le /- Yoo
S0 RN
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« Keep all sources of « Re-enter the depart-
ignition such as ment only after
matches, lighted qualified health and/or
cigareties, sparks, and safety personnel have
static discharge away determined that
from the sterlizer and re-entry is safe
Steri-Gas cartridges. (e.g., air sampling or
Do - calculating the amount

e of time needed for the
g“w or i tea- ventilation system to

as Bes- remove cthylene
To avoid an explosion oxide).
hazard, do not place a If the spill i .

- i . spill is associat-
leaking dg:‘.;’:"n“;‘:d" ed with the Steri-Gas
cann i cartridge, contact 3M
tion cabinet. Place or -

Clinical Research at
Ieave the cartridge in 612-733-2374.
the sterilizer and run a
| cycle to evacuate the + Do not wear clothing
- ethylene oxide. contaminated with
cthylene oxide unul it
has been laundered.
Discard contaminated
leather items.
-v . .
ACCEPIED
with COMMENTS
. i EPA Leucr DX -
L f
' MAR 30 1995
I H Ve ‘Jdde.
wndﬁr [-'.(' b | ,.:]l;_:_(‘,l‘l: ACt
P cdv, -[:“" ";_“c e Leida
EVA Reg. No-

« Do not puncture the
cartridge by any
means other than in
the sterilizer.

« In accordance with
OSHA cthylene oxide
standard, develop a
writien emergency
plan for leaks or spills.
Ensure your personnel
are ained in the
anergency procedures.
Refer to the OSHA
standard, 29 CFR
1910.1047, and

. “Ethylene Oxide Leaks
or Spills” on p. 6-7 of
this Product Profile for

. detailed information.
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A DANGER

Health & Safety Information

The 3M "“Steri-Vac™ SteriizerAerator uses ethylene oxide gas to sterlize heat-and/or moisture-sensi-
tve devices. Ethylene nxide is lammable and loxic. Folfow alk instructions and precautions carefully

Statement of Practical
Toxicity Treatment/First Aid Toxicity
Acute lnkalation Skin Contact Skin Contact
inhalation Gret fresh air inmediately after Liquid ethvlene | Flush the area of contact with
Overexposure averexposure to ethylene oxide . oxude may water for 2 muumum of 15
may cause gas. Contact a2 physician as cause skun munutes. Remove contamunated
imtation of the | s00n as pasaible imtation, clothung whie flushing. Wash
respiratory dermattis and the affected arca with soap and
tract, dizziness, weakness. hlistenng. water. Contact a physician as
nausea and vometing soon as possible. Aerate
(tmmediate or delayed). chest contaminated clothung and
pawn and ncurotoxac cffeds. launder before reuse. Discard
oontanunated Jcather items
Chronic Inhalation
The Occupational Safety and
Health Admunusiration (OSHA) Ingestion Ingestion
classifies ethylene oxade (EQ)
A hghly Call a physician or Paison
as a probable human carcino- .
unlikely route Control Center. Dnnk onc or
gen and reproductive hazard. of exposure. two glasses of water and induce
—] Liquud vemutng by touchung back of
Eve Contact Eye Contact ethylenc oxade, | throat with finger. Do not
Splashes of For hiqud ethylene oxide or upon ingestuon, 1s caustsc and induce vomitng or give
ethylene oxade high concentrations of gas, may cause severe unfauon and | anything by mouth to an
may cause immediately flush the eves bums te the gastrmntestinal UNCONSCIOUS person
severe eye with water for at least 10 mucosa
injury. High minutes. Cuntact a physician
gas concentrations may cause immediately.
severe eye umitation and wnjury.

