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NOTICE OF PESTICIDE. (™) REGISTRATION NAME OF PESTICIDE PRODUCT
" [ rereGisTRATION
(Undere the Foderal tnsecticide, Fungicide, OXqume 2002
and Rodenlicide Act, as amended)

NAME AND ADDRESS OF REGISTRANT (Ineiude ZIP code)
— 1

AlliedSignal Inc
PO BOX 1139
Morristown, NJ 07962
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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 of the label in commerce. In any correspendence on this
productalways refer to the above U.5. EPA registration number,

On the basis of information furnished by the registrant, the above named pesticide is hereby Registered/Reregistered under
the Federal Insecticide, Fungicide, and Redenticide Act.
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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 o: 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 any name in connection with the registration of & 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 if 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. 67470-3".

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

D ATTACHMENT 15 APPLICABLE
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e. Include the heading: Precautionary Statements. This
statement must be placed directly 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 shipment: (tag iabel)

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,

%all Swindell
Acting Product Manager {(31)

Antimicrobial Program Branch
Registration Division (H7505C)
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STERILANT-FUMIGANT GAs.
ACTIVE INGREDIENT. ETHYLENE OXIDE

DANGER PELIGRO

OXYFUME ® 2002

10.0%
INERT INGREDIENT: CHLORODIFLUOROMETHANE  27.0%
INERT INGREDIENT: CHLOROTETRAFLUOROETHANE 63.0%

100.0%

PRECAUTION AL USARIQ: Si usted no lee Ingles, no use este producto hasta gue

la etiqueta le haya sido explicada ampliamente.

HAZARDS TO HUMANS
DANGER! NONFLAMMABLE LIQUID 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 OVEREXPQSURE: May be fatal if inhaled in
high concentrations. May cause irmitation of respiratory tract,

chast ighthess, headache, nausea, vomiting, diarhea, light-
headed feeling, dizziness, weakness, drowsiness, cyanasis,

loss of coordination, convulsions, coma, delayed lung injury
(fluid in lungs), immediale or delayed skin imtation and
blisters, allengic skin reaction,

OTHER POSSIBLE DELAYED HEALTH EFFECTS:

May cause nervous system injury, cataracts, adverss
reproductve effects, chromosomal and mutagenic changes,
and cancar.

PEL: 1PPM-TWA Ethylene Oxide{OSHA-29CFR 1910.1047)
L: SPPM-sexcursion limit, 15 minutes.

- QDOR: Ethar-ike at high concentrations. Exposure to toxic
leveis may occur without waming or detection by the user.

not get in eyss, on skin, on clothing, Store and use with
adequate ventilation.

PHYSICAL AND CHEMICAL HAZARDS

Contents undar pressure. Use only in a closed system. No
part of the container may be exposed above 125°F {52°C).
Close valve when notin use and when empty. Use in
accordance with tag attached o valve.

ARNING: contains HCFC-22 and HCFC-
124, substances which harm public health and
environmeant by destroying ozone in the upper
atmosphere.

PRECAUTIONS: Do not breathe vapor, Do not swallow. Do

ENVIRONMENTA . HAZARDS— == =

Ethylene oxide, the active ingredient in Oxyfume 2002, is not

intended for outdoor use. Do not discharge effluent containing

this product into lakes, streams, ponds, estuanes. oceans or

public waters uniess this is specificaily [dentfied and

addressad in an NPOES permit. Do not discharga effluent

containing this product to sawar systams without previously
notitying the sewage treatment plant authority. For quidance,
contact your State Water Board or Regional Office of the EPA.
STATEMENT OF PRACTICAL TREATMENT-— " =
IN ALL CASES OF OVEREXPOSURE. GET MEDICAL
ATTENTION IMMEDIATELY. TAKE PERSON TO A DOCTOR
OR EMERGENCY TREATMENT FACILITY AT ONCE,

INHALED, remove exposed parson to tresh air. keep warm;

i not breathing, give artificial respiration. If breathing is
difficult, give oxygen. Call a physician,

N CASE OF CONTACT, immaediately lush ayes or skin with
plenty of water for at least 15 minutes while removing

||||||

nduce vomiting. Do né} givh ahything by fouth to an
unconscious person, Call a physician.’ ' * |

QTE TO PHYSICIAN: REFER TO SECTION IV,

FIRST AID MEASURES, AL:IEDSIGHAL MATERIAL
SAFETY DATA SHEET. I

AK: Evacuate ares and kep personne! upwind,

Use seif-contained breathing appamt,s ard protectve
clothing, and shut off leak if without risk. ’
RE: Movae container away trom fire if without nsk. Used water
spray of fog noZde to keep container codl,

“JN CASE OF EMERGENCY IN USA: Call 1-201-455-2000

\

RED

-BEFORE USING OR HANDLING THIS PRODUCT YOU MUST ALSO READ AND UNDERSTAND THE
ALLIEDSIGNAL MATERIAL SAFETY DATA SHEET FOR THIS PRODUCT.

