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DANGER

EXTREMELY FLAMMABLE
KEEP AWAY FROM HEAT, SPARKS AND FLAME

READ INSERT INSTRUCTIONS AND PRECAUTIONS BEFORE USING.

Avoid prolonged or repeated exposure to vepors. Causes irrita-
tion of nose, throat, eyes and skin. Avoid contact with skin, eyes
and clothing. In case of contact, immediately remove all con-

taminated clothing and flush affected areas with water. For eyes,
get medical attention.

Manufactured by

H. W. ANDERSEN PRODUCTS, INC.

45 East Main Street, Oyster Bay, New York 11771

U.S.A. Patents 3,476,506 3,503,775 3,552,083
Foreign Pate-its issued and Pending.



IMPORTANT
DO NOT GPEN THIS BAG

ANPROLENE"
STERILIZING GAS

NET CONTENTS EACH AMPULES  0.64 AV. 0Z.
ACTIVE INGREDIENT ETHYLENE OXIDE 97%
INERT INGREDIENTS 3%

DANGER
CONTENTS EXTREMELY FLAMMABLE

USE ONLY IN ANPROLENE STERILIZER AN-74

READ INSERT INSTRUCTIONS
AND DISPENSER BOX LABEL - - —
FOR ADDITIONAL PRECAUTIONS - -
BEFOREUSING

DISCARD USED AMPULE
IN ORDINARY RUBBISH




R

AN

719 %

HHPBU

ONE BOX

6\'
'\_ oY

- \"
-

/use

CONTENTS 20 AMPULES 20 LINER BAGS 20 CLOSURES

ANPROLENE

STERILIZING GAS AMPULES

Net contents each ampule 0.64 av. oz.
¥ Agt e ingredient ethylene oxide 97%
Jhe ingredients 3%

DANGER

EXTREMELY FLAMMABLE
KEEP AWAY FROM HEAT, SPARKS AND FLAME

ONLY IN ANPROLENE STERILIZER AN-74

H W. AND[RS[N PRODU(TS IN( _

45 Foact M Stroet (y%(r Bi\, N( \ 1177

LJ S A Patents 476 506 1,505 11 ¢ OB 3
Foreoen Patents | d and Peodinge FPA Reyr No ‘Hl R




Ot

BOX COMTENTS 20 AMPULES 20 LiNF& GAY

ANPROLENE

STERILIZING GAS AMPLLES

Net conte  _ach anipuic BTN
Active ingredien! othylene oxiciv EVAN

inert ingredient:

DANGER

EXTREMELY r LAMMABLY
KEEP AWAY ‘ROM HEAT, SPARKZ AU T8 4

USE ONLY IN ANPROLENE STERILIZFD

H W. AND[RS[N PRODUCTS IN(

45 East Main Street, Oyster Bay, New York 11771

U.S.A. Patents 3,476,506 3,505,775. 3,552,083

| Foreign Patents Issued and Pending. EPA Reg. No. 9417-3




ANnproiene’

(Gas diffusion membrane (“‘Liner Bag"').

UUSE ONLY !N ANPROLENE oTERILIZER
AN-74.

IMPORTANT: .

The gas within this membrane may be flam-
mable. Keep away from spark and open
flame.

/. /’%

Do not oper: this Liner Bag before the recom-
mended 12 nour cycle time has elapsed.

Fallure to adequately air gas absorbing ma-
terials may lead to contact chemical burns.
Plastic, rubber and other gas absorbing prod-
ucts Intended for use In contact with the
human body or to be implanted in the human
body, must be aired for 24 hours outside of
this membrane before use.




8. Technical description of the system.

The Anprolene Sterilizer container serves as i guard
against inadhvertent ignition of the contents by spark or
open flame during the sterilization cycle. The liner bag,
when properly twist closed, has a 3§ liter capacity. Tt
serves as a second pas ditfusion membrane, retaining
Anprolene long enough to stenthize its contents and then
ditffusing 1 into the surroending room air at a slow
cnough rate o msuare the o tovie levels e not reached
i the room. Fach ampule releases appronimately 19
crams ot Arprolene at room tempetature (6G8F
20C ) and seac leved atmospheric pressure. The AN-79
ampule produces a minimum peak concentration within
the hiner bag of SO0 mgm | 000 c¢c Tests in our labora-
tory confirm that this conficuration witl kill the most
resistant spores hown (providing they have not been
desiccated )y within the 12 hour cycle.

9. Storage — Shelf Life,

Anprolene must be stored in a cool place out of
direct sunshine. Under normal conditions its shelf life
will exceed one vear. As long as the muaterial in the
ampule 15 hgquid, at 68 F, (20°C), at 1s sufficiently
potent {o use.

contents each ampule 0.64 av. o7.
Active ingredient ethylene oxide 97
Inert ingredients 37

Anprolene- Medular Sterilizing System

AN-70 Anprolene Cylinder Kit {Includes 1 AN-71)

AN-71 Anprolene 25 Ampule Refill Dispenser

AN 72 Anprolene Tray Kit (Includes 1 AN-73)

AN 73 Anprclene 60 Ampule Refill Dispenser

AN-74 Anprolene Giant Size Sterilizer ¢, cludes 1 AN-79)

AN-75 Anprelene 60 Ampule Refill Dispenser tUse with AN.74
only!

