE separately 110m other laundry. 

s .hould wallh hand. before eating. drinking. chewing gum. 
I tobacco; or using the toilet 

s ahould remove clothing/PPE immediately if pesticide gets inside. 
I wallh thoroughly aind put on clean clothing. . 

s should remove PPE imTJ'lediately atlllr handling this product. 
;h the outside of gloves before removing. As soon as possible, 
h thoroughly and change inlla clean clothing. 

IYSICAl OR CHEMICAL HAZARDS: 
,NGERI • HIGHLY FLAMMABLE LIQUID AND GAS UNDER 
:ESSURE. 
ntenta under prassure. Do not use near flame. sparks. hot surfaces. 
allow sources of ignition near the steritizationifumigation area. 

lrilizing Gas 5 is extremely llammable and reactive. Ground all 
uipment (including thil contal,ner) 1Ia' prevent sparka. 
A K· In case of leak evacualll area and keep .personnel upwind. 
ut off all SClurces of ignition: Use aell-contained breathing appaiatus 
~ p~otective ·cliithing. and shut orr leak if without risk. . 
'E, 'In c:ase of file move container away from ftre if without risk. Use 
tei spray'or fog ;iozzle tolieepconlainer cool. 

IVIRONMENTAL HAzARDS: 
. not di~hluVe..efll~en~ contiaining this product into lakes. streams, 
nell, eslUliriel .. oceana or other wallllrs unleu in accordance with the 
,Uiremei:rta of a Natio.n.1 ,PaDulant 'Discharge Elimination System 
PDES).~rmi1 ancl.th,!.permitting authority hal.been notified in writing 
or to.dilldlarge .. Do not di~harge efllusnt containing this product to 
Ner eyllttma without previously notifying the local sewage !realment 
Int a;uthority .. for guidance conlact your Slate Water Board or 
gional Ollice of the EPA. . 

5 imperative~t ~rs of this material be familiar with ARC Specialty 
lducts' Materjal.Safely Data' Sheet for Sterilizing Gas 5, the label and 
Ive.tag attai:hed to this.cylinder. 

USE THIS PRODUCT IMTHIN 120 DAYS 
o.F ITS PURCHASE. 

case of accident or emergency, call 
HEMTREC at 1-800-424-9300 
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Keep Out of Reach of Children 

DANGER PELIGRO 
I'RE~A'.rrlON AL ':JSARIO: Si Ust~,1 no I~" 
IllI!l"s. n" uS\: estc pllJllucto /klsta qUe la 
diQlI.:Ia Ie hava sid" exphc"da urnDliarnenle. 

Users must foUow requiremente of the aSHA Occupational Exposure 
Standerd for ethylene oxide (29 C FR 1910.1047). 

FIRST AID 

IN ALL CASES OF aVEREXpaSURE GET 
MEDICAL A ITENTION IMMEDIATELY. 
TAKE PERSaN'TO A DadoR aR 
EMERGENC"*, TREATMENfFACILITY 
ATaNCE. 
IF INHALED· Move. person III fresh air. Keep warm. If person is not 
tcoreathlng, caD 9110r an ambulance, then glYe artificial respiration, 
preferably by rnouth-m-mouth, if pouible. If breathing is difficult. give 
0lCY\len. Can a"'pOiSCIn contilil center or doctor for further treatment 
advice. even if thera arti' no 'symptoma. . Keep under medical 
observation -'symptomll may, be delayed. 
IF ON SKIN. OR CLOTHING-'- Take off contaminated clothing and 
shoes. Rinse tikin. irnri'llldiatlily with plenty of water fOr 15-20 minutes. 
Can a pollon Control center or. dci~r tOr treatinent adviCe. Aerate, 
wash or cleln cOntaminated'cIothing and discard leather goods. 
IF SWALLOWED':' Call poison control center or doctor immediately 
.for treiitment .adviCe. Have pe._halp t\NCI glasaes of water if. able to 
swallow. Do not,induee vomilinjj:Oo not give 'anything by mouth to 'an 
uncontcious p.li'son. . .: r' . 
IF IN EYES"'; Hold eye open and.rlnse slowly and gently with water for 
15-20· minutes. ~Call a poison con!rol center· or doctor for treatment 
advice. . , . \.' . . . 
HOTUNE NUMBER -Have 1M product containe'r or label .with you 
when callir,g.a·poison control center or docllar. or going for treatment 
You may. allo" contact 1'-800-424-9300 for' emergency medical 
halmant information. ' . . 
NOTE TO.. PHYSICIAN • Skin ex~osure to Sterilizing Gas 5 will 
commonly result in skin irritiltion With 'extensive blister formation. At 
high concentrations. &evere\conjuhctivitl. can' occur. Irritation of the 
respiratory .tract. may occur, liut without acubi lung edema. Symptoms 
of systemic 'intoxication; 'are .. headache .. nausea, vomiting, 
incoordination,'a,rld cardiac·i~[egularities. Treatment is symptomatic. 
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Refer to ARC Specialty Products' Sterilizing 
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DIRECTIONS FaR USE 
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product may be used only in facilities that n 
Ethylene axide Standard (29 CFR 1910.104i 
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designed for use with 20% ethylene oxide 
product may be used only' by person. , 
accordance with the Ethylene axide Standart 
used to sterilize heallh care items. this prodL 
table (commercial) ethylene oxide gas 
clearance. 