Ethviene Oxide Leaks or Spills
The following indicate Sten-Gas cartndge leakage:

Flammablility
Ethyleae oxide 1s flammable 1n concentrauons
from 3% (30,000 ppm) to 100%. Keep all

« Liquid ethylene oxude spurung or rapidly dnpping from a
sources of ignition such as matches, Lighted qu spurung or rap pping

cartndge
<igarcties, sparks, and static discharge away from o, A_cartndge that feels very cold to the touch
the sterilizer and cartndges. + Cantndge weight loss - )
ACCEZPTRED s+ TBBO7B-50884 Rev 1 /
W_:::[ fu_,\h]. ]

Ly

o A0 EPA Letter Dated: .
MAR 30 1995
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-l"'ung.‘c!a:'-_ ard Lal i ple Act
R amoended, (or he 1vetide
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bperating Procedure

User Responsibility: Understund the 3M “Stert-Vac “Gas SterilizersAerator Model 8X1.
2-Door Operator ‘s Manual before using this product Only trammed personnel should use thix

equipment. To operate this product in a manner inconsistant with its laheling 15 ¢ vinlaton of

Federat Law (USA)

The Sterl-Vac sterllizer automatically
controls the steriiization cycle.

Open sterilizer unioad-side door.
Unload the sterllizer.

Take empty cartridge from basket and
discard in non incinerated waste.

Return to standby.

*TOP

v

Error Codes

See operator's manual for specific meaning

Ctto C20 Cautlions

Will not stop the sterilization cycle.
The message is cleared automatically when the condition
started

NOTICE

When the sterilization cycle is ir:tarrupted by an
unload-side door reamains locked. The error mt
the cycle restarted from the load side.

Ll

Nway

‘ ) ?CCEP’E'E’D
‘ with COXIVvENTR
K in EPA Loty Dated:

MAR 30 995
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Operating Procedure Error Codes

User Resporxibility: Understund the 3M “Steri-Vae “Gax SteritizeriAcrator Model 8XI, See operator s man"affor .‘-pp(-"ﬁ‘- meaning ﬂf”l’(’ cades,
2-Dour Operaten s Manuel before usmyg this product Only trained personnel xhowld use tho
eqiapmentt To operdte this prodiuct it o manner inconsistant with s labeligg i< a violation of
Federal Law (USA)

Place blological Indicator In the sterllizer C1toC20  Cautlons
basket with load. Wil not stop the sterilization cycle.
The message is cleared antomatically when the condition Is corrected or a new cyvcle
started
Open the sterilizer load-side door. {- fall
Remove empty gas cartridge and place E1to E20 Self-test fallures
it In basket. Prevents the start of a sterilization cycle. To reset:  « Open the door
Insert new 3M ™ Sterl-Gas™ 8-170 Cartridge. * Press STOP
« Correct the problem
1Y DO NOT force the cartidge.
E21 to E49  Fallures prior to gas puncture
Place baskets In chamber. )
Close the door Stops the cycle before pas is released. To reset:  + Open the door
' The load Is not sterdlized. + Press STOP
¢ Carrect the proktiem

Select temperature (37°C or 55°C).
E50 to E69  Fallures during gas exposure

Stops the cycle before sterilization is complete.  To reset:  + Open the door
The door remains locked until the gas s « Press STOP

Set the aeration time (optional). purged from the chamber. + Correct the problem

E70 to ESO0 Locked chamber fallures

Start the sterilization CVC'G. Load not sterilized. Toreset: s Correct the problem
Stops the cycle when sterilizer can not clear * Press START (if
. the gas from the chambher. present on the diplay)

-'h to repeat gas removal phare.

The Sterl-Vac sterllizer automatically e X
controis the sterilization cycle.

« If gas removal again fails,
ACCER i call service representative

: with CONpENGT
Open sterilizer unload-side door. 0 EPA Losbr Dfoee NOTICE _ S

Unload the sterllizer. MAR g
Take emrty cartridge from basket and (

9 When the sterilization cycla 1s interrupted by an error code, the unfoad-side door
DO emains locked  Tha error must ba cleared and the cycle rastarted from the load sude

discard In non Incinerated was’.te.u ’
2 m.r.r_!.’,-- 1 ) RETA
Return to standby. e R T PN
v 8 gmoeled, L e -

. atre v .’ M \'d un(l‘f'l' 1 Vo e :-::).
K - —{ /)
y T ‘—— -
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Operating Procedure

Federal Law (USA)

3 110

Uiser Responsibility: Understand the 3IM “Steri-Vac “Gas Sterthzer/Aevator Model 8X1.
Operator's Manual before wang this product Only traaned personnel showld use thes
equipment. To operate this product in a manner imconxistant with s laheling 15 a vinlation of

Place blologlcal indicator In the sterillzer
basket with load.

