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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

J1J1/ I ; Iff7 

ARC Chemical Division Balchem_ CQr-po~<!.tion_ _ _ .co. __ 
P . O. Box iE·o .-
Slate Hill, NY 10973 

Attention~ Diane Powerg 
Vice President 

Subject: Sterilizing Gas 6 
EPA Regrscratio-ri Wumber 36736-6 
Your Submission Dated May 16, 1997 

The amendment referred to above, submitted in connection 
with registratioQ_unde~ th~Fe~~rq~ Inse~~~c~der Fungicide, and 
Rodenticiae--Acl: ,as amended ; to upda teyour laFel -is- acceptable. 

A stamped copy of the labeling is enclosed f9r-your records. 
Submit one copy of the final printed label before you release 
this product for shipment pearingthe amended label. 

If you·-have any questions concerning this letter, please 
contact Velma Noble at (703) 30-8-6233. 

Sincerely yours, 

Rebecca S. Cool 
Product Manager 31_ 
Regulatory Management Branch 1 
Antimicrobial Division (7510W) 

CONCtlRRENCES ::::e:: ................................. -......................... _ .... _ .. .... ~ ............ .................... -.................. _ ......... . 
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EPA Fonn 1320-1 A (1/90) OFFICIAl. FI1.E COPY 



<. . . • STATEMENTS 

';,"." .\l: 

HAZARDS TO HUMANS & 
DOMESTIC ANIMALS 

DANGERI CAUSES EYEAND SKIN 
BURNS. HARMFUL IF INHALED. 
MAY CAUSE NERVOUS ·SYSTEM 
DAMAGE. 

DANGERI CANCER HAZARD AND· 
REPRODUCTIVE HAZAR·D. -

EFFECTS OF OVEREXPOSURE: May be 
fatal if Inhaled In high concentrations. May 
cause irritation of the respiratory tract, chest 
tightness, headache, nausea, vomiting, di
arrhea, light-headed feeling, dlzzln&5S, 
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 HEALTH 
EFFECTS: May cause nervous system in
jury, cataracts, adverse reproductive effects, 
chromosomaiand mutagenic changes. and 
cancer, 
PEL; 

EL; 

ODOR; 

1 PPM TWA (as per the 
EthyleneOxide Standard 
29CFR1910.1047). 
5 PPM - excursion limit 15 
minutes 
Ether-likeat high concentrations. 
Exposure to toxic levels may 
occur without warning to O( 

detection by the user, 

PRECAUTIONS- Do not breathe vapor. Do 
not swallow. Do not get in eyes, on skin or 
on clothing. Store and use with adequ~te 
ventilation in accordancewith the Ethylene 
Oxide Standard (29 CFR1910.1047). 

PHYSICAL OR CHEMICAL HAZARDS: 
DANGERI- HIGHLY FLAMMABLE LIQUID 
AND GAS UNDER PRESSURE. 
Contents under pressure, Do not use near 
flame, sparks, hot surfaces, or allow sources 
of ignition near the sterilization/fumigation 
area. Sterilizing Gas 6 is extremely 
flammable and reactive, Ground all 
equipment (including this container) to 
preventsparks, 
WARNI NG - Contains dlchlorodiflourometh
ane, a substancewhich harms public health 
and the envlronmentbydestroyingozone in 
the upper atmosphere, 
LEAK -In case of leak evacuate area and 
keep personnel upwind. Shut off all sources 
of Ignition. Use self-contained breathing ap
paratus and protective clothing, and shutoff 
leak if without risk. 
FIRE -In case of fire move containeraway 
from fire if without risk, Use waterspray or 
fog nozzle to keepcontainercoo/, 

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 .uthor
lty has been notified in wl,tii1~~ )rior to dls-
C'\·.al~'~, Donoioisc.'- '~ .. ~.:'l!!' 
·<'.~··i':l!·,,!-,,:,:":;··.;:·, ~!. . :-~ ... ' 

;;..;, :./;.4)., ':;:II.l:~<"" ..., i~,l~l~'" .'., "'"'_'."--',,,,_ 
, . " . . 
-. ,. ""-'" ' ......... , ... ,,~J- • ....t •. ':1"'''-''- .. w'~ ...,v,,~ ......... 

your State Water Board or Regional Office 
oftheEPA. . 

