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'STERETHOX' 

Gaeeoue SterUant 
For use by experienced personnel only In hospital and 
Industrial applications. Use only In accordance with 
directions attached to cylinder valve. 
Active Ingredient: ethylene oxide 12% 
Inert Ingredient: dichiorodilluoromethane 88% 

KEEP OUT OF REACH OF CHILDREN. 
WARNING: HARMFUL VAPORS. 
CAUSES EYE INJURY AND SKIN IRRITATION. 
CONTENTS MAV BECOME DANGEROUS IF 
EXPOSED TO FLAMES OR HOT GLOWING 
SURFACES. 
$TATEMENT OF PRACTICAL TREATMENT 
SKIN: liquid splashes or concentrated vapor. Flush skin 
with plenty of water while removing contaminated clothing 
and shoes. 
EYES: Liquid splashes or concentrated vapor. Imme
diately flush eyes with plenty of water for at lealt 15 
minutes. Call a physician. ' 
INHALA TION: Concentrated vapor. Remove to fresh air .If 
not breathing give artificial respiration, preferably mouth· 
to·mouth. If breathing Is difficult. give oxygen. Cal! ,. 
physician. In case of spillage. flush spill area with plenty oi 
wal~l. 

STORAGE AND DISPOSAL 
Store lri a cool, well ventilated place away from fire risk. Do 
not expose to sun or other sources of heat which might 
cause a dangerous Increase In pressure. Empty containers 
should be returned to ICI Ltd. Valve cover nuts and 
protection domes should be replaced before returning 
empty containers. 
Net Contents· Cylinders 62 kg (NET) 

Drums 832 kg (NET) 

Sterethox" Is a 'TISltiec'f.III6y'Jiji~1al Chemical 
Industries Ltd. A C -. _ ,t; 1) 
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Sold By: 

f'iCi\ lei Americas Inc. 
'5 Wilmington, Delaware 19897 

Manufactured by: Imperial Chemical Industries Limited 
Mond Division 
London. England 
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I(EEP OUT OF REACH OF CHILDREN 
WARNING 
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HAZARDS TO HUMANS AND DOMESTIC ANIMALS 

O~~ 
,. 

HARMFUL VAPORS, CAUSES EYE INJURY AND SKIN IRRITATION, 
CONTENTS MAY BECOME DANGEROUS IF EXPOSED TO FLAMES 
OR HOT GLOWING SURFACES. 

STATEMENT OF PRACTICAL TREATMENT: 

j/, 
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Skin - Liquid splashes or concentrated vapor. Flush skin with plenty of water while removing contami
nated clothing and shoes. 
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Eyes - liquid splashes or Concentrated vapor. Immediately flush eyes with plenty of water for at least Q. 

15 minutes. Call a physician. 

Inhalation - Conce~*ated vapor. Remove to fresh air. If not breathing give artificial respiration. 
preferably mouth-to-mouth. II breathing is difficult. give oxy,gen. Call a physician. 

In case Qf spiiiage. flush spill area with plenty of waler. 
I 

'~19ao lei A,..,e r ,( 3<; In~ All R''J1-1s. R~.:;~r~[(1 Pr'''I~d .II USA 

STERETHOX I~ i1 !'a(j"r-·Jro( .,1 1!1"~'t'.r,,"!' Ct ~·,,.-,,cal In,; )~'.II:'S L -• ."t('rj 
1080 

\ 

'e 

o 

o 

e 

• 

1'; .. 
., 

~ 
~ 

r , .. 
; 

\? 

, J. 

" ,-. 

'J 

., 

.?"-'~ 

= 
i; 

., 

" 

o 

Q 

" 

u' 

o , 

« 
.> 



• 
" 

,"0- • 
, :. 

• 

• 

• 
o 

STERETHOX 
Gaseous Sterleant 

Active Ingredient: Ethylene oxide 12""-

Inert Ingredient: Dichlorodifluoromethane 88% 

Approximate pressure When filled: 60 psig at 70' F 

DIRECTIONS FOR USE 
GENERAL CLASSIFICATION 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling, This 
product is limited to use by medical professionals or appror.riately trained technical personnel in 
medical and industrial use areas, 

1, For industrial and medical use only in commercial gas sterilizers, 

2, Follow thl} srerilization procedure specified in the gas sterilizer manual. 

