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Office of Pesticide Programs 

Antimicrobials Division (751 OC) 
1200 Pennsylvania Avenue NW 

Washington, D.C. 20460 

(under FIFAA, as arnended) 

NOTICE OF PESTICIDE: 
L Registration 
_ Reregistration 

Nilme nnd Address of RegIstrant (include ZIP Code): 

Honeywell International, Inc. 
101 Columbia Road 
Morristown, NJ 07962·1053 

EPA Reg. 
"'~t-J.C:V 
'Mlll!tl!!/. 

67470-10 

Term 01 Issuance' 

Date ot Issuance: 

APR - 5 2J1J? 

Unconditional 

Name of PesticIde Product 

Steriflo 

Note: Changes in labeling diHering in substance tram thaI accepted in connection with this registration must be submitted to and 

accepted by the Registration Division prior to use of the labe! in commerce. In any correspondence on this produc' always reler to the 

above EPA registration number. 

On the basis 01 in1ormation furnished by the registrant, the above named pest'lcide is hereby registered/reregistered lInder the Federal 

Insecticide, Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect 

health and the environment, the Administrator. on his motion. may at any time suspend or cance/the registration of a pesticide in 

accordance with the Act. The acceptance of any name in connection witn the registration of a product under this Act IS not to be 

construed as giving the registrant a right to exclusive llse of the name or to fis use jl it has been covered by others. 

This product is unconditionally registered in accordance with FIFRA sec 3(c)(5) 
provided that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA 
sec. 3(c)(5) when the Agency requires all registrants of similar products to submit such 
data; and submit acceptable responses required for re·registration of your product under 
FIFRA section 4. 

2. Make the labeling changes listed below before you release the product for 
shipment: 

a. Revise the "EPA Registration Number to read, "EPA Reg. No. 67470·10". 

l;1r°f 
AP/VfflCiaJ 

Velma JJble 
Product Manager Team-31 
Regulatory Management Branch 1 
Antimicrobials Division (751 OC) 

cF'f'I t'"urrn tlO/V-O COHeulUll:lICI:S 

Date· 

APR . 5 2ffJ7 
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CHEMISTRY 

1. The requirements of PR Notice 91-2 were satisfied. The nominal 
concentration of the active ingredient given in the proposed new Basic CSf 
dated 11/28.2006, agreed with the percentage declared on the product labeL, 

2. The upper and lower certified limits for both the active and ingredients were 
acceptable. 

3. The active ingredient, ethylene oxide, is from a registered EPA Reg. no. 
67470-6. 

4. The proposed new ingredient, pentafluroethane (HFC-125) and 
heptafluoropropane (HFC-227ea) utilized in the formulation are approved for 
use in this and other pesticide formulations. 

5. The proposed registration based on its purpose and similarity to the existing 
EPA registered product, OXyfume 2002, meets the requirements of a "me
too" registration. 

6. The product chemistry requirements were addressed via the selective method 
of support utilizing the product chemistry data generated under MRID 
#433109-01. As a "me-too" registration this method of data support is 
accepted. 

7. All other elements of this new product registration submission and the 
proposed new Basic CSF, dated 11/28/06, were accepted. 

FIRST AID STATEMENTS 

I) Move the "Leak" and "Fire" statements such that it appears under the "Physical and Chemical 
Hazards" section. 

2) Delete the first statement under "Environmental Hazards" section. 

3) Several statements, specifically, the 3rd, 8th, 9th, and 10th statements under "Directions for 
Use" and 4th statement under "Storage," must be revised hy deleting the tenn, "should", and 
stating "must" such that the lahel is in compliance with PR Notice 2000-5, Mandatory 
Language. 

4) Revise the "First Aid" statements: 

a) Delete the phrase, call a physician. State "Call the Poison Control Center or doctor for 
treatment advice." 

b) Revise the first statement under "Ifin Eyes" to read "Hold eyelids open and rinse slowly and 
gently with water for 15-20 minutes." 

5) The "Note to Physician" guidance must be added to the label. It must state: 

Skin exposure to Steriflo will commonly result in skin irritation with extensive hlister t(,rmation. 
At high concentrations, sevcre conjunctivitis can occur. Irritation of the respiratory tract may 
occur, but without acute lung edema. Symptoms of systemic intoxication are headache, nausea, 
vomiting, incoordination, and cardiac irregulatrics. Treatment is symptomatic. 
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your final printed labeling before distributing or selling the product bearing the 
revised labeling. 