Open uie ste~!ixer load-side door.
Insert new sM “Sterl-Gas 8-170 Cartridge.

i DO NOT foroe the cartndpe,

Place baskets In chamber.
Close the door.

Select temperature (37°C or 55°C).
Set the aeration time (optlonal).

Start the sterllization cycle.

The Steri-Vac sterillzer automatically
controls the sterilization cycle.

Open sterllizer door.

Unload the sterllizer.

2iscard aorated empty cartridge In
non Inclnerated waste.

Return to standby.

Error Codes

See operator’s manual for specific meaning of the codes,

C1to C20

Will not stop the sterilization cycle.

Cautlons

The message is cleared sutomatically when the condition Is corrected nr 2 new cvcle

started

E1 to E20 Seli-test fallures

Prevents the start of a sterilization cycle. To reser:

E21 to E49

Stnaps ihve cycle before gas Is released.
The load iIs not sterilized,

To reset:

E50 to E69  Fallures during gas exposure

Stops the cycle before sterilization Is complete.  To reset:
The door remains locked untll the gas is
purged from the chamber.

£70 to E90

Load not sterilized.
Stops the cycle whep stellizer can not clexr
the prs fram the chamber.

Locked chamber fallures
To recet:

it P
i) ‘U“'?“C.h"
¢ in Epa ), qo S‘fd.
MR S0 1995
UI.‘.'_',- . .-
.l:'uw;;s,- W ' . -;,.;‘;e'
I "J"? wld, ,’ I. T et
;‘kggfsl{'rﬂi uh".l.(’j' El"'\ “' fr--l-lf‘!

o

L » % No,
T

Fallures prior to gas puncture

* Open the door
¢ Press STOP
« Correct the problem

* Open the door
*» Press STOP
« Correct the prohivm

« Oper the door
¢ Press STOP
» Correct the problem

¢ Correct the problem
* Press START (if
present on the display)
teo repeat gas removal phase.
s If gas removal again fuils,
call service representative
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Please read this manual carefully to learn
how to correctly operate and maintain the
3M™ Steri-Vac™ Stenlizer/Aerator.
Incorrect operation may lead to steriliza-
tion failure or seitous personal injury.

This manual explains the function of the
sterilizer/aerator, liow to correctly sterilize
heat-and/or moisture-sensitive devices, and
how to maintain the sterilizer/aerator.

NOTICE

Before operating the stenlizer/aerator,
read and understand ail of the health
and safely information listed in Health
& Safety Information section of this
manual.
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Sten-Vac Gas Sterilizer/Aerator Model 8XL

Introcsction

B

FEATURES & BE

The Steri-Vac Model 8XL gas sterilizer/aerator
is a compact unit designed to sterilize heat- and/or
moisture-sensitive devices. It utilizes a fully auto-
matic contro} system to ensure that proper steril-
ization conditions are met, and to minimize the
possibility of operator exposure to ethylene oxide
gas.

Health care facilities throughout the world have
found ethylene oxide gas stenlization to be a
dependable and effective method of sterilizing
heat- and/or moisture-sensitive devices. There are
many benefits to gas sterilization:

@ All microorganisms, including resistant
spores, are killed by the chemical reaction
with ethylene oxide.

® Materials can be pre-packaged, then sterilized
and maintained sterile until use.

@ Ethylene oxide is relatively non-corrosive to
plastic, metal, or rubber materials.

@ Ethylene oxide can penetrate and sterilize
irregular-shaped items.

