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AlliedSignal Inc 
PO BOX 1139 
Morristown, NJ 07962 

.J 

NOTE: Changes in labeling formula differing in substance from that accepted in connection with this registration must be 
submitted to and accepted by the Registration Division prior to use or the label in commerce. In any correspondence on this 
product always refer to the above U.S. EPA registration number. 

On the basis of inform~tion rurnished by the registrant, the above named pesticide is hereby Registered/Reregistered under 
the Federal In~ecticide, Fungicide, and Rodenticide Act. 

A copy of the labeling accepted in connection with this Registration/Reregistration is returned herewith. 

Registration is in no way to be construed as an indorsement 0: approval of this product by this Agency. In order to protect 
health and the environment, the Administrator, on his motion, may at any time suspend or cancel the registration of a pest. 
icide in accordance with the Act. The acceptance of Clny name in connection with the registration of a product under this 
Act is not to be construed as giving the registrant a right to exclusive use of the name or to its use jf it has been covered 
by others. 

This product is conditionally registered in accordance with 
FIFRA sec. 3(c) (7) (A) provided that you: 

1. Submit/cite all data required for registration/ 
reregistration of your product under FIFRA section 3(c) (5) when 
the Agency requires all registrants of similar products to submit 
such data; and submit acceptable responses required for 
reregistration of your product under FIFRA section 4. 

2. Make the labeling changes listed below before you release 
the product for shipment: 

a. Add the phrase "EPA Registration No. 67470-9". 

b. Add the appropriate EPA Establishment No. 

c. It is preferred that the signal word: Danger, (Center 
panel only) be placed directly under the heading: KEEP OUT 
OF REACH OF CHILDREN 

d. Revise the statement: Hazards to Humans to read: 
Hazards to Humans and Domestic Animals 

o ATTACHMENT IS APPLICABLE 

SIGNATURE OF APPROVING OFFICIAL i 0 ATf 
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e. Include the heading: Precautionary statements. This 
statement must be placed directl] above the sudheading: 
Hazards to Humans and Domestic Animals. 

f. Delete the word: Warning 

g. Add a referral statement: Refer to tag for complete use 
directions. 

3. Make the labeling changes listed below before you release 
the product for shipment: (collar label) 

a. Add a referral statement to the main label for use 
directions and precautionary statements. 

b. Include the EPA Registration No. 

4. Make the labeling changes listed below before you release 
the product for shipmen~: (tag label) 

a. In the storage and disposal section, include the 
following subheadings: 

Pesticide Disposal 
container Disposal 

b. Include the phrase "EPA Registration No. " 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 
6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

A stamped copy of the label is enclosed for your records. 

Sincerely, 

~.~ -arshall Swindell 
Acting Product folanager (31) 
Antimicrobial Program Branch 
Registration Division (H7505C) 



\ 

I~C:---

3 
OXYFUME® 2002 
STERILANT-FUMIGANT GAS, 
ACTIVE INGREDIENT: ETHYLENE OXIDE 10,0% 
INERT INGREDIENT: CHLORODIFLUOROMETHANE 27.0% 
INERT INGREDIENT: CHLOROTETRAFLUOROETHANE 63.0% 

DANGER PELIGRO 100,0% 
PRECAUTION AL USA RIO: Si usted no lee Ingles, no use este producto hasta que 
la etiqueta Ie haya sido explicada ampliamente. 

HAZARDS TO HUMANS 
DANGER! NONFLAMMABLE LIQUIO AND GAS UNDER 
PRESSURE. HARMFUL IF INHALED. HARMFUL IF 
SWALLOWED MAY CAUSE RESPIRATORY AND 
NERVOUS SYSTEM DAMAGE, 
DANGER! CANCER HAZARD AND REPRODUCTIVE 
HAZARD. 
EFFECTS OF OVEREXPOSURE: May be falal if inhaled in 
high concentrations. May cau .. lnitation of re""lralory lrae~ 
chest tightness, headache, nau .. a, IIOmlting, diarmea, lighl­
headed feeling, diZZIness, weakne.s, drowsine .. , cyanosis, 
loss of coonination, convulSIOns, coma, delayed lung In,ury 
(fluid in lungs), immediate or delayed slOn inilation and 
bliste~, allergic sl<in nsaction. 

