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UNITED STATES ENVIRONMENTAl. PROTECTION AGENCY 

ARC Chemical Division Halchem Corporation 
P.O. Box 180 
Slate Hill, NY 10973 

Attention: Diane Powers 
Vice President 

Subject: Sterilizing Gas 8 
EPA Registration Number 36736-7 
Your Submission Dated May 15, 1996' 
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The amendment referred ~toabove, 'submitted in conrtection 
with registration under the Federal. Insecticide, l'\lJl,g;lc,;L~e., and 
Rodenticide Act, as amended, to update your label is 
unacceptable. Five (5) copies of draftlabeli.Q9:. rev:Csed, in 
accordance with the label change listEO.dbelo.w must_J:!e,.suhmitted 
before further consideration can he given to this amendment. 

1. Under the "Statement of Practical Treatment" add the 
statement "In case of ,contact, immediately'flush eyes 
or skin with plenty of - water f= at lias-£ is minutes ' 
while removing contaminated clothing and shoes. Call a 
physician. Aerate, wash or clean contaminated clothing 
and discard leather goods. 

Z. Under the heading "Storage and Disposal"augwent the 
standard storage and disposal statements with specific 
information regarding shelf-line and conditions which 
cause ETO t.o polymerize and possibry become- Less 
efficacious. 

If you have any questions concerning this lette:!:", please 
contact Velma Noble at (703)' 305-7441. . ... 

Marion J J hnson, Jr. 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (750SC) 
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PRECAUTIONARY 
STATEMENTS 

HAZARDS TO HUMANS & 
DOMESTIC, ANIMALS 

DANGER,I CAUSES EYE AND SKIN 
BURNS. HARMFUL IF INHALED. 
MAY CAUSE NERVOUS SYSTEM 
DAMAGE. 

DANGER!, CANCER HAZARD'AND 
REPRODUCTIVE HAZARD. 

EFFECTS OF OVEREXPOSURE:May be 
fatallfinhaled Inhigh concentrations. May 

, C8US8ln1ta1ion ofth8 resptmtay lract..dlest 
lightness. headach&. nausea" vomiling, dl-
anfiea. light-headed feeflng, dizziness, 
~.drowsIness.cyMosb.lossofco- . --""",,-lung injury (fluId In tile lungs), lnYnedIate orde-

, layed skin liritation or bUsters. an~ 
readIon.. • -. > 

OTHER POSSIBlE DELAYED HEALTH 
EfFECTS: M<;IY cause nervous system Inpy,_'adw<so __ 
chromosomal ~ mutagenicc:hanges. and 

'""'"'. 
PEl.: 

B.: 

ODOR: 

1 PPM TWA (as perthe 
Ethylene OxIde Standard 
29CFR1910.1047)k 

... 5... pp~ • excursion limit 15 
minutes 
Ether.Jike athlgli C()C'i~lrations. 
Exposure to toxic levels may 
occur without warning to or 
detection by the user. 

PRECAunONS -Donotbreathe Yapor. Do 
notswal!ow. Do nolgetln eyes,on skin, or 
on dothmg. Store and use wi1h adequate 
ventilation In acoorda:ncewith the Ethylene 
OxkIe Stand,~ (29 CFR191o.1047). 

PHYSICALORCHEMICAL HAZA.RDS: 
DANGER! - NONFLAMMABLE LIQUID 
AND GAS U~DER PRESSURE. 
Contents under pressure. 00 not use near 
'II.:wne.sparks.hotsudaces.ora/lowsources 
of ignition near the sterilizationlfumigation 
area. Ground all equipment (induding this 
OlOtainer) to prevent spark$. 
LEAK - In case of leak evacuate area and 
keep personnel upwind. Shutd(an sources 
ciigrjtion. Use :seIf.contained breathing ap
parntus8lld ptOtective doIhing, and shut off 
Ieakifwilhout risk. 
ARE -In case of fit'8 move container rmf1'/ 
tomb Ifwlthoutrisk. Usewatersprayor 

