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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
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DEC 1 9 lSSS 
" ", -' ,"', .," .' ,'~ 

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

Attention: Diane Powers 
Vice President 

Subject: Sterilizing Gas 6 
EPA Registration Number 36736-6 
Your Submission Dated May 15, 1996 

The amendment referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, to· upaate your. label is acceptable 
provided that you do the following: 

1. Under the "Statement of Practical Tniatmen"t" add the 
statement "In case of contact, immediately flush eyes 
or skin with plenty of. water for at ·leasJ. 15 minutes 
while removing contaminated clothing and-c. shoes . Call a 
physician. Aerate, wash or ·clean contaminated clothing 
and discard leather goods. .-

2. Under the heading "Storage andflisposa"l":- -El-ugment the 
standard storage and-disposal statements with specific 
information regarding shelf-line an4 conditions which 
cause ETO to polymerize and possibly become less 
efficacious. 

3 . Delete all uses for museums from tne label. The Agency 
has determined ethylene oxide is no--longer used for this 
purpose. 

A stamped copy of your labeling is enclosed for your 
records. Submit one [1) copy of the final printed label prior to 
release of the product for shipment. 

COKCURR!!NCI!S ::::e: ~ ................................. -....................................... ~ ................................ -............ . ........ _ ..... . 
D"TE") ............................................................................................................. _ ........ - ................. . 

EPA Form 132()'1A (1190) Printed on Ru:yc/ed Pa~r OFFICIAL FILE COPY 
"U,S, GPO: 1994-522·503182085 
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If-you have any questions conce=ing this 1,ett:,':;J::, please 
contact Velma Noble at (703) 305-7441. 

Marion J. ohnson, Jr. 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Diviai= (7505C) 
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PRECAUTIONARY 
STATEMENTS 

HAZARDs TO HUMANS & 
DOMESne ANIMALS 

DANGERI CAUSES EYE AND SKIN 
BURNS. HARMFUL IF INHALED. 
MAY CAUSE ,NERVOUS SYSTEM 
OAMAGJ;. 

STERILIZING' 
GAS 6 

STERllANT/FUMIGANT 

'ACTIVE INGREDIENTS: 

ETHYlENEOXJDE 12%BY'hEIGHT 
'(CAS REGISTRY NUMBER 75-21-6) 

DIRECTlONSFORUSE'96 ,HAY 31 
IUs aviolatlon ofFedera/ law to use this pr0d
uct In a mariner InconsIstent with its labeling. 

P/OP02 

All :05 
! 

DANGERI CANCER HAZARD AND 
REPRODUCl1VE HAZARD. CHLO'RODIFLOUROMEnw.JE '8s%BYWEIGHT 

It Is the employer's responSIbIlity to follow the 
requIrements of lieElhyiene Oxide Standard 

(CAS REGISTRY NUMBER 75-71-8) 

EFFECTSOFOVEREXPOSURE;~be: '--.,..-----,-___ .,.._..J 
fatallflnhaled In hlghconcentraUons. May 
cause irrftaIion dIM respItalory tract, Chest 
tfghlness,hesdachc,nat.lsea. voInIttlo, di-' 
armes. Iight..fJeBded feeling dizziness 

(29CFR1910.1041). J 
ThisproductrMybe used only In facilities that 
meettite requfrements of the Ethylene Oxkfe 

weaImess._~losso/"; """ __ coma.d_lu.,g 
Injury (ftuld in !he lungs).lmmedia~ or de
layed sJdn Irdtatfgn «bUsters. allergic skin -- " OTHER POSSiBlE DELAYED HEALTH 

, 

EFF~CTS: May cause nervous system In-
ju(y._ad"""'""""""",eIf"".' 
chromosomal apd mutagenTcchanges, and 
cancer. ' 
PEL: 1 PPM TWA (as per the 

Ethylene Oxide Standard 
_ 29CFR1910.1047). . 

El.: 5 PPM - excursion limit 15 

""'utes 
ODOR! _ Elhec-llkf? athlgh ~lrallons. 

Exposure to toxic fEWerS may 
occur without Warning to Or 
detcctlon byfhe user. 

