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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

AllledSlgnal Inc 
101 Columbla Rd 
Morrlstown, NJ 07962-1139 

Attentlon R Greg Watson 
Supervlsor, Product Safety 

SubJect Oxyfume 12 
EPA Reglstratlon Number 67470-3 
Your Submlsslon June 28, 1996 

The amendment referred to above, submltted In connectlon 
wlth reglstratlon under the Federal Insectlclde, Funglclde, and 
Rodentlclde Act, as amended, lS acceptable 

A stamped copy lS enclosed for your records 
copy of the flnal prlnted label before you release 
for shlpment bearlng the amended label 

Submlt one 
t-hls product 

If you have any questlons concernlng thlS letter, please 
contact Velma Noble at (703) 305-7~41 

Marlon J Jo nson r Jr 
Product Manager (31) 
Antlmlcroblal Program Branch 
Reglstratlon DlVlSlon (7505C) 
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OXYFUME@ 12 
STERILANT-FVMIGANT GAS. 
ACTIVE INGREDIENT: ETHYLENE OXIDE 12.0% 
INERT INGREDIENT: OICHLOROOOFLUOROMETHANE ~ 
KEEP OVT OF REACH OF CHILDREN 100.0% 
DANGER PEL/GRO 

411iedSignai 
CHEMICALS 

PRECAVCION AL USUARlO: Si ustedno lee Ingles, no Use este producto hasfa que la etlqueta la haya sido explicada ampliamente. 
Vsers must follow the requirements of the OSHA occupational exposure standard for ethylene oxide (29 CFR 1910. 1047). 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS AND DOMESTIC ANIMALS. 
DMiGERI L.\OOIO AND GAS UNOER PRESSURE. 
CAUSES EYE AND SKIN ellRNS. HARMFUL IF 
INHALED. HMtMFUl IF SWALLOWED. MAY CAUSE 
RESPIRATORY ANO NERVOUS systeM DAMAGE. 
DANGEl'll CANCER HAZARD AND REP'ReDUCTIVE 
HAZAAD. 
EFFECTS OF OVEAexPOSURE: May be lalel If 
il1haloo In hllJh conce11lr.!ltlons. May C.!luse Irritation of 
rMp!rlltory Iract, ch~1 ligftlnes$., heada<:1\8, naUSea, 
'iOmhlng. diarrhea. Iighl.hepde1:! lee!1ng, dlulneR, 
_ak06'S8, m<M"!lMss. CYllno$h~, ~a til too«Ilna\ion, 
convulsion!, coma, delayod lung Injury (nuld In lungs), 
Immedlal11 or delayed skin IrrtlaUon and ~9ter8, alterQlc 
skin rElactlorl. 

OtHER POSSIBLE DELAYED HEALTH EFFECTS: 
MIl'f ta~6 nell"o'CIU3 S)'s\em injury. cataracts, advef!la 
rsprodue1!ve eltocle. chromosotnal lIIM tnulagenlc 

changes. and cancer. 

PEL: IPPM·TWA Ethyl."e 0xId!!J (OSHA· 
29CFfI;1i10.1647) 

EL: 5PPM'8XCUl1bn limit, 15 mlnr.r!ltII. 

ODOR: Ether·1I1<8 at hJ.gh concenIratklnl. E~ to toxic 
Iev&ls mlrf ocour wil'hOllt warnil'lg or det&clkln by the t.lSer. 

MlEtAutlONS: Do not brN\'hIt wpor. Do not...now. 
00 not get In eyH, on stern, on Clothing. StMe lind u.e 
with adequate vettllfallon In 1IoCCOfd~ \IriIh ZII CfA; 
1910.1041 

PHYSICAl AND CHEMICAL HAZARDS 
Contents und$r PfHWre. 1JH oI'lIy In doe«! sysIam. No 
pert 01 the container may bel expo!Iec:i aboYe 125"F (52"'C). 
Close V8bte when root II;>. uee end whm empty. UH In 
lI~dlnce wtth tag attech!d to vaJve. 
WARNfNG: Contalnl CFCo12, .. aubUl.nOil \II'hlc:h btlrm. 
pUbllo heanh and enrironrTMlf1t by dMtroyIng ozone In 
tM upptIr almo'lpbt .... 

