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H.W. Andersen Products, Inc. 
4S East ~in Street 
Oyster Eay, NY 11771 

Attention: Lauren And~rBen 

Gentle .. en: 

Subject: Anprolene AN-79 
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EPA R~istration No. 9417-3 
y, ~r A .... mdllent Applica\tion Oat.d January S, 1988 
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Reg1stratior NUmber referred to aboYe, .ubaitteQ in connectlOD with 
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I\ct., as a.ended, i. acceptable. A .tAar1d copy 1s eac:loeed for JCHar recorda. 
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Sincerely JOura, 
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Product r (ll) 
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BRAND GASEOUS STERILANT FLR ROOM TEMPERATURE, 

ATMO~PHERIC PRESSURE STERILIZATION. 

Instructions for using Anprolene gas ampules 

Do not open the plastic bag in which each individual Anpro

lene ampule is sealed. 

Each ampule of Anprolene has a fabric shield surrou~ding the 

ampule. The ampule and shield are sealed in a plastic bag. The 

plastic bag is a gas diffusion membrane of known perlleability 

whose function is to contain the gas given off by the ampule and 

release it at a controlled rate during the sterilization cycle. 

The fabric shield around the ampule prevents the broken glass of 

4[ the openfld ampule from puncturing the gas release bag. 

l 
~ 

I ..... ' .. 

2. Typical products wh~ch may conveniently be processed in the 

AN-14 Anprolene Sterilizer. 

Respirators, corrugated tubing 

Bronchoscopes, gastroscopes, fiberscopes of all kin~ •• :. 
•••••• • 

Procedu."e trays 

Catheters - plastic, rubber, cloth 

• •• • •• • • 
•••••• • • • • 

• 
• • •••••• • 

Tubing - plastic, rubber, metal, glass, cloth·· ••• : 
••••• • ••• 

Anesthesia equipment - endotracheal tubes, masks; rubber 

tubing 

Adhesive tape 

••••• 

Bandages, dressing sets (reuse plastic f~rc~ps) 

Syringes - plastic, rubber, glass, bulb syringes 

• •• • •• •• • 
•• • • •• •• • 
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Gloves - ruboer, plastic, cloth 

Surgical instruments - steel, chrome plate, brass, plastic 

Optical instruments - scopes, cameras, lenses, mirrors 

Electrical equipment - whether autoclaveable or not 

Painted eqUipment - metal, wood 

High speed steel - drills, burrs, chisels 

Airways - plastic, rUbber, metal 

Fabric - cl~th, rubber, plastic, leather 

Electric wire - whether autoclaveable or not 

Dry cell batteries, battery cases, bulbs 

S,'tures - plastiC, sil\':, cotton, st,ainless steel 

Thermometers, applicator sticks 

Rectal tubes, douche tubes - rUbber, plastic 

Specula - plastic, metal 

3. Preparation of material for sterilization. 

Haterial to be sterilized by Anprolene must first be meticu-

lously cleaned and then towel dried. Coatings of dry protein, 

like dry pus, blood or feces, protect microorganis.s and s~ow the 

sterilization process. To prevent this possibility and to be cer

tain that your system meets the highest standard of sterilization, 

you must take four precautions: 

A. Disas~emble and then scrub all instruments in detergent 

and water to the most critical standard of cleanliness 

possible. 

. ' , .. , . ..... 
If an Item to be sterilized canllot be washed i~ d"te~gent and . . 
water, then presterllization humidification.: .i~ re.::jut,:red. 

That pretreatment must be done in a c!lamb(Ji·· 'havi(lg. 'OO~ 

-... ~ ..... -. ._.. ~- ~:-c""''''. ~. ra.-.. -... ~· •• ·ba.="...aJt .......... __ , ....... 61....-'"-. __.._, • ...a....-- ....... I!. "z . .. ....,c' _ __ _~ _ _ .... ___ • 
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relative humidity at a temperature of at least 680 
F. 

(20 0 C.) for at least four hours. Such a cha~ber ~ay be ~ade 

by placing a wet surgi~al sponge in a liner bag with the itea 

and twist tying the bag. 

B. Water on instruments at the time of exposure to Anpro

lene may react with the gas and reduce its effectiveness. Be 

sure that items to be sterilized are dr~ before wrapping and 

processing. Drain or towel dry instruaents. Do not dry them 

in a hot air oven. 

