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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY, |
Washington, D.C. 20460 o

g ety OFFICE OF
. . : . ki PREVENTION, PESTICIDES
. - : 4 AND TOXIC SUBSTANCES
Joanne K. Cashin a : - SEP 15 2008
Registration Compliance Advisor I‘
Arc Specialty Products A o o : ‘
P.O. Box 600 o ' _

New Hampton, New York 10958

Subject: Sterilizing Gas 8

" EPA Registration 36736-7 .
Amendment Dated: June 16, 2008
EPA Received Date: June 17, 2008

- Dear Joanne K. Cashin

The following amendment submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) as amendéd, is acceptable.

Probosed Amendment
Revised Label : : -
Adding Language for Ethylene Oxide ) e
General Comments

A stamped copy of the accepted label is enclosed for your records. Submit (3) cbpies of your
final printed labet before distributing or selling the product bearing the revised labeling.

Should you have any questions or comments concerning this letter, please contact Velma
Noble at (703)308-6233.
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PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
DANGER! CAUSES EYE AND SKIN

BURNS. HARMFUL IF INHALED. MAY CAUSE NERVOUS SYSTEM
DAMAGE.

DANGER! CANCER HAZARD AND REPRODUCTIVE HAZARD.

EFFECTS OF OVEREXPOS:J’R"E May be l'aﬂ # intaled in hnh

4. Respirator users muspth be ouninu:n byf: v
ractiioner to ensura physical abiity b &a :{ woar
o tor to ichtionsr is a

postod unless the
use conditions change {sse 20CFR Part 1910,134),

Follow PE. if no
such instructions mm-mmhumm andhn'{wahr Keap
and wash PPE umuly from other laundry.

concentrations. May cause tory tact ches!
hurhd'- nausea, dnrmu milqm-hndad fnw
of
&h lung fhuid in the kungs). immedtate
akin inn.ﬁon ot m- (-ldn r::wm . o
ER POSSIBLE DELAYED HEALTH EFFECTS:
May csuse nervous injury,
chromosomal end mutagonic changes, and carcer.

PEL: 1FPMTWAé por the E
Standard 20 CFR 1910.‘0‘7

Ehnr-ih anﬁhum:onhm Exposure to nm: lovels may
occur without waming to or detection by the use!

PRECAUTIONS- Do not broathe vapor. Do not swallow. Do not get in
in

reproductive effects,
no Oxids

EL:
ODOR:

User Safaty Recommendations

Users shoukd wash hands bator sating, dinking, chaving gum.
using tobaceo. of using the Wi
Usors mhould ramove clohing/PPE immedately if pestcide gets
Then wash thoroughly and put on choan clothing.

Usars should remove PPE immodiataly after handting this product.

Wni:m-uuud-ulm-ummm As 300N a3 possibin,
thoroughly ard mm&nnw&q P

ayas, on skin, or on clothing. Store and usa with adequal
accordance with the Ethylene Oxide Standard (29 CFR 1910.1047).

CTION "
A matorial h!i!dnwmh ﬂil‘uni"ﬂilb\ﬂﬂnlbbcr.
o m"'.é'é' prinil
o
houphn iy
o Tho‘ und
. of pmmnavmwhtuad.quahm rmd
lfn h' ol the -'n’gnyn and ensurs co o
requiterma FR
101087 o e ©
could

CFR 1810.134),
mn handiers have e ’umd or gkin aunh::m ETO or ETg'snlutom
as ‘th maintsnancs oy
sﬂ. hy Mmr pal ve cleaning. or claaney wp
such as an apron, pratoctive suit. or
hnEh%.’ that pmhch the aren ul M' body that might contact ETO
or
o face-sealing wmin a fufl face chiaid, or a full-face respirator.
When wearing respirators:
1. Follow the rospirator manufacturers users instructons for
crnrvnn canistars.
2. ﬂ tors must be fittostad and fi-checked rogram
|B1D u‘d)umt o OSHA's requirements (see ngscf Part

3. Respirator users mus! be traine gram that conforms to
OSHA's requiraments (see ZQCFR Part 1510 134).

In case of accident or emergen
call CHEMTREC at 1-800-424430{

DO NOT REMOVE THIS LABEL.
USE THIS PRODUCT WITHIN 120 DAYS
OF T8 PURCHASE

PHYSICAL OR CHEMICAL HAZARDS:
DANGERI - NONFUMMABLE LIQUID AND GAS UNDER PRESSURE.
cmm mdor nm use Ne3s . sparks. hot surfaces, of
o lhh aniznn tion area. Ground sl
wnanw to provent spari

Lﬂ Inuual ak evacuatn u\dkuppauonmlww!d Shut
off all sourcas of i Use self-contained breathing apparatzs and
gm clothing, and shut off leak i withaut risk.