AN-78 Anpr-lene Aerater Cabinet

AN-79 Anpr-iene 20 cc. Ampule Retill Dispenser *Use with AN-74
only}

AN-80 Stenitest- Biolcgical and Chemical Anprelene Sterilizer
Cortrol

EN-82 2" by 200" Seal and Peel ™ Roll Stock

7773 3" by 207" Seal and Pee! Roil Stock

. .5 Anp-ciene Exposure Indicatar Strps

AN-87 7" by 220 Seal and Peel Roll Stock

AN Y Seal and Peel Hectnic Impulse Sealer

AN G2 271 71 Seal and Pee! Puckaping Peuches

AN 3= hy 2T Seal and P! Packaging Pouctes

ANG7 77 by 107 Teal aad Pees Packaging Pouches

Anprolene s a registered trademark of H. W Andersen
Prouucts, Inc.
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ANPROLENE®

BRAND GASEOUS STERILANT FOR ROOM TEMPERATURE .
ATMOSPHERIC PRESSURE STERILIZATION.

Instructions for using Anprolene gas ampules

1. Do not open the plastic bag in which each indi-
vidual Anprolene ampule is sealed.

Each ampule ot Anprolene has o plastic shield
around the ampule The ampole and shicld are sealed
i a plastie bag. The plastic bae s o gas diffusion
membrane of known permeahility whose function s
to contiin the gas given off by the ampule and release
it at a controlled rate during the sterthzation cycle.
The plastic shield around the ampule prevenis broken
glass from the opened ampule trom puncturing the pas
release bag.

2. Typical products which me conveniently be proc-
essed in the AN-74 Anprolene Sterilizer.

Respirators, Corrugated tubing

Bronchoscopes. Guastroscopes

Procedure Trays

Catheters-Plastic. rabher. cloth

Tubing  plastic, rubber, metal, ghass, ¢loth

Anesthesta equipment  endotracheal tubes, masks,
rubber tubing

Tape (a commaon source of crossinfection )

Bandazes, dressing sets ireuse plastic forceps)

Sviinges  plastc, rubber gliass, bulb <y ringes

Gloves  ru er. plastic, ¢loth

Surgical instrutents  steel. chrome  piate. brass,
plastic

Opucai Instuments  sCopes. CImeras. Jenses, mit rors

Electrical equipment  swhether autoclaveable or not

Painted equipment  metal. wood

Hich speed steel doills, buris, chiselds

Atrwiavs  plastic, tubber, metal

Fabiie  cloth, rubler. plastie, leather

Flectnic wire  whether autoclaveshie o 1o not

Dy cell battertes, battery cases, bulbs

Sutures  plastic. sitk, cotton, stainfess steel

Fhermometers. toneue depressors, apphcator st ks

Rectal tules douche v ibes ubber ploag

Specula plastic, mietal

3 Preparation of material for sterilization

Material to be sterihized by Anprolens most be sare
cally clean and div. Coatnes of div protem, ke diy
pus. blood or teces protect mcrooreanisms and slow
the sterthization process Woashime contiaminated instru-
ments with detocent and worer prion to esposare to
“Anprolene rebyvdiates desccsted spores and s strongly
fecommended s arontng procedure It the natire of
vbe matesial s cuch that the water teatmenis specified
above are hoambutb dhes o pretreanent in a0 Chambes

. ]1.1\irlu a saturated hunodiny sl be necessary tor an
prveradl pDretteatment roatine b oot deast one hoasr 0 8See

also Parasraph 6 Precaunop
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with cloth or gauze that gas diffusion is slowed. Hollow
bore needles and plastic or rubber tubing must be open
and free from plugs. Syringes must be packaged dis-
assembled with their plungers out of the barrel.

Water on instruments at the time of exposure to
Anprolene may react with it and reduce its effective-
ness Be sure that items to be sterilized are dry before
wrapping and processing.

You must wrap all tems individually in cloth or
paper in the manner comventional for steam stenliza-
tnon or i Anp:o Sceal and Peel™™ Packaging, Anpro
Seal and Peel Packagime otters i see throueh, peel open,
extended shelf lite package. proven and controlied o
be compuatible with the Anprolene Sterilhizing Sostem

4. Sterilization method with AN-74 Anprolene
Sterilizer.

Be certain that all items have been prepuared as
described in paragraph 3 above. The ambient relative
humidity must be at least 309 for Anprolene process-
ing. The user must verify that this minimum exists
before processing begins.,

Remove one gusseted hiner bag from the AN-79
dispenser box, open it up ready 10 receive the wrapped
items to be sterilized and place it in the AN-74 ster-
itlizer open end out. Pliace the wrapped items to be
sterilized inside the liner bag.