C. Occl us i ve ca ps, pl ugs or s tyl ets IIUS t be relloved trom 

instruments so that the gas can penetrate treely. Hollow 

bore needles and plastic or rubber tubing lIust be open at 

both ends and tree froll plugs. Syringes lIust be packaged 

disassellbled, with the plunger out of the barrel. 

D. You IIUSt wrap all items individually, in cloth or paper, 

in the manner conventional tor steam sterilization. or in 

Anpro Seal and Peel R Packaging. Anpro Seal and Peel Pack

agins otters a. see-through. peel 0 pen. e xteniSe d s hel t-li fe 

packase. proven to be compatible with the Anprolene 

Sterilizins System. 

Do not pack the liner bag so tightly with cloth or gauze that 

g~s diffusion is ~lowed. 

Sterilization lIethod with AN-74 

AN-77 Ventilated Hood. 

Anprolene S ter lli:".r:, and 

' ••• I , , 
, . 

, ... , .. , 

Be certain that all items have been prepared as'~esc~tbe~ in 
, .. , . .. .. 

paragraph 3 above. The aabient relative hUlddity m~~~,:be at 'least 
., . 

• • 
, .. 

___ .... _'.... ___ , ilk J •• =. ._\ e- • m. S .... L ~ ___ loImall __ r._-.... - --.~----.... 
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301 for Anprolene processing. The user must verify that this 

minimum exists before processing begin3. 

Remove one gusseted liner bag froID the AN-79 dispenser box. 

Prepare the bag to receive the wrapped items to be sterilized by 

opening it and plaCing 1t 1n the sterilizer container with the 

open end out. 

liner bag. 

Put the wrapped items to be sterilized tnslde thd 

TURN on THE AN-17 VENTILATED HOOD. 

Remove one large size Anprolene ampule fro. the AN-79 dis

penser box. Do not open the plastic bag in which it is wrapped. 

Rather, unroll the plastic bag. Each ampule is pres cored around 

its neck to faciltta&~ releasing the gas. Push the ampule gently 

to the center of the gas release bag. Grasp the ampule through the 

bag and protective shield and snap the top of the ampule. This 

actIon releases the gas within the gaa "dlease bag·. Place tile 

actlvated ampule, still sealed in its plastic bag, inside the 

liner bag with the material to be sterilized. After loading the 

liner bag with the gas release bag and the lDateri~ls to be steri

lized, pres~ out any excel's air before closing the .outh of the 

liner bag. If you fail to do this, you •• Y experience difficulty 

in closing the sterilizer due to "pillowing" of the liner bag. 

Twist the liner bag s~ut and hold it fir.ly shut with one of the 

white twist seal wire closures which are provided in the kit. 

Close the door of the AN-7~ Sterilizer and ~QPX.it ~ttW the 

key provided. The key should ~e ~eIDoved frOID the S~.riliz~r and 
• 

remain in the possession of a supervisor. This pri~~ri~s u~~~~hor-. . 
ized removal of goods from the Sterilizer. . . .. . , 

_ .~ . • __ a a ___ ~ ..-.~_~_ ~ --.. ____ ------1 



The AN-74 Sterilizer must be located in a clean, 
well-ventilated ~rea, away from flame or spark. An AN-77 
Anprolene Ventilating Hood or other appropriate ventilating hood, 

properly connected to the outside, must be used. The temperature 

of the room must be ma1ntained at no less than 68°~ (20oC). 

At the end of the twelve-hour cycle, open the AN-74 Steri-

lizer with the supervisor's key. Remnve the twist seal from the 

liner bag and open it. Allow fifteen minutes for the diffusion of 

any residual free gas and then remove the sterilized materials. 

FAILURE TO OBSERVE THE ABOVl INSTRUCTIONS HAY EXPOSE THE 

STERILIZER OPERATOR TO HORE THAN 0.5 PPH ETHYLENE OXIDE 

(8 HOUR Time-Weighted Average). 

Aerate the gas absorbent items fer at least 24 hours before 

use (see paragraph 7: Precautions) 

After the sterile material has leen removed froa the liner 

bag, the exhausted and empty gas release ampule and its bag may be 

disposed of in ordinary rubbish. 

5. Sterilization method with AN-74V and AN-74A Ventilated 

Anprolene Sterilizers. 

Be certain that all items have been prepared as described in 
paragrap~ 3 above. 

30' for Anprolene 
The ambient relative humidity "lust be at l.east . .... , 
processing. The user must v~i-'\r~ that, this 

minimum exists before processing begins. 