, fognozzJotokeepcontainercod., 

ENVlRONMENTAlHAZARDS: 
- Co not discharge eftIuent containing th!3 

productlnto lakes, streams. ponds, estuar
ies, oceens orotherwatets trdess in accor- " 
danc:o with Iha~ts of a National 
Pollutant DischsllIe Effluent System 
(NPOES) pennIt and the permitUng aulhor
Jlyhas been notified In wri6ng prior lO dis
charge. Do not discharge e1ftuent contain
lng thls product to sewer systems wllhout 
prev)ous/y notifying the local sewage treat
mentplant~thorlty. Forguidancecontad 
your State Water Board or Regional Office 
~fueEP~ ~ 

lib imperative that users of ttlis material be 
fatnlJlarwi1hARC Cherrk:ars Material Safety 
Data SheetforSteriJI%Ing Gass. whichac
~lhIsslipment, 1helabel8ndvalw 
tag ~ed to Ihbdrum.. . 

EPA'Regls1ration No. 36736.7" 
EPA Establishment No. 0 3f)736-NY-01 

, D367:m.:SC-02 
CJ35084·TX·l 
CJ35084-PA-2 

STERILIZING 
GAS 8 

~ILANT/FUMIGANT 

ACTIVE INGREDIENTS: 

ETHYLENE OXIDE 8.5% BY WEIGHT ' 
(CAS REGISTRY NUMBER 75-21'<') 

CARBON DIOXIDE 91.5% BY WEIGHT 
(CAS REGISTRY NUMBER 124-35-9) 

'KEEP OUT OF REACH OFCHILDREN 

DANGER PEUGRO' 

PREQAUTlONAL USARJO: 51 usled 
.no lee Ingles, no·use este produdo 
hasta que la etiqueta Ie haya sido. 

. e.xpllicada ampfiarnente. 

Users 'must roUow requfre~ents of 
the OSHA Occupational Exposure 
Standard fot, ethylene • oxide 
(29CFR1910.1047). 

STATEMENT OF 
. PRACTICAL TREATMENT 

IN AU CASES OF 
OVEREXPOSURE GET MEDICAL 

ATTENTlON IMMEDIATELY. TAKE 
PERSON TO A DOCTOR OR 
EMERGENCY TREATMENT 

FACIUTY AT ONCE. 

IF INHAlED - Remove exposed ~erson 10 
fresh all". Keep warm. If breathing has 
stepped. adminIs1erartiliciai respiration 0I"0Xj

gen. Oollct~iveanything bymcuth to an un
, COI)scfousperson. Gall a physfdan eVen IIno 
S)'lllptoms are present. Keep under med"1CaI 
observallcn. SymplomS maybe delayed. 
IF ON SION - Immediately remove contami· 
nated dothIng :ind shoes. INashcon!am/nated 
Brei thcroughlywilh soap and water. Can a 
physlci<n Aoode. wash adean cootamina!ed 
clothing 8nd <iscardleathergocds. 
IF SWALLOWED-Give at least two glasses 
ofwater.Oonctlnducevomiting.Donctglve 
any!hi1g bymoulh-Io 81'1 unconscious person. 
Call a phy3k:Ian.. . 
IF IN aES ~HOkI eyelid open and IlUsh with 
a steady,gentle sfream ofwaterfcratleast 15 
minutes. can aphyslclan. 
NOTE TO P~IClAN - Skin exposuie: to' " 

" StertnzingGasBwilcommonlyresultktsldn 
irritation with extensive bli$ter: ronnatIon. fJY, 
h'ghconcenlra1lons.SeVere~can 
occur. InIta60n of the respimtocy ImC:t may 
occur.butwilloutacuteloogedema. Symp-' 
toms Qf systemieinto»c:atlm are headaChe. 
nausea. VIJJtli6rtO".lncoortInaIfon,8Ild cardiac 
Irregularftles. Trea!mentis~ Re
ferloARCChemicaI~Gas8MSDS. 
Sedfoo 6, Health Hazard Data. A Material 
SaCelyOata Sheetfor Stedlzing Gas Bts sent 
witheadl~ lfunaNelOiocafeMSDS 
forthisproduct. please calARC Chemical at 
theleSephonenomberbelowandrequestlhat 
onebesent Imrnediatcly. 