Remove one large size Anprolene ampule from the
AN-79 dispenser 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 re-
leasing the gas. Grasp the ampule through the bag and
protective shield and snap the top of the ampule. This
action releases the gas within the ampule. Place the
activated ampule. sull wrapped in its sealed plastic bag,
inside the hirer bag on top of the material to be «ter-
ilized. After loading the liner bag with the gas release
bag and the muterials to be sterilized. 1t is advisable to
press any excess air out of the hiner bag before closing
the mouth of the liner bag. It you fail 1o do this. you
may experience difficulty in closing the AN-74 con-
tainer due to “pillowing™ of the liner bag.

Twist the liner bag shut and hold the seal with one
of the twist seal closures which are provided in the kit.

Close the door of the AN-74 Sterilizer and turn the
ume lock tn a clockwise fushion for one complete revo-
lution. By Jdomg so. the stenhzer door 1y locked for a
period of 12 houars and it is impossible to interrupt the
sterthzation cycle without permanently damaging the
time lock.

The AN-74 Sterilizer must be located in o bacteri-
ologically clean. well venulated area. away from flame
or spark. Room tempeiature must be at least 68 F
(26°CH. The position of the time lock at any given time
during the cvele will indicate the amount of time re-
maining before the 12 hour stenhization cycle s
complete

At the end of the 12 hour cyvcle the time tock will re-
lease automatcally and the AN-74 Sterihzer may be
opened. Remove the twist seal from the hiner bay and
apen il Allow five munutes for the diffusion of any re-
stdual free cas and then remove the stenifized materials

After the steride material has been removed from the
liner bag. the exhausted and empty gas release ampule
and tts bag may be disposed ot i ordinary rubbgsh,

5 Special Problems.

When stevihizime dome Jenpthe o plosa ar b
tubane bor ey I!H[‘l!' Uogerter b € ahete oo Hle e €0y

ters. 1LV, Extension Tubes, increase the cycle time to
24 hours.

6. PRECAUTIONS.

DANGER: KEEP OUT OF REACH OF CHILDREN.

Anprolene gas is extremely flammable, keep away
from heat, sparks and flume. Do not smoke near the
container while loading or unloading it. Remove bat-
teries from electrical instruments being sterilized in
Anprolene and wrap them separately 10 avoid the pos-
sibtlity of an electiicad spark igniting the gas during the
stertlization cyele.

Keep container closed. avoid breathing Anprolence
vapor. In concentrated amounts Anprolene sterilizing
wias 1s as irritating o the Jupes and mucus membranes
as Is ammora gas, s with other chemical vapors, there
1~ a chance of an occasional allergic response to An-
prolene in a sensitive individoal, Such  individuals
should not handle Anprolene. nor breathe its vapors
nor allow materials sterilized 1n 1t to come In contact
with their shin or mucus membranes. Al users should
avoid contact with skin, eyes and clothing. If contact
with liquid Anprolene occurs, users should immediately
remove all contanunated clothing, including shoes.
Flush skin or eyes with plenty of water for at least
fifteen munutes. For eves get medical attention.

Faillure to adequately air gas absorbing materinls
may lead to contact chemical burns. Foam rut
plastic foams and sealed air cushioned devices 1.
some anesthesia masks must be aired 24 hours before
use. Gas absorbing materials. like rubber or plastic,
which are to be implanted or used on or in the human
body should be aired 24 hours before use. It is not
necessary to remove such material from cloth or paper
wrappings to obtain adequate diffusion of the residual
Anprolene vapors.

The above aceration umes can be shortened by using
n heated aerator For appropriate aeration times using
a heated aerator consult the manual accompanying the
aerator.

Vacuum dehydration, chemical desiccation or pro-
longed exposure to ambient relative bumidity below
3077 hiave been demonstrated to produce spores highly
resistant to stertlization by Anprolene. Rehydration of
spores so changed and hence reversion to normal sensi-
tivity does not seem to occur until they have been actu-
ally wetted or pluced in essentially 10077 rela*” -
humidity Do not attempt to sterilize materiads w
mayv be carrving dried spores without first soaking them
in water or washing the articles with water, soup, ¢
detereents. If the nature of the material ts such that the
witer treatments specified abose ure harmful. then a
pretreatment in a chamber having a saturated humidity
will be necessary for an overall pretieatment routine
of at least one hour,

Anprolene is o potent polymerizing agent. 1t should
not be used for sterilizing food stuffs or drugs.

Stetlization efficacy i~ extremely important, It
sttonghy recommended that the user estabhish a routine
for monttoring cach cvcde A wolor change chemicad
indicator such as the ANPRO ANRS placed in the
maost immaccessible part ot the load will venify whether
or not the gaseous stentlant penetirated to the core ot
the Toad. In additon a good bological control such as
the ANPRO AN KO Sternest® should be used at least
once per month to chiilenge the procedure
7. IMPORTANT — Variations from these instructions.

Fhe nser muost not desvate from these instructions.
AN 79 Anprolene aepute care destened 1o be used only
m the ANV Appecdene Steohizer atithizime the AN 7Y
e Yoo and o o capphiedianthe AN "ol dis
e e Yoo e ey b s e ol e b B