FOR HEALTH CARE FACILITY AND INDUSTRIAL USE ONLY.

DOT-E 10184

DOTAMO Shlpplng Name: Compressad Gas, N.O.S, (Ethylena oxide, Corodfiuoromethane and Chiorotetrafiucroethane) UN1956

Ethylens Oxide CAS: 75-21-8
Chiorodifiucromathane CAS: 75-45-6
Chiorotatraflucroethane CAS: 2837-89-0
Egi E:tg'u.mion No. R

DO NOT REMOVE THIS LABEL

BEST AVAILASLE COPY

@IliedSignaI i
CHEMICALS —~ '
MADE 1N UBA .if"f"“"":’;. -

AlliedSignal Inc.
101 Columbia Road
Morristuwn, N.j 07962-1139
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i STN-2002 (2/94)
DIER G-114
ALL COPY BLACK
DIAMOND-DQT GREEN pick up from STN-0200
EDUCTOR CIRCLE-DOT GREEN pick up from STN-0200
BAR ACROSS LOWER EDGE-BEIGE pick up from STN-0200
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< TEMILANT-FUMIQANT BAS

DANGER! NON-FLAMMABLE LIQUID AND GAS UNDEAR PRESSURE.
HARMFUL IF INHALED.

QIRECTIONS FOR USE ) _

it is a viciatien of Federal Law t0 use this product in a manner
ingonsistent with s labeling. When used in the workplace, it 1s the
employer's responsibiity to ensure that all personnel are famitiar with
and adhere to 29 CFR 1910.1047. Oxylume 2G02 i1s 3 highly
hazardous rmaterial and shouid be used ont personnel lrained :n its
e’f‘oper use. Ajl gersons workong with Oxyfume 2002 must have
xnowledge of the hazards of this chemical mature and must be trained
in the proper use of required respirator eqm?mem, monitoring and
detection devices, and in the implementation of emergency
procedures.
To be used only by persons experienced in Oxyfume 2002 stenlization
and furnigation, or by cpersons under direct supervision of perscns who
are axperienced in Oxylume 2002 stenlization and fumigation. Use
only in accordance with the directions and the safely precautions listed
gg he labei and this tag. See current AlliedSignal Mater:al Satety Data

oot

GENERAL INSTRUCTIONS
Always check cylinder valves and relief valves for leaks before moving
%undor into your facility,

13 cylinder i3 equipped with an eductor tube for liquid delivery. Use
vaponzing equipment to convaert the liquid into & gas.
The approximate vapor pressure exaried by this gas mixture wili be 50
psig {5.50 kg/em?) at 70" F (21.1°C) while liquid 13 present. Vapor
pressure will be higher if temperature i above TO°F (21.1°C); lower &
tamperature i3 below 70°F (21.1°C). ’
Cylinder must ba in an upright position when discharging. Cytinder
must be secured to prevent falling aver.
Dncharge valve outlet i provided with a CGA 510 connection which
has leit-hand threads.
Remove protective vaive piug and make sure valve thrsads are
uncamaged, The ¢onnaction 1o the cylinder valve should be brass a
CGA 510 connector. Use of other metala could cause damage o the
brass cylinder valve. Do not attach an ordinary pipe fiting to this vave.
All other piping and fittings should be steel or stainiess steel, capable
of withstanding the pressure to be encountersd. Do not use nubber or
plastic materials. Instait roli’i devices whers liquid can be rapped
betwesn valves.
Install check valves in the discharge line from this cylinder to
processing aquipment to prevent back-tlow imo cylinder.
To open cylinder vave, turn handwhesl coumerciockwise. Do not use
a wrench o~ other laverage device to cpen or ciose cylinder valve.
Use with acequate general and local ventilstion.
Determina the gquantity of product withdrawn from this cylinder by
uIINg ar APPropriate scae.

STERILIZATION AND FUMIGATION

Oxytume 2002 may be safely used to reduce microbial load and/or
sterilize medica! and laboratory items, pharmacsuticals, aseptic
packaging, cosrmmtics, and other inanimate objects.