IRE lnl:tuolh move container away from fire if without risk. Usa
nazzie o al;p container coal.

sfflusnt containing this product into fakes, ltun-

nnr-, uns of other waters unless in mlﬁkﬂﬂl
(N DES) mdl'w’;;wmnnmng hl;wbn tifiod h y‘;:
n M wil
oo 2 ‘:.cﬁdum umum :o p'odud to

hb Whuv B\un or annnl

is lhl of this mat be tamdlar with ARC Specialty
Products’ lhbnd th(y D-h Sh--t lbv shn!zmg Gas 8, the label and
valve tag attachod to this cylindor.

EPA Registradon No. 36738-7
EPA Establishment Na.

D 38736-NY-09
O 36736-5C01
[ 36736-M0-01
O 35084-PA-2

STERILIZING
GAS 8

STERILANT/FUMIGANT
ACTIVE INGREDIENT: l-.TH\U-.\FU\IDE aste
(CAS NO 75218
INERT INGREDIEN ARBON BIONIDE
(CAS MO 1283849

IR

TOTAL:...

Keep Out of Reach of Children

DANGER PELIGRO

PRECAUTION AL USARIO: Si usted no Jee
Ingles. no wie eate producty husta gue la
eliguetn e hava sido explicada amolinmcat:.

Users must folow of the OSHA O
Exposure Standard for ethytene oxite (20 CFR 1910.1047).

FIRST AID

iN ALL CASES OF OVEREXPOSURE GET MEDICAL
ATTENTION IMMEDIATELY. TAKE PERSON TO A DOCTOR
OR EMERGENCY TREATMENT FACILITY AT ONCE.

1F INRALED - Move parssn to fresh air. Keop warm, {f person is not
bres . cafl 8110 an ambutance, then Tv- artficial respiration,
prel f possibie. If broa! is dsfficult,

o » T traatment

C

TACCEPTED

o

Under the Fodaret Insecticide, Fungicisa, ang
Rodantisda Act 25 emended, fufﬂni% A

ido. ¢ giatored undzr

RuNo 36736 =7

DIRECTIONS FOR UBE

Itis a violation elFodnrnl L-wh use haproduana m-nrm incorsistant
with its with all of

the nmmnhbe 0 l.o danSCFR 1310 1047 product

used faciites that meet the requirements of the Ethylene

Oxide Standard cr-'mmnmm This product may bs used anly in non-
partable (commet vaguum of chambers for use with
th mﬂ& mn nt‘l'hnpmdaam-ybcmdonﬂby
with Efhylers Oxide

stordize haatth cara itams, this

sw(ﬂ CFR ‘BW 1047). Wh.nm.dw
product used M non-portable (commercial) ethylens oxide gas

ﬁrlzzm that have FDA dnrlme

in contract stariization faciities, mMrv faciities treating medical

oquipment and supplies. musical instruments, libmyhmuun artifacts,

cosmetics, and spices the following requiremants must be followed:

smhmm with ETO muub' parfumno only in vacuum or
dnqr-dh r ume with ETO. s

response nd
cird of the Ma‘r'hl Safaty Dlh Sheet and nhmr.mahnah
" relatad to the hes!th hazards of exposure to ETO.

In oldﬂ o loducu amm hv-h of lhyﬁm oxide, lengthy facility asration
m tantis) m—b risks to smployees naot
dir-cw rod in Iho olhyhm q)od- applicatior

Air monitoring shoukd includad the ontrn facilty inchuding office spaca, break
areas, and loadingfunloading are:

1. A8 A STERILANT AND FUMIGANT GAS:
A. For complets uss directions (including typs of surfaces, objects, or
pre-claaning _ instructions,

mﬂn'wnrwvnhm of closed space to be traated, exposure

yb-dlhw:

mina thing tme/tamporatirre, relative humidity, ventiat aoration Gme. and methad of
'JEL‘ Bml‘ne::%gumpi::q of w..'}‘?m ts-%m.‘g:n“"‘ monitoring o be md refer to the ethylene oxide gas sterlizer
poisen controf contsr of doctor fof treatment advice. Aerats, wash or manufactuns’ Operators
clean oo tod discard lasther goods. pmdﬂllnybcmdmblhrizc medical or labora
(F SWALLOWED - Call g of doetor ¥ for and sseptic P‘cm “' 21 CFR 201.1(d) )) or b

freatment advice. Have person sip Mmuusolwawn-bhm
swallow. Dcmlm.uvwmuv Do not give enything by mouth to an

unconsclous pal
(F IN EVES ~ Hold .ynup.nund rinse slowly and gently with water for
15-20 mirutas. Call a poison control center or doctor for treatment