• •• " ••• I 

Remove one gusseted liner bag from the AN-79 ~i~penser. box. 

- -, -- ------ - --
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Prepare the bag to receive the wrapped items to be sterilized by 

opening it and placin<!; it in the sterilizer container with the 

open end out. 

liner bag. 

Put the wrapped items to be sterilized inside the 

TURN ON THE VENTILATOR. If you are using the AN-14V steri

lizer, be sure the purge pump is turned off. 

Remove one large size Anprolene ampule from the Ail-19 dis

penser box. Do not open the plastic bag in which it is wrapped. 

Rather, unroll the plastic bag. Each ampule is prescored around 

its neck to facilitate releasing the gas. Push the ampule gently 

to the center of the g~s release bag. Grasp the ampule through the 

bag and protective shield and snap the top of the ampule. This 

action releases the gas wi thin the gas release bag. Place the 

activated ampule, still sealed in its plastic bag, inside the 

liner bag with the material to be sterilized. After loading the 

liner bag with the gas release bag and the materials to be steri

lized, press out any excess air before closing the mouth of the 

liner bag. If you fail to do this, you may experience difficulty 

in closing the sterilizer due to "pillowing" of the liner bag. 

Put the small plastic purge tube into the mouth of the liner bag. 

Twist the liner bag shut around the the purge tube. Hold It firmly 

closed with one of the white twist seal wire closures whioh are 

proyided in the kit. 

Close the door of the AN-14 Sterilizer and lock it with the 

key provided. The key should be removed from the Ster.'ll:'l.d', and 
• , •• f' f 

remain in the possession or a supervisor. This prcvenls una~thor-, . 
, , 

ized removal of goods from the Steriltzer. If yO\J;II'r,e u~:i'tl'f the 

AN-14A sterilizer. press the cycle start button." . , ... ' , ., .. 
, . 

~ ... - . -~-,.-. .. ------------~------
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DO NOT OPERATE THE PURGE PUHP DURING THE 12 HOUR 

STERILIZATION CYCLE. FAILURE TO HEED THIS WARNING WILL RESULT IN 

AN UNSTERILE LOAD. 

The AN-74 Sterilizer must be iocated in a clean, well

ventilated area, away from (lame or spark. The temperature of the 
o 0 roo. must be maintained at no less than 68 ~ (20 C). 

If you are using the AN-74V sterilizer, at the end of the 

twelve-hour cycle, turn the p·lrge pump on. Leave the ventil3tc~ 

on. Purge the liner bag for 2 hlur~ before opening the sterilizer 

and removing the sterile item'. If you are using the AN-74A 

sterilizer, the purge cycle sta.'ts automatically. A green indi

cator tells when the sterilizer I~ay be opened. 

FAILrRE TO OBSERVE THE ABOVE INSTRUCTIONS HAY EXPOSE THE 

STERILI:ER OPERATOR TO HORE Ti'IlN 0.5 PPM ETHYLENE OXIDE 

(8 HOUR Time-Weighted Average). 

Aerate the gas absorbent items " ll" at least 24 hours before 

use (see paragraph 7: Precautions) 

7. PRECAUTIONS. 

DANGER: EXTREHELY FLAMHABLE 

~EEP OUT OF RE'CH OF CHILDREN. 

Anprolene gas is extremely rlallmable, no not use it near 

fire, heated surfaces, or rla.e. Do not smoke n~~r .. ~pe c~~L~iner 
while loading and unloading it. Remove battel'ie~;f~o~ electrical . . 
instrullents being sterilized in Anprolene and ~rap t~~~ se~~~~tely . . 
to avoid the possibility or sn electrical spark ~I~itlng'~b~ gas 

during the sterilization cycle. 

/ 
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Never open the container during the sterilization cycle. 

Avoid breathing Anprolene vapor. Breathing Anprolene vapor is 
harmful. Anprolene sterilizing gas, in concentrated amounts, is 

as irritating to the lungs and mucous me~branes as is ammonia gas. 

Like many other chemical vapors, Anprolene has ttle potential to 

cause an allergic response in a sensitive individual. Such indi

viduals should not handle Alt~'rolene, and should neither breathe 

its vapors nor allow materials sterilized in it to come in contact 

with their skin or mucous membranes. 

All users must avoid contact of Anprolene wi th skin, eyes 

and clothing. If contact with liquid Anprolene occurs, users .ust 

immediately remove all contalliinated clothing, includin« shoes. 

