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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

ARC Chemical Division Balchem Corporation 
P. O. Box-3.8_0 
Slate HilL --NY 10973 

Attention.: ___ Di.ane Powers 
Vice Pres.ident 

Subject: Sterilizing Gas 4 
EPA Registration Number 3-6736'-4 
Your Submission Dated May 16, 3.997 

The amendmenc referred to above, submitted in connection 
with regis_tX"a~;Lon iln<;l.er the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, to update your label is acceptable. 

A stamped copy of the labeling is enclosed for,your records. 
Submit one copy of the final printed label before you release 
this product for shipment bearing the amended label. 

-- - - ----

If you have any qUestions concerning this letter, pleas<=: 
contact velma Noble-at (703) 308-5233.-

Sincerely yours, 

Rebecca S. Cool 
Product Manager 33. 
Regulatory Managewent Branch 3. 
Antimicrobial Division (7510W) 
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ordination, convulsions,coma, delayed lung 
injury (fluid in the lungs), Immediate or de
rayed skin irritation or blisters, allergic skin 
reaction, 
OTHER POSSIBLE DE:LA YE:D HEALTH 
EFFE:CTS: May cause nervous system In
jury, cataracts, adverse reproductive effects, 
chromosomal and mutagenic changes, and 
cancer. 
PEL: 

EL: 

ODOR: 

1 PPM TWA (as perthe 
Ethylene Oxide Standard 
29CFR1910.1047). 
5 PPM ~ excursion limit 15 
minutes 
Ether .. likeat high concentrations. 
Exposure to toxic levelS may 
occur without warning to or 
deteclionby the User. 

PRECAUTIONS - Do not breathe vapor. Do 
not swallow, Do not get in eyes, on skin, or 
on clothIng. Store and use with adequate 
ventilation in accordance with the Ethylene 
OxldeSlande'" (29 CFR191 0.1 047). 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGERI- HIGHLY FLAMMABLE LIQUID 
AND GAS UNDE:R PRESSURE:. 
Contents under pressure. Do not Use near 
flame, sparks, hot surfaces, or allow sources 
of Ignition near the sterilizatJonlfumlgation 
area. Sterilizing Gas 4 is extremely 
flammable and reactive, Ground all 
equipment (including this container) to 
preventsparks. 
LEAK ·In case of leak evacuate area and 
keep personnel upwind. Shut off all sources 
of Ignition, Use self-contalnedbreatt1ing ap~ 
paratus and protectiveclolhing, and shutoff 
leak if without risk. 
FIRE -In caSe offire move container away 
from fire if without riSk. Use water spray or 
fog nozzle to keep containercooJ. 

ENVIRONMENTALHAZARDS: 
Do not 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, 00 not discharge effluent contain
ino this product to sewer systems Without 
pre .... iotislynctifyhigthc lowl::.c ....... gc tre~t" 
n1?nt plant authority. For gU\dancecontact 
, "~Ir (". 'I'~ \,~J\it,:,r !:'I;oard or neg . ~3i'('·tflo:'C:-

;l ( .. ,,!"I""""'~'~""" ' ..... 1.1 ...... ,,;;. v. U II .... ' , ... ~~''';;IIV ... 
familiar with ARC Chemical's M~terlajSafety 
Data Sheet for Stermzlng Gas 4, which ac
companies this shipment, the label and 
valve tag attached to thisdruh1:-

EPA Registration No. 36739-4 
EPA Establishment No. 035084: l'X-1 

o 35084-PA-2 
036736-NY-01 
o 36736-SC-02 

PRECAUTIONAL USARIO: SI usted 
no lee Ingles, no use este producto 
hasta que la etiquets Ie haya sldo 
explicada ampliamente. 

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

STATEMENT OF 
PRACTiCAL TREATMENT 

IN ALL CASES OF 
OVEREXPOSURE GET MEDICAL 
A TIENTION IMMEDIATELY. TAKE 

PERSON TO A DOCTOR OR 
EMERGENCY TREATMENT 

fACILITY AT ONCE. 