ENV1ROHM:ENT"L H.AZARDS 
Ethylene 0Idd0, the ectIve ingredient In 0xyft.IrM 12. Is no!. 
tm~ lot outdcot un. 00 no\; dlCharge etnLH'fl'l 
COfIIllnlng 1hI1 ptOcIuot lmo Ilk ... , .hl.ma, pondI 
MNlriH, oceana or p.t.Ik: wata,.. unJeu this II specifWally 
k!oefItl"hd and Ilddraea«:f In N1 NPOES p&rrnH. 00 no\; 
dlacharoso efIIUfI'TI containing tN's product k) "'"'" systems 
without ~ noI'Ifyil"llJ [he Md9! tf~ plmIt 
1ltIthorlty. For~, eontld your &118 Water Board (1f 

R~ ornce of \fie EPA. 

STAtEMSfT OF PRAtnCAl TREATMENt 
IN ALL CASES OF OVEREXPOSURE, GET MEDfCAl 
ATtENTION IMMEtAA.TElY. Ti\KE PERsoN TO DOCTOR 
OR EMERGENCY TREATMENT FACnJTY AT ONCE. 

IF INHALED, flfl'1:'Ml¥e ~ peraon to II",l'Iall. keep 
warm. If not brHothlng.. give af1fflclal f'$\llplratlon. If bre-athlng 
la dfflcuft, give crxygen. CaR a pfJjsiclan even II no 
~p\ona ele P'~' Keep \JI"Idet" metkal ~kwl. 
SyrnptorT\& may be del!Iyed. 

1M CAS!. 0' CQKI' ... cr.ImIMd.,WIt f.o.lth ayu Of ,\o;\n 

with p/&nty of Mlat for al iltast 15 tnlnU1M ....nUe 
remcM'ng cont&mlne.ted clothing and shoes. Call e 
pf'rJsIdan Aerate, wash or claen C«Ilamlnl!ed clolhlnlil 
and (facatd Ilta-ther goods. 

tf 8WAU.OWED, gi\rao at ISIIIt! two glaun 01 water. Do 
I'lOl inck.IctI wmHII'Ig, Do t'Iot gM anything by mouth 10 
an unconadous ~, CaN I! phyatc!an. 

NOTE to PHYSK:IAN: REFER TO SECTION IV. 
FIRM AID MEASURES, ALUEOSlaNAL MATERiAl 
SAFEtY DATA SHEET, OXYF-0002, To obta1f'l MSDS, 
call 1-201-455-4157. 

LEAK: Evacuarl!' em: !lind' keep pereonnl!'! upwind. Use 
tfII'-<:Ontaln«! bfeathlng ap!)aratus and protective 
Clothing., and Ihut of! leak if wh.hotJI. rtlllt. 

FIRE: Move oontaln&r tJ.Wtlf from fire If wllhout risk. Use 
W'fIter Ipray Of fog I'IOzzle to k~ container cool. 

(iN CASE OF EMERGENCY CALL: 1-201-455·2000 

f:lEF'ER TO TAG FOR COMPlEiE USE OIAE.CTION'S, 

e"t=ORE USING OR HANDLING THIS PRODUCT \"OU MUST ALSO READ AND UNDmSTAND THE ALUCDSIGNAt MATERIAL SAFETY DATA SHEET FOR THIS PRODUCT. 
FOR HEALTH CARE FACILllY AND INDUSTRIAL USE ONLY. DDT-E 10184 
DOTnMO St'llpplng N'amel Elhylene 'Oxide and Olchlorodlfluoromethanl!l Mixture 
US DOT Hazard C'tl1~t: 2.2: US DOT ID Number: UN 3070 
Ethylene Oxide CAS: 75-21·0 Dlchlorodlrruoromethane CAS: 75 .. 71-8 
EPA Regls~fBtl()n No. G141n~3 El='A Establishment No. 61470-AZ.£101 

BATCH- CO NOTAlMOVImlLAIIIl MAOI.ttlUiA 
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OXYFUIJE-12 
STERfLANT-FUJ.(fGANTGAS 

·0 

DANGER! UOUfO ANDGM UNDER PRESSURE 
HARMFUL fF INHALED. 

DIRECTIONS FOR USE It Is a I01oIation of Federal Law 1~ U$8 this ~ ~ a 
manner Inconslslent ...nth Its !3be1ing. When used In the 'M:XkpIaCe.« b; h 
empIoyets rosponsibiIity to ensure that" pelSOMel a~ famiiar wirllnd.s.. 
here to 29 em 1910.1047. O~ 12 Is I. highly I'Ia%.aIOOu$ maBiII n 
should be used onIyb1~ tmIned In its pnlperUSf ..... pe/'$Ol1S~ 
>Mttl 0xyIume 12 must have knoWledge oI1h& ha.Zatds 01 tNs cnernIcaI ~ 
and must be tfaIoed In the prop(lf usa 01 /eCjUimd mspltator equIpmeot, .anIIor­
ing and detectiOn de\'Ices, and In the implementation of err\8fgeflCY ~ 

To beusedontybypec5Ol'lS experierK:edfl~ 12 ~and"'" 
lion, 01' by pel'$Ol1S undeI' direct $UpeMsioo of pefSOm whO ~ ~ In 
Oxyfume 12 sterillzalion and futnIgation.ll$e orlyin ~ with htcltec­
dons and Ihe safely pre<:autlons iSted on the label and this tag. See 0JrN0t 
AJUedSigna! Material Safety Data ShefJt, OXYF-Q002. 