® Biological monitoring systems (such as
3M™ Attest”™ Biological Indicators) or
chemical monitoring systems (such as 3M™
Indox™ EO Monitor Tape or 3M™ Comply™
EO Indicators) can be used to ensure that
sterilization parameters a.e met. These
monitoring systems can also be used to
distinguish processed materials from
unprocessed materials.

@ Ethylene oxide can be used to sterilize those
materials that cannot be immersed in liquid
disinfectants or processed in dry heat,
steam, or other chemical vapor sterilization
systems. - _ ' e

ACCEPIED L4
with GOITENTS o
in EPA Lotter Datode .

Major Features and Benefits

Following are the major features and benefits of
the sterilizer/acrator:

Accurate and Dependable

The solid state electronic design provides
accuracy and dependability. The electronic
controller automatically stops the cycle and
displays the error code if errors are detected.

Continuous Temperature Monitoring

Under normal conditions, the temperature will be
maintaiir2d to within 3°C of the selected cycle
temperature; if the temperature sensor detects a
temperature 4°C beyond the setpoint the
ster-!ization cycle will automatically stop.

Hunvidification

Muitiple pulses of low-temperature steam help
assure proper humidification.

100% Ethylene Oxide Unit-Dose Cartridge

A unit-dose cartridge of ethylene oxide is
punctured inside the chamber only when proper
chamber conditions are achieved.

Negative Pressure

Throughout the cycle, the chamber remains at
negative pressure relative to the room so gas can
not escape into the sterilization work area. Ifa
leak failure does occur in the chamber, room air
will migrate tnto the chamber and the controller
will automatically detect the ieak and interrupt the
sterilization cycle unitl service is performed.

Vacuum Controlled Puncture

The vacuum in the chamber provides the force to
puncture the cartridge; this cannot occur un! s
the door is closed and a vacuum below 160 mbars
exists in the chamber.

Cycle Status Display
The d:splay on the front panel of the sterilizer

3 0 1955 s'iows cycle status.
Urde 0 000 e {rida,,
Lottt —
as arould, for the pesteide !

cmegty od uidder EPA Reg. Now

_')LI‘G}-L
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introduction Ster-Vac Gas Sterilizer/Aerator Model BXL

Manual Cycle Interrupt Chamber Dimensions

The operator can manually interruyt a cycle at any Width. ..., 51 cm (20 in)
time. If the cartnidge of gas was punctured, the Depth......ocoriinirceines 97 cm (38 in)
final vacuum and ai1 purge automatically clears Height......ooooiiceeeeneececnee 46 cm (18 in)
the chamber before the door is unlocked. Diagonal........ccoccocimeiiniiecnieicnes 117 cm (46 in)
Automatic Aeration VOIIMC......coccii et eeveeene 2241 (7.9 cu ﬂ)
Acr?t.ion-begins automatical-l)_r aﬁ_cr the ' Basket Dimensions

sterilization cycle. The sterilization/aeration ] )
process can bc accOmplishcd m one chamber' WIdth ............................................... 46 <m (l 8 }n)
reducing potential gas exposure that can occur DePth .............................................. 91 cm (3§ in)
during load transfer to an aerator. Height.........ooie 20 cm (8 in)
General Information Water Requirements (
Sterilization Cycles Distilled water is added by the operator to a

. reservoir with a 7.5 liter (2 gal) capacity.
I Temperature | Gas Exposure Time Cycla Tima
Lo

[ W;;C (99°F) 1 3 hours 4 hours 45 min N
55*C (131°F) 1 hour 3 hours
NOTICE

Additiona: time is required after the “.tenlization cycle
time to allow for aeration of the load. It is necessary
to obtain recommended aeration times and
temperalures frorn the device manufacturers.

Sterilant {.
3M Steri-Gas™ EO Cartridge 8-170 100%

ethylene oxide (EO).

Weightofgas........ccocoovvniiiiiiini, 170 grams

Minimum gross weight.................... ... 185 grams

Sterilant Specifications

Refer to the Consumer Product Profile 3M
Sten-Gas EO Cartridges.