Should you have any questions or commentd concerning this letter, please 
contact Zenobia Jones at 703-308-6198. 

Sincerely, 

Vf~1Wf/ 
Velma Noble 
Product manager 31 
Regulatory Management Branch 1 
Antimicrobial Division (7510C) 
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PI-lE(,AlICION AL lISliAH.I(): Si tlsled llil Icc In!!-iL':-, Ill) lise ('sic prodlH:(O hasln <-JUl' la ctiqucw la hay a sido cxplicada lJI11pliamL"l1lc. 

Nolt., W USL'rs: Follow the r('ljuin.::mcnh of IhL' ()SIIA (lcL'upatioll,-ll exposure slllildard for ethylene oxide (29 (TR 19 I 0.1 (47). 

PRECAUTIONARY 
STATEMENTS 
BAZAIHlS TO BllMANS AND 
DOMESTIC ANIMALS. DANGER! 
CAUSI'S I,YE AND SKIN BURNS. 
IIARMI'UL If INHALICD OR 
SWAIL.OIIiED. MA Y CAUSE 
RLSI'I RA TOR Y AND NERVOUS 
SYSTEM DAMACil'. DANGER! 
CANCER I-IAZARD AND 
REI'ROD\ ICTIVE HAZARD. 
EFFECTS OF OVEREXPOSURE: May 
be fatal if inhaled in high conccntmtions, 
May calise irritation of respiratory Iract 
chcsttl!!htill'ss. headache, nausea, 
vomitillg. diarrh~a. lighl-hl'<'H.tcd feeling, 
dizzillt..''-i.'i. weakness. drowsiness, cyanosis, 
hISS of c{lon/ill;lfi{lll. convu/:-ioIlS, comB. 

1..\o;.·\aYI..'d lUll!,: injmy (tluid ill IUI\p:s), 
illll1ll'dialL' or delayed skill irritation and 

I'IUcCAliTIONS: Do nol hrcatl", 
v'lpor. f)o not swallow. Do nof ge' in 
('yes, on skin, em clothing. Storc and usc 
with adequate ventihlfion in nccordance 
with 29 CFU 1910.1047. 
LEAK: Evacuate arc;) and keep personnel 
upwind. Usc self-l·onlailled breathing 
apparatus <lnd protectivc clothing, and shut 
off leak if WllhoUl risk. 
1'1 H.E: Move container away Ihull fire if 
without risk. Use vduer spray or f(lg 
noule In keep (:onlniner cool. 
I'HYSICAL AND CHEMICAL 
HAZARDS 
LIQUID AND GAS UNDER 
PRESSURE. Use oilly in closed ,yslcm. 
No part of the container may be exposed 
ahl1Vc 1 25('f (52~'C). Close valve when not 
ill usc !.Ind when empty. 
ENVIRONMENTAL HAZARDS 

blisl('r~. allergic ..... kin rC;:h:lioll. Ethylene oxide is 1101 intended fix outdoor 
OTH ER POSSI BLE DELA "r~D usc. Do not discharge effluent containing 
HEAL Ttl EFFECTS: May calise this product into lakes, streams. ponds 
nervous systL'm injury, Calarai':ls. adverse estuaries, ocean!' or public waters unless 
reproductive effecls, chromosomal and this is specifically idcl1Iified and addressed 
Illutagenic changes, and cancer. ill an NPDES permit. Do 1101 uisciwrgc 
PEL: J PPM-TW A Ethylene Oxide effluent c()lltaining this product to sewcr 
(OSHA-29 CFR 1910.1047) 'ystems without previously notifying [he 
EL: 5PPM-cxcllrsion limit, 15 minutes. sewage treatment plant authority. For 
ODOR: Ether-like at high concentrations. guidance, contact yom State Water Board 
Ex.pnsure to toxic levels may occur or RegiOl~al Office oflhe EPA. 

witholtt wllming or detection ~ .. tie:~r~ . ~_p!';''''''''1' 

