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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 

ARC Chem.i.cal COi:"poration 
PO BOX 180 
Slate Hill, NY 10973 

Attention: Mary F. Towle 
Regulatory specialist 

Subject: sterilizing Gas 5 
EPA Registration No. 36736-5 
Your Letter Dated July 14, 1995 

SEP 2. 8 i995 

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

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

1. Make the following label ing changes belcw before you release the 
product for shipment bearing the amended labeling. 

a. The headings Active Ingredient and Inert Ingredient must be 
aligned to the same left margin. 

b. 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". 

c. 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 . 

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

resistant gloves, 
the left panel 

e. Revise the statement: " ... by medical professionals, or trained 
technical personnel ... " to read: " ... by medical professionals or 
trai~ed technical personnel for sterilizing medical equipment such 
as instruments in hospitals. 
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f. The Note to Physician 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. 

2. Ac';ording 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 shi~ment. 

I f 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 5 
Active Ingredient 

Ethylene Oxide ........ 20% 
Inert Ingredients ...•... 80% 
Total . . . . . . • .. 100% 

DOT SHIPPING NAME: 

EPA EST. NO. 

o 35084-TX-1 
o 35084-PA-2 
a 36736-NY ·(H 

FLAMMABLE GAS 
UN 1041 

ARC Ch .. mical Division Balch"", CCH'poralion 
P.O. Sol! 180 

o 36736-SC-02 

RQ Slat .. Hili, NY 10973 EPA REG. NO. 36736-5 
(914) 355 - 2891 

DO NOT REMOVE THIS LABEL 

NET CONTENTS __ :.eS. NET 
Ethylene Oxide CAS #76-21-8 

Carbon Dioxide CAS #124-38-9 

DANGER PELIGRO 
PRECAUTION AL USARIO: S1 usted no lee Ingles, no use este producto 

hasta que la etiquetn Ie haya side explicada ampliament. 

KEEP OUT OF REACH OF CHIlDREN 
DANGER I FLAMMABLE UQUID AND GAS UNDER PRESSURE. 
CAUSES EYE AND SKiN BURNS. HARMFUL IF INHALED. 
HARMFUL IF SWALLCWED MAY CAUSE RESPIRATORY AND 
NERVOUS SYSTEM DAMAGE.. 
DANGERt CONTAINS ETHYL£r':E OXiDE. CANCER HAZARD 

AND REPROOLCTIVE HAZARD. 

!3l~~!'!'!!~ ~~~~~~~d DOmeStiC Ahimals 
00 ilot breath. vapor. Do !lilt get Iii .yea, 
on aldn, Of on clothing.. 5lore and uae with 
~v_lation 
Wash I!1Dfoughly wi1h ~oep end we.tef aft<!< 
~landling,. 

EFFECTS OF OVEREXPOSU"e: 'by.,. fatal if Inhaled in hk,ih 
con.,.nlrallons. May ~. IrtIIaIIon of r'"""'rat."., tr8d, ch .... 
tig!rtn_ fo, ... lIoche, ..-, ..,omltJn9, dlarrhu. light- fIeadad 
feeUng. dizziness, wealm ..... , dro-u-, cyanosis, loss of 
cool'dination, convulsions, coma, d.la-,.d lung injury (fluid In 
Iunraa), irnm..tl.. or d~ akin irriIJIllon and btisl .... , 
alIan;;;c aIdn ....c\i"". 
OTHER POSSIBLE DELAYED HEALTH EFFECTS: .. ay caus_ 
...."oua ey.tam Inlury, calaracIa, adv .......... oduetiv. co!facIs, 
ch~ and mutagenit: changea, and cancer. 
PEl! 1PPM-TWA (OSHA·H CFR1110.1047). 
EL: 5PPU..,.cu..ton Hn'~, 15 minul-. 
OOOR: Ether·li ... al high concentrations. Exposu,. to toxic 
levels may occur without _ming or detec:tion b'{ the use,. 

