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SURNAME: 

ARC Chemical corporation 
PO BOX 180 
Slate Hill, NY 10973 

Attention: Mary F. Towle 
Regulatory Specialist 

Subject: sterilizing Gas 4 
EPA Registration No. 36736-4 
Your Letter Dated July 19, 1995 

SEP 28 i995 

The Letter (label update) 
connection with registration 
Fungicide, and Rodenticide Act, 
that you: 

referred to above, submitted in 
under the Federal Insecticide, 
as amended, is acceptable provided 

1. Make the following labeling changes below before you release the 
product for shipment bearing the amended labeling. 

a. The Misuse statement: "It is a violation of Federal Law to us 
this product in a manner inconsistent with its labeling" must be 
placed directly below the heading "Directions for Use". 

b. Add the following precautionary heading: 

KEEP OUT OF REACH OF CHILDREN 

Place this heading directly above the signal word: Danger 
which appears in the center panel of the panel. 

c. The statement " ... wear impervious chemical 
boots, head cover ..• " should be moved to 
precautionary labeling section. 

resistant gloves, 
the left panel 

d. Revise the statement: " ... by medical professionals, or trained 
technical personnel .•. " to read: II ••• by medical professionals or 
trained technical personnel for sterilizing medical equipment such 
as instruments in hospitals. 

e. The Note to Phys;~ian statement is required on pesticide labels, 
especially for this product. The EPA has only juridiction over 
pesticide labels and EPA has no authority over Material Safety Data 
Sheets (MSDS) . The MSDS are under the purview of OSHA. 

COHCURR!HCI!S 
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2. According to our records the company name on file is ARC 
Chemical Corporation. A formal request must be submitted to change 
the company name to ARC Chemical Divison Balchem corporation. 

3. A release for shipment of the product bearing the amended 
labeling constitutes acceptance of these conditions. 

4. A stamped copy of the labeling is enclosed for your records. 
Submit one (1) copy of the final printed label prior to release of 
the product for shipment. 

If you have any questions concerning this letter, contact V. 
Goncarovs at 703-305-6663. 

Enclosures 

Sincerely yours, 

Marion Johnson 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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STERILIZING GAS 4 
Active Ingredient 

ARC Chemical Dlvlalon Balchem Corporation 
P.O. Box 180 

EPA EST .. NO. 

Ethylene Ox/de·. . . . • • .• 10% 
Inert Ingredients ...•..• 90% 
Total .......•. 100% 

S18te Hili, NY 10973 o 35084-TX-l (914) 355-2891 
o 35084-PA-2 

DOT SHIPPING NAME: 
FLAMMABLE GAS 

UN 1041 
AQ 

DANGER PEUGRO 

o 36736-NY-Q1 
o 36736-SC-02 

EPA REG. NO. 36736-4 

NET CONTENT!l_· _LBS. 
Ethylene Oxide CAS f?~&21-8 
Carbon Dioxide CAS #1.:04-38-9 

PRECAunON AL USARIO: Si usted no lee Ingles, no use este producto hasta que la etiqueta Ie tWo'a sida 

explicada ampliament. 

KEEP OUT OF REACH OF CHILDREN 
DANGER I FLAMMABLE UOUID AND GAS UNDER PRESSURE. 
CAUSES EYE AND SKIN BURNS. HARMRJL IF INHALED. 
HARMAJL IF SWALLOWED. MAY CAUSE RESPIRATORY AND 
NERVOUS SYSTEM DAMAGE 
DANGERI CONTAINS ETHYLENE OXIDE. CANCER HAZARD 

AND REPRODUCTIVE HAZARD. 

PRECAUTIONARY STATEMENTS; 
Hazards to Humans and Domestic Animals 
Do nol br •• h. vapor. Do not get In .yu. 
on sldn or on clolhlng. Slo .. and use wtlh 
.~I. venUlaUon. 
Wash thoroughly with soap and water aft", 
handling. 

EFFECTS OF OVEREXPOSURE: May be holalll Inhaled In high 
eonCfonlratlons. May "" .... Irrltallon of resplralory Iract, ch.al 
IJghtn ... , he.daehe, n_ea. vomiUng, dlarrh ••• IIghl-h • .ded 
f .. Ong, dl:aln .... _aim .... drowsiness, cyanosis, loaa of 
coordlnallon, convulsion.., com.., delayed lung Injury (nuk! In 
lungs), Immedlat. or delay.d sldn Irritation and bllslers. 
allergic sldn • 

OTHER POSSIBLE DELAYED HEALTH EFFECTS: May caue. 
nervoua system JnJury, eat •• cta. .... rs. 'eproducUva effects, 
chtomoaom.81 and mulagenJc chang_, Ind eance,. 
PEl.; 1PPM·TWA (OSHA.29 CFR191G.1047). 
El.; SPPM ... cu .... on limit, 15 m1nut-. 
ODOR: Elller-ilk. III hlgll concentrations. Exposur. 10 IQlCi, 
lavela may occur wtlhoul warnlnll or delectlon by lhe ..... 
PRECAUTIONS: Do nol breath. vapor. Do not awaU_. Do not 
gill In .y.... on sJdn, or on clothing. Slor. lind .... wtlh 
adequal. venUlalion. 