FIRST AID: IN ALL CASES OF 
EXPOSURE. GET MEDICAL 
ATTENTION IMMEDI/\TU.Y. TAKF 
PERSON TO DOCTOR OR 
EMERGENCY TREATMENT 
FACILITY ATONeI'. 
IF INHALED: Move ('xp{)~cd per~otl to 

fh:-sh air and h'cp warill. If tlot breathing, 
c;l\l911 or an cllTlbulance, then give 
aniJicial respiration. Ifbreathing i~ 
difficult, give oxygen. Call ,1 physician 
evcn ifno symptoms arc present. Keep 
under medical observation. Symptoms 
may be delayed. 
U' IN EYES: Wash eyes immediately 
with large amounts ofwalcr for at lca~l 15 
minutes, lifting the lower and upper 
eyelids. Can a physician. 
IF ON SKIN OR CLOTHING: 
JlllIllcdiatcly rillse skin wilh plenty of 
watcr flll· IS - 20 minutes \vhilc removing 
conl~minaled clothing and <::.hocs. Can a 
physician. Acratc, wash or clean 
contaminated clothing and discard leather 
goods. 
IF S\VALLOWED: Call a poison control 
l:entcr or doctor for treatment advice. 
Give at leasl two glasses of water. Do not 
induce vomiting unless told to do so by a 
physician. Do not give anything by 1110uth 
to an unconscIous person. 
IN CASE OF MEDICAL 
EMERGEN(,Y CALL: • AC~r::~. '~lTS \ 

\ with CO~ "j);rted: I-X()()-49X-570L Have a copy "I' Ihe lahcl 
t~ EPA Lett r MI\1 or the MSDS when calling a poison r APR - DN' ,. contr(ll eelller or doctor or going f()r 
\ treatment. 

\lndeTtheFe~~IIC tnseoicidtias NOTE TO PHYSICIAN: REFER TO 

FUlE. .,' ".~ It' "esticide, /. '7 " 10 _ /0 SECTION IV, FIRST AID MEASURES 
amended.· "PM deg. No. V' T OF THE MSDSs FOR EACH 
leglstalet! uw'"' U INGREDIENT, To obtain MSDS,. call 1 _ 

___ . _ _____ _ ROO-522-ROOL 
IlH()RI \ ISIN(, OR IIANDLlN(; r HIS I'IWIJlIl'T YOU MUST ALSO READ AND UNDERSTAND THE MATeRIAL SAFETY 
DATA SIIiTTS I'OR THIS PRODUCT. 
[)()T/I:\'1() Shipping Name: Liquefied G~IS. N.O.S. (Efh.vkne Oxide, Pentafluoroethane, Ileptafluoropropane) 
Halanl Class: 2.2 
II) Numher: UN .1163 DOT-SI' 101M 
EPA Registration No. 67470-_ 

BATCH-

!iFJ{l':.O()I ItJ. O()OOXS7.:!.DOl·) 

EI'A Estahlishment No. 67470-AZ-OOI 

DO NOT RI·.MOVE THIS LABEL 

Honeywell 
101 C olumhia Rd. 
Morristown, NJ 07962-105" 

MAD!" IN USA 



DO NOT REMOVI, ·11\(; 
SIN-jO" 
STERILANT-I'UMIGANT GAS 

DAN(;ER' LIQUID AND UAS LINDER I'RI-SSLIRE 
HARMFUL IF INHALED. 

1l1R1·CTIONS I-OR \ lSI· 
11 i~;1 \'io];JliOll ofh:dcral 1.,1\\ 10 lISl' this prodlll:l in a mallllt:r 

illCUIl'>ISIL'1I1 \\·1111 ih lalwling. 
NOTE TO lISl':lt: Whcn Ilsl.'d in Ih\.' workplalT, it i~ the crnploycr's 
respollsihility 1(1 L'1l:.UfC lilat all pCJ":-iollncl iln; familiar with and 
adhere to 29 CI-R 1910.1047. Slcrillo is a highly hazardous material 
and should hl' lIsed only hy personl1cllrailll'd ill ils proper usc. All 
pcrsons working with Sterino lllllst have knowledge of the hazards 
of this cilelllicalmix\urc and mu'\l he tmincd inlhc proper lISC of 
required respirator equipment. monitoring and detection devices. and 
in the implementation of cmcrgelKY prlH.:cdurcs. 
Tn be Llsed only by persons cxpcrienr.:cd ill Steriflo sterilization and 
fUlllig[lIioll. or by persons under direct stlpeniislon of per SOilS who 
an: cxperienced in Steriflo s\criiiLa\ion and fllmig.ation. Lise only in 
an:ordaJlL'c with the directions and the safely precautions listed 011 

IhL' lahel and this lag. Sec current HOlleywcl1 Material Safety Data 
Shcc\ fhr Stcriflo. 

STERILIZA nON AND FUMIGATION Steriflo may be safely 
used onl)' \0 sterilize rnedical and laboratory i\crns, phamlaceuticals. 
aseptic packaging. and reduce microbial load 011 cosmetics. Items 10 

be sterilized should he thoroughly cleaned nfsoil before ocing 
placed III any lype of sterilizer. 