Iterme to be steriized should be theroughly cleaned of 3¢il before bang
placed in any type of steriizer.

Sterdizstonfurmigation with Oxytume 2002 must be perfermed only in
vacuum or gas tight chambers designed for vse wih 10% sthylene
omde by weght, 87.0% Chiorediflugromethane by weght and 63.0%
chiorotetrafiourcethane by weight, and 1n accordance with directions
supplied by the chamber manutacturer.

NOTE: It is & viclation of Federal Law to use Oxyfume 2002
Sterlam/Furnigant Gas for the fumstion of arplanes, trains, Suses,
hips, trucke, traders, warehouses or other smlar spaces.
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B. Oxytume 2002 cycle parametsrs depend on several
sterdizing/tumigating variable tactors: preconditioning (if any);
exposure lime; chamber air concantration; ethylene oxide
cancentration; chamber temperature; humigity lavel; types and
quantities of tems o be steniized/fumigated; packaging; load
configuration in the chamber; microbial challenga method; desired
level of sterility assurance; and the desired performance of the
starilizedtumigated product and package.

C. The follewing = a list of ranges for the critical vanabies which must
be in proper retationship for Oxytume 2002 to be an eftective
steriizing/fumigating agent, This infarmation shouid be considered
genaral, and not as a replacemeant tor detailed information isusd by
manufacturers.

TEMPERATURES - 70°F to 150°F

PRE-VACUUM - typicaily 10 to 25 inches ot mercury. Use vacuums

compatible with the products and packages to be -

sterilizedfumigated. MOISTURE - relative hurmdity of 33% to 80%

GAS CONCENTRATION - 250 mg/L to 1500 mg/L (milligrams of

ethylens oxide per Iter of chambaer voiurme)

EXPOSURE TIME - 45 minutes to 20 hours

POST-VACUUMS - Oxyfume 2002 is removed trom the chamber and

:cntod {0 an appropnate ethylena oxide capture or destruction
avice.

AERATION - aerate sterfized/furmigated materials befcre use. Do not

allow any person to enter the chamber or asration area if such

will resuft in expoaures to sthylene oxide above the levels sstablished

in 29 CFR 1910,1047.

Cycle parameters and post cycle aeration paramsters (temperature,
time, air flow-rate) can atfect residue levels. The user must determine
that the parameters chosen result in goods which comply with
applicable Federal and State residue requirements.

For residyal limits of sthylene oxide on drug products and medical
products see 21 CFR 211.70 and 21 CFR 821,100 or subsequent
revions,

L. S
FR e
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0. The sterilization/tumigation cycle perametars should be those
prescnbed by the equipment manufacturer. if other cycie parameiers
are used, the satety and efticacy of the aitemats cycle perametens
must be validated and are the responsibility of the user,

STORAGE AND DiSPOSAL e e T AT ey

m aeoor:'i:i.g 1o instryctions pros;‘idod t.'mI label h:‘nd this t.g'. To : N b
oxide polymer growth, use all sterilart gas on a first- . i .

n, ﬁm-o'g:” basis. A rule of thumb is to use Oxyfurme 2002 within . JACCERPTED

6 months of the fil date marked on the container (batch number). Do . with COMMENTS

not store outside in direct suniight. To minimize polymer growth, s in EPA Letter Dazeds

Oxytume 2002 should not be stored in any place whare the : - w

tamperature consistently exceeds 100°F. See AlliedSignal OCT l 2

. :-Uﬁ(it’r (j I\ -K"l.‘ZJ\ el !!

et e e

Publication *Sterilizer Maintenance and Ethylene Oxide Polymer.

STORE IN AN AREA WITH ADEQUATE VENTILATION

f't'-"t:ﬁ‘ !

RETURN CONTAINER TO SUPPLIEA FOR REUSE. BEFORE - EFuBgiide, el Hoonoige et

RETURNING CONTMNEH TO SUPPLIER: . X8 a;)!(’:l:}.:d, f_‘”. e r-u . ,::‘

A REPLAGE VALVE PLUG TIGHTLY IN VALVE OUTL=T. IF VALVE TN hrdar EDA D 2,
PLUQ IS NOT AVAILABLE, CONTACT SUPPLIER. . L2970 -9

B. CHECK CONTAINER VALVE FOR LEAKS PRIOR TO SHIPMENT. N

IF LEAKS ARE DETECTED, CONTACT SUPPLIER. NN

iedSignal

) CHEMICALS

AlliedSignal Inc.
101 Columtia Road
Morristown, NJ 07562-113%
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