Shelf Life and Gas Weight

Refer to the Consumer Product Profile 3IM
Sten-Gas EO cartrnidges.
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Sten-Vac Gas Stenlizer/Aerator Model 8XL

RED E

Health & Safety Information

Please read and understand all instructions before using the Steri-Vac sterilizer/aerator.

A DANGER

The Steri-Vac sterilizer/aerator uses ethylene axide gas lo sterilize heat-and/or moisture-sensitive
devices. Ethylene oxide is lammabie and loxic. Follow all instructions and precautions carelully.

Statement of Practical Statement of Practical
Toxicity Treatment/First Aid Toxicity Treatment/First Aid
Acute Inhalation Skin Contact Skin Contact
Inhalation Get fresh air immediately after Liquid ethylene | Flush the area of contact with
Overexposure | overexposure to ethylene oxide oxide may cause | water for a minimum of 15
may cause gas. Contact a physician as skin irritation, | minutes. Remove contaminated
imritation of the | soon as possible. dermatitis and | clothing while flushing. Wash
respiratory " blistering. the affected area with soap and
tract, dizziness, weakness, water. Contact a physician as
nausea and vomiting soon as possible. Aerate
(immediate or delayed), chest contaminated clothing and
pain and neurotoxic effects. launder befo:e reuse. Discard
Chronic Inhalation contaminated leather items.
The Occupational Safety and
Health Administration (OSHA) Ingestion Ingestion
classifies ethylene oxide {EO) A highly Cail a physician or Poison
as a probable human carcino- unlikely route Control Center. Dnink one or
gen and reproductive hazard. of exposure. two glasses of water and
Liquid induce vomiting by touching
Eye Contact Eye Contact ) . gthylem? oxide, bad.‘ of throat wuh f‘“g"T' Do
Splashes of For liquid ethylene oxide of upon ingestion, is caustic and not |n§uce vormiting or give
cthylene oxide | high concentrations of gas. may cause severe irritation and anyihlng by mouth to an
— may cause immediately flush the eyes burns 1o the gastrointestinal UNCONSCIOuS person.
severe cye wath water for at least 10 mucosa.
injury. High minutes. Contact a physician

gas concentrations may cause
severe eye irmitation and injury.

immediately.

Flammability

Ethylene oxide is flammable in concentrations
from 3% (30,000 ppm} to 100%. Keep all
sources of ignition such as matches, lighted
cigarettes, sparks, and static discharge gway from
the sterilizer and cartndges.

Ethylene Oxide Leaks or Spills

The following indicate Steri-Gas cartnidge leakage:

*+ Liquid ethylene oxide spurting or rapidly dnpping from a

carridge

= A cartridge that feels very cold to the touch

+ Cartridge weight loss
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Health & Safety Information Steri-Vac Gas Sterilizer/Aerator Model 8XL

R
ey

Agency Listings

The Steni-Vac gas sterilizer/aerator is listed with
the Underwriters Laboratories, Inc. (UL).

This internationally-recognized laboratory has
inspected and evaluated the Steri-Vac system.
They perform on-going inspections of the
manufacturing facilitics. Additional international
approvals have also been received or are pending.
All approved labels are located on or near the
serial plate of the sterilizer.

EPA Registration

Manufacturers of chemical pesticides, such as
ethylene oxide, are required to register their (
product label claims with the Environmental

Protection Agency (EPA). Based on these claims,

the EPA requires the manufacturer to demonstrate

that the product meets certain performance

standards prior to issuing a registration number.

The EPA registration number, which appears on

all Steri-Gas cartridges, is 7182-1.
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Sten-Vac Gas Sterilizer/Aerator Model BXL
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Operation

Introduction

This section of the manual describes how to
correctly operate the sterilizer/aerator. Included
are procedures for turning - the sterilizer,
preparing items for sterilization, and correctly
performing the sterilization procedure.

