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ONE BOX CONTENTS: 20 AMPULES. 20 LINER BAGS. 20 CLOSURES 

ANPROLENE® 
STERILIZING GAS AMPULES 

Active ingredient: Ethylene oxide 97% (by weight) 
Inert ingredients: 3% (by weight) 
Net contents 20 ampules. 0,64 av, oz, each ampule 

DANGER EXTREMELY FLAMMABLE 

Conlaios liquid gas undet pressure. 00 not uS& near I;,e, heate<1'url.ces. or flame. Breathing 
vapor ,s harmful. 
RfAO INSERT INSTRUCTIONS & PRECAUTIONS BEFORE USING. 
Avoil! breathing vapor. Causes irritation 01 nose. throat. eyes. alld skin. Avoid contact w,t" skon. 
eyes alld clot"'"9. tn case 01 contact. immediately remove aM contaminated cIotNng and flush 
aflected areaS with water. FOf eyes. get medical anent""'. 

FOR USE IN ANPROLENE STERILIZERS, AN74 SERIES 

. H.W. Andersen Products, Inc, 
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AN79 

ANPROLENER 

BRAND GASEOUS STERILANT 
FOR ROOM TEMPERATURE, 
ATMOSPHERIC PRESSURE STERILIZATION. 

.LN / 4 199/ 

FOR USE IN VENTILATED ANPROLENE STERILIZERS ONLY. 

Instructions for using Anprolene gas ampules 

1. Do Not Open the Plastic Bag in which Each Individual Anprolene 
Ampule is sealed. 

Each ampule of Anprolene is surrounded by a fa~ric shield. The 
ampule and shield are sealed in a plastic bag. The plastic bag is 
a gas diffusion membrane of known permeability whose function it 
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 the opened ampule 
from puncturing the gas-release bag .. 

2. Typical Products Which May Conveniently be Processed in 
Anprolene Sterilizers: 

Respirators, corrugated tubing 
Bronchoscopes, gastroscopes, fiberscopes of all kinds 
Procedure trays 
Catheters - plastic, rubber, metal, glass, cloth 
Anesthesia eqUipment - endotracheal tubes, masks, rubber tubing 
Adhesive tape 
Bandages, dressing sets (reuse plastic forc~ps) 
Syringes - plastic, rubber, glass, bulb syringes 
Gloves - rubber, 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 - cloth, rubber, plastic leather 
Electric wire - whether autocla"eable or not 
Dry-cell batteries, battery c~ses, bulbs 
Sutures - plastic, silk, cotton, stainless steel 
Ther~ometers, applicator sticks 
Rectal tubes, douche tubes - ruober plastiC 
Specula - plastiC, metal 

J. Preparation of Materials for Sterilization. 

Materials to be sterilized by Anprolene must first be meticulously 
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cleaned and towel-dried. Coating of dry protein, such as 
dry pus, blood, or feces, protect microorganisms and slow the 
sterilization process. To prevent this possibility, and to be 
certain that your system meets the highest standard of 
sterilization, you must: 

A. Disassemble and scrub all instruments in detergent and 
water to the most critical standard of cleanliness possible. 

If an item cannot be washed in detergent and water, then 
presterilization humidification is required. This pretreatment 
must be done in a chamber having IOC% relative humidity at a 
temperature of at least 68'F (20'C) Eor at least fourthours. Such 
a chamber may be made oy placing an ANI07l Humidichip rn in a liner 
bag with the item and closing the bag with d twist-tie. 

B. Water on instruments at the time of exposure to Anprolene may 
react with the gas and reduce its effectiveness. Be sure that 
items to be sterilized are dry before wrapping and processing. 
Drain or towel-dry instruments. Do not dry them in a hot-air 
oven . 

C. Occlusive caps, plugs, or stylets must be rewoved from 
instruments so that the gas can penetrate freely. Hollow-bore 
needles and plastic or rubber tubing must be open at both ends 
and free from plugs. Syringes must be packaged disassembled, with 
the plunger removed from the barrel. 

