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ARC Chemical 
P.O. Box 181) 
Slate Hill, 

~=rr 3 (,73:-b - s 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Division Balchem Corporation 

NY 10973 

Attention; Diane Powers 
Vice President 

Subject; Sterili2ingGas5 
EPA Registration Number. 36736-5 .. 
Your Submission DatedJ'ilay·15~· 1996 

.• ~ ~_ -...... 01,':". 

The amendment rererred to above, submitted in connection 
with registration under.the Federal Insecticide, Fungicide, and 
Rodenticide Act, as·amended, to update your label is acceptable 
provided that you do the following: 

1. Under the "Statement of Practical Treatment" add the 
stat.ement "In case of coritact, immediately flush eyes 
or skin with plenty of w.ater for at least 15 minutes . 
while removing contaminated clothing and shoes. Call a 
physician. Aerate, wash or clean contaminated Elothing 
and discard leather goods. . 

2. Under. the heading" Storage and_Disposal" . augment. the 
standard storage and disposal statement.s~:with sQeqific 
information regarding shelf-line and conditions which 
cause ETO to polymerize and possibly become less 
efficacious. 

3. Delete all uses for ·museums from the label. The Agency 
has determined ethylene oxide is no longer used for this 
purpose .. 

A stamped copy of your lab",ling is enclose,d fO)::".Y9ur 
records. Submit one (1) copy· of the final printed label prior to 
release oC the product for shipment. 

COIICURR!!HC!!S ::::E ~ ................................. -....................................... h ................................ - •••••••••••••••••••••• " •••••• 

DATE .) •••••••••••••••••• ••••••••••••••••• ••••••••••••••••• •••••••••••••••• ••••••••••••••••• ................. .. ... " ........ - ................. . 

EPA Form 1320-1 A (1190) PrinJtd on Recycled Pa~r OFFICIAL FILE COPY 
*U.s. GPO: 1994-522·S03J82065 
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If you have any questions concerning-this Letter, please 
contact Velma Noble at (703). 305-744l. 

Sincerely yours, 

Marion J. Johnson, Jr. 
Product Manager (3l) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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PRECAUTIONARY 
STATEMENTS 

HAZARDS TO HUMANS & 
DOMESTIC ANIMALS 

DANGER! CAUSES EYE AND SKIN 
BURNS. HARMFUL il= INHALED. 
MAY CAUSE NERVOUS SYSTEM 
DAMAGE. 

DANGERl CANCER HAZARD AND 
REPRODUCTIVE HAZARD. 

EFFECTS OF OVEREXPOSURE: May be 
fatal irlnha/ed In hIgh concentrations. May 
cause Irritation of the respiratory tract, chest 
tightness, headache, nausea, vomiting. di
arrhea. IIght·headed feeling, dizziness, 
weakness, drowsiness, cyanosis. loss of co. 
ordination. convulsions, coma,delayed lung 
Injury (fluid in the lungs), immediate or de
layed skin irritation or blisters. allergic skin 
reaction. 
OTHER POSSIBLE DELAYED HEAL l1i 
EFFECTS: May cause nervous. system in
Jury, cataracts, adverse reproductive effects, 
chromosomal and mutagenic changes. and 
cancer. 
PEL: 

EL: 

1 PPM T'NA (as per the 
Ethylene Oxide Standard 
29CFR1910.1047). 
5 PPM - excursion limit 15 
minutes 
Ether..jike at high concenlTaUons. 
Exposure to toxic levels may 
occur without warning to or 
detection by the user. 

PRECAUTIONS· Do not breathe vapor. Do 
not swallow. Do not get In eyes, on skin, or 
on dothing. Store and use with adequate 
ventilation in accordance with the Ethylene 
Oxide Standard (29 CFR-1910.1iJ47). 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGER!· HIGHLY FLAMMABLnlQUID 
AND GAS UNDER PRESSURE~ 
Contents under pressure. Do not use near 
Harne, sparks, hot surfaces, or allow sources 
of ignition near the steriJizatlonffumigation 
area. Steri!lzln-g Gas 5 is extremely 
flammable> and reactive. Ground all 
equipment (including this container) to 
preventsparks. 
LEAK -In case of leak evacuate area and 
keep personnel upwind. Shutoffall sources 
of Ignition. Use self-contained breathing ap
paratus and protective clothing, and shut off 
leak if without risk. 
FIRE-In case of tire mO\le c:ontalneraway 
from fire if without risk. Use water spray or 
fog nozzle to keep container cool. 

ENVlRONMENTALHAZARDS; 
Do flot discharge effluent containing this 
product into lakes, streams, ponds, estuar
ies, oceans or other waters unless in accor· 
dance with the requirements of a National 
Pollutant Discharge Effluent System 
(NPDES) permit and the permitting author· 
Ity has been notified in writing prior to dis· 
charge. Do not discharge effluent contain
ing this product to sewer systems without 
previously notifying the loca! sewage treal· 
ment plant authority. Forguidance contact 
your State water Board Of Regional Office 
of the EPA. 

II is imperative that users of this material be 
familiarwithARC Chemicars Material Safety 
Data Sheet for Sterilizing Gas 5, which ac
compan'les this shipment, the label and 
valve tag attached to this drum. 

EPA Registration No. 36736-5 
EPA Establishmenf No. o 35084-TXA 

o 35084-PA-2 
o 36736"NY~01 -
o 36736-SC-02 
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STERILIZING 
GAS 5 

STERILANT/FUMIGANT 

ACTIVE INGREDIENTS: 

ETHYLENE OXIDE 20% BY WEIGHT 
(CAS REGISlRY NUMBER 75-21-8) 

CARBON DIOXIDE 80% BY VVEIGHT 
(CAS REGISlRY NUMBER 124-38-9) 

KEEP OUT OF REACH OF CHILDREN 

DANGER PELIGRO 

PRECAUTION AL_USARIO: Si usted 
no lee Ingles, no use este producto 
hasta que la etiqueta Ie haya sldo 
expllicada ampliamente. 

Users must follow requirements of 
the OSHA Occupational Exposure 
Standard for ethylene oxide 
(29CFR1910.1047). 

STATEMENT OF 
PRACTICAL TREATMENT 

!N ALL CASES OF 
OVEREXPOSURE GET MEDICAL 
ATTENTION IMMEDIATELY. TAKE 

PERSON TO A DOCTOR OR 
EMERGENCY tREATM!:.NT 

FACILITY AT ONCE. 

IF INHALED - RemO\le exposed person to 
fresh air. Keep warm. If breathing has __ 
stopped, administer artificial respiration or oxy-

- gen. Donotgiveanythingbymouthtoanun. 
consdous person. Call a physician even ifno 
symptoms are present. Keep under medical 
observation. Symptoms maybe delayed. 
IF ON SKIN - Immediately remove contami· 
nated clothing and shoes. wash contaminated 
area thoroughly with soap and water. Call a 
physician, Aerate. wash ordean contaminated 
dothing and discard leather goods. 
IF SWALLOWED· Give at!east two glasses 
of water. Do not induce vomiting. Do not give 
anything by mouth 10 an unconscious person. 
Call a phYSician. 
IF IN EYES· Hold eyelid open and flush with 
a steady, genUe stream of water for atleast 15 
minutes. can a phYSician. 
NOTE TO PHYSICIAN· Skin exposure to 
Sterilizing Gas 5 will commonly resullin skin 
inftation with extensive blister formation. AI 
high concentrations, severe conjunctivitis can 
occur. Irritation of the respiratory tract may 
occur, but without acute lung edema. Symp
toms of systemic intoxication are headache, 
nausea, vomiting, Incoordination. and cardiac 
irregularities. Treatmentissymptomatic. Re
fertoARC Chemical Steri!i;zlng Gas 5 MSDS, 
Section 6, Health Hazard Data._ A Malerial 
Safety Data Sheet for Steri6zing Gas 5Js sent 
with each shipment. If unable to locate MSDS 
for this product, please can ARC Chemical at 
the telephone number below and request that 
onebe sent immediately. 

Distributed By: 

ARC Chemical Division 
Balchem Corporation 

P.O. Box 180 
Slate Hill, NY 10973 
Tel: 914-355-5300 
Fax: 914-355-6314 

DO NOT REMOVE THIS LABEL. 

DIRECTIONS ~ usJ1!IY 31 All 04 
II is aviolationof Federallawto use this prod
u~ In a manner Inconsistent with its labellng. 
It IS the empJoyets responsibility to follow the 
requirements.of the EthyleneOxide Standard 
(29CFR1910.'J047). 
This product may be used onty In facilities that 
meet the requirements of the Ethylene Oxide 
Standard (29 CFR 1910.1047). this product 
maybe us~ t;)fIlyJn flQn-PO~ble (commer
era1) vactJum or gas-figflt chambers designed 
forusewith 20% ethylene oxide, 80% carbon 
dioxide. This product may be us~ only by 
personswhohavebeen trained In accordance 
with the Ethylene Oxide Standard (29 CFR 
1910.1047). V\tlen usedto sterillzeheal\h care 
ilems, this product must be used in non-por· 
~Ie (0llTVneItiaI) ethylep_e ~de gas st~llz· 
ers that have FDA dearance. 
1. AS A STERILANTAND FUMIGANT GAS; 
A. ForcompJete use directions (Including type 
ofsliffaces.-obleds,OrileiTiSlprooiias-recom
~ended for treatment, pre-cleanIng instruc
tions, concentration of gas per unit volume of 
dosed space to be treated, exposure Umeltem
perature, relative humidity, ventilation/aeration 
time, and method of monitOring to be used) 
refer to the ethylene oxide gas sterilizer manu
fact1Jrers' Operators Manuals. 
This product may be used only to sterilize 
medical ~r olab~tol)' j\Eilms, pharmaceuticals, 
and aseptic packa!;,ling,(see 21 CFR 
201.1(4d}) erlo reduce mIcrobial load on cos
metics, whole and ground spices orother sea-

- -soning materials (see 40CFR 180.151 and 
40CFR 185.2B5O), and museum artifacts 
archival material or library objects. • 
8. Sterillzationtfumigalion with Sterilizing Gas 
5 must be perlonned only In vacuum or gas 
tightchambeis desIgned for use with Steriliz· 
Ing Gas 5. 
C. SteriU;zlng Gas 5 cycle parameters depend 
on severn/ sterilizlnglfumigatlng variable fac
tors: preconditioning (If any); exposure time; 
chamber air pressure; gas concentration; 
types and quantities of items to be sterillzeal 
fumigated; packaging; load configuration in the 
chamber; micmblal challenge method; desired 
degree of disinfection; and the desired perfor
mance offhe steriliZedlfumlgated product and 
package. 
D. The steriJi2:ationlfuinigatlon Cycle param
eters should be those prescribed by the equip. 
ment manufacturer. If ather cyde parameters 
are used, the safety and efficacy of the alter
nate cycle parameters must be validated and 
are the responsibility of the user. NEVER 
USEPARAMETERSV'v1-lICHALLOWFlAM· 
MABLE MIXTURES OF ETHYLENE OXIDE 
AND AIR TO ENTER THE CHAMBER. 
2. INSTALLATION AND OPERATION OF 
THE CdNTAINER - Follow the directions on 
thevalvetagattached to this container. 

STORAGE& DJSPOSAL 
Use in accordance with tag attached t~ valve. 
Store in COOl. weUventilated area. Avoid ex· 
posuretoheatOf'dlrecisunlighl VIhlen empty, '.c.,.:- ::';,"'. 'r-;:D 
retum tosuppJier only. Before returning c;on--.,-~. l' ')~L 
tainertosupplier: 16 ~~.~; 1 ·';"\.I':'·-J:Ur~r3 
1. Pressurl2:e container with nitrogen to_5rJ~ :" .. l.:"~~::;;; Dam~ 
pslg totaIpressure at 70degrees F. 
2.3 RcehplacevalvePIUgStighUYinValve~.'--. I~ (~:.Q/ 

. eck.container valve and plugs for leaks ,I 1:00 
priortoshlpmenl. 

5 

4. Storelhis product out of sun and~a)f fro/l1 , 
heattoavoidpolymertzation. I:,~ .. -,-.-..: L !' 'I .-.1 !'·"'-;:'c{!t:it1A 
5.uselhisproductwithln120day.t~f.iifpur-1r> ~"'d i'e t'll"·1 A·~ 
chase. _." ~~' -~' ~ •• ,.~ ~: • .:C;~ e ct 

. ~ ~Ji~nc.. I... tur tile r.r::Hcid\l 

f~~J3' i!g<l;I'~~OZ' No. 
In case of accident or e~,~~')().!. " . ..;:<.~~:..I.. __ _ 
call CHEMTREC at 800-424-9300. . - ;:;:::.. ..... 
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wi~h C0117.ft:tIT'S 
in EPA Lct!<:r Dotaili 

DO NOT REMOVE THIS TACJ:€CI'i 1'1% 
-.'Un-i·)r tht· l'" . i,;,~~·d.:d;:!e, 
f'FW1£;id(;!Q, ~\.l.ld ~ivJ('nt:dJe Act 

, . l-'w am.ended, for the r~s!~_t:!j) 

STERILIZING GAS _5 ; .,.\m7t~;~geg. No. 

DANGER! EXTREMELY FLAMMABLE AND EXPLOSIVE . . 
HARMFUL IF INHALED. 

DIRECTIONS FO:RlJSE 

, EPA REG1STI~ArION NO, 367J6~5 
EPA ESTABLISHl\.lENT -;0.;0. 36736-NY-Ol 

It is a violation of Federal Law to use this product in a manner inconsistent with its' labeling. It is 
the employer's responsibility to follow the requirements of the Ethylene Oxide Standard (29 CPR 
1910.1041). Use only in accordance with the directions and safety precautions listed on the label 

) and on this tag. See current ARC Chemical Material Safety Data Sheet for this product. 