PRECAUnoNS_Do nOtbl'ea!havapor. Do 
notswa/low. Oonotgetlne)<es. OIlskin, or 
on doth/ng. Stole and use With adequate 
ventrlaUon In 8CCOrdancewith the Ethylene 
(»ddeStandard(29CFR19tO.1047). ' 

PHYSICALORCHEMlCAL HAZARDS: 
DANGERI-HIGHLYFl..AMM>\BLEUQUID 
AND GAS UNDER PRESSURE. '--'-__ _ 
Contents under Pressure. Do not use near 
flame, spart(s. ho\ surfaces, orallow soorces 
of Ignltion near the sted!lzalion/fumlga!ion 
area. SteriliZing Gas 6 is extremely 
flammable and reactive. Ground all 
equlpmept (lncl~dlng this container) to 
preventspar1cs. . 
WARNING-Ca'ItaiJ#; <Ich~ 
ane.a Slb$tancewhlchhanns publlchealth .... ""'_hy_=neln "'"--lEAK -In CUA of leak ev9cuatlJ area and 
keep per3CClIleI upwiod. stJutolf:/lll sources "' __ lbo_~..,., 
paratus and protective c:foU1itg, and.shUt off "" 
IeaklfwHhoutrlsk.. " " .. 
ARE. kI case Of 11m rnove.contalnerB:W8'J 
fromllrelfloWflhOt:tlrfsk. Usewatttrsprsyot 
tog: nozzJelokeep conlalnerCOOI. 

ENVIRONMENTALHAZARDs:· 
Do not chchariID diluent ~nlng this produ<tlfdD_._pcnds.-.._ 
1M. oe:eam crotherWiders unless In accor
daocewfth lharequirentents·of II NaHonal 
Pollutant Dfscnarga Effluent System 
(NPDES) permit and thapenniWng author
Ity has ~ notified in writing prior to dis
ch8tge.. Donotdischargaefl'luentcontaln
Ing thb product to at:Mer' 5YSIems without 
pre'o'iou$lynoijl'yfng 1he local sewage treat·

. menJ:pfant authority •. ForguJdanco contact' 
your State Water BotIf'd or Regional OfHce 
ofiheEPA. ' ' ' 

ttl.~aui.tusersafthlsmaterfal be 
_ARC""",*",,_ Safety 
Data SMetfor StenI!2:fng Ga3 6, whICh so- . 
comp.anres thi$ shipment. the label and 
valve ,lag attacht!d to thb dlUl'l1. 

, EPA Regi,tIation No. 36736-8 
EPA Es1abIishment No. 036736-NY-OI 

. 036736-SC-02:--

KEEP OUT OF REACH OF CHILilREN 

DANGER PEUGRO 
PRE~UTI0N At USARIO: SI usted 
no lee Ingles, no use ~producto 
hasta que 13 etiqueta Ie haya sido 
expllicada ampllamente. 

Users must follow requirements' of 
the OSHA OccupatIonal ExpOsure 

, Standard 'for ethylene oxide 
(29CFR1910,I047). 

STATEMENT OF 
PRACl1CALTREATMENT _. 

IN A(( CASES OF 
OVEREXPOSURE GET MEDICAL 
ATIENTION IMMEDIATElY. TAKE 

PERSON TO, A DOCTOR OR, 
EMERGENCY TREAlMENT 

FACILITY AT ONCE. 