In contract sterilization facilities. including facl 
equipment and supplies. musical instruments, 
cosmetics. and spices the following require"" 

Sterilizationlfumigation with ETa must be per 
gas tight chambers designed for use with ET( 
Safely and awareness !raining is required for 
office staff. Information and training must be I 
the facility at the time of initial assignment anr 
safely training must include. at.-minimum, th 

1. The most recent monitored ambient levell 
2. The potential heallh effectl!l from the lelielll 
3. The emergency response plan and how to 
4. The availability of the Material Safety Datil 

relatad to the heallh hazards of exposure 

In order to reduce ambient levels of ethylene 
aeration is encouraged. It can reduce potentil 
employees not directly involved in the ethyler 

Air monitoring should include the entire facilit 
break areas, and loading/unloading areas. 

1. AS A STERILANT AND FUMIGANT GA! 
A. For complete use directions (including 'I 
itams/products recommended for trealmer 
concentration of gas per unit volume of I 
exposure timeilllmperature, relative humid 
and method of monillaring to be used) refl 
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pharmaceu~cals, and asep~c packaging. (III 
reduce microbial load on cosmetiCl, whole 
&e.asoning materials (see 4aCFR 180.151),1 
or library objects, ' 
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ARC Specialty PrCl 
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P.O. Box 600 • New Hamp' 

Tel: B45-326·se 
Fax: 845-326-5 

WINW.arcspeciaitypro 
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Refer'to ARC Specialty Products' Sterilizing Gal' 5 MSDS. Ifunable to 
locate MSDS for this product. please cal ARC Specialty Products at the 
telephone nLimber below and request that one be sent immediately. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent 
widl its labeling. Employers in facilities that use ETO must comply with all 
of the requirements for ETO use specified in 29 CFR .1910.1047. This 
product may be used only in facilities· that meet the requirements of the 
Ethylene Oxide Standard (29 CFR 1910.1047). This product may be used 
only in non-portable (commercial) vacuum or gas-tight chambers 
designed for use with 20% ethylene oxide. 80% carbon dioxide. This 
product may be used only by persons wile have been trained in . 
accordance with the Ethylene Oxide Standard (29 CFR 1910.1047). Vllhen 
used to sterilize health care items. dlis product must be used in non-por
table (commercial) ethylene oxide gas sterilizers that have FDA 
clearance. 

In contract sterilization facilities. including facilities treating medical 
equipment and supplies. musical instruments. library/museum artifacts. 
cosmetics. and spices the following requirements must be followed: 

Sterilizationlfumigation with ETO must be performed only in vacuum or 
gas tight chambers designed for use with ETO. 
Safety and awareness training is required for all employees including 
office staff. Information and training must be provided to aU employees in 
the facility at dle time of initial assignment and'annually ·thereafter. The 
safety training must include. at a minimum, the following.information· 

1. The most recent monitored ambient levels of ETO in the facility; 
2. The potential health effects from the levels of ETO in the facility; 
3. The emergency response plan and how to respond in an emergency; 
4. The availability of the Material Safety Date Sheet and other materials 

related to the health hazards of exposure to ETO. 