It Is imperative that users of this materia!be 
familiar with ARC Chemical's Material Saf1ty 
Data She.t for Sterilizing Gas 6, which '\C
companies this shipment, the label and 
valve tag attached to this drum. 

EPA Registration No. 36736-6 
EPA Establishment No. 036736-NY-01 

o 36736-SC-02 

STERILIZING 
GAS 6 

STERILANT/FUMIGANT 

ACTIVE INGREDIENTS: 

ETHYLENE OXIDE 12% BY WEIGHT 
(CAS REGISTRY NUMBER 75-21-8) 

" ~ 12 9R .-- . 

~1WI""'lnUcticfde\ Ibs, 
lImglctele. dIld R.ldoijt::Ye1Ict u 
ame!lOed, for ;he pcaticlde. 
IeQistered under EPA Neq. f<o, J 

.-t#J" 230 -\<: 

DIRECTIONS FOR USE 

CHLORODIFLOUROMETHANE 88% BY WEIGHT 
(CAS REGISTRY NUMBER 75-71-8) 

It is a violation of Federal Law to use this prod
uct in a manner Inconsistentwith its labeling. 
It is theemployer'sresponslbllltyto follow the 
requirements of the Ethylene Oxide Standard 
(29CFR1910.1047). 

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 sido 
explicada ampliamente. 

Users must follow requirements of 
the OSHA Occupational Exposure 
Standard for ethylene oxide 
(29CFR19.10.1047). 

STATEMENT OF 
PRACTICAL TREATMENT 

IN ALL CASES OF OVEREXPOSURE 
GET MEDICAL ATTENTION 

IMMEDIATELY. TAKE PERSON TO A 
DOCTOR OR EMERGENCY TREATMENT 

FACILITYATONCE. 

IN CASE OF CONTACT - immediately flush 
eyes or skin with plenty of water for at least 15 
minutes while removing contaminated cloth
ing and shoes, Call a physician. Aerate, wash 
or, clean contaminated clothing and discard 
leathergoods. 

__ . W 1!,!.HAL§;!.~.I3~01ove expose.c! person to 
fresh air, Keep warm, If breathing has 
stopped, adminlsterartificlal respiration or oxy~ 
gen, Do not give anything by mouth to an un
conscious person, Cal! a physician even if no 
symptoms are present. Keep under medical 
observation. Symptoms may be delayed, 

._1~9.~ !~I.N . J~/Tl~d.i~.t~ly remove contaml~ 
nated clothing and shoes. Wash contaminated 
area thoroughly with soap and water, Ca/J a 
physician, Aerate, wash or clean contaminated 
clothing and discard leathergoods, 
IF SWALLOWED- Give at least two glasses 
ofwaf~r, 00 not induce vomiting. Do not give 
any thing by mouth to an unconsclousperson. 
Call a physician. 
IF IN EYES - Hold eyelid open and ftush with 
a steady, gentle stream of waterfor at least 15 
minutes. Call a physician, 
NOTE TO PHYSICIAN - Skin exposure to 
Sterilizing Gas 6 wi!! commonly result in skin 
irritation with extensive blister formation. At 
h ig h con centrations, seve re conj onctivitisca n 
occur. irritation ot' the respiratory tract may 
occur, but without acute lung edema, Symp
toms of systemic Intoxication are headache 
nausea, vomiting, incoordination.and cardla~ 
irregularities. Treatm.,;ntis symptomatic, Re~ 
ferlo ARC Chemi.::al Sterilizing Gas 6 MSDS 

. f.ection 6, ~'t:;.~~;'"l H~z3~d.Oata. A Materiai 
,~"';·~~"D~.',:::""'I' .. " '~,'" 'in(~'~:~r' I 
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th~e' felephon-e numoerhelow and requestthai~' 
_ on~b_e.~ent Imn1e9Ia~!y, 

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 THIS LABEL. 