,IF lNHAleD - Remove exposed I'elSOf\ to' 
fresh air. Keep warm, If breathing has 
stappe;:!. adnW1Is!ec artifldaJ resplratfon or~
gen. Donotgiveanythlngbymoulhtoanun
consdouspelSOIl. Callaphysic:ianevenifno 
symptoms are pcesent Keep under medical 
observa!!on. Symptoms may be delayed. 
tF ON SKIN-Immediately nmxwe contami
natedc:lofhing<:ndshoe;. 'NaShcontanlrntted 
areathortlughlywith soapandwatet'. Calia 
physician:. Aerate.wasbordean conb:minated 
clo'd1lng and tbtard temher g~ 
IF SW~~~GiveatJeasttwo glasses 
ofwater. Donotlnducevomltlng.OOnotgive 
anything b)'mouIhto 8l'I mc:omdous person. 
ColI."""""", 
IFIN EYES.Hokfeye'dopen and1lush with 
8 steady,gentIe IIrean ofwaterbr atleast 15 
minutes. C8I a physldan. . 
II01E TO PH'ISICIAN - _ ~ 10 
StoriIIzIoo Gao 6wI1 oommonIy"""'kI skin 
irritation'" extenstWI bllstetformatlon. M. 
hlgb~aevete~can 
occur. Inilaffon of Iha resplraIoIy Iract may 
occur, butwithout acute lung edema. Symp
toms at ~lnloxicalJonare ~e. ....... _._ .... COR!Ioc 
.... _T_tb_Re
fertoARCO\esrk.aI~Ga$6MSoS. 
Sectfon 6. Health Hanvd Data. A Material 
SafetyDaaSheetfurS~er'IUzio!)GasSbsent 

.withe8dl3hipment.lfr.mbleIoIocateMSOS 
forthbPro!1uct. ~caI\ AACCM:mIcaI at 
the: telephone numberbelcm lind request that _ 

'ooeb&aentinmedtately •. : ' 

Standard (29CFR 1910.1047). Thlsproduct 
may beused only In ~ (commer
d8l) \'<lCtIuQiorgas-light chambers designed 
for use with 12% ethylene oxida, 88% 
chJorodi1kucmeltlanG.. Thlspi"oductmaybe 
used only by PetSOM who have been trained 
In accOR:fance with the Ethylene OxIde Stan- ' 
d~(29CFR 1910.1047). WIeri used to ster
Hize health care Hems,this prodUd must be 
~sedJ!1 n_~bJ~ (cornrnerda!) ethyfene 
oxSdeQaSsteritzers1haf.tmveFDAdearance. 
1.ASASTERlLANTANDFUMIGANTGAS: 
A FOI""COrTlIieteuse directions (kK:Iud"Klg type 
ofsurfaces. objects, orUem.Vpl'Oducts rocom
mended for ~t.. pre-deanlng instruc
Hans. concenb'alion of gas per unit volume of 

- dOSedspacebbeireated,exposure~meftem.. 
pemtute, reI.ative humidity, ventilation/aeration 
time, arid melho~l. of monitorlng to be used) 
referto the ~eOXide gas sterilizer ffiat'ltJ-

- -- facturers' Operators ManUals. 
This product may be used only to steri!l%e 

_ medi~or !aboroIory items. phamJaceutlca1s, 
and aseptic. packaglng,(see 21 eFR 
201.1 (4d» otlo reduce microbial load on cos
fOO6cs. Whole and ground spices OI"othersea

- soning materiala"(see 40CFR 180.151 and 
, 40CFR 185.2850), and museum ttrtifacts. 
archival materlal orlibray objects.. 
B. Steril"~a6orl WfIh S1eriIizing Gas 
6 must be performed only in vacuum or gas 
light chambeIs designed foruseWfth Sterillz. 
IngGass. 
·C. SlenTIZing Gas 6cydeparnme!ers depend 
on several sterilizingJJumlgating variable fac.. 
tors: preconditioning (if any); exposure time; 
chamber alf preSSure; gas COncentrallon: 
types end quantities ofitems to be sterilized! 

. furrigaled; pac:kagrng;!Oad cordigurationin the . 
cMmber. mictobIal Menga method; desired 
degree of disInfedion; and thede3.ired perlOr_ 
rnanceofllC~mrgatadproductand -. ' ' 