In order to reduce ambient levels of ethylene oxide. lengthy facility 
aeration is encouraged. It can reduce potential long-term risks to 
employees not directly Involved in dle ethylene oxide applications. 

Air monitoring should include dle entire facility including office space, 
break areas. and loading/unloading areas. 

1. AS A STERILANT AND FUMIGANT GAS: 
A. For complete use directions '(including type of surfaces. objects. or 
items/products recommended for treatment, pre-cleaning instructions. 
concentration of gas per unit volume of closed space to be treated. 
exposure time/temperature. relative humidity. ventilation/aeration time. 
and medlod of monitoring to be used) refer to the ethylene oxide gas 
sterilizer manufacturers' Operators Manuals. 
This product may be used only to sterilize medical or laboratory items. 
pharmaceuticals. and aseptic packaging. (see 21 CFR 201.1 (d)(5)). or to 
reduce microbial load on cosmetics. wIlele and ground spices or odler 
seasoning materials (see 40CFR 180.151). and artifacts. archival material 
or library objects. 

Distributed By; 
ARC Specialty Products 

Balchem .Corporation 
P.O. Box 600 ·.New Hampton, NY 10958 

Tel; 8450326-5611 
Fax; 845-326-5706 

WNW.a rcspecialtyproducls .com 

This product may not be used on or In any fonn of basH. 

Afhtr August 1, 2001, this product may only be applied 110 or on 
spices, dried vevembles or .... onlngs utilizing an ETO sterilization 
method that uses a &Ingle sterilization chamber to pre-condltlon and 
aerate with an altemallng vacuum and 
aeration purging procedure. If you wish 110 employ an alternative 
method to that described below, you must contact the Environmental 
Promctlon Agency Omce of Pesticide Programs for Instruction on 
how 110 receive authorlzallon. 

Place spices In ·the treatment chamber. Assure that the mixture of 
ethylene oxide and air Is compatible with the chamber design, then. 
Introduce InlIO the chamber a concentration of Ethylene Oxide not to 
exceed 500 mg/L, with a dwell time not ID exceed 8 hours. Theil 
evacuale the gas from the chamber using a sequence of not les! 
than 21 swam washes (InJeclions and evacuations) lIetween 1;5 PSU:, 
(27" Hg) and 5.0 PSIA (20"Hg) while maintaining a minimum chamber 
temperature of 115' F. 

B. Steriiizationlfumigation with SlIIrilizing Gas 5 must be perfomned only 
in vacuum or gas tight chambers designed for use with Sterilizing Gas 5. 
C. Sterilizing Gas 5 cycle parameters depend on several 
sterilizinglfumigating variable factors: pre-<:anditioning (if any); exposure 
time; chamber air pressure; gas concentration; types and quantities of 
items to be sterilizedifumigallld; packaging; load configuration in the 
chamber; microbial chalenge method; desired degree of disinfaction; and 
the desired performance of the slllrilizedlfumigated product and package. 
D. The sterilizationlfumigation cycle parameters should be those 
prescribed by the equipment manufacturer. If other cycle paramelllrs are 
used. the safety and efficacy of the alternalll cycle parameters must be 
validated and are the responsibility of the user. NEVER USE 
PARAMETERS WHICH ALLOW HAMMABLE MIXTURES OF 
'STERILIZING GAS 5 AND AIR TO ENTER THE CHAMBER. 

2. INSTALLATION AND OPERATION OF THE CONTAINER - FoUow 
the directions on the valve tag attached to this container. 

STORAGE AND DISPOSAL 
Do not contaminate. food. feed. or water by storage and disposal. 
PESTICIDE STORAGE 
Use in accordance with tag attached to valve. Store in cool. wel!-ventilated 
area .• Avoid exposure to heat or direct sunlight as may cause 

. polymerization. 
PESTICIDE DISPOSAL 
Pesticide wastes are acutely hezardous. Improper disposal of excess 
pesticide. spray. or milCture of rinsalll is a violation 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 
When empty. retum to supplier only. Before returning container to 
supplier: 
1. Cylinder pressure.should be below 600 psig wilen empty. Check that 

container valve is closed. 
2. Replace valve plug tightly in valve outlet 
3. Check container valve and plug for leaks prior to shipment. 

801466 (Rev. 06/08 - supersedes 05107) 