This product may be used only in facilities that 
meet the requirementsofthe Ethylene Oxide 
Standard (29 CFR 1910.1047). This product 
may be used only in non-portable (commer
clal)v3cuumorgas-Ughtchambersdesigned 
for use with 12% ethylene oxide, 88% 
chlorodiflouromethane, This product may be 
used only by persons who have been trained 
in accordance with the Ethylene Oxide Stan
dard(29CFR 1910.1047). When used to ster
ilize health care items, this product must be 
_~s~~J~ non-port~~le tcof!1~~r~'-a.l) ethylene 
oXloe gas sterlllzers that have FDA clearance,' 
1. AS A STERILANTAND FUMIGANT GAS: 
A. For complete use directIons (includIng type 
of surfaces, objects, or itemslprodudsrecom
me'nded for treatment, pre--cleaning instruc~ 

- tions, concentration of gas per unit volume of 
closed space to be treated, exposure timeltem
perature, relative humidity, ventilation/aeration 
time, and method of monitoring to be used) 
referto the e.thy]eneoxlde gas sterlli2;.er manu~ 
facturers' Op erators Manua Is. 
This product may be used only to sterilize 
medicalorlaboratoryitems,pharmaceuticals 
and aseptic packaging,(see 21 CFR' 
20 1. 1 (4d))orto reducemicrobialtoad on co.: 
metics, whole and ground spices or other sea
soning materials (see 40CFR 180.151 and 
40CFR 185.2850), and artifacts, archivalma
terial or library objects, . 
8. Sterilizationlfumlgationwith Sterilizing Gas 
6 I"DtJst be performed only in vacuum or gas 
tight chambers designed for use with Steriliz
ing Gas 6. 
C. Sterilizing Gas 6 eyc", parameters depend 
on several sterilizlng/fumigatingvariable fae
tors: preconditioning (if any); exposure time; 
chamber air pressure; gas concentration; 
types and quantities of items to be sterilized/ 
fumigated; packaging; load configuration in the 
chamber: microbial challenge method: desired 
degree of disinfection:and the desired perfor
m.an~ .. ofthe st~ril.izedlf(,lmlgatedproductand 
package. 
D. The sterilization/fumigation cycle param
eters should be those prescribed by the equip
ment manufacturer. If other eycle parameters 
are used, the safety and efficacy of the alter
nate cycle parameters must be validated and 
are the responsibility of the user. NEVER 
USE PARAMETERSWHICH ALLOW FLAM
MABLE MIXTURES OF ETHYLENE OXIDE 
AND AtR TO ENTER THE CHAMBER. 
2. INSTALLATION AND OPERATION OF 
THE CONTAINER- Follow the directions on 
th~ valve tag attachedtc this container, 

STORAGE & DISPOSAL 
Use in accordan.:ewith tag attached to vaNe, 
Store in cool, weH ventilated area, Avoid ex~ 
posure to heat or jirectsunlightas may cause 
porym..::rizalh:,n. '.r /hen efTlply, return to 51, ': ~ 
".: ... ,. ;" .- , , ',.. .. ,'.. k'1 

·."T :.~.~~4.~."""'/~~f:·~J.<;~.~~:;:·,";o·~; .. '~' .,;.':0":" 
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.. _2:...~eelacev~ly_~plug~ ti.ghUY.in vi!lve9!J~ets, 
3", Check container valve and plugs for leaks'- . 
prIor to shipment. 

USE THIS PRODUCT WITHIN 120 DAYS 
OF ITS PURCHASE. 

In_case of accident or emergency, 
call CHEMTREC at 800-424-9300, 