A detailed description of the < *ntrols and
indicators is also provided. Before operating the
sterilizer/aerator, read and understand the
descriptions for each of the cortrols and
indicators.

NOTICE

User Responsibility. Only healthcare professionals
or other appropniately trained personnel in health
care and industrial use areas should use this
equipment. It is a violation of Federal Law (USA)
to use this product in a manner inconsistent with ils
labeling. Injury to person or property can resuft
unless the operaling instructions are followed
carefully.

27




Steri-Vac Gas Sterilizer/Aerator Madel 8XL

~~

Step 2

Step 3

Power on the sterilizer.

Turn on the power switch (located on the
left side of the sterilizer). Leave the power
switch on at all times to simplify operation
and allow the sterilizer electronics to
continually monitor sterilizer tunctions.

Prepare items for sterilization.
Thoroughly clean and rinse all items to be
stertlized to remove mucous, dried blood, or
otker organic matter. Dry the items to
remove water droplets.

Package items for storage.

Before sterilizing, package items that will
be stored before they are used. Use only

packaging materials that are intended for

ethylene oxide sterilization.

NOTICE

The packaging area should have a minimum
room humidity of 35% RH.

AN

Y

ket T
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Steri-Vac Gas Sterilizer/Aerator Model BXL Operation

Step 4 Load the sterilizer baskets.
When loading items in the baskets, leave
some space between each item. Place pack- i H |
ages on edge. When arranging paper-plastic
pouches, place the plastic side of one pouch
against the paper side of anoti.er pouch. T

Step 5 Place biological indicator (BI) in the
sterilizer basket with load.
A BI should be included with each load to
monitor the sterilization process.

The BI or BI test pack should be
representative of the materials being
sterilized and placed in the center of the

load.
To minimize exposure to EO when retrieving
the biological indicator, ensure that it is
easily identifiable when unloading
Step 6 Open the sterilizer door.
Turn the handle counter-clockwise to open — ’T
the door.

|
-:i-:a

herrrt
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Sten-Vac Gas Sterilizer/Aerator Model BXL

Step 7 Insert gas cartridge. e
Insert a Steri-Gas cartridge 8-170 into the
retziner ring on the cartridge holder inside
the chamber. Push the cartridge down and
slightly inward until the cartridge “snaps™ | 0
into position.
DO NOT force the cartridge. Use of exces-
sive force could result in premature punclure
of the cartridge and subsequent exposure to
ethylene oxide. Remove the cartridge rrom
the holder and check for obstruction.
Step 8 Place baskets in chamber.
Place the loaded baskets in the sterilizer
chamber. Close the door and turn the door
handle clockwise until it is vertical.
8
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Steri-Vac Gas Sterilizer/Aerator Model 8XL

RISE

Operation

Step 10

Step 11

Select temperature.

Press the temperature select switch until the
desired sterilization/acration temperature is
displayed. Select the temperature according
to manufacturer’s secommendations for the
devices in the load.

NOTICE

The cycle setup is cancelled if the start
switch is pot prassed within 5 minutes of
setting the cycle parameters The setup can
also be cancelfed by prassing the STOP
swilch,

Set the aeration time.

Pressing the aeration time preset control
arrows change the time in one hour
increments until the desired aeration time is
displayed.

NOTICE

Tha sterilizer displays the aeration time
used in the previous cycle. Presetting the
aeration time is oplional. If no aeration time
is preset, the stenlizer will automatically
aerate the load until the operator stops the

cycle.

Turn on printer.

Press the printer “on” switch (located
behind printer/water door) before starting
the cycle if a cycle printout is desired.
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Steri-Vac Gas Sterilizer/Aerator Model 8XL

Start the sterilization cycle.

Press the START switch to begin the
sterilization/acration cycle. The cycle
continucs automaticalty until completion.
The front panel displays cycle information

Front panel displays cycle sequence (

P.econdition Phase Gas Fxpose Phase Aeration Phase

-

* Preheat
* Chamber vacuum
* Humidification

« Cartridge punctured
+ Gas exposure
» Gas removal

+ Sterilization cycle complete
= Aeration

Interrupting the sterilization cycle.
Press the STOP switch at any time to
interrupt the cycle.