D. You must wrap all items individually, in cloth or pap~r, in a 
mann~r conventional for steam sterilization, or in Anpro Seal & 
Peel Packaging. Anpro Seal & Peel is a transparent, peel-open, 
extended shelf-life packaging, proven to be compatible with the 
Anprolene Sterilizing System. 

Do not pack the liner bag so tightly with cloth or gauze that gas 
diffusion is slowed. 

4. Sterilization Method with the AN74 Anprolene Sterilizer and 
the AN77 Ventilation Hood . 

Be certain that all items have been prepared as described in 
section 3 above. The ambient relative humidity m~~~ te at least 
30\ for Anprolene processing. The user must verify tt.at this 
minimum exists betore processing begins. 

Turn ~n the AN77 Ventilation Hood. Remove one gusseted l:~c~ bag 
from the AN79 dispenser box. Prepare the bag to receive the 
wrapped items to b~ ~terilized by opening it and ~~dcing it in 
the sterilizer container, open end out. Put the wrapped ltPMS to 
be sterilized into the liner bag. 

Remove one A~prolene ampule from the AN79 dispenser box. Do not 
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open the plastic bag in which it is wrapped. Rather, unroll the 
plastic bag. Push the ampule gently to the center of the gas
release bag. While holding the gas-release bag away from the face 
~nd eyes, grasp the ampule through the bag and protective, fabric 
shield and snap the top of the ampule. Each ampule is prescored 
around its neck to facilitate this action. Snapping off the top 
of the ampule activ~tes it, i.e., releases the sterilant gas 
within the gas-release bag. Immediately place the activated 
ampule, still sedled in its plastic bag, inside the liner bag 
along with the material to be sterilized. 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. Twist the liner bag closed and 
hold it firmly shut with one of the white twist-seal wire 
closures provided in the Anprolene kit. 

·:lose and lock the sterilizer. The AN74 key must be removed from 
the sterilizer and remain in the possession of a supervisor to 
prevent unauthorized removal of goods during the sterilization 
cycle. 

The sterilizer must be located in a clean, well-ventilated 
area, away from sparks or flame. An AN77 Anprc'p~e Ventilation 
Hood or other appropriate ventilation hood, properly connected to 
the outside, must be used. The temperature of the room must be 
maintained at no less that 6S·F (20·C). 

At the end of the twelve-hour cycle, unlock the sterilizer. 
Remove the twist seal from the liner bag and open it. Leave the 
open liner bag and the wrappeC items in the ventilation hood for 
an additional fifteen minutes before removing them. This 
procedure allows residual gas in the liner bag to dissipate 
before the products are handled. 

FAILURE TO OBSERVE THE ABOVE INSTRUCTIONS HAY EXPOSE THE 
STERILIZER OPERATOR TO HORE THAN 0.5 PPH ETHYLENE OXIDE (The 
OSHA Established Action Level Heasured as an Eight-Hour Time
Weighted Average) . 

Aerate the gas-absorbent items for at least 24 hours before use 
(see section 7: Precautions). 

After the sterile materials have been removed from c~e liner bag, 
the exhausted and empty gas-release dmpule and it~ ~~g m~y b? 
disposed of in ordinary rubbish. 

5. Sterilization Method Using the AN74A, AN74C, or ~74V 
Ventilated Anprolene Sterilizers. 

Be certain that all items have been prepacf'd as descrioell ill 
section 3 above. The ambient relative humidity must be ac least 
30' for Anprolene processing. The user mus~ verify that this 
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minimum exists before processing begins. 

Remove one .Jusseted 1 iner bag from the AN79 dispenser box. 
Prepare the bag to receive the wrapped items to be sterilized by 
opening it and placing it in the sterilizer container, open end 
out. Put the wrapped items to be sterilized into the liner bag. 

