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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY, 
Washington; D.C. 20460 

\ 

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

Sterilizing Gas 8 

.; 

Subject: 
- EPA Registration 36736-7 : 
Amendment Dated:' Julie 16, 2008 
EPA Received Date: June 17,2008 

. Dear Joanne K. Cashin 

. 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBST ANC~S 

The following amendment submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Ac~ (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 labe. before distributing or selling the product bearing the 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 

DANGERI CAuses EYE AND SKIN 
SURNS. HARMFUL IF INHALED. MAY CAUSE NERVOUS SYSTEM 
DAMAGE. 

DANGERI CANCER HAZARD AND REPRODucTWE HAZARD. 

EFFECTS OF OVEREXPOIURE~ May tM rataI if Inhaled in high 
concenhfiDna. May Q~ irrit.~n of .... tnpAlDty trKt, chesl 
~. headMhli, naLUa, voMti'Ig, ctianhu, Igh .... adlld feeling. 
diuI'Ioa. _.knna. cIroMInna, cpncmia. Iou 0' cootdlNltion. 

==:o,,~.=.~-=~~ bigs). Irmwdlata or 
OTtfER POSSIBLE DELAYED HEALTH EFFECTS: 
Yay C8UIe rw"VaUi *JIIam injury. ~ advarM ntptoductlvlll .lfectl, 
chromoeotnll and rnutagDnic c::hangn. and cancer. 

PEL: ~=:: t1:',ng11U~e;rne Dwido 
El: 5 PPM·.xe&nIon limit 15 rNnutn. 
ODOR: Elher~ke.tNghcancentnl1iona. Ewposan ID tonc levels may 

occur oMChout ~ ID Ot' delKfion br hUNt. 

PRECAU1lD~ Do not bro ... vapor. Do ~t cw.low. Do not get in 
eye., on skin, Of on dolhing. SIDte and UN wtI1 adequa" venlllatlOn in 
accordalQ with the Ethylane 0Yide Stanct.td (29 CFR 1910.1047). 

PERSONAL PROTECTION EQUIPMENT (PPE): 
A matariat IIttte. che~ntlD Ihia product .. butyl rubber. 

I h.,.,.Ir4ISt .... ., at. rninimJm: 
o~.nrt and long peam., 
hoe. plus lOeb, 
he_~ ...... 

• T~ III ... IIhaI provide a rnpiratar lhal m~ .. to proloct 
the he of .... amPoY" and ensure ca~ 'Mth _a other 
?:'~D:~!:1s ~ ~~. requWen.rD (Ulfl 29 CfA 

,n hanchft could hne ,,,. Of akin cantad with ETO Of ETO solutio"., 
aI during maintIIlWnce and repair. wllMl dearing. or deaning up 

· theyrnust .... r: 
• Ct.mic:af.rn!atant aairw, such H an apron, prolKtMI suit. or 

too .... lhat prolllds .,. .,.. af the body that might contact ETO 
or ETa dJiDns, end 
raoo ... e&Ing gog;In, a full face u,iIIId, or a ful-face respiralDr. 

W1en ..... aring reapUafDn: 

1. Fol:rN ttw rnpiralDr manufacturer'a LACI(S in&InJdiDns for 
cha,..pngCllrVsfllna. 

2. :.a~="r:zalDbeo~~dr:~~f!e~rytRro~~ 
1910.134). 

3. ~~~~~:.m::: (':0 ~~r;,~ ~~1O~)~tconforms to 

c!~1 ~~~JtE~~tnl~~~~r:l.' 
DO NOT REMOVE THIS LABEL 

USE Ttal PRODUCTwtTHIN 120 DAY8 
OF ITS PURCHASE 

( 

4. R.~inllDr ide,. must be e.mned by • quIIldIed medical 

=:lDfD :.na:,t~ ~ ~ ::.~::.,~ a: 
~R:ian Of other kenMId t.aIIh cat1I praflluianal (PlHCP) ~ 
Vd ovda. ChI ab6!r' of. worbf II) .... r • rupiratDf. The ~ 
.~tion c::otWoi5ta of • quutioMalro ht ab about ~ 

~~ u:. ·lfhec!!.=)=~~:::== 
evatuaaona. &UCh ... ~ aam, rnght be necesury. The 
iritIaI enNation must be Itt"" beta,. rnpiralDr uu beglrw. tt 
da_ not ~ ID be ,.pNtItd '""* h hnII'I mu of respiratof 
..,.. c;onditio,.change ( ... 29CFR Part 1910.134). 