Dlstr!buted By: 

ARC Cbemfcal DlvIslon 
Balchem, CorPoratIon' 
, P.O. Box 1M . 
Slate Hill, NY 10973 ' 
'Tet 914.355-SlO0 , 
Fm6 914-355-6314 

DO NOT REMOVE THIS 'LABEL 

N~tconten&ECO Eb~/O ~/DPD2 

DIRECTlONSFORUS~'96 MAY 31 
Itlsavlolatlon of Federal law 10 use !hIs pr0d-
uct In amannet Inconsistentwilh Its labeling. . 
It is the empl?Yer's responsibility to follow the. 
requirementsof the ElhyIene OxSde Standard 
(29CfR1910.1047). 
This procluctmaybe used ortt In faciJllles that 
meetthe requirements ofllle Ethylene Oxfdq 
Standard{29CFR 1910.1047). ThIs product 
may be used 0:I'1lY in non-portable (commer
cial) vacuumor gas-tight ctlfurt>er3designed 

, forusewfthS,S%ethyleneoxfde,91.5%car_ 
bon dioxide. Thfs.product may be used only 
by persons who have been Irained in accor
dancewith Ilia Ethylene OxIde Standard (29 
CFR 1910.1,047). When used to ste.dllZtt. 
health cant Items, this product must be: used 
in non-pcrtab1e (comrnerdal) ethy!ena oxfde 
.gas steriizers that have FDAclesance. 
1. ASASIERlLANTANDFUMlGANTGAS: 

· A. Foroompleleu:sedirectlons{"lCIdud1ngtype 
ofsurfac:es,.ob}eds,oritems/produdsrecom
mended for treatment, pre-deaning Instruc
tIQns, coooentralfon of gas per UM volume of 
dosedspace lObe treated, exposure ~meJtem
_pemure. rel~ humidity, VentitatiooIaeration 
lime, and method of monitOring to be used) 
refer to fI:1e elhylene oxide gas sten!izermanu. 
facturers' Operatorn Manuals. 
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- This product may be used only to sterilize 
medical or Iaborato!y _Items pharmaceuticals i "":"-..--
an~ aseptic pacl;agtn~.(see 21 CFR'" -. '- -"! "'CI 
201.1(4d})orforeducemJc:robIaI load oncQ;.;'" , - :"" ,'., "~,;~2':'::J 
metlc&,whc.ie8!ldgroundsp!c:es.CfotnerhlJ;).I" .{J~~ Datt~.' 
&oning materials (see -40CFR 180>t51 and ..... 
4QCFR1~.2!35O), and museumartifacts, ar-
chival matertal or Bbrary objects. 
B. SterilizaIiocu'ga1SonwithSteriJ!zin~ a' 
8 must be performed only In wcuum or gas ;;J 15$ 
II"ghtchambersdesignedforuseWith'Sterlllz~' . , , 

~g~Gas8cydep~;;;~;~ : ~'~0~\';~;d.i~·';1~1' 
on~~I!zinglfumjgati~~bleJa,C':<~' .qr ~ .c P~'!i~~cif!'" 
tom. precondllloning ("lfany);exposure tlri1e;--Tj ':~' !~.'i.~k h. _ .. -
chamber air pressure; gas concentratJon; ~ I . .iJ.t;e;.._ r ... o. 
types and quantities of itemstobe-sterlIlzec:U \ i;) Co 731;- f7 
fumlgated; padcaglng; lead conIIgurallon In the ~ , \: J! -=-
dlaniler;nicrobIaI dlalfengemethod; desired, 
degree ofdislnfecfion; and the desired perfor-
mance oflhe steriizedlfumlgaled productand -D. The atedIIza5onlfumigation cyde paracir. 
ebsshotldb&llosepJeSQ1bed by the equip
mentmanufacfurer. Ifothercydeparameters 
are used., !he- safety and efllcacy of the alter
natecyde~mustbevalldated and 

