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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

AlliedSignal Inc
101 Columbia R& - - —
Morristown, NJ 07962-1139 — -

Attention R Greg Watson 4_
Supervisor, Product Safety

Subject Oxyfume 12
EPA Registration Number 67470-3
Your Submission June 28, 1996

The amendment referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, 1s acceptable

A stamped copy 18 enclosed for your records Submit one
copy ©of the final printed label before you release this precduct
for shipment bearing the amended label

If you have any questions concerning this letter, please
contact Velma Noble at (703) 305-7441

Marion J ! Jolinson, Jr
Product Manager (31)
Antimicrobial Program Branch
Registration Divisgiorn (7505C)
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OXYFUME® 12

STERILANT-FUMIGANT GAS.

ACTIVE INGREDIENT: ETHYLENE OXIDE 12.0%
INERT INGREDIENT: DICHLORODOFLUOROMETHANE  88.0%

) KEEP OUT OF REACH OF CHILDREN

DANGER PELIGRO

100.0%

AlliedSignal

CHEMICALS

PRECAUCION AL USUARIO: Si usted no lee Ingles, ne use este producto hasta que Ia eliguata la haya sido explicada ampliamente.
Users must follow tha requirements of the OSHA occupational exposure standard for ethylene oxide (29 CFR 1910, 1047).

PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS.
OAHGER! LICAHD AND OAS UNDER PRESSURE.
CAUSES EYE AND SKIN BURNS. HARMFUL IF
INHALED. HARMFUL IF SWALLOWED. MAY CAUSE
RESPIRATCRY AND NERVOUS SYSTEM DAMAQE.
DANGER| GANCER HAZARTY ANG REFRCDUCTIVE
HAZAAD,

EFFECTS OF OVEREXPOSURE: May be fatal il
fnhaled In high corcsnizations. May cause Irritation of
respiratory Lach, chest tighinass, headachs, nausea,
vomiting, dfarthea, fighl-hended leeling, dizzinass,

R wuokoase, drowsiness, oysnosts, loss of totdination,
cotrvulsions, coma, defayed fung Injury {fluld in lungs),
immadiale or dalayed skin {rritation and biisters, allergic
skin reaction. -

OTHER FOSSIBLE DELAYED HEALTH EFFECTS:
MWay taune narawars sysleny injury, talaracts, adversg
1sproductive altecls, chromosamel and mAagenic

changes, and cancer.

PEL; 1PPM-TWA Ettylene Gxida (OSHA-
25CRA1IS10,1047)

EL: 5PPM-axcurthon limt, 16 mimdes.

QDOR: Ethar-ka at high concentrations. Exposure to foxic
fevels may ocour without warning or deteclion by the usar,

PRECAUTIONS: Do not braattm vapor. Do not swetiow,

Do not et In eyss, on sidn, on cothing. Stors and uss

:vnn adequate ventifation in sctormdance with 290 CFR
G 1047

PHYSICAL AND CHEMICAL HAZARDS

Contants tndet pressure. Usa only In closed sysiam. No
pant of the contalner may bs sxposad abxve 1265°F {52°C),
Cloge vabve whan ool in ues and when omply. Use in
accordance with tag attached fo valve,

WARNING: Contalns CFC-12, & aubistence which harms
publla heatth and environmaent by destroylng ozone In
the upper simosphers.

ENVIRONMENTAL HAZARDS
Ettrrlona mdde, the sctive ingredant i Oxyfuma 12, Is not
irteried for eutdoor use, Do not dischnrge effiuent

" cortalning this prockeot Inta Inkes, stroams, ponda

satuardes, ocasns or public walars iniess this s specifically
identified and addresaad In an NPDES parmi. Do not
discharge atfuent contaiming this product to sewer systans
without previousty notifyfre (e gewage teanteren plant
authority. For guiiance, comact your Stais Weler Board or
Regional Office of the EPA.

STATEMENT OF PRACTICAL TREATMENT

IN ALL CASES OF OVEREXPOSURE, GET MEDICAL
ATTENTION (IMMEDIATELY. TAKE PERSCON TO DOCTOR
0 EMERGQENCY TREATMENT FACILITY AT ONCE.