HOTUNE NUMBER ~ Havs the product container or label with you
when @ poisen controd canter or doctor, of going for teatment.
You ma contact 1-800-424-8300 for smergency medical teatment

NOTE TQ PNVSEIAM - §kin exposure o Stardizing Gas 8
itation with extensive blister fomkm At high
ne, sove! conimtllvlh can occur. litation
respiratory tract may occur, but without acute lung nhma Symphm‘ of
z's’tnmc intoxication are headache, nausea, voMitng, incoordination,
cardiac is

Refar o ARC Specialty Products’ Stani Gas 8 MSDS. f unable to
locate MSDS for this . pleasa ca ARC Specialty Products at the
talephona number below and request that one be sant immediatsty.

reduce microbial fomd on cosmetics, ground spicas or other
seasoning mhnab (sea 40 CFR 180, |5|) znd ambcb. archival matesiad

or Ebrary obj

Distributed By:
ARC Specialty Products
Balchem Corporation

P.0. Box 600 - New Hampton, NY

10958
Te): 845-326-5611
Fax: 845-326-5708
www.arcspecialtyproducts.com

Net Cuntents: Ibs.

This product may nut be used on or in amy form of basfl.

Aftar August 1, 2008, this product may onty be applied to or on lplcu.
drhdmhhluuuonhg-um ETO s meth

that uses a single sterfiization chambat to pre-condition snd
with an aiternating vacuum and serstion purging procedure, If you
wish 1o employ an aftemnative method to that described below, you
must contact the Environmental Protection Agency Offics of Pesticide
Programs for instruction on how to receive authorization.

Placs spices in the Ureatment chamber, Assure that the mixture of
ethylene oxide and alr Is compatible with tha chamber design, then,
Introducs into the chamber a concentration of Ethylsne Oxide not to
exceed 500 mg/L, with a dwell time not to exceed § hours. Then
evacuate the gas from the chamber using a sequence of not less than
21 stesm washes {injections and evacuations) between 1.5 PSIA (27~
Hg) and 5.0 PSIA (20"Hg) whils maintaining & minkmum chamber
temperature of 115° F.

cycln par:m-hn

8.

Vacuum of

C. Shﬂm?m . dopend

sauiixuvlunpthgvuh Rctors: nditioning

rm- chnmhrn-m wcovung:l:l.;.q wq.m'zmgi:m
s“ o >

mnbhldulonon enothod, d-mdd.gm of disinfection; and tha desired

D. The steriizationiumigation cycle mmdl-d gwum ibad
P L] 0se prascril
manufactxer. 5

4' Gu!mmb-plmmdonlym
daxigned for use

on monl

by If other cycle tars are used, the
:ah :z‘?"mhy of ml lhmah n-;‘:mnw be vabdated and
ara II USE PARAMETERS WHICH

8 MD(TURES oF STERILIZING GAS 8 AND AIR TO
ENTER THE CHAMBE

2. INSTALLATION AND OPERATION OF THE CONYAINER Follow the
directions on the vave tag attache«

STORAGE AND DISPOSAL
Do nut contaminate fou, fecd, or water by storage and dispusal.
PEWILID! STORAGE

Us in nu.onhx: with «
Avoid expoxure to heal or
PESTI lJ! DISPO"'\
Pesticide Wastes orc uukl) hazardous. Improper disposal of exvess pesticide.
spray. or mixturc of rinsat: iy a violation of Federal ] aw. If these wasics cannol be
i of by tze according b label mtmumm contact vour Statc Pesticide or
azandouss Wasle iepresealative at the

attached W vale. Store in cool. well-ventilated wen.
rect sunlight us may cause polymerization,

Environmentsl Contl Agency, or e |

nearest EPA Regional Ollice for guidance,

CONTAINER DISPOSAL

When emply, refum W mpglm only. Before notumming container tu suppher:

1. C\vl;] s pa:fwﬂ should be below GIXI psig whea empty. Check that continer
valve is

2. Replace uJ\. plll! tightly in valve outlet

3, Check container vals ¢ and plug for feaks privr o shipment,
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