O. TM aterIIzallortlfwnigation cycle param
eters shoUdbAtlosapresafbed bylheequJp
rnent~. Ifolhercycleparametera; 
are used,the safety and efftcacy of tha alter. 
nate cydeparametera mtl$lbe:valldated 8I1d 
are lhe: respdii!IbIllI¥ at IhD uiii'. • NEVER 
USEPAlW.lETERSI'd-IICHAl.LOWflAM. 
MABLE MIl<IURESOF ETH"ilENE OXIDE 
ANI;) AIR TOENn:R THE CHAMBER. 
1. lNSTi\UAltON ANO OPERA."t1ON OF 
THECONTAlNER-FoIlowthDdiredlonson 
the valva lag aUacfled ,10 this container.; I!.. '('.:£r..;-t':?D 
STORAGE&~' .' ~ . 'i.~Ji ~l . CO:f:'~lE;.'.f.fS . 
Uselnac:axdancewlthtagattadledtovah.a. ~ of:: ·l.c4t.,;,.'~t~ar'"~ , 
Storelncool.wellvenblatadarea.. Avoldex- "-~ ., 
pD3umloheatorcirectsuolight. Wlenempty, r f:"C 
retum 10 supplier only. Bef9fe reblmlng con- -
laIner~supplier. ' .,--- ... 0 .-

1. PressurIze conta~erwith rtIlrog~ to 50' ::. , .. -'~ "~';:':),~~'."" 
1,9 1996 

'PsigtotalprMStJreat70degreesF.t:t;··j..-,- t" l' 1 
" • ,2- RepiaceVlllvepfugst!ghtlyln~9uUet~.<. '., : I' •• ~Gccttci~ 

3. Chedc.c:ontainervalveand plug3.tor~ ti.::,,J. &!l ... ·nUcide ACt DiStributed By: 

ARC Chemical DlvlsloJi 
, Balcbem CorpolJ'llon 

. P~O. SOx 180 " 
SIa!e HID. NY 10$73 
Tel: 914-355-5300 , 
Fax: 914-355-8314 

, 

priortoshipment. "" ,.,: <l;';':;r,. :'!, fur Ol~ pcstidda 
...... lhIs""""" ... o/"" ... df,V@_·"'UuderEPA Reg. N~ 
heattoauokt~ > • , v.. 

~:;:th"""""wl .. n120"""'-<tlJ>,,:~ ,3(;,736-1" . 

In case of aCcIdent or emergericy. ' 
. call CHEMrREC at BD0-424-9300. ' 

, '" ,.- -
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DO NOT REMOVETIDS TAG' 

. .' 

STERILIZING GAS 6 

DANGER/.EXTREMELY FLAMMABLE AND EXPLOSIVE. 
HARM'FCJL IF INHALED. 

' .. 

DIRECTIONS FOR USE 

: l - with GO:~:.'~:S~i"e 
• ' .;. i:1:1 EPA .t~tta Datcil: , ! <if. ",' .' '. . -,' 

:, DfC.-1 9 1995,' 
;;,f. -' .. :~-, ' ',' .. ,!:,~,' .,"; 
-''Uclcr the F':l! ,::',l ':)";"'J;';--ki~e; 
. F.:.\.ng!ad~ H!ll.i e,),,:·.:r,L!t:i,~e act 

.. -~ run'Gllt!cu, for the post!cir1a 
'It'I(lSlered undol' EPA Reli' No •. 

. 3(,73(,,-(., 
EPAKiW§lkAf~ 

EPA ESTABLISHMENT NO. ;l6736-NY .. , 

It is a violation of Federal Law to use this product in a manner mcoIlSistent with its' labeling. It is 
. the employer's responsibility to follow the requirements of the Ethylene Oxide Standard (29 CFR' 
) 1910.1047). Use oilly in accordance with the directions and safety precatitioIlS listed on the label 

and on this tag.' See current ARC Chemical Material Safety Data Sheet for this product 

) 

. General Directions 
'1. Always check container valves and plugs for leaks before moving container into your 

facility.' .. 
2. This container is designed to. discharge only liquid ethylene oxide. If ethylene oxide gaS is 

required, use vaporizing equipment. 
.3. This container has been pressurized with nitrogen to a pressure of 50 psig (3.52 kgfcm~ at 

70°F (21.1 °C). Pressure will be higher if temperature is above 70°F; lower if temperature 
is below 70°F. ContaCt supplier if, upon r~ipt, container pressure is below ~O PSIG at ' 

4. 

5. 

6. 

7. 
8. 

9. 
10. 
U. 