NOTICE

if the cycle is interrupted before gas
exposure, the door will unlock immediately.

If the cycle is interrupted after the gas
carindge is punctured, the machine must go
through final pump down and purge before
the door will uniock.

10
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Steri-Vac Gas Sterilizer/Aerator Model 8XL. Operation
=
Step 13 Open sterilizer door. J ||1[V
During aeration cycle, appearance of the o dﬂ\
“door unlocked” symbol will indicate when .
the door can be opened. ﬂ V
To open the door, turn the handle counter
clockwise, allow approximately 30-60 D

seconds for the chamber pressure to
equalize with the room pressure. &

+

Step 14 Unload the sterilizer.
Once sterilization/aeration is complete,
remove the baskets of sterilized/aerated
itemns from the chamber.

Remove anc aerate the empty gas cartridge
with the load. After aeration, the cartridge
can be discarded with non incinerated waste.

A DANGER

The load continues to release EO until it is
completely aerated. Minimize handling or
sorting an incompletely aerated load.

Step 15 Return to standby.
To end the cycle after the load has been
remnoved, press the STOP switch while the
door is open. This places the stenlizer in
the standby mode, ready for the next cycle.

11




Steni-Vac Gas Steritizer/Aerator Model 8XL

i ry o

e -
STERILIiZER & CONTROTSEEE

The following switches «re used to control sterilizing operations and the contml panel display shows

status during sterilization:

Power Switch.

Turns the power to the sterilizer on and off. This switch
should be left on at all imes to simplify operation,

Temperature Select Switch.
Press to select the desired chamber temperature

Aeration Preset Time Increase Arrow.
Press to increase the aeration time by one hour. {

Aeration Preset Time Decrease Arrov.
Press 1o decrease the aeration time: by one howur.

START Switch.

Press to start the automatic steritization cycle.

STOP Switch.
Press at any time to interrupt the cycle.

Power-On Indicator.
Shows that power has been turned on to the
sterilizer.

12




Steri-Vac Gas Stenlizer/Aerator Mode! 8XL

Introduction

The built-in thermal printer provides easy to read information on
each sterilization cycle. The printout is helpful in analyzing
sterilizer performance and can be retained to meet cycle
verification policies.

Location
The printer is installed in the front of the sturilizer behind the
access door for the water reservoir.

Operation

To operate the printer, press the printer switch to the ON
position before starting the sterilization cycle. The switch has
three positions: OFF, ON, and FEED.

Load Paper

To load printer paper, install the roll in the feed mechanism as
shown in this diagram. Press the switch to the FEED position to
advance the paper through the printer and the paper slot in the
access door.

Printer Door

A OFF

\Printer

Switch

NOTICE

To avoid damage 1o the print head, use only paper intended for this
printer.

13
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Steri-Vac Gas Sterilizer/Aerator Model 8XL

Error Codes & Troubieshooting

CAUTION & ERROR

Introduction

The Steri-Vac gas sterilizers use an extensive list of codes to provide information to the operator. “Cautions” do
not indicate a failure, but are informational messages to alert the operator to some special situation. Other codes
indicate an "error" occurred which stopped the cycle.

Often the code is sufficient to provide very specific information regarding the failure that occurred, giving the
service representative enough information over the phone to indicate the likely failed component. In some of
these situations, the service represeptative will be able to recommend a correction that may avoid a service call.

Caution Codes
Clto C20
Will not stop the sterilization -ycle.

The message is cleared automati-
cally when the condition is correct-
ed or a new cycle started.

Self-iest Ervors

El to E20

Prevents the start of a

sterilization cycle.

To reset:  * Open the door
* Press STOP

* Correct the problem

If error Joes not clear call service
representative.

If the error indicates that the
problem is in the controller
electronics, it may be necessary to
tumn power off to stop the alarm.