_--<'I·r ... ". POSStBLE DELAYED HEALTH EFFECTS: 
May cause nervous system Injury, cataracts, .elve .. 
reproductIVe effects, chromosomal and mutagenic changes, 
and cancer. 
PEL: I PPM-TWA Ethytene Oxide(OSHA·29CFRI910,I047) 

5PPM .. xcuroion limit 15 minute., 
ODOR: Ether~ik. at high concentrations, Exposuns to toxIC 
levels may occur without warning or detection by the u .. r, 

~IAEI:AtJnONS:CIo not breath. v""or, 00 not OWlnOW, 00 
not gel in IY., on .kin, on clothin\lo Storl and u .. with 
adequate ventltatlon, 
PHYSICAL AND CHEMICAL HAZARDS 
Conlents under pnsssure, U .. only in a closed sy.tem, No 
part of the container may be exposed above 12S·F (52·C), 
Close valve when not in use and when empty. Use in 
accortian"" With tag attached to val .. , 

--WA·RNING: Containe HCFC-22 end HCFC-
124. aubatanc .. which lI.rm public h .. lth end 
environment by destroying ozone in the upper 
IItmoaphere.. 

ENVIRONMENTA:. HAZARDS~ :: ~,") 
Ethylene oxide, the actille Ingredient In Oxylume 2002, is nol 
Intended tor ,Outdoor use. Do not diSCnal'98 effluent containing 
ttliS product Into lakes, streams, ponds. 8stuanas. OCeans or 
public waters unl.,s this is specificaliV Identified and 
addns ... d in an NPDES penni!. 00 nol discha'98 effluent 
containing this product to sewer systems 'lritholJt prev10usly 
nObtying the sewage tnsalment plant aulMnty. For guidance, 
contact your State Wat.r Board or Regional Olfica 01 the EPA, 
STATEMENT OF PRACTICAL 'mEATMENT-~ -2 ,"'> 
IN ALL CASES OF OVEREXPOSURE. GET MEDICAL 
ATTENTION IMMEDIATELY. TAKE PERSON TO A DOCTOR 
OR EMERGENCY TREATMENT FACtUTY AT ONCE, 

(! INHALED, nsmove 8Xpoaed pe~ 10 Inssh air, k.ep warm: 
It not breathing, gille artiftcial nsspinolion, It breathing IS 

diHicul~ ~ .. oxygen. Call a phyaician, 
'1N CASE OF CONTACT, immediately ftu$h ayes or skJn WlII1 

(
plenty 01 water lor at I .. st 15 minute. while removing 
contamlnaled clothing and shoe •. Call a DhY,sician, Aerate, 

I, -. or a... conWnineted dothing ant' disc-am lealher goods, 
SWALLOWED, gillr; at'/<i .. d two gia ... , oi wat.r. 00 nol 

nduca vomiting, 00 n<l:l giVlo "'ylhing by rilouth to an 
unconsciout pe~. C"ll.a,~ysician,: '. '. 

OTE TO PHYSICIAN: F.EFrR TO ~ECT:0N IV, 
FIRST AID MEASURES, :";,j,IEDSIG:~AL ~;ATERIAL 
SAFETY DATA SHEET. . • 

AK: Evacuala area anj kAoip personn.'. upwind, 
U$O self~lained bnsething appararlS arc< proloc:bv. 
dothing, and shut off Ink il WIthout n .... 

RE: Mov. container away from fins II without nslc USG water 
sprey or fog nom. 10 koep """lainer CO)I. 

''iN CASE OF EMERCENCY IN USA: (;&111-201-455-2000 

". ~EO 
USING OR HANDLING THIS PRODUCT YOU MUST ALSO READ AND UNDERSTAND THE 

IEC'S/CiNJIL MATERIAL SAFETY DATA SHEET FOR THIS PRODUCT. 
F'OR HEAlTH CARE FACILITY AND INDUSTRIAL USE ONLY. DOT-E 10184 

!h!p'pln~~N.me: Colftlll8lllod Ga, N.O.S, (Elhylena olicle, CNorocllluoroll'lllllana IIId CNorGIttraluoroetllsne) UN 1956 
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STN'2002 (2194) 
[)I~' G·11. 
ALL COpy BLACK 
DIAMOND·DOT GREEN pidl up lrom STN.()200 
EDUCTOR CIRCLE·DOT GREEN pidl up lrom STN-0200 
BAR ACROSS LOWER EDGE·BEIGE pick up lrom STN-0200 

I 
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~~----.-::;:;;;:A~;. 2002 
OXYFU~~GAS 
STfR/l.AIITG·FRU£~£NT: 10.0'/0 
ACTIVE IN 
ETHYLENE OXIOE . 27,0'/' 
INERT INGRfDIEN~fnjANE ~ 
CtrWRODIFLUOR UOROETHANE 100,0 
CtrW'lOTETRAFL 
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~ , !;:MILAN T-FUMIf;jAN I f;jAS 

DANGER' NON-FLAMMABLE LIQUID AND GAS UNDER pCESSURE. 
HARMFUL IF INHALED. 