Flush skin or eyes with plenty of water for at least fifteen 

minutes. If liquid Anprolene has co~e in contact with your eyes, 

see a physician imMediately for further treat.ent. 

Failure to adequately air gas absorbing Materials may lead to 

contact chemical burns. All items that may contact living tissue 

MUS t be aired for 24 hours, 

(20
0 

C.), before being used. 

foa. rubber, plastic foalls, 

o at a lIIini.ulI te.perature of 66 1". 

IteMS such as plastiC instru.ents, 

vinyl tubing, rubber tubing, plastic 

ite.s, rubber ite.s and sealed air cushioned devices, like so.e 

anesthesia masks, .ust be aired. Instrullents need not be re.oyed 

from cloth or paper wrappings to obtain adequate diffusion of the 
residual Anprolene vapors. 

It is incu.bent on the user to deterlline appropriate a~"£~on 
• t, • • • • 

paralleters for gas absorbent items intended to colituct t1ssue 
, . 

culture, .icrobial cell culture, 

embryonic tissue, or the like. 
otl'dtt·es, 

t ••• 
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To minimize operator exposure to ethylene oxide vapors and to 

shorten the above quoted aeration times, use a heated aerator. 

H. W. Andersen Products, Inc. offers the AN-78 Anprolene Aerator 

to speed aeration. For appropriate aeration times using a heated 

aerator, consulL the manual accompanying the aerator. 

Hicroorganisms and spores which are vacuum dehydrated, crys

tallized 1n salt, chemically desiccated, or dried by prolonged 

exposure to ambient relative hum1d1ty below 30S may become h1ghly 

resistant to sterilization by Anprolene. Rehydration of organisms 

so changed, and hence reversion to normal sensitivity, occurs only 

when they have been actually wetted or placed in a 100S relative 

humidity atmosphere. Do not attempt to sterilize materials which 

m~~ be carrying dr1ed microorganisms without first scrubbing the 

articles with water and soap or detergents. If the nature of the 

material is such that immersion in water is harlltul, then pre

treatment in a chamber having a saturated humidity and a tempera

ture of at least 68 0 F. (20 0 C.) is required for at least four 

hours. 

Anprolene is a potent polymerizing agent. it lIust not be 

used for sterilizing rood-stutts or drugs because it lIay chelli

cally change them 1n an detr1mental lIanner. 

It is absolutely essential that reliable forced ventilation 

be employed in the rOOIl in which the Anprolene Sterilizer is used. 

This system must be capable ot ten air changes per hour, so that 

operator exposure rellains within U.S. government ~~r~iss~b~i.ex-.. 
posure limits. ' , , 

. , . . ~ , ... ,' . 
Ventilation hoods and ventilated sterilizers ,!I,~,t beo:~~~ted 

tor efficacy, and serviced at the sterilizer site ~i,J~ast ohce a 
" . . , 
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year. If you cannot arrange for this locally, you may contact 

H. W. Andersen Products, Inc. at 1-800-523-1276 for advice 

regarding testing and service. 

8. IMPORTANT The user mus t not deviate from these 

instructions. 

Do not be fooled by the Anprolene St.erilizing System's 

apparent simplicity. Its reliable use depends on your adhering 

precisely to these instructions. AN-79 Anprolene ampules are 

designed to be used only in the AN-74, AN-74V and AN-74A Anprolene 

Sterilizers with the liner bags and twist seals supplied in the 

refill dispenser. No other container may be used, no matter how 

similar it seems. You must use a genuine, fresh Anprolene liner 

bag with each load. 

8. Technical description of the system. 

The Anprolene Sterilizer container serves as a guard against 

inauvertent ignition of the 

the sterilization cycle. 

contents by 

The liner 

spark or open flaae during 

bag, when pro perly twi s t 

closed, has a 35 liter capacity. It serves as a seco~d gas dir-

fusion ae.brane, retaining Anprolene long enough to sterilize its 

contents and then diffusing it into the surrounding vent hood at a 

slow enough rate to insure that toxic levels are not reached in a 

properly ventilated room. 

graas of Anprolene at roo. 

level atmospheric pressure. 

Each ampule releases approxi~~~~~Y 17 

temperature (68°r., :Z'qtJr..) 'and sea 
, , 

The AN-79 ampule pr0c11.laCS a: ,I:!:niaum ., . 
peak concentration within the liner bag of 500' 'lIiogll/l.,OPQ cc • .. .. 
Tests in our laboratory confira that ~his configurLr.inn viI! kill .. , , . .. , .. , 

, .. 
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the most resistant spores known within the 12 hour cycle providing 

they have been been rehydrated aCC0rdinF to our instructions. 