=-~",,=~~lCDt,fDrUMde~::~. ~": 
ard wa .... PPE .. ~te" from other laundry 

U"'8dIyR~ 

Ueots Ihoutd wash hands b. ... "ling. drinking. chewing gum, 
using tEtbIICcD. or using IN toilet. =. Moukf remove cIolhingrPPE immodialDty if pedcida get. 

1'twn walt! IhoroughiJ.nd puI on dDan cIolNng. 

Useralhould ~ PPE mmodiatety abr ~ ttu product 

=::=;!,~be::-==soon all po"". 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGERI - NONFLAMMABLE UQUID AND GAS UNDER PRESSURE. 
ContDnta under 1: ..... 00 nat ua nor bme. sparb. hot aurfacea, or 

~~~:~t:wr:==~ area. Gtoundal 
L~ tn cue of1e~k evacualll am and keep pef'lON"1OJ upwind, Shut 
on aD IOUJCU of ignition. UN IIIlIlkontained tn.thing apparaU end 

r.R~:=n:; ::=0!n~~=:~ lire it vdwut ra Uu 

~'E:XL~'R~P container coal 
Do nat di8charge e-.m contairWng thia product inti "ua, ilfreama, 
ponds. .. ~ OC8~ 01 0'* "'IIQtefl Irit. in accordance WIth !he 

(~:m:: ~~bo~nrk.a~rgebM~~InS:~ 
pnor III dIacharge. Do not chchargo IIIftluent co~ IhIa pI'Oduct to .... '~_.....,....,no ......... """_ ... _ 
plant . . For ~nco c:om.cI)'OUt StaIB Water Board or Regionaf 
On1ceoftt. PA. 
It italtnperatiYe hI use.-. of eta materiat be landar 'Ni" ARC Speaatty 
Productl· Material S.hrty Data St.et Pot Sblnizing Gas 8. the label and 
v ...... t81ii111a.chod to thit cyfinder. 

EPA R8liilistraDon No. 36738-7 
EPA Establishment No. 

o J6TJ6.NY~1 
o 367J6.SC~1 
o 36736-MO~1 
o 350B4-PA-2 

STERILIZING 
GAS 8 

S fERILANTIFI 'MIGAN r 
,V.'11\F.IMlJU!uIEJl.T: ETI!'lilJiSf,O.\IUH ~ '0. 

I('A.'(~I) 75·11-11) 
1!-.1:"RT r..;GRED~'T: e.'\RBOx IlIUXJllE 

tC.\sSt);I1.1-]II-'l) 

Tll·r.U .... 

Keep Out of Reach of Children 

DANGER PELIGRO 
PRECAUTIUN AI.. t/SARIO: Si uslcd no lee 
Insh::'I. nu U:fC ~lr prwuctu h;.1A::! qUI.' la 
t:liQUl:lDwhn\·a:cidu\!xoliCU\Ja:=Dli:un.:lIk. 

Users must fblow r.quirerr.ntI of ttw OSHA Oocupational 
Exposure Standard for .thyterw OXide (29 CFR 1910.1Q.47). 

FIR&TAID 

IN ALL CASES OF OVEREXPOSURE GET MEDICAL 
ATIENTtON IMMEDIATELY. TAKE PERSON TO A DOCTOR 
OR EMERGENCY TREATMENT FACILITY AT ONCE. 

IF INHALED - Move perMIn to rreah air. Keep W2rm.lfpef50n" not 
bte.~: ~ 911« an ambutance. then m .rtlficiaI.~tion, 
~t:la~c:,:,~~~,.:~=r 
advD. ewn if.,... are no symptoms. Keep und.r medical obuMltion 

IF'&'= ~Yc~~ Take offcontlimnalDd dothing and .tloe •. 
Rinu IIdn Inwnedlatetr with pIonly 0' walll, fa, 15-20 minutn. CaD a 
poilonconhl contaf or dctdDrtJ, treatrnonllldvic:e. Aenlta, wash or 

=.=o~~~~"!."::r=~latatyfbr 
tr.atrNnt advice. fine person SIP two glaAes 0' watBr if able to 
swallow. 00 not induc:1I wnDng. 00 not g;v. anything ~ mouth III an 
uncol'lldous pelIOn. 
IF IN EYES - Hokj eye op.n and rinse sIowfy and gena, wiltl water for 
15-2D minutlll .. CaD a poison control center or dodor for treatment -. HOTUNE NUMBER - H3ve thI product container or label with you 
when c:aIIna II poimn contralCDntltror doctor. Of going for treatment 
=lon~ c:ontact 1-800-42-«1300 for enwrgDncy medical treatment 

NOTE TO PHYSICIAN - Skin e"poSUTe ID SlIIntizing Gas 8 wi! 
conmonlr relUll in skin ilritation with exblnliw bllalllr formabon. At high 
concentrations. severe c:on;.mc:llvitit can occur. irritation oftne 
respiralDry' tract may occ:ur. buI'Ni1hout acutlllung edema. SymplZmlt. of 
sy&tamic intonc.fIon are headache, nausea. VOfnlDng, incoordination, 
and c:ardiIIc irregulantilla. Tre.lmanl is symptomatic. 

Refer lEI ARC Speciatty Produc,,' StenkDna Ga. 8 USOS. tf unable ID 
locate MSDS for ltlia product, please ell' A~C Speciatty Prodoc:tl at the 
telephone number below and reqUest that one be IOnt Immediately, 

r 

PiCCEPTED 

DIRECTIONS FOR USE 

1m'1 5 2008' 
Uiit!« Ih~ Feoorellnsedicide, Fung~. ,Ill! 
~nl~ld,AcI" ~."...nded. fortho 

r;~~~~~:rt-'r 

It is a vio~tion of Federal Law 11:1. use m product in a lnaMOf inconsistent 
'Mth Ita labeling, Errc*Jyefl in ~ that use ETO must comotv 'MIh.a ot 
the requirementaroiEtO '* ~d in 29 CFR 1910.1047.·Tlliaproduc:t 

~ts=rd~~F':t~~.104~rrrJ. ~=:.~~ u:!dtt;'n:~~ 
~~~~~c;::r.,{::==!:dU:-nlyv.: 
perwms YIIflo haole been lI'"aiMd in IICCOrdanco ...... Elhytl .. O~ 
Standard (29 CFR t810.1047). W10n us.d to stara. hedh ca,e iIII"., thia 
procb:t rnLa.I be UMd in non-portabla (commercial) ethylene oxide gn 
stltrfWn Ihat haY. FDA dearance. 