Remove one Anprolene ampule from the AN79 dispenser box. Do not 
open the plastic bag in which it is wrapped. Rather, unroll the 
plastic bag. Push the ampule gently to the center of the gas
release bag. While holding the gas-release bag away from the face 
and eyes, g.rasp the ampule through the bag and protective, £abr ic 
shield and snap the top of the ampule. Each ampule is prescored 
around its neck to facilitate this action. Snapping off the top 
of the ampule activates it, i.e., releases the sterilant gas 
within the gas-release bag. Immediately place the activated 
ampule, still sealed in its plastic bag, inside the liner bag 
along with the material to be sterilized. Press out any excess 
air before cloSing the mouth of the liner bag. If you fail to do 
this, you may experience d~fficulty in closing the sterilizer due 
to "pillowing" of the liner bag. Locate thE flexible, plastic 
purge tube that protrudes into the interior of the sterilizer 
cabinet. Place the purge tube into the mouth of the liner bag. 
Using one of the white, wire closures provided in the Anprolene 
kit, twist-tie the line~ bag around the purge tube. 

If you ace using an AN74C or AN74A sterilizer, close and lock it. 
The key must be removed from the sterilizer and remain in the 
possession of a supervisor to prevent unauthorized removal of 
goods during the sterilj~ation cycle. The AN74A sterilizer locks 
autom3tically, when the CYCLE ~TART button is pressed. 

Turn the ventilator on. If you are using an AN74V sterilizer, 
make sure that the purg·· pump is turned off, If you are using an 
AN74A or AN74C sterilizer, press the CYCLE START button. 

DO NOT OPERATE THE (AN7~V) PURGE PUMP DURING THE TWELVE-HOUR 
STERILIZATION CYCLE. FAILURE TO HEED THIS WARNING WILL RESULT IN 
AN UNSTERILE LOAD. 

The sterilizer must be located in a clean, well-ventilaced area, 
away from sparks or flame. The temperature of the r?cm must be 
maintained at no less than 6S'F (20'C) during the stErilization 
cycle. 

At the end of the t./elve-hour ster ilization cycle, ':he At! 14A and 
AN74C will automatically begin a two-hour purge CYClE and ~ green 
indicator light will sigr.al, when you may open the steri:i~~~ and 
remove the load. If you are using an AN74V, tu=n the purge ~ump 
on and purge the liner bag for two hours before opening ~~e 
sterilizer and removinq the sterile items. 
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FAILURE TO OBSERVE THE ABOVE INSTRUCTIONS MAY EXPOSE THE 
STERILIZER OPERATOR TO MORE THAN 0.5 PPM ETHYLENE OXIDE (The 
OSHA Established Action Level Measured as an Eight-Hour Time
Weighted Average). 

I, ) 

Aerate gas absorbent items for at least 24 hours before use (see 
section 7: Precautions). 

After the sterile materials have been removed from the liner bag, 
the exhausted and empty gas-release ampule and its bag may be 
disposed of in ordinary rubbish. 

6. Special Problems. 

When sterilizing long lengths of plastic or rubber tubing, such 
as ureteral catheters, heart catheters, and coils of drainage 
tubing, use two ampules and double the cycle time. 

If you are using an AN74 sterilizer in an AN77 Ventilation Hood, 
increase the cycle time to 24 hours. (Be sure to permit residual 
sterilant gas to dissipate from the liner bag for fifteen minutes 
before removing the sterile items at the end of the cycle.) if 
you are using an AN74V sterilizer, increase the cycle time to 24 
hours, and purge the liner bag for two hours. If you are using 
an AN74A sterilizer, use the cycle-augment feature to double the 
cycle time. With an AN74C, load the sterilizer with.he items for 
sterilization and the two activated gas-release bags, but then 
wait twelve hours before pushing the START button. Before loading 
the sterilizer, be sure that the ventilator is running. The 
ventilator must continue to run during the entire augmented 
cycle. 

7. PI:ecautions. 

DANGER: EXTREMELY FLAMMABLE. 
KEEP OUT OF REACH OF CHILDREN. 