'sretlleresponsibUltyoftheusec._ NEVER. 
USEPARAMETERSW-UCHfJJ.1.ONA.AM
MABtEMlXTURESOFETHYtENEOXiOE 
AND AIR TO ENTER THE CHAMBER. 
2. INSTAUAnON p.ND OPERATION OF 
THE CONTAINER - FoUow the dlrecIions on 

, ~Valvelagatlachedbtti1scOOtainer •• 

· STORAGE&DlSPosAL" , 
· Use In 8CCI:lr'daneewlth lag attached to valve. 

8toreincod;wellvenblaled area. Avoid eX~ 
)XIUe:toheatordlrectsunHghl Wlenempty, 
,retumtosuppJiet"ooly. BeforeretumJngcoll-
tainerlosupplier: " 
1." Ptessurlze container with nitrogen to 50 
pslg tolal pressure at 70 degrees F. . 
2. """","V>Mp,"",lIghllylnvalveOUlle!s. 
3. ~oonfaInerWlveandplugsforleal(s • 
prlorlo:bipmeot.. " 
4. Stora1his prodUc:toutofsoo Md fNmI&om" 
heattoavcidpdymarization. ~ , " 
,5. Usethlsproduclwi1hin 120daysofltspur_ 
~-- . ' ~~ -' . -

" 

_in CUe --;;f ~ccld~nt ~r eme;g~nq, 
, caD CHEMTREC at 800-424-9300. 

'-: . 
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STERILIZING GAS 8. 
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o •• _,l-· ~~ mr.~n::l';j. {' ... r, the pcstleiu'3 
, ~~"''''llP'~Ol' EPA Reg .. ))jQ. 

i", t .. 3 f., Z:3 ;";-2., . '<.-", ~..,......_ 
EPA REGISTRATION NO. 36736-7 ' 

EPAESTABLISHMENTNo.36'J36.M'~l . 

DANGER! EXTREMELY FLAMMABLE AND EXPLOSIVE. 
HARMFUL IF INHALED. 

~ .. . r"~ ...... '. '"'='= ,;. " 

DIRECTIONS FOR USE 
,,,\l~ is a violation of Federal Law to use this product in a manner inconsistent with its' labeling. It is 

AIle employer's responsibiJity to follow the requirements of the Ethylene Oxide Standard (29 CFR ' 
)1910.104:). Use only in accordance wi~ the dire~tionsalldsafety precautio~ listed on the label 
. and on thIS tag. See current ARC Cheimcal Matenal Safety,Data Sheet for this product: 

,._-' '- .. 
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General Directions 
l. 

2. 

3. 

6. 

7. 
8. 

9. 
10. 
11. 

12. 

Alway~ check container valves and plugs for leaks before moving container into your 
facility., '. " , . ' . 
This container is designed to discharge oll1y liquidetliylene oxide. If ethylene oxide gas is 
required, use vaporizing equipment , 
This container hal\ been pressurized with nitrogen to a pressUre of 50 psig' (3.52 kglcm~ at 

, 700P (21.1 0C). Pressure will be higher if temperature is above 70°F; lower if temperature 
is below 70Of. Contact supplier if, upon receipt, container pres~iIre is below 50 PSIG at 
70~F. . . .' , 
Container must be in 'an upright pOsition at'all times. Cylinders must be secured to prevent. 
falling over. ' . , 

Liquid withdiawal valve outlet is proVided With a CGA 510connection which has left 
hand threads~ ,',., . . 

Cylinders and DOT 5P ~ are also provided with a CGA inert pressurizing valve " 
" which has righfhand threads. Dd not dischaJge productfrc;>m the inert pressurizing valve. 