In conhCt ateriizatiDn "~., inct&ding tac:illtiH treatirv medical 
equipment and 1II.IJIPIn.. muaicaI ir.trumenta. Iibrary/rNlleUln .r1Ifada, 
cosmetics, and sp6cee the fallowing raqW.menb must t>. foIowed: 

( 

NrtCUDtcub: .... 
TbIa product may not be Uled on or In any farm of bald. 

Aftllr AUiUlt 1, 2001, this p_1M:! mQ' only be applied til or on .pleu, 
dried wgeIabIu or .euontng. utIUztng an ETO starllllatlon a.lllod 
thai UMS a single .lItrtllPdlon chamltH tit pncondJIIon .ad __ 
wHbaa.n.mdng vacuum 8nd Ntdon purgllag prvcaduN. lI'you 
wish tit etI\PIOran attem.aaw IMIhod tit IhaI: dnc:rtbed beIDw, ,au 
must cantKtate Envlronmenlal Plalltc1lon Agency orne. of Pesticide 
Progratns tor In.lructlon on bow to recelft authortzalloft. 

PlIca Ipicu in u.. Intacrn.nt cMmIter. Assen that the mhdu,. or 
~~ w:,.~o ~T~. performed only in VKULm or gas dlylene o.w. ad air Is campallble WCth eta. chamberdellp. then, 

:~.tyl=:= ==: ~dp:~::':*'.r:~~n:: IntrDduca IntD" cbamber a c:onc:enntlon of Elltvlene 0'" not tit 
facIItv at the tIma or initial assignment al'd IInnlDDy "'rnftlr. The safety eace_ 500 mgIL, wIOI a dWIdI am. not to elCMCf. houn. Then 
training must indudII. at II minimum. the faOowlng inforrTl8l1an: eY8CUalII the gas from 1M charnhiu u.1ng a sequence of nat .... IhIIn 

1. Tho mnt reoInt mor&red amtlient IiMIta 0' ETO in the fac6ty; 11 ."Im was ..... (lnJecaon. and eV8CU8Gons, HtwHn 1.1 PSIA (17" 
2. Tho potImfial t.dh efttK:ts from !he ..... 11 of ETO in the~; Mg) and 5.0 PaIA C1O"Hg, while malnratatng a ndnlmum chamber 

~: i:: == ~~~Sd.:; ~~:.~,:.~ :n"cte:::.~::r~riatI temperature ot115· F. 
related to tIM! heelth hazards of ewposure to ETO. 