DIRECTIONS FOR USE 
It,s iI violation of Federal Law to 1.11. this product In a manner 
InconSIstent with Its labeling. When used in the workplace, It [s the 
employer's respons,blhtv to ensure that all personnel at. familiar with 
and adhere to 29 Cf'R 1910.1047. Oxyfume 2002 ISO h,ghly 
hazardous rnlltertaland should be used on!Y,t7t personnel trained In Its 
prop.r ..,s •. All per sort, working With Oxyfume 2002 must hive 
~Owledg. cj the hazards of ti'l'll cnemical moctur. and ml"ist be trauned 
in the proper use of required r.spirator eqUipment, monitoring and 
detection deVices, and in the implementation of emerg.ncy 
procedures. 
To be u.ed only by persons _ri.noed in Oxytume 2002 .tenliz.ation 
,nd fumigation, or byJ)ersons under direct supervISIOn of persons who 
at. expertenCed in a~ume 2092 st.rllizltlon and tumig~tlon. > Us. 
onlV In accordance WIth the directiOns and the safelV precautions listed 
On lh. label and thIS tag_ Se. current AlliedSignal Mate"al Satety Data 
Sheet 

GENERAL INSTRUCTIONS 
Always check cylinder valvl' and r.li.f valves tor leaks betore moving 
cylinder into your facility. 
ThIS cylinder is equipped with an educt." tube tor liquid det"ery. Us. 
vaponnng equipment to conv.rt thl liquid into;. gas. 
The approximate vapor pressure exerted by this gas mixture WIll be SO 
1"'9 (5.50 kg/em') at 70' F (21.l'C) whil. IIqu,d IS pre.ent. Vapor 
pressure wilt be h~h.r if temperature is abeNe 70°F (21.1·C); low", If 
te"'l'6ralure i. below 7rJ'F (2l.l'C)_ . 
Cylinder mUlt be in an upright potiUon when discharging_ Cylinder 
must ~ secured to prevent tailing over. 
Oiscnar98 volve ""tl.t .. prOVIded WIIh a CGA 5 t 0 connect"'" wh,ch 
hu lett-hand thr .. ds. 
Remove protectivi valve plug and make sur. vatve thread •• r. 
undamaged. The connection to the cylind.r vatv. ,houkJ be brut a 
CGA 510 oonnKlor. U .. at oth.r meta. oould cau .. d",,.,.ge to the 
braa cylinder vatv._ 00 not attach an ord.,ary PtPe fitting to thl' yafYe. 
All other pip,ng and tillings should be st ... or staonlass .tHI, capabl. 
ot wrthttanding the pr_ure to be .noount.red. Do not u .. ",bber or 
plastic mat. rials_ In.tall r.lilll deviC •• wher. liquid can be trapped 
betw.n valv... .. 
Inltan ch.ck valv •• in Ih. dischargl lin. from Ihi. cylind,r to 
p_ting oqu.pmCinl to P ..... nt back-flow mlo cylind.r. 
To open cylind.r va"' •• tum "'nd~ OOUlTIercfockwis._ 00 not u .. 
a ..... nch o' other ieYWag. deYicre to open or cfeM cylind.r vaIV •• 

10. Use with .. equ ... g_aJ and local ven!it.lion_ 
11. Determine the quantity of product withdrawn trom t~rs cylind.r by 

ullng an ~pproprial. 1COIa, 

STERILIZATION AND FUMIIJATION 
Qxyfume 2002 mllJ be .. tely used to redu". moc,oCial load andlor 
It'nliZI medical and labor.tory it.ms, pharmaceutical,. aseptic 
pacIurg.ng, _~. ard other in."im ... obr_. 
It."... to be .1eriiZ'ad .houlcl be thoroughlV ._ 01 .0; betor. be,ng p_ in any type 01 ster~iZ .... 

A. St"~izatiorv'fumog"ion with Oxytume 2002 mull be perlormed ooly ,n 
Vlcu;Jm or gil tl~1'rt cn.mbert d .. igned for USI .. lth 10~. etl'lylen. 
07Jd. by _oght, 27.0". Chlorod~W<o,,*,,"" by -oghl aM &3,0", 
Cfllorotft'aflouroet"lne by ....gM, and In accordance WIth CllrKllon • 
• upplied by the ohamber manufacturer. 