Anprolene gas is extremely flammable. Do not use it near fire, 
heated sUI:faces, or flame. Do not smoke near the contain~~ w~ile 
loading and unloading it. When sterillzing battery-operated 
instruments, remove the batteries and wI:ap them separately to 
avoid the possibility of an electrical spark igniti~s the 9as 
during the sterilization cycle. 

Never open the 5terilizer during the sterilization -:ycle. A-'oid 
breathing Anprolene vapor. Breathing AnpI:olene va{.u.: is lJaI:mful. 
In concentrated aMounts, Anprolene sterilizing ga~ i& as 
irritating to the lungs and mucous membranes as is ammon'a g~s. 
Like many other chemical vapors, Anprolene has th~ potential to 
cause an allergic response in a sensitive individual. Suc~ 
individuals should not handle A~prolene, neither should they 
breathe its vapors or allow materials sterilized in it to come in 
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contact with their skin or mucous membranes. 

All users must avoid contact of Anprolene with skin, eyes, and 
clothing. If contact with liquid Anprolene occurs, the user must 
imroediately remove all contaminated clothing, including shoes. 
Flush skin or eyes copiously with water for at least fifteen 
minutes. If liquid Anprolene has come in contact with your eyes, 
see a physician immediately for further treatment. 

/ , 

Failure to adequately air gas-absorbing materials may lead to 
contact chemical burns. All items that may contact living tissues 
must be aired for at least 24 hours, at a minimum temperature of 
68'F (20'C), before being used. Items such as plastic 
;.nstruments, foam rubber, plastic foams, vinyl tubing, rubber 
tubing, plastic items, rubber items, and sealed air-cushioned 
devices (for instance, some anesthesia masks), must be aired. 
Instruments need not be removed from cloth or paper wrappings to 
obtain adequate diffusion of the residual Anprolene vapocs. 

It is incumbent upon the user to determine appropriate aeration 
parameters for ga~-absorbent items intended to contact tissue 
cultures, micro' cell cultures, spermatocytes, oocytes, 
embryonic tissue or the like, 

To minimi~e op~rator exposure to ethylene-oxide vapors, and to 
shorten the aeration times quoted above, use a heated aerator. 
For this purpose H.W. Andersen Products, Inc. offers the AN78 
Anprolene Aerator. Consult the manual accompanying the aerator 
for aeration times appropriate when using a heated aerator. 

Microorganisms and spores which are vacuum dehydrated, 
crystallized ~n salt, chemically desiccated, or dried by 
~rolonged exposure to ambient relative humidity below 30\ may 
become highly resistant to sterilization by Anprolene. 
Rehydration of organisms so changed, hence reversion to normal 
sensitivity, occurs only when the organisms have been actually 
soaked in water or treated in an atmosphere of 100\ relative 
humidity. Do not attempt to sterilize materials which may be 
carrying dried 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 harmful. then 
pretreatment in a chamber having a saturated humidi~y and 2 

temperature of at least 6S'F (20'C) is required for at le3st four 
hours. 

Nylon and polyester films are virtually impervious ~0 ethylene 
oxide. The only all-plastic, waterproof wrapping I~:erial proven 
compatible with Anprolene is our Seal & Peel brand roll ~tJc:;. Do 
not use any other plastic film to wrap items to be steriliz,'d in 
Anprolene. 

Anprolene is a potent polymerizing agent. Anprolene must not be 
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used for sterilizing foodstuffs or drugs because it may 
chemically change them in a detrimental manner. 

/ 

It is absolutely essential that reliable forced ventilation be 
employed in the room where the Anprolene Sterilizer is used. This 
system must be capable of ten air changes per hour, so that 
operator exposure remains within U.S. government permissible 
exposure limits. 