PHYSiCAL AND CHEMICAL HAZARDS 
Contents under pre5$ur •. Use only in a closed system. NQ part 
of tha containar may be 8Xl>0Md ahov. 125c1' (S2"C). Closa 
vatve wh.n not, in use and wnm empty. UM In accordance 
with lag attached to valve. 

ENVIRONM.:;NTAL HAZARDS 
Elnyten. oxide, th. acttve lng",dlent In Slerlllzlng Gas 5 Is not 
Int.nded lor ou'.door use. E1hylone oxide Is a nonl"""Wont 
eh_mlcal structure which would not. b. expected to accumul.ate 
In the environment. Its mod.rate IIWe' of aquatic toxicity 
coupled with this nonp.' .... t.nee ahould prevent any long-t.,.m 
tOXIC ettec1a on aquatic systems 

LEAK: tva('uata ar_ and a.p per.onnlN Upwind. 
Shut off aU sources of IgntHon. Use _11 eontalned breathing 
ap~ .. ratus and proteeUVa etothlng. and shut off I.ak If wtthout 
risk. 

FIRE: Move container _y from II ... If without 
rlak. UN water .pray or fog nout. to keep container eooL 

DIRECTIONS FOR USE: Thls product is limited to use ONLY in 
commercial gas stenll.zers by medk;aJ professk>rlels or trained 
technical personnel. There are a number of critical variabJes which 
must be in proper reJationship with each other in order fOT Ethylene 
Oxide 10 be "" etIectNe sleriJizmg!lumigating agent. Refer to 
instructions specifi'" .J the sterilizing unit as issued by tht:t sterilizer 
tfJllnuMGturet. In Situations where t! rjM\ 6f d~rr18J exposure ilJid/(J( 

toniaCt willl alllyJene oxide rud"ts us~fS musl w&ir ;mp~r"iOu •• 
cnomiCai rllt .. tanlgJ"y,,", boOtS. nead cover, .nd cJ""" ""peflli"u. 
BOdy cOvering cleIning I() prevent coy possiBility of skll) cOntact. 

STORAGE AND DISPOSAl.; S1or. \II a cool ..... vlN1lJlaled 
arOL Avoid .. poe .... 10 heat or _ suftlJghl. Do not 
conlamlrMI. wet .... food, 01 lead by sloreg. or dlapaeal 

PESTICIDE DISPOSAL - Do noI dJepoa. 01 thl& 
ploducl Any su,plua p,oc!ucl should , ...... 1 .. In thla cyllnd., 
and be murnad 10 ,h. man"lecI",., 10' nocIalmlnglhrough an 
aPf'<oprIaI. scrubl>lng syalam . 

CONTAINER DISPOSAL· R_urn Ih~ eonblnar to 
manufacturer only. 

IN ALL CASES OF 
IMMEDIATELY. 

TAKE PERSON A DOCTOR OR EMERGENcY TRFATYENT 
F:'.!:IUTY AT ONCE. 
IF INHALED, remova axposed person to " ... h .1" k .. p warm. 
II nol br •• thlng, glve artllle181 ,espi,atlon. " b-a,lhing is 
difficult, glv. Olr)'gell. Can. "hyel"an. 
IN CASE OF CONTAC1, immedialely n ... h eyes "r akin wit~ 
plenty of _a, 10, al "'51 15 minutes '."lIe ,emovlrg 
contaminated clothing and .t7oes.. Can a phy$~ci8n. A.rat., 
wash or ct.an contamin •• d clothing and discard I •• ther 
goods. 
IF SWAu.DWED, give .-i ietust two giaasee of w&.t.r. DQ n •. h 

Induce vomiting. do not give anything by m..luth to ;- r 
unconscious person. CaU a physJcJan, 
NOTE TO PHYSICIAN: REFER TO AR": CHLMICAL'S 
Mt'TERlAL SAFETY DATA SHEET I", St.'1ll21"~' G ... 5. 

it od In violalton of hKteral ltlW to dS. thLa prOdUIJ In d manner 
IncoruJlslenI with Its Iabelln\!. 
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tN CASE OF EMERGENCY IN USA: 
Call CHEr.< fREC 1-800-424-9300 
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SEP 2 8 1995 

BEST COpy AVAILABLE 
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