These errors are detected before the
sterilization cycle has begun,
thierefore, there is no gas in the
chamber. The stenlizer wi!l issue
short “beeps” to alert the operator
of the error. Open the door and
press the STOP key to clear the
error message and alarm.

Errors in Precondition Phase
E21 to E49

Stops the cycle before gas is
released . The load is not
sterilized

To reset:  * Open the door

* Press STOP

* Correct the problem
These errors are detected before gas
has been injected into the chamber
so the load is not stenlized. The
sterilizer will 1ssue short “beeps™ to
alert the operator of the error. The
sterilizer will automatically release
any vacuum within the chamber to
allow the door to be opened-this
may take approximately one minute.
Turning the sterilizer handle will
stop the alarm while the chamber
vacuum is being rcleased. Once the
door can be opened, press the STOP
key to clear the error and return to
standby.

15
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Eror Codes & Troubleshooting
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Sten-Vac Gas Sterilizer/Aerator Model 8XL

Errors in Gas Expose Phase
E50 to E69

Stops the cycle hefore
sterilization is complete. The
door remains locked until the gas
is purged from the chamber.

To reset:  * Open the door

* Press STOP
* Correct the problem

These errot codes indicate that gas
should have been injected into the
chamber, but that the sterilization
process was not correct so the load
1s not stenlized. The sterlizer will
automatically advance to final
vacuum and purge to remove gas
from the chamber. This will take
approximately 45 minutes.

At the end of this mandatory gas
removal, the sterilizer will unlock
the door following the same
procedures as required for normal
sterilization cycles; in other words,
if th= cycle was set up with a
mandatory aeration «me, the
sterilizer will perform that
mandatory aeration before
unlocking the door.

When the door is unlocked, a
continuous alarm 1s turned on while
the stenilizer aerates the load. The
alarm will stop when the door
handle is tumed to release the
vacuum in the chamber.

To continue acrating the load
without the alarm, turn the handle
back clockwise. The alarm will
sound again when the door is

Locked Chamber Errors

E70 to E79

Stop the cycle. The lead may be
sterilized, but the sterilizer
cannot clear the gas from the
chamber.

To reset:  * Correct the problem

* Press START (if
presen: on the display)
to repeat gas removal
phase

* [f gas removal ugain
fails, call service
represeniative

These error codes indicate that the
gas removal could not be completed
or could not be venfied. The
chamber 1s left locked. A slow
“beep” alarm will come on.

If the error code allows a restart of
the gas removal phase, the START
switch will be active. After
correcting the problem, press
START to perform the gas removal.
The alarm will stop and the
steriiizer will automatically rerun
final vacuum and purg: to remove
gas from the hamber.

This will take approximately 45
minutes. If the gas removal is then
successful, the sterilizer will unlock
the door following the same
procedure as required for normal
stenilization cycles; in other words,
if the cycle was set up with a
mandatory aeration time, the
sterilizer will perform that
mandatory aeration before
unlocking the door.

If the sterilization c* cle was
complete before the problem in the
gas removal phase was detected, the
load is considered sterilized. If
another error had been detected
prior to gas removal, a continuous
alarm 1s turned on while the
stenilizer aerates the load. The
alarm wili stcp when the door
handle is turned to release the
vacuum in the

chamber.

To continue aerating the load
without the alarm, turn the handle
back clockwise. The alarm wll
sound again when the door 1s
opened.
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Steri-Vac Gas Sterilizer/Aerator Model 8XL

Use the following tables 1o isolate the possible causes and corrective actions for the messages displayed on the information display of the
sterilizer. Call your 3M service representative when indicated on the chart, if a code appears that is not listed, or if you have any

questions Codes with

are used on accessories to the Steri-Vac sterilizers.

Caution Messages (Will not stop the cycle)

Code  Message Possible Causes Corrective Action
oCl Low air in exhaust hood External fan malfunction Check fan and fan ducts
(Mandatory seration performed Airflow sensor Call service