IF INHALED, remave mxpassd parson o freth ok, keep
warm, If mof beeathing, ghve artificlal reapiration. If breathing
is difilci, give axyper. Calt & physiclan even Jl no
Symptoma are prosont. Keep umtiar medical cbservation.
Symptoms may ba delayed,

N CASE OF CONTACT, immedistely fush eyes te skin

with planty of waiar ko 8t isast 15 mimdas while
rectrdng contamineted cloifing and shoes, Call &
physiclan Asrate, wash or ciean conteminated clothing
ard discard leathar goods.

iF SWALLOWED, gove at laas two glassas of watsr Do
not induce vombing. Do ot give anything by mouth ta
an unconscious petson, Call a phyatedan,

NOTE TO PHYSICIAN: REFER TO SECTION IV,
FIAST AID MEASURES, ALLIEDSIGNAL MATERIAL
BAFETY DATA SHEET, OXYF-0002. To obtaln MSDS,
call 1-201-456-4157.

LEAK: Evaouats area and keep perscninel upwind, Use
seli-containgd breathing apparatus and protective
clothing, and shut off laak H whhou risk.

FIRE: Move containsr awey from fire H wihout risk, Use
watar Bpray Of fog nozzle o kesp contalner cool.

¢ CABE OF EMERGENCY CALL: 1-20$-455.2000
REFEA TO TAG FOR COMPLETE USE DIRECTIONS,

BEFORE USING OR HANDLING THIS PRODUCT YOU MUST ALSD READ AND UNDERSTAND THE ALLIEDSIGNAL MATERIAL SAFETY DATA SHEET FOA THIS PRODUCT,
FOR HEALTH CARE FACILITY AND INDUSTRIAL USE ONLY. DOT-E 10184
DOTAM® Shipping Name: Ethylene Oxids and Dlchlored|flucromethans Mixture

Us DOT Hazard Class: 2.2
Ethylene Oxide CAS; 75-21-8
EPA Raglsttation Mo, 87470:3

BATCH-

Us DOT 1D Number: UN 3070
Dichlorodiiuoromethans CAS: 75-71-8
E£PA Establishimant No, 67470-AZ-009

0O NOT REMOVE THIS LASEL

2T, TS

AllledSignat Inc.
101 Colurmbla Rd., Moristown, N4 07862-1053

- BTB-0200 {4/96)
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DO NOT BEMOVE TAG

OXYFUME® 12

STERILANT-FUMIGANT GAS

DANGER! LIGUHD AND GAS UNDER PRESSURE
HARMFUL I INHALED.

DIFIEG'ITONSFORUSEItlsa\dolahonufFedeﬁlleﬂummpmdﬂnn
manner inconsistent with its Izbeking. When used in the workplace, & ks the
emplayer's responsibiity to ensume that sl personcet are amikar with and ad-
hess ta 28 CFR 1910.1047. Oxyltima 12 | a highty hazamious malesial #n
should ba used only by persoanet trained in its proper use. AX pergocs wosking
with Cxyluma 12 must have knawlatge of the hazards of this cherical mixine
anrsmustbemhedhmepmpermdmmdmplramrequlpmmw
ing ankd detection devices, and i the impl of emerpency p

To be used onty by parsons experienced in Oxyfuma 12 steriization and kewige-

tion, or by persons under direct Supervision of persons wio ane exparienoad in

Cryfuma 12 sterilization and furigation. Use only in accordance with she divec-

uansmdmsalatypmctuuonsﬁsieémmlabdandmug See cument

AlledSignal Materdal Safaty Data Sheet, CXYF-0002. -

STERILIZATION AN FUMIGATION

Oxyfume 12 may be safaly used only ko stariixs medical #nc aborakory Rems,
phammaceuticals, aseptic packaging, and reduce microbial ad on catamelics

and whole and ground spices. ltams to be sterfizad should ba thavoughly clesned

of soif batare being placed in any type of stevillzar,

A ommmmmmmhmmmwmda
CFR 1910,1047 in non-portable vacuum of gas-ight chambers designed forute
with 10.0% ethyiene axide, and BAO% L Coylsag 12
may ba used onfy by persons wha have baan trained in accordancs with 29 CFR
1B10.1047. When usad by haaith are providers 10 Steriizs health cuns Bems,

Ommlzmmmdhmmpemﬂemmmmmm
meet FOA iato s, and in ftt with directions suppbed
bymemtﬂmrmamhmref.

12 Syelant/Fumi ~

NOTE: ﬂisav!ailﬂmo!FaéalewmmF fh
mmmmmm
speou.
B rL,‘ 12 depand on sover stenlzinghumigating wrishie
pmmﬂﬁoﬁgﬂw},mwwmm:m
dmnbﬂmnwmhm-huﬂmmﬁw-dm

chambar; microbisl chatlengs 5

the dasired padomances of the stezed:; fumigated product and paciage.

mmuamammmmmmMMhm
ip for Cheyfume 12 (o ba an i gating agend This

mmummwmuamnm

Information ssued by manufactuners,

TEMPERATURES - 70°F TO 150°F

PRE-VACUUM - wDuIyiomZShdnsdmcwastmmmw
with the products and o be sterzadifumigatac.