A. Slcril10 may be uscd only ;11 t~lcililjcs thaI meet the rC4uircments 
of ~l) t 'FR ll) 1 (1.1 (147 ill nOIl-ponahk (col11l1ll.,'n:ial) vacuulll or gas
tig:ht L'ha111hcr.., dl.'~igllcd for lI."C wilh IOAnel ethylene oxide, 7.7% 
Ilepta lluo['(lpropanc and X I .l)!; II p~lllaJllloroethalle. Slcri no Illay be 
lI~cd onl) by persons \\'Iw have be(.;']] trailled ill ac.:con.lallce with 29 
CFR 19\0.1047. Who,,::n tI~cd \() steriliz.e health care itcrns, Stcriflo 
must he used illiloll-portable (col11lll(.;'fcial) ethylene oxide gas 
sterilizers that have FDA clearance, and in accordance with 
directions ~upplied by \he sterilizer manufacturer. 

NOTE: It is u violation of Fedcml Lmr to use Steritlo 
Sterilant!fumigant Gas for the fumigation of beehives, airplanes, 
train~, buses, ships, tmcks, trailers, warellollses. or other similar 
space", 

H. Sll'riflo cycle parameters depend on several sterilizing/fumigating 
variable 1I,ctors: preconditioning (if allY); exposure time; chamber air 
c{l!1L'cJ1lralion; ethylene oxide concentration: chamber temperature; 
hllillidily lc'id~ types and quantities of items to be 
sterilized/fumigated; packaging; load configuration in the chamber; 
microhial challenge method; desired level or sterility assurance; and 
the desired performance oflhc sterilized; fUlrligatcd product and 
PUCk<tgl'. 

~0902.{)OII19 O/lO{)X574.DOCt 

c. The folhwvillg i~ n list nfrangc:'. it)}" \hc cri\ical 
vmiables which Illll~t be ill proper rcl<:ltiollship for Stcrino 
to be all effective sterilizing/fumigating agcnt. This 
information should be considered general, and 110t as a 
replaccmcllt for detailed information isslled by 
manufacturers. 

TEMPERATURES - 70"f TO 150"F. 
PRE- VACUUM - typically 10 to 25 inches of mercury. 
Usc vacuums compatible with the products and packages 
to he sterilized/fumigated. 
MOISTURE - relative humidity of 3J~o to ,~O% 
(;AS CONCENTRATION - 250 mglL '0 15110 ",gil. 
milligrams 01" ethylenc oxide per Jill::r of clwmhc!" vohlmc. 
EXPOSURE TIMt: - 45 minutes 10 20 hours. 
POST- VACUUMS - Stcrif10 is removed from the 
charnbc!" and vented \0 an appropriate ethylene oxide 
capture or destruction device. 
AERATION - aerate sterilized/fumigated materials 
before usc. Do nOI allow any person to enter the chamhcJ" 
or aenHioll area ifsllCh entry \vill result in ex.posures tn 
ethylene oxide above the levels estahlished in 29 CFR 
1910.1047. 

Cycle paramcters and post-cycle aeratioll parameters 
(tcmperature. timc. air (low-rate) cail affect residue 
levels. The user must determine that the paramcters 
chosen result ill goods which comply with arplicable 
Federal and State residue rcquirements. 
For residual Iirl1ils of ethylene oxidc on drug products 
and mcdical products see 21 CFR 201.1 sub-section (d). 

D. The sterilizalionJfumigation cycle parameters should 
be those prescribed by the sterilizer equipment 
manufacturer. If other cyelc parameters arc used, the 
safcty and efficacy of the alternate cycle parameters must 
be validatcd and arc thc responsihility of the Hser. 