STERIlIZATION ANtI FUMIGATION 
Oxyturna 12 may be safely used only kl_rIIze medical ~ labotatlIyill!ms. 
pharmaoeutk:afs. esepdc padtaglng, and mdu<:o miaobIaIload on ~ 
am ¥dlOIeandgrouncl splce$.lloots tobe SI&riIizod ~be ~~ 
of soil before belng placed In IrrI t)pe 01 stdze!, 

A. Qxyfume 2000 may be used only In fdtIes 1ha.t meet the ~ d29 
em 1910.1Q471n non-portabIe l4CtIumOl' gas~ ct\M'II)e(S deslgnldforru 
with 10.0% ethylene OJddo, and 88.0%~. ~ 12 
maybe U$ed COIy bypersons \lotIO havebaen t!U1Bd In aCCOCt1anc:o .. 2SCFR 
1910.1047. When ~ by health cam prtMdors IostMtlm hMlIh I=-tlans. 
OxyfufTIII 12 rmsc be used In non-pof'!abIe ethy\&M oxide gas stMIbers hit 
meet FDA regulatory requireme(Its. and In aa:on;Iance WiIh direct\onr.sappIied 
by !he sterIIh:etmanufaCtUrar. 
NOTE: It Is. YIoIatIon 01 H!defaILaw 10 u:M 0xyftHrl8 , 2 ~umiglrtGas 
lor the IumigatIon 01 bHh/Yas, ~ nIns. bu$os, sNps. trudos, aiIOfW. 
warebou$OS, orOthets/cTlllat spaces. 

a Oxyfume 12cydepmmotersdepondOl'lMYelWsterllzfn9'lum!oaing ..... 
fact0r5: ~ (IF any); IIIXPOSU'8lime;cNnbtr aIr~lC8, ltI_cel¥­
one oxide eOl\cenbl1b~ c:hambMl&mpelatuM; htJmIdIty I8YeI; types ... ~ 
1ItIes; of Moms 10 be ~ pac:kagIng; load configu!1llioa it fI8 
c:harnber; mIc:robI&Ii c::haIange IMIhod; deSIred leW! oC SWIIty as:stJI'IWI:e; .00 
th& desired PGrfotmanc:o oC the stettIze¢ fumigated pn;xiJct and pac:IcIiga. 

C. TM IobWIg • a list of I'4J"I9N for the ailIcIJ varIatJ(es ..ti:t1 must be Iftpiftlpet 
mIa~ lot 0X)ium0 12 to be an effeCtiya ~ IIQIft. This 
IfIfonnatIon mould be oonsidofttdgonetll. and not u a tepIaoImentb"deCIIIIKI 
InfotTnAtion Issued bymanufadul'8lL 

TEMPERlJUREs - 7O"f TO 1soeF 
PRE·VACUUM· typIcaIIy-10 to 251ncha of meroJf): Use 'I/aaIUm$ COIIIpId::IIe 
with 1he productS and packages to be r;teril2DdXulTljgaled. 
MOISTURE· relative hUmIdIty 0133% 10 00% 
GASCONCEmRATtON· 250 mgIl to 1500 mg/l (mlagnwns of e~~ 
per Itet of charrlbec'voIume.) 
EXPOSURETIME·~ minutes to 20 hOIJrs 
POST·VACUUMS • Oxyfume 1215 COOlOYIId from the chatttler and ~ 10 an 
appropriate e~ GlIde capture ordestNdlOn device. 
AERATION· aemte sterIIze<1ffumied rnatOOaIs befont lJS8. Oo.notalow fIfft 
pelSOO to emer' the d1amber or aeration area If $UCh entry will ~ it D!»­
sums to ech)'Ier1e oxide abcNe the I!I'.'QIs sstabIishod In 29 CFR 1910.100. 
Cycle par.ame(ers and post cycle aeration panuneters (1em9\lI'iI1\U1!, he, ak 
fIow.f'a«l) can affect ftISidue Ie'o'eI$. TheUSIMmust detem"oirlo tt'Iat the ~ 
chosen resutt In goods ...mk:h o.:xnpIy IMth appIcabIe ~ and $I.-~ 
requirements. For residuallimils of ethy(ene oxide on dnJg ptOOuds.sod IM<iCIlI 
products SQ@21 CFR 201.1 $lJb-$edion (0). For I'IlSiduaJ .-niI:s on ~taI 
COI'I\II'oOCIff see 040 CFR 1 80. 1 51 and 040 CFR 18S.2a50.1he st~ 
galion cycle par.unelINS #!ouId be those prescribed by the steOI!zer equipment 
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manufacturer.]f o_1her cycle: parameters are used, It1e safely and efficacy 01 the 
a,Jtemate cycle paramete~ must be validated and are the responsibility 01 the 
USer. 
GENERAL INSTRUCTIONS 