3. Use within three months of receipt. . ' 
Preconditioning: Ethylene oxide will not kill dehydrated spores. Medical instruments must be 
precleaned to remove adhering tissues and serious exudates, Cleaned instruments or articles must be 
air-dried or towel-dried; never use dry heat for drying. Instruments and articles must be soaked In 
water a minimum of one hour immediately prior to exposure with ethylene oxide or be sterilized in an 
ethylene oxide sterilizer with a built-in automatic moisture-vapor pretreatment rehydration system. 

STERETHOX may be used in all sizes of equipment. but the economics of sterilizing processes are 
such that its use is generaily confined to small and medium-size sterilizers up to 500 cubic feet In 
volume. 

In order to obtain effective concentration" of ethylene oxide. the sterilizer should normally be 
operated at pressures between 5 and 10 psig. Operation at atmospheric pressure is possible as is 
operation at higher pressures. 

Some materials will absorb ethylene oxide vapor and it is therefore necessary to desorb this vapor by 
applying a vacuum for an extended tlmest the end of the sterilizing cycle. or by storage of productat 
104°F to 140"f- under we!! ventilated conditions. 

MonItor ste"lIzatlon can be accompilshed uSing a producr control sterility test for each batch or Il 
_ commercially aV8!table baclerial test st"rJ WIth Sacilils subtillis NCTC 10073 using 10" organisms per 

stroll Strops Should be (j'st"buteO tr.rouqh the load. and Illcub<lted 7 days after sterollzdt,on Strop 
preparation shoulCllJe made 8r;t:ord,ng to melhod of Bee~y a.,1.WtHtehouse. J Appl Bact 1965 Vol 
28i31349-360 
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TYPICAL STERILIZING CYCLE 

1, Heat the sterilizing chamber to the desired temr 
(60·C) depending on the nature of the matfmal ' 

higher temperatures, giving shorter cycle I!. 

temperature with a ionger cycle may be necess& , 

2, Heat the vaporizer to the operating temperature, 

3, Load the stenlizer. 

" 

-'. )1 

c 0 

"I",his may vary from ambient to 140°F 
\zed, Sterilization is more effecl,ve a1 

,..r heat sensitive material., a lower 

4, Evacuate the stenhzer to 26 ;'1.130 in, m~rcury to rem I've air lrom the chamber and from the 
packages, ' .' " 

5, Introduce water vapor to produce a relatIVe hllmidlty 01 40% to 61}0!o, Approximately 60% relative 
humidity will be required for packaging materials which are less permeable to inoisture.and lower 

,humidities lor those materials through which mOisture will defuse readily, Theoretical studies 
indicate an optimum relative humidity 01 30-40 .... but il this humidity is to be achieved inside the 
package. higher humidities will be required in the vapor space of the chamber so that defllslon of 
moisture through the packaging material takes place at a rate which yields a practical cycle 
time. 

6, Introduce STERETHOX vapor to give the required chamber pressure, The concentration of 
ethylene oxide present will be controlled by selection of the appropriate pressure and temperature 
of the chamber. It is desirable to obtain effective steril!zation in the shortest time with minimum 
usage of sterilan!. This is achieved in practice by control of the pressure and temperature ofthe 
sterilizing chamber, Howevsr, no general recommendation can be given since the time taken to 
achieve effective steriiization is also governed by the rate of defusion of ethylene oxide through 
both the packing material and through the articles being sterilized. 

7, Maintain tne desired pressure for at least 3 hours, For large loads, for complex articles and for 
those materials through which ethylene oxide and moisture do not readily defuse. longer 
exposure times may be required, 

8, Release tne pressure on the chamber. ThiS must be done slowly when sealed packages are being 
sterilized to avoid burst packages, 

9. Evacuate the chamber to 28 inJ30 in, mercury, Materials which absorb ethylene oxide may require 
a longer period of time under vacuum to allow desorption to take place, 

to Allow filtered sterile air to enter the chamber until one atmosphere is reached. 

", Remove.the load and store in a well-ventilated area for 24 hours, 

I!MPTYING OF CONTAINERS 

All cylinders containing STERETHOX are fitted with dip pipes, This is indicated by the words "dip pipe 
f!tted" painted on the cylinders anO also by means of a metal disc. similarfy marked. fitted under the 
valve stem, liquid may be withdrawn Irorn these cylinders when standing in the vertical position with 
the valve at the top. 