(;l:Nr.RAL INSTI{lICTIO:--JS 
I. Ahvays check q:llllticr \'dl\es and n.'1ier\,ilvL's fl.)!" leaks hei'ore 
1110\ illg cylinder inl{\ your facility. 
2. Thi~ cylinder is cqlltl1l'l".'d with an cductor lube for lil1uid ddivcry. 
lise vaporizing equipmcnt to I.,:onvcrt tIll..' tiquid into a gas. 
_" The apprn\imatL' \ apor pressure exerted OJ this gas mixture \\ ill 
he 50 psig (5.50 kg/Lm~) at 70"F (21.I"C) while liquid is prC.,l'nl. 
V<1por pressurt: wi II be higher if temperature IS abm e 70'} (21.1 "('); 
lower iftcmpcnltUl'l' is helm\' 70"f (21.1"('), 
4. Cylinder 1l111~[ be in an upright positioll wheil discharging. 
Cylinder rn\l:;,\ b\.' secmed \0 prevent i~\lIing over. 
5. Discharge v:llvc oLlllet is pren ided with a ('CiA 510 connectioll 
which has left-hand thrends. 
(,. RL'fllo\ c proltT!l\ L' \ 111\ c plug and makc "un: \<llvc (hrend." arc 
unu<llll<l!!l'd. Thl.' COIIIIl'I,;lItlll to the cylinder \'al\ c should hI.' bril"~ 
C(iA ~ 10 C0l1nCch1j" l ' ... e {lfntilL'r meta!" could c.:mlsc tlnmagc ttl the 
hra"" cylindcr \Uh'l'. Do not allach an ordinary pipe fitting ttl this 
\ah c. 
7. All other piping and fil!ing:-. should he sleel or stainless steel, 
capable of withstanding the pressure 10 he encountered. Do nol usc 
rubber or plastic materials. Inslall relief devices where liquid can 
be trapped hetwecn \al\'l~:::'. 
R. Install ch~ck va\vc~ in the discharge hne from this cylinder to 
rHK'L'ssing CqUiplllclllto prevent back-flo\\ into c)'lindeL 
9, To open c)-lindl']" \<livc. lurn hundv.:llL'd eOll11lcn:loekwisc. Do not 
usc a \\-Teneh or othcr It'\crage device 10 ope[1 or close cylinder 
\illve. 
10, lise with adcquav,; gem:ra\ and local vcntibtintl, 
I J, Dctermine the quantity of product withdrawn from thl!l. cylinder 
hy using an appropriate scale. 

STORACjf· ANI> DISPOSAL D(l nllt conlamillnil.· food, 
feed, or \\-atl'r hy slumg\,.' and dl"pn"al. 

Pl-:STJ( 'IDI: STOI<A(II:: SlOrL' <In:ording to instructions 
p\"cwided on label ,m{\ thi~ tag. S\~\rl' in a ~oo1. \vcll 
n:ntilatnl ;:If"ea, Do 1101 slore in direl't sunlight. To 
Illlnilllill' polymer !!rtJ\.\'lh, Sterif1(l should not be stored 
in an} pinel' whcrl' the h:lllperalUl'l_' Cl)J}~i~tt'ntl~ cxct'C(j.., 
IOO'-'F. To ('muml ethykllc oxide polymer growth. llSt' 

OIi( stcrilant ga!'> on a ftrst-in, first-ollt ba .... is. 

rESTK'IDl~ I)ISP()SAL: Pesticide wa:-;tc~ arc acutl'ly 
hazardolLs. Improper disposal or excess pesticide. spray, 
or mixture of rinsntl' i .. a violatioll of Federal Inw. If 
these wastes canllot he disposcd ofhy usc according 10 
label inslrllctiom., contact your S!<Itc PI.·sticidc or 
l:'.I1\-irontl\enl;,L! Cllmml Agency. or the Ht\Lardo\.\~ \Vastl; 
rqlrl;scntative Ht the nearest EPA Regional Office for 
guidancc. 

CONTAINER DISPOSAL: When empty, retunJ to 
supplier only. Before retuming (() supplier: 

A. Replacc \<llve plug tightly in valve outlct. lfvalvc 
plug is not a\'ailank. contact supplier. 
8. Check container \'alve for leaks priur to shipmcn!. I r 
leak ... are detected eonlnet stlpplier. 

PATENT INFORMATION 
This prodnc! and its liSC for sterilization arc proiec~cti h) 
US PClIClll/Js 50Jl)4X5. -".142571}, 64 ~23S7. S£}76554. The 
purchase of this product gives you a liccnse Linder the 
patent for single usc only, and slibsequent u:-.e conslitutes 
patent infringcllll:ni. Any re-usc of this product. or 
unauthorized reconditioning (which may 1101 meet 
stringent requirellients), is potentially unsafe and a 
violation of thl' license terms gran1ed tn yuu upon sale of 
this product. 

Honeywell 

EPA Registration No: 67470-

:1191(' 001 1\) 110001("74 IJ()( : 

101 Columbia Road 
Morristown, NJ 07962-1053 

STT-Stcrino (9/06) 