Either an AN74A, AN74C, or AN74V Anprolene Ventilated Sterilizer 
or an AN7~ sterilizer used with AN77 An~rolene Ventilation Hood, 
properly connected to the outside of the ~uilding, must be used to 
assure the operator is not exposed to toxic levels of ethylene 
oxide. Ventila~ion hoods and ventilated sterilizers must be 
tested for efficacy and serviced at the sterilizer site at least 
once a year. If you cannot arrange for this locally, you may 
contact H.W. Andersen Products, Inc. at 1-S00-523-1276 for advice 
regarding testing and service. 

The AN70, AN72, AN72V, AN74, AN74V, and AN74A Anprolene 
Sterilizers, as well as the AN77 Anprolene Ventilation Hood, are 
no longer available. Instructions for their use are included here 
to accommodate the existing user. It is the responsibility of the 
user to upgrade the non-ventilated AN70, AN72, and AN74 Anprolene 
sterilizers to current safety standards. The user should be aware 
that local or state regulations may forbid the use of Anprolene 
sterilizers not having an integral ventIlation and purge unit. 

8. IMPORTANT - The User Must Not Deviate from these Instructions. 

Do not be fooled by the apparent simplicIty of the Anprolene 
Sterilizing System. Its reliable use depends on your precise 
adherence to these instructions. AN79 Anprolene ampules are 
designed to be used only in t~e AN74, AN74A, AN74C, and AN74V 
Anprolene Sterilizers with the liner bags and twist seals 
supplied in the refil: dispenser. Nc. Jt .er container may be used, 
no matter how similar it zeems. Liner bags must not be reused; 
use only a genuine, f:esh Anprolene liner bag with each load . 

9. Technical Description of the System. 

The Anprolene Sterilizer container serves as a guarj again~t 
inadvertent igni t i on of the contents by spark or open f la.ne 
during the sterilization cycle. The liner bag, whert ~·r')pecly 
tWist-closed, has a 35 liter capacity. It is a second gar-
diffusion membrane that serves to retain Anprolene 1cng enough to 
sterilize its contents and diffuses it into the s~~~oundinq 
ventilated sterilization cabinet at a slow enough rate tu intiure 
that toxic levels are not reached in a properly ventilatpd room. 
Each ampule releases approximately 17 grams of Anprolene at room 
temperat~re (6S'F/20'C) and sea-level atmospheric pressure. The 
AN79 ampule produces a minimum peak concentration within the 
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liner bag of 500 mg/lOOO cc. Tests in our laboratory confirm that 
this dose will kill the most resistant spores known within the 
twelve-hour cycle, providing they have been rehydrated according 
to our instructions. 

10. Storage - Shelf Life. 

Anprolene must be stored in a cool place out of direct sunlight. 
Under normal conditions its shelf life will be five years. As 
long as the material in the ampule is liquid at ~8'F (20'FI, it 
is sufficiently potent to use. 

11. Testing the Efficacy of the Anprolene Sterilizer. 

Monitoring sterilization efficacy is extremely important. It is 
strongly cecomrnended that the user establish a routine for 
monitoring each cycle. Aacolor-change chemical indicator, such as 
the Anpro AN87 Dosimeter , placed in the most inaccessible part 
of the load, will indicate whether or not the gaseous ste~ilant 
penetrated to the core of the load in adequate copcentration to 
assure sterilization. In addition, an apPRopriate biological 
control, such as the An~ro AN80 Steritest , should be used at 
least once per month to challenge the procedure. The AN80 
Steritest is sensitive to the gas concentration, cycle time, and 
average cycle temperature. 

Active ingre1ient: Ethylene oxide 
Inert Ingredients: 
Net contents each ampule 

97\ 
3\ 

0.64 avo oz 

R R R tm R Anpro , ~prolene , Dosimeter , Humidichip , Seal & Peel , and 
Steritest are trademarks of H.W. Andersen Products, Inc. 

Manufactured by 

H.W. Andersen Products, Inc. 
Health Science Park 
Box 10SO-Chapel Hill, NC 27514 USA 

EPA Registration No. 9417-3 EPA Establishment No. 94l7-NC-OOl 
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