Drums ale fitted with two val~es which are protected by a metal dome which must be removed, The 
valves are litted with dip pipes and in the correct working posItion, the drum is laid on its side with the 
two valves 'n Ime one above the other The 'lIp plpealtached to the upper valve extends into the vapor 
"pace of the drum, and Ihedlp pipe of the iowerval'Je is submerged in tho liquid, Connection should be 
made to thl! luwer VH'VT! to w>lhdraw "qUid, Drums should be securc,y blocked to prevent movement. 

Th" pres~lIIe w.th.n " cant"""" glVe~ no md;c"IIcn Of the quantity of ilquified gas held by the con
la.ner Thf' only s"tl~fatto,y way of checkll1g the contents of cylinders and drums is by weighing ana 
thltj rnf.lthr}(1 Shl\uld bp use-I) to dfC:tefnllr:r whe1h~J( a container IS empty. 

Il 
J~I\i~' r ... r::lil:I rt'ltt) jfnrj pr,-;1pr.~1(J'1 (lwfI(;s <.;,houLi Oll rtl,pl<lC~d before returning empty (.ontainers. 
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SAFETY 
Flammability 

---..-- ----,-,::-..... ~-- --- ......---~------ -_. 

Gaseous STERETHOX is non-flammable with any proportion of air at temperatures up to 140°F 
(60·C) and pressure up to 10 pSig. but mixtures contaimng more than 15·, ethylene oxide and less 
than 85% dichlorodifluoromethane are flammable in air at ambient temperature and pressure, the 
flammability limits increasing with ,,,creasing proportions of ethylene oxide and with increasing 
temperature and pressure, 

It is important that STERETHOX is wIthdrawn as liquid (rom the containers and tHat the liquid is 
complelely vaporized prior to introduction of the vapor into the sterilizing chamber, The mixture fed 
into the sterilizing r,hamber will tnen have an etl ylena oxide content of not more than 12% and the 
dangers associated with flammable vapors will be\\voided, Withdrawal of vapor can result in fraction
ation of the two components so that initially thevaP1r will be low in ethylene OXIde content. increasing 
In concentratIon to above 15% so that it is flam~~ble, Most sterilizers are fitted with vaporizers 
designed to be fed liquid. thereby preventing the p'loblem. 

: ' 
Toxicity , i '. 
Information available on the toxicity of ethylene o)/~e indicates that a concentration of 50 ppm vlv is 
the maximum allowable concentration in the a1lnosphere of any working space for continuous 
exposure. The available data also indicates that f/Jr exposures of up to 1 hour duration. the probable 
safe limit is a concentration of 250 ppm v/v. (~.ee MCA Chemical Safety Data Sheet SO 38, 1971). 

Dichlorodifluoromethane is virtually non-toxic other than in higt> concentrations. at which levels the 
ethylene oxide content of STERETHOX would then far exceed the TL V of 50 parts per million given 
above. 

The mixture of 12% ethylene OXIde and 88% dichlorodifluoromethane can therefore be considered to 
be less toxic than ethylene oxide alone but only when consi1ered with regard to the total quantity of 
mixture present. If the vaporized product is released into an unventilated room. e.g .. at the end of a 
sterilizing cycle. then unsatisfactory conditions will exist for continuous working iftheethylene oxide 
concentration exceeds 50 ppm. regardless of the concentration of dichlorodifluoromethane. Each t 
pound of product when vaporized will produce approximately 4.0 cubic feet of vapor at atmospheric 
pressure at 20°C. This WIll be made up of 1 cubic foot of ethylene oxide and 3.0 cubic feet ofdichloro
difluoromethane, Thus. for every 1 pound of product used. a room of 20.000 cubic feet would be' 
required if it is assumed that the sterolized contents are discharged into an unventilated room. and a 
concentration in excess of 50 ppm is tt' be avoided . 

It is recommended that sterilizers be installed In well-ventilated rooms and that the gaseous contents 
of the sterilizers be evacuated to a safe point outSIde the building. Alternatively. the ethylene oxide 
content of the gaseous ethylene may be absorbed in a water scrubber. ., 

The inhalation of low concentrations of ethylene oxide vapol may prOduce delayed nausea and 
vomiting, High concentrations may produce edema of the lung and irritatIon of the eyes and mucous 
membranes, The vapor may also cause blistering of the skin due to absorption in perspiratIon and 
moisture. Liquid ethylene OXIde may cause burns on the eyes or skIn. Skin orritation may not be felt 
immediately after exposure to liquid, 

Contact with liquid dichlorodlfl,JOromethane should be aVOIded since thIS may result on freezing of the 
skin tissue. eye fluids, etc 
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FOR YOUR PROTECTION 
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