Remove protective valve plugs carefully and make sure valve threads are undamaged. 
All other piping and fittings should be steel or stainless steel fittings and piping capable of 
withstanding the pressure tq' be encountered. Do not use'rubber, plastic, or copper 
materials. IDstaII relief vaIves where liquid can be trapped between valves. . 
Ground all equipment, including this container, to preven.t static sparks. 
Use only spark - proof tools.' . 
Use only explosion "proof electrical equipment which coUrorms to ¢e current .. 
,requit:ements oft4e National Electric'Code (see NFPA #70) where ethylene oxide may be 
pre~ent ". '\ ", ' • "",' ,', 

InStall check va),vesin the discharge line from this container to processing eqIiip,ment to 
prevent back flow into thecontaimir. ' ' ',,' . . ''''5~'''' 
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14. 

15. 
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Connect the inert pressurizing valve to a source .of nitrogeuliSing aline 
equipped with a· pressure regulator, safety relief valve, and check valve. The source of. 
introgen should be used' for ethylene oxide and for no other purpose. Nitrogen pressure . 
must not exce"il the service Pressure of the container. Never use compreSsed air or other 
· gases to pressurize the cylhjder or dnUri. 'DO NOT APPLY ilEA T TQnuS 
CONTAiNER BY ANY MEANS; , . .. ....~.:..:~-. -' Ccc= .-' 

· To open container valves, turn cpunterclockwise. For those containers which are equipped 
with a handwheel do.not us« a wrench or other leverage device; Usea "F: . 
wrench ~o o~n the inert pressurizing v:ilve on EOXand 8S.55 cYlinders and 5P drums. . 
Use Witll adequate general'andlocal ventilation. Vapors form from this product travel and 
may be moved by air currents and ignited oy pilot lights; other flames, smoking, sparks, 
heaters,electtiQaJ equi.pJPent, static <#scharges; or other at loca#ons distant-from product'· 
handling pome . . . . ._., . - ~ . .. . . . '" . 

16. 
.' :-"'\ 

· Determine the quantity of product withdrawn from this container by using ail appropriate ' .. 
scale." .. ' ' . . ' ..' .. : ; . :.' .' . . . J 

) STORAGE AND DISPOSAL.' 
Store according to the directions provided on this tag and on the product label. To control 
ethylene oxide polymer growth, use all stenlant gas on a fIrSt in/fIrst out basis. Our 
recommendation is to USe all of this product Within 120 daYs of its' receipt. .To minimize polymer 
groWth, this product shOUld not be; stored in any place where the temperature exceeds 100oP. Do 
not store tJiis product in direct sunli~t.·· . . 

STORE IN AN AREA WITH ADEQUATE VENTILATION' 

RETURN CONTAlNERTO SuPPLIER FOR REUSE. BEFORE' niTImNING 
CONTAINER TO SUPPLIER:' . . . 

)A 
~B. 

C. 

D. 

PRESSUruzE CON:TAINERWlTHNrrROGENTO ~() PSIGYOTAL-PRES~URE AT 
70° AND BE SURE CONTAINER VALVES ARE CLOSED.' . . .. 
REPLACllV ALVE PLUGSSECT.JREL:'{ INV ALyE OUJLET.IF V ALVEPLUGS 
ARE NOT AV AILABW; CONTACT SUPPLlER. . :. . .., . . . 
CHECK CONTAINER. VALVEs AND PLUGS FOR LEAKS PRIOR TO SHIPMENT. 
IF LEAKS ARE DETECTED,. CONTACT SUPPLIER. '. . . ,.- . - -
THIS-TAGMUST REMAIN AFFJXED TO D:RUl\IOlt_CYpND:EllAT ALL 
TIMES. WHEN EMPTY THIS CONTAINER MUST BE RETURNED TO THE 
ORIGINAL §IJipPING POOOIN ACCOIIDANCE wri'It taE DIRECTIONS 
ABOVE •. It is THE PROPERTY OF: .' 7"'~".;._::.'.::..: '" 
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