PHYSICAL AND CHEMICAL HAZARDS 
Conlenla und., pr ... ur .. U .. only In a cJoeed .. pi ..... No pari 
of the contJllner may be upoetod _a 125"F (52"C). C_ 
valve when not In Use and when empty. U .. In Keordanca 
with tag aIIech.d 10 valve. 

ENVIRONMENTAL HAZARDS 
Ehylene oxide, Ih. aellve Ingr~ In Slerlllzlng a.. 4 I .. nol 
Inlend.d for ouldoor..... Ethylene nxIde Is a nonpersl8lenl 
chamlc"I.lruelura which would not be upected 10 accumulal. 
In th. environment II.. modaral. Ie"" of aquatic loxlclty 
coupled with Ihl .. nonpetslalance should p'""anl any long
lerm loxlc effect" on aquallc sysl.ms. 

LEAK: Evaeu"'e ar .. and keep personnel Upwind. 
Shut off all SOUrces of IgnlUon. U .. Mlf contalned br .. thln· 
appar"' ... and p,otectlva clothing, and .. hut off la'" If wtlhoul 
rl"k. 

FIRE: Move conlalner _y from lire If without 
risk. Use water .p'ay or fog no%2l. 10 .... p conlaln., cool. 

DIRECTIONS FOR USE: This product is limit&1 to ' ,~e ONLY in 
commerciaJ gas sterilizers by medical prc~~,aJs .x trained 
technicaJ personnat. There are 8 number of er.tical variables whieh 
mUlt be in proper relationship with each o'h'" in order for 
Sterilizing Gas <I to be an effective slerilizinglfun ,igatng agent. 
Refer to instructions specific to the sterilizing unit as issued by the 
stenlizer manufactur",. In situations where a risk 01 dermal 
exposure and/or contact with Sterilizing Gas 4 exists users must 
wear impervious, chemica) resistant gloves, boots, head cov",. and 
clean, imp&IVious body oovering clothing to prevent any possibility 
of skin conlact 

STORAGE AND DISPOSAL: Slo,. In a cool. _Il ventllaled 
ara.. Avoid apoaura 10 heal or dlrecl sunllghL Do nol 
contamlnale _I ... , food, or IMd by alorag. 0' dtspoaal. 

PESTICIDE DISPOSAL: Do not dlapoa. of this 
producL Any surplua produet should remain In Ihla cylinder 
Ind be r.turned to the manufactura, for reclaiming through an 
appropriate scrubbing aplem. 

CONTAINER DISPOSAL: Ratum thle container 10 
manufactur.r only. 

IN AU. CASES OF 
IMMEDIATELY. 

TAKE PERSON A DOCTOR OR EMERGENCY TREATMENT 
FACILITY AT ONo:.E 
IF INHALE", """""e exposed person 10 fresh air, keep _nn. 
II "", ~,e.thlng. give _clal r..plraUon. II breathing Ia 
"JJ1ICUtt, glv • ..."g.... Call. phyalcIan. 
IN CASE OF CONTACT, Immedlalely nuall ey .. or akin wtlh 
p .. nty of _er for • _I 15 mlnut .. whI .. removing 
eontaml ... l.d dothlng and sII..... Call a physJclan. A_e, 
_II or e..... conlamlnat.d clothing and dlacard I.alller 
gooda. 
IF SWAllOWED, glva al I ... two gl ..... of waler. Do nol 
Induca vomiting. Do nol gIv. anything by mouth 10 an 
unconac:foua pereon. Cal a php!clan. 
NOTE TO PHYSICIAN: REFER TO ARC CHEMICAL'S 
MATERIAL SAFETY DATA SHEET FOR STERILIZING GAS 4. 

II Ia In vIolatton ot t.dMal 1_ \0 .... Ihls produclln a mannar 
Ineonatal.nl with Ita labeling. . 

IN CASE OF EMERGENCY IN USA: 
., I. 

Call CHEMTREC l-l1Cl(l.424-9300 

• SEP 2 8 1995 
DO NOT REMOVE THIS LABEL 