MOISTURE - relative humidity of 33% o 80%

GAS CONCENTRATION « 250mﬂto15mmgl(nﬂgmmdemm
per ktar of chamber volume,)

EXPOSURE TIME - 45 minutes fo 20 hours
POST-VACLILIMS - Oxyfume 1215 d from tha ¢
Wammmmmmm

AZAATION - aesate sterf{zad/Tumigalsd matedals balons use. Do oot allow wy
person 1a entar tha chamber or aeration ama if such entry will result in epo-
Sures 1o ethylene oxide ahove tha lavals gsiablished in 29 CFR 1590.1647,
Cycle parametars and post cycle aeration pammelers (lemperatyre, bme, ak
flow-rate} can affect rasidue lvats. The user nwist determing that the parsmsters
chosen nesutt kv goods which comply with appicabla Federal and Stale resicug
requirsmants. For residual kmits of athylene cxdda on dnag procucts snd madice!
products see 21 CFR 201.1 sub-saction (d), For reskdyal Emits on agrhcutrural
commodiias see 40 CFR 180.151 and 40 GFR 185.2850, The sierfizsonfumi:
gation cycla parametars shoukd bo these prescribed by the stesiizer equpment

and veniad o an
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- manufacturer. If other cycle paramaters are used, the safely and efficacy of the

--- altemate cycle pg ters must be vall and ane the respoasibility of the

GEMNERAL INSTRUCTIONS
1. _ Aiways check cyfiader vaivas and rekef vatves for Iea.ks before maving cyinder
inta your fackity:

2 mmrsmwmmmmwmmmmmmwng

equipfent to corvart the liqukd it a gas.
3. The approximate vaper pressum exeriad by this gas mbdure wil be 80 psky {525
_kglom®) at 70°F {41, 1°C) while Kquid Is present, Vapor pressura will be higher
. temperdtune ks above 70°F (21.1°C); lower If temperaturg is balow 70°F (21.1°C).

- A Cyfinder must ba in.an upright position when discharging. Cyﬁndermuﬁbe

secuced 1o prevent falling over, .

5. Discharge vatve outfet s provided with 2 CGA 510 connectian which has lait:
hand threads.

£ Remove protective valve plug and maka sury valve threads are undamaged, The
connection (o the cylinder valve should ba bass GGA 510 connector. Use of
ather metals couid causa damags to the brass cyfinder vaiva, Do not attach an
omdinary pipe fitting 10 this valve.

7. Ak other piping and fittings should ba stesl or stakiess steel, capabla of with-
standing the pressure to be encountered. Do notuse arbber or plastic materiaks.
Tnstak refet devices whera kquid can be trapped between valves.

: mmmmnmammmrmmmmmmmmb
ment 1o prevent back-flow inlo cylindar,

8. To open cyfiader vatve, tum handwheel counlandiockwise. Da not use a wranch
or other laverage devios ta open o clasa cyiindar vafve, -

18, Use with adequate genaral and focal ventilation.

11, Datemmequmutyodpmdudmhdmwnmm&cyﬂnd«byushgmap-
propriale scate.

STORAGE AND (ISPOSAL
Stare acoording 1o instrucions
ena oxide polymer growth, use aF sterfant gas on a firstdn, frst-gut-basls, A
good ruia of thumb Is ko use Oxyfuma 12 within 12 months of the flf date marked
on the cortalnar (batch number). Do not store cutside In diect suight. T mirs-
mize polymer growth, Crgffume 12 should not ba stomd in any place whare the
iamparature consisterdy exceeds lWFSeeMedSignmPuﬂmﬁon'Sterﬁlmr
Malntenance gnd Etidena Oxide Potymer”

STOHE [N AN AREA WITH ADEQUATE VEN‘HLA'I’!ON

PESTICIDE DISPOSAL

CONTAINER DISPOSAL

Raturn containar o suppiior for rause. Befors retuming container 1o suppiier:

A FRepiace valve phig tightly In valve cutiet. i vaive plug i not avallable, cortact *
suppter, ;

B, Chack container vave for feaks prior 1o shipment i loaks ane deteciad contact
supplies,

@!ﬁed&gnal

CHEMICALS

AlliadSignal Inc,
101 Columbia Foad
Morristown, NJ 07962-1053

EPA Registration No. 57470-3 STT320¢ {4/96)
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