1. Always check cy1/tIder wives and relief vaNes lor /ea/($ before moving cylinder 
into YQUr facility. "- "- - - - -

2. ThIs ~r Is equipped with an e(!uc;tO( tube for liQuId deiYefy. Use vaporlz!ng 
eqt.ripinent to cooYert the rlQuklinto a gas.. 

3.. The ~Ie vapo(pressulil exerted by this gas nixfure wilt be 6O-ps1g (S..25 
____ kglcm") ,at 700F (2"1,1"(;) while Uquid Is present. Vapor pressure WIll be ~!ler If 
_ tempeiatrJre Is above 7CJ'f (21.1"C); lower If teflllE!ratute Is below 7O"F (21.1"CJ, 

4. CyIIllCle( must be_ iI;J-~ upright positlor1 when dlschatglng. Ctinder must be 
secured to pf1JYCtlt falling ()O,'8r, 

50 D/:sd1arga wIYe ouIIeIls prtMcled with a CGA 510 connection v.tkh has left· 
hand~"-

6,- Aemow prolectiYeva/vep/ug and makesure ~tf1reads areunaamag!KI. The 
c:onnecllon 10 the cylinder vaIw should be bmss eGA 510 connector. Us.t 01 
other metals could cause damage to the brass cyIlnder vaIYe. 00 nOi attach an 
on1inary pipe Iittinq to this valve, 

7. Ai other piping and IittIog:s shotJkI be steel or stainless steel. capable of witlr 
stan(Ing the presstJI'C to be encountered', Do not use rubberOf plastlcmatertars. 
fnstall rnIIef dmc:es ~ lIquic1 can be trapped between II;IIves. 

a Instal check vaMl:s in the dl$Charge Ine from IhIsqinderto processing ~ 
ment to pmY&nt b&cHoW into cylinder. 

9, To open cyIIndervaJve. wm ~ countetdoc:l<Mse. 00 not use a wmrlCh 
Of oltler 1iMI~ deIIice to open or dos!I C)'IlndervatYe. 

10. Use with Adequate general and Ioc:aI wntiIation. 
11. Oetemline the quantltyot prodLlCt oMthdr8'MI from !his cytIndet by using an lIP" 

proprlale scaIo. 

STORAGE: AND orSPOSAL 
Store 8.CCOIdIng ID instnK:6orIs provided on !abe( ancIlhI:s tag. To COIltn:JI ethyl­
ene oxide poI)me( growth. US8 .. steraant gas on. first..,. Arst-out-baSls. A 
good rule of thUmb Is 10 use OxyIume 12 ~ 121nO(l1hs of If1eo til date marked 
on the conta.Iner(llalch numberj.Oonot stomoutsideindired:SUIlIighl To rni(Ij. 

miZe ~grtM1h, Oxyfume 12 shoufcI not be stored Irt anypk&co WhemlOO 
lerJllfIl1IlulV consIstenUyexeeeds lOO"f. See AIIeGSIgnaJ PubIcation "S1erillzer 
MaIntenance and EIt!)iene 0Jide PoIyme(.' 
STOAE: IN AN AREA WITH AOEOlJAl'E VENtlLATlON 
PESnCfOE O/SPOSAl 
CONTAINER DISPOSAL 
Retum contaln&r eo suppiMfor nwse. Befom tvtumlng c:ontaInettD supplier. 

A AepIacO velva plug tghtIy In vaM! oudet.1f valve plug Is oct avaJ!abIe. CQ!1IaCt . 
~~ -

a thedc contain!!r wMt for /eak$ priOr 10 shipment If leaks ate detecled contact -. 
4,"iedSignal 

CHEMfCAL$ 

AlrtOdSIgnaIIt1C. 
10' Columbia Road 

MorriStolm, NJ 07962·1053 

EPA Aegistr:atlon No. 67470--3 STT-0200 (4196) 