NOTE: It i. a v,olation of F.deral La. to u .. Oxytum. 2002 
Sfar:lanVFuml9&nt Gas tor ttle fum.gltton ~ a'Planet. trail'!', ~ut", 
sniP'S. rruCQ, traJfen. wa,.nout .. or oth., ,,,",lar 'paces, 
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B. Oxyfume 2002 oyole p"amOlers depend on .. voral 
steriliZing/fumigating vanable factors: precondltion,ng (If any); 
exposure time; chamber air concentration; ethylene OXide 
concentration; chamber temperature; numldlty Ilvel; types and 
quanlit, .. of rt.mo to b. ot."lludifumlgat.d; packaging; load 
configuration 1ft the ehamber; mICrobia' chall,nge I"I"tethod; desired 
IIYII of sterility assurance; and the desired performanci of thl 
stertlizednumlgated product and package. 

C. The fOllowing IS a list of ranges for Ihe "'~ical vanabl .. which muot 
be In proper relallOnohlP lor Oxylume 2002 to be an effectiv. 
stenlizlngltumlgatlng aglnt. This Information shOuld be conSidered 
gen.ral, and not as II replacement for detailed information Slued by 
manufacturers. 
TEMPERA T1.JRES • 700F to 1SO'F 
PRE·VACUUM· typically 10 to 25 inches of morcul'f. U •• vacw".. 
compatibl. with tho produots andpaokag.. to b. 
sterdizodllumigated. MOISTURE· relative humtdity 01 33% to 80% 
GAS CONCENTRATION· 250 mgll to 1500 rngIl (milligrams 01 
ethyl.". oxide pot I • ., olohamb., volume) 
EXPOSURE TIME· 4S mlnut .. to 20 hours 
POST·VACUUMS· OxyIumo 2002 II ronncved lrom the chamber and 
vented to an approprIate ethylene oxide capture or destruction 
device. 
AERATION· aerate stenhzodllumigated rnateriato belore u ... 00 n~ 
anow any person to ente, the chllT'ber or aer.bon ., •• if luen entry 
WIN resun In exposu,.,. to ethylene OXide above the leV ... .. tabhhed 
in 29 CFR 1910.1047. 

Cycle paramet.rs and POlt cyolo a.,ation paramot~ (t.mporature, 
time, air flow-rate) clln atfecs residuallvels. The use, must determine 
that tho param.t.rs cho •• n re.ult in 900d. which comply with 
apphcabl. F_ral and State residue reqUiroments. 
For r",dual lirms of e1hylone oxide on drug products and medical 
products ... 21 CFR 211.70 and 21 CFR 821.100 or lublequ.nl 
reY!'JlOnl. 

D. The .terilizationlfumt;ation cycl. plrlmeters should be tho •• 
prelScnbed by tho eqUlpmonl ",.nufacturer. II oth., cycle paramoters 
are u.ed, tho ... Ioty and efficacy of t.h. a~omat. cycle paramet.rs 
must be validated and are tho r .. pon .. bllity 01 tho ulOr. 

STORAOE AND DISPOSAL 
Slore aCCOrding to lnatructiona provided on lebel and thit! tog. To 
oontroI etI'Iylono O><id. polymer growth, u .... storilant g .. on • lirst­
in, lirst~ balis. A good rule of thumb ia to \1M OxyIumo 2002 _in 
6 rnonthIS of tho Iii <1' •• marked on tho oonlainw (botdl numbot). 00 
nol atore ouwid. In direct .unliglJl. To minimize poly_r growth. 
Oxylum. 2002 ahould nol b •• tored in any plac. wh ... tho 
t.mp .. alure conaial.ntly axc •• da 1 OO'F. 5 •• AIII.dSlvnal 
PubfiCation 'S!eniz ... Maintonanoo Ind Elhylon. Oxid. Poly ....... 

STORE IN AN AREA WI~ ADEOUATE VENTILATION 

RETURN CONTAINER TO SUPPLIER FOR REUSE. BEFORE 
RE'T\JRNINO CONTAINER TO SUPPlIER: 

A. REPl.ACE VAJ..VE PLUO TIGHTLY IN VALVE OUTLd. IF VALVE 
PLUO IS NOT AVAILABlE, CONTACT SUPPUEA. 

B. CHECK CONTAINER VALVE FOR LEAKS PAIOR TO SHIPMENT. 
IF LEAKS ARE DETECTED. CONTACT SUPPlIER. . _ • 

• Ie tlSlgnai 
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