In 0 .... to reduce ambient lav." ot ethytene oxide. lengthy taciIIty •• ration 

~r:~~.d ~:: e~= :O':'m:'~'l!~ riUs to empoyeH not 

Air monitoring ahould ird.ldltd the entire facihty including otfic:e apace, break 
areas. and Ioadinglurdoading are ••. 

1. ASA STEAlLANT AND FUMJGANTGAS. 
A. For co~1II usa dIredkmI (irddn; type of surfac:es, objects, or 
itemalproduc:ta recommended tor treatment pre-duning inDuction., 
ooncontration of gas per unit yoJume of dosed spaOll to be tr .. lItd, .. po.ure 
tmaltarnporature, relatiwt humidity, ventilatlonlaeration arne, and method of 

~~:'~ra=~.to the ethylene oxide IJH stelilzer 

Thia praciJct. may be UMd only to steriz. medK:al or laboratory iblma, 
phannaceutic:ats. end ... plc packaging, (soe 21 CFR 201.1(1:1)15)) or to 
redI..Iw nicrobial load on covnetics, whole and 9!"Ound Ipicu or other 
"HOning maIBriais (sea 40 cFR 180.151). and artifac:ea, aren .... 1 materild 
or itnry objeda. 

Distributed By: 
ARC Specially Products 

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

10958 
Tel: 845-326-5611 
Fax: 845-326-5706 

www.arc:speciaftyproducts.com 

8. S.riButlonlfumigation with S~ Gaa S mUlt be perfonned only in 

c.s:n~ ~Cha~:'sigN~~u::,.vri1h ::O~ing:- B ..... eral 
~ _bIO _'" __ (ifaor);._ 
..... ; dwrnbBr U prwss&n; gQ conc::entralon; tyee' and quantities of items 
to be ~IH; ~ Io.d ~tion in the chamber; 
mlClDbiel chaIenQe rnalhad; cleWed ctegr.. of disinfection: and the duired 

b.~"".=.:!:-~:::~'::'~fI·~~U;OIO prescribed 

: .. tt. iI~ :-=~fC::- crr:.::=':. a.;:.::~ a~ 
.re t: ... 1DORIibiItV of the UN'. NEtlR' USE PARAMETERS WHICH 
ALLOW FLAMMAau: MIXTURES OF STERILIZING GAS 8 ANO AIR TO 
ENTER THE CHAMBER. 

Z. INSTALLATION AND OPERATION OF THE CONTAINER· Folow the 
ditec:lIona on 1ho valv.1IIg attached to this container . 

STORAGE AND DISPOSAL 
Dunul~ fuod.li:cd.urwtlkrby 'I1vr. ;In.Jdi''''$o,I. 
PESTIl:IDE !ITOR;\GF. 
U .. in lII:~on!ruEc \";ch Illltta.;h,::J .... HII\ c. Stun: in ';001. ",cll-\~nlillllc:J w~n. 
~E.~~I~IDEn~~~~1. n:cl ~unli.hl as mil)" t:;I\IX pulymcnulcon 

Pc'lhl;iJo WIlSIe! an::: lICutcl) hUJlfJou!. Imprupcr dispo5ll.! of cXl:ca pc:sticiJo:.. 
spray. ()l mr.rtun:: of nnule ~ a \ iol.tinn 01 Fcdcnd I ilW. If 1hc1C WldeS CMlXlt he 
dc~ IIf b).' Uo{C: &uudina In label il11dl"ULiioM corda;1 ~uur State P~licidc I'Ir 
EnvirunmcaUI Cuabul Al!-cl1l.)<, ur tilt: II:lL;InJuw; Willi,,", I~pn:scnlati\·c ;It lbe: 

C~~.tr.~E':lElsP!(~.~L for l!uiJan,;c 

~"C~jj:r:~";~~ ~JJ:.ic~u~·~~.c~~~ ~:~t~ih!o~~~;r~~:u:=r~unl<iincr 
\·ah·ci$do'k:,j. 

2. Rcplace \':I./\".: plUlllillhlly in \·:I./,·c ~'lJt1c1 
3. ClM:d • .:onl<iin.:r \;Ih C llPJ plul'- lor ":al~ pnur 10 othipm"nl. 

801468 (Rev. OSIOB -llupersed:es 11MHil 
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