70oP. -
Container must be in an upright position atalltimes. Cylinders must be secured to prevent 
falling .over.·. '. 
Liquid withdrawal valve outlet is provided with a CGA 510 connection which has left 
band threads. , . 
Cylinders and DO,[ ~ drum§ ¥e iUso providOO.with ~; CGA inert pressurizing valve .. 
which has right hand threadS. Do not discharge product from 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. to be encountered. Do not use rubber, plastic, or copper 
materials. Install relief valves where liquid can be trapped between valves. 
Ground all equipment, including this container, to prevent static sparks. 
Use only spark - proof tools. . . 
Use only explosion - proof electrical equipment which .co.nforms to the current . 
reqUirements oft\1e National Electric Code (see NFPA #79) where ethylene oxide may be 
present. ;.' . . . 

12. '. Install check valves in. the discharge'lin~ from this Container to processing equipment to 
. prevent back flow into. the container. . ..... . 

, - - -.~ 

, . 
-'--"'-- . 
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B. Connect the inert presSuriZing valv~ to a source. of nitrogen using a line 

/ 

equipped with a presSure regulator, safety relief valve; and check valve. The source of 
nitrogen should be used for ethylene· oxide and for no other purpose. Nitrogen pressure 
must'not exCeed the serVice pressure of the contai'ner. Never use compressed air or other 
gases to pressurize the cylinder or drum. DO NOT APPL YHEAT TO THIS 

.. CONTAINER BY ANY MEANS .. 
14. To openccintainer valveS, tum counte~clockwis~. For thoSe contairi~rs which are equipped 

with abandwheeI do not Use a wrench or other leverage device. ·Use a "T' 
wrench to open the. inert pressurizing valve oliEOX and 8S.55 cylinders "and.5P drums. . 

IS. Use with adequate general and local ventilation. Vapors form from this product travel and 
. may 1>e moved by air currents and ignited by piioHights, ,other flames, smoking, sparks, 

heaters, electrical equipment,'static discharg~s, or other aq~catious distant~m product 
handlin~ point. . .'. .' .' 

16. Determine the qUantity of product withdrawn from this container by~illg an appropriate 
scale. , . . " 

') , . 

. STORAGE AND DISPOSAL 

J 

Store acCording to the directions provided on this tag and on ~e product labeL. To control 
, ethylene oxide polymer growth, use all sterilant gas on a first in/first out basis, Our _" 
recommendation is to use all of this product '0thin 120 daysofitli·receipt.To minimize polymer 
growth. this product should not be stored in any place where the temperature exceeds 100°F. Do 
not store this product in direct sunlight. . 

STORE IN AN AREA WITH ADEQUATE VENTlLATION'-- .' 

RETURN CONTA.INERTOSUPPLffiRFORREUSE. BEFORE RETURNING 
. CONTAINER TO SUPPLffiR:' .' . 

A. 

B. 

C. 

D. , 

PRESSURIZE CONTAINER Willi NITROGEN TO 50PSIG TOTAL PRESSURE AT 
70° AND BE SURE CONTAINER VALVES ARE CWSED: . . '. 

. REPLACE VAL VB PLUGS SECURELY IN VALVE OUTLET. IF VAL VB PLUGS 
ARe NOT AV A1LABLE~ CONTACT SUPPLIER '. ..•. . 
CHECK CONTAINER VAL YES AND PLUGS FOR LEAKs PRIOR TO SHlPMENT. 

. IF LEAKS ARti DETECTED; CONTACT SUPPLIER'.-, ~ _ ~ 
.' '. THIS TAG MUST REMAIN AFFIXED TO DRUM OR CYLINDER AT ALL 

.=~~~~~~~~'~~~~~:~RE~~~~: 
ABOVE. ITISTHEPROPERTYOF: ' '" '.. '. < 

-, -:,-' ~', -.' -' 

ARC CHEMICAL DIVISION 
BALCBEMCORPORATION' 

ROUTES 6 &284, P.O. BOx180 . 
,SLATE lID I" NY 10973' 
., • " .. ' (914) 355 ~ 5311 '.;' , 

."- -; . 
- - t . _"_, _~ __ 
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