IF INHALED - Remove exposed person to 
fresh air. Keep warm. If breathing has 
stopped, administer artifICial respiration or oxy
gen. D9notgive anything by mouth to an un~ 
conscious person. Call a physician even if no 
symptoms are present. Keep under medical 
observation. Symptoms may be delayed. 
IF ON SKIN - Immediately remove contami
nated clothing and shoes. Wash contaminated 
area thoroughly with soap and water. Call a 
physician. Aerate, wash or clean contaminated 
clothing and discard leathergoods. 
IF SWALLOWE:D - Give at least twoglasses 
ofwater. Do not inducevomlting. Do not give 
anything by mouth to an unconsc!ousperson. 
Call a physician. 
IF IN E:YES - Hold eyelid open and flush with 
a steady, gentle stream of water for at least 15 
minutes, Call a physician, . 
NOTE TO PHYSICIAN - Skin exposure to 
SteriliZing Gas 4 will commonly result in skin 
irritation with extensive blister formation. At 
hig h concentrations ,severe conjunctivitiscan 
occur. Irritation of the resplratory tract may 
occur, but without acute lung edema. Symp
toms of systemic intoxication are headache 
nausea, vornitlng,incoordination,and cardia~ 
irregularities_. Treatmentls symptomatic. Re~ 
feftoARe ChemicalSteriliz:ingGas4 MSDS 
Section 6. Health Hazard Data, A Material 
Safety Data Sheet forSterili~jng Gas 4 is sent 
with each shipment. )funabls to iocate it/iS-US 

. for thj~prodl!ct. please ~a;~1 P. 1(; (')Ier', ::3,1," 
. .' 'i 

Distributed By: 

ARC Chemical DiviSion 
Balchem Corporation 

P.O. Box 180 
Slate Hili, NY 10973 

Tel; 914-355-5311 
Fax: 914-355-7619 

DO NOT REMOVE THjS LABEL. 

persons who have been trained in accordance 
with the E:thylene Oxide Standard (29 CFR 
1910.1047). When usedto.terilize health care 
items, this product must be used in non-por
tabIe(COmmerclal)ethyleneoxldegassteriliz-
ers ttlathave FDA clearance. ---- - -
1. ASASTERILANTANDFUMIGANTGAS: 
A For complete use directions (including type 
of surfaces, objects, or itemslproductsrecom
mended for treatment, pre-cleaning instruc~ 
tions, concentration of gas per unit volume of 
closed space to be treated, exposure timellem
perature, relative humidity, ventilation/aeration 
time, and method of monitoring to be used) 
referto the ethylene oxide gas ster!llzermanu~ 
fact~rers' Operators Man u als. 
this product may be used only to sterilize 
medical or laboratory items, pharmaceuticals, 
and aseptic packaging.(s •• 21 CFR 
201.1(4d»or to reducemicrobialload on cos
metics, Whole and ground spices or other sea
soning materials (see 40CFR 180.151 and 
40CFR 185.2850). and artifacts,archlvalma
tena! or library objects. 
8. :sterilizatlonlfumlgationwith Sterilizing Gas 
~ must be perfonned only in vacuum or gas 
tIght chambers designed for use with Steriliz
ing Gas4. 
C, SterllizingG.3s4 cycle parameters depend 
on several stenllzing/fumigatingvariable fac
tors: preconditIoning (if any): exposure time; 
chamber air pressure; gas concentratIon: 
types and quantities of items to be sterilized/ 
fumigated; packaging: load conf\luration Inthe 

. cl]ami:>er; microbial challenge method; desired 
degree ot disinfection:and the desired perfor~ 
manee of the sterHIz.dlfumigatedproduct and 
package. 
D. The sterilization/fumigation cycle param
eters should be those prescribed by the equip
ment manufacturer. If other cycle parameters 
are used, the safety and efficacy of the alter
nate cycle parameters must be validated and 
are the responsibUlty of the user, NEVER 
USE PARAMETERSWHICHALLOWFLAM_ 
MABLE MIXTURES OF ETHYLENE: OXIDE 
AND AIR TO ENTER THE CHAMBER. 
2. INSTALLATION AND OPERATION OF 
THE CONTAINER - FOllow the directions on 
the valve tag attached to this container. 

STORAGE & DISPOSAL 
Use in accordancewJth tag attacr.edto valve. 
Store in Cool, well v~ntilated.area. Avoid ex
po:~u,~to JiedCr{dir~suiilisht~ ~~yC<l\JGC .

poJyme-rizat;cm,_ When dmr~" '~j"~' to sup-
c ... ,'.!> ".' ,.- ,'" --" . ,.I;.l . ,., -

>l . J 
pSig total pressure at 70 degrees F, 
2. Replacevalveplugstightlyin valve outlets. 
3. Check containervalve and plugs tor leaks 
prlorto shipment. 

USE: THIS PRODUCT WITHIN 120 DAYS 
OF ITS PURCHASE. 

Incase Qf accident or emergency, 
call CHEMTREC at 800-424-9300. 

.l' 