) 

General Directions 
I. Always check container valves and plugs for leaks before moving container into your 

facility. 
2. This container is designed to discharge only liquid ethylene oxide. If ethylene oxide gas is 

required, use vaporizing equipment. 
3. This container has been pressurized with nitrogen to a pressure of 50 psig (3.52 kg/em') at 

70°F (21.1 °C).,Pressure will be higher if temperature is above 70°F; IQ\'f.;r jftemperature 
is below 70°F. -Contact supplier if, upon receipt, container pressure is below 50 PSIG at 

4. 

5. 

6. 

7. 
8. 

70°F. . 
Container must be in an upright position at aE time~. Cylinders must be secured to prevent 
falling over. 
Liquid withdrawal valve outlet is provided with a CGA 510 connection which has left 
hand threads. 
Cylinders and DOT 5P drums are also provided with a CGA inert pressurizing valve 
which has right hand threads. Do not discharge product froIll the inert preSSUrizing valve. 
Remove protective valve plugs carefully and make sure valve threads are undamaged. 
All other piping and fittings should be steel or stainless steel fittings and piping capable of 
withstanding the pressure to be encountered. Do not use rubber, plastic, or copper 
materials. Install relief valves where liquid can be trapped between valves. 

9. . Ground all equipment, including this container, to prevent static sparks. 
10. Use only spark - proof tools. 
J I. Use only explosion - proof elecUical equipment which conforms to the current 

/ 

requirements ofthe National Electric Code (see NFPA #70) where ethylene oxide may be 
present. 

12. Install check valves in the discharge linefrom this container to processing equipment to 
prevent back flow into the container: 
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J 3. Connect the inert pressurizing valve to a source of nitrogen Using"iline' 
equipped with a pressure regulator, safety relief valve. and check valve. The source of 
nitrogen should be Used for ethylene oxide and for no other purpose. Nitrogen pressure 
must not exceed the service pressure of the container. Never use compressed air or other 
gases to pressurize the cylinder or drum. DO NOr APpLy HEAT T~X[HIS 
CONTAINER BY ANY MEANS. 

14. To open containeCvalves, turn counterclockwise. For those containers which are equipped 
with a handwheel do not use a wrench or other leverage device. Use a "T" 
wrench to open the inert pressurizing valve on EOX ana SS.55 cylinderS and 5P drums. 

15. Use with adequate general and local ventilation. Vapors form fromtnis product travel and 
may be moved by air currents and ignited by pilot lights,other flames, smoking, sparks, 
heaters, electrical equipment, static discharges, or other at locations distant from product 
handling point. . 

J 6. Determine the quantity of product withdrawn from this container by using an appropriate 
scale. 

) STORAGE AN]) DISPOSAL 
Store according to the directions provided on this tag and on the product label. To control 
ethylene oxide polymer growth, use all sterilant gas on a first in/first out basis. Ow 
recommendation is to use all of this product within 120 days of its receipt. To minimize polymer 
groMh, this product should not be stored in any place where the temperature exceeds lOO°f. Do 
not store this product in direct sunlight. 

STORE IN AN AREA WITH ADEQUATE VENTILATION 

RETURlYCONTAlNElftb SUPPLIER FOR RE~USE. BEFORE RiTlJlli~iNG 
CONT Alt'lER TO SUPPLIER: 

A. 

)B. 
C. 

D. 

PRESSURIZE""CONTAINER WITH NITROGEN TO 50 PSIG TOTAL PRESSURE AT 
70°' At'ID BE SURE CONTAINER VAt vESARE CLOSED. .... . . . . 

REPLACE V AtVE PLUGS SE"CUREL Y IN VALVE OUTLET. IF VAX" VE PLUGS. 
ARE NOTA V All.,ABLE, CONTACT SUPPLIER. , .. 
CHECK CONTAINER VALVES AND PLUGS FOR LEAKS PRIOR-TO SHIPMENT, 
IF LEAKS ARE DETECTED, CONTACT SUPPLIER. 
THIS TAG MUST REMAIN AFFIXEDTO DRUM OR CYLINDER AT ALL 
TIMES. WHEN EMPTY THIS CONTAINER MUST BE RETURNED TO.TIlE ". 
ORIGINAL SHIPPING POINT IN ACCORDANCE WITH THE DIRECTIONS 
ABOVE. IT IS THE PROPERTY OF: 

ARC CHEMICAL DIVISION 
BALCHEM CORPORATION 

ROUTES 6 & 284, P.O. BOX 180 
SLATE HILL, NY 10973 

(914) 355 - 5311 
5/96 SVPERSEDES 3194 
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