9. Storage - Shelf Life. 

Anprolene must be stored in a cool place out of direct sun 

light. Under normal conditions its shelf life will exceed one 

year. As 10:'lg as the material in the ampule i::l liquid at 68o Fo 

(20
0
C.), it 1s sufficiently potent to use. 

10. Testing the Efficacy of the Anprolene dterilizer. 

Honitoring sterilization efficacy is extremely important. It 

is strongly recolbillended that the lise!' establi::lh a routine for 

monitoring each cycle. A color change chemica! indicator, such as 

the ANPRO AN-87 Dosimeter, placed in the most inaccessible part of 

the load, ~ill indicate wtetner or not the gas60us sterllant pene

tr~ted to the core of the load in adequate concentration to assure 

steril1zation. In :.dd1 tion, an appropriate biological control. 

such as the ANPRO AN-80 Steritest, ~hould be used at least once 

p~r month to ch :llenge the procedure. It is sensitive to the gas 

con~entration, cycle time and average cycle temperature. 

Net contents each ampule ••••••••••••••••••• 0.64 avo oz. 

Active ingredient ethylene oXide ••••••••••• 971 

Inert ingredients .••••••••••••••••••••••••.•• 3~ 

. . 
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AN-ll 

AN-72 

AN-72V 

AN-73 

AN-74 

AN-'!4A 

AN-74V 

AN-17 

AN-78 

AN-B 

AN-80 

AN-85 

Hi-87 

AN-90 

AN-820 

AN-830 

AN-850 

AN-870 

---------------

R Anprolene Modular Sterilizing System 

Anprolene 25 Ampule Ref1ll Dispenser: use w1th 

AN-70, or AN-72 Sterlizers (includes 25 ampules 

of Anprolene Steri11zing Gas) 

Anprolene Tray ~It (Includes 1 AN-73) 

Ventilated Anprolene Tray ~it wIth manual 

cycle ccntrols (Includes 1 AN-71) 

Anprolene 60 Ampule Refill Dispenser: use with 

AN-70, or AN-72 Sterlizers (includes 

60 ampules of Anprolene SterilIzing Gas) 

Anprolene High Capacity Sterilizer (Includes 

1 AN-79) 

Anprolene High Capacity Sterilizer - ventilated 

sterilizer with automatic cycle timer (Includes 

1 AN-79) 

Anprolene High Capacity Sterilizer - ventilated 

sterilizer with manual controls (Includes 

1 AN-79) 

Anprolene Ventilate~ Hood 

Anprolene Aerator Cabinet 

Anprolene 20 cc. Ampule Refill Dispenser: Use 

with AN-74 Sterilizer only (includes 20 ampules 

of Anprolene Sterilizlrg Gas) 

SteritestR biological and chemical controls 

Anprolene Exposure Indicator Strips 

Anprolene Dosimeter R 

Seal and Peel Electric Impulse Sealer 

2" by 200' Seal and Peel R Roll Stock 

3" by 200' Seal and Peel Roll Stock 

5" by 200' Seal and Peel Roll Stock 

7" by 20(1' Seal and Peel Roll Stock 
. . .. 
. . . . 

Anprolene
R

, Steritest P , DoslmeterR and Seal and Peel R 

are registered trademarks of H.W. Andersen Products, Inc. 

I 7 
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Anpro1ene Is ~atented In 

Arg~ntlna 161,959 

Austra11a 41~,088 

Canada 791,915 

France 1,475,399 

Great Brltaln 1,138,512 

& 1,138,513 

Italy 800,099 

.·tila 1620 

Japan 830.237 

Olner Patent~ Pending 

Mexico 1C4,930 

New Zealand 144,583 

Pakist~n 117,277 

U.S.A. 3,476,506, 3,505,775, 

3,552,083 

West Germany 17,92,771 & 16,17,957 

South Africa 1692/66 

Sweden 337,282 

Manufactured By 

H.W. AMuERSEN PRODUCTS, INC. 

121487 

45 East Main St., Oyster Bay, N.Y. 11771 

516-922-5100 

EPA REGISTRATION NO. 9417-3 

EPA ESTABLISHMENT NO. 9417-NYOI 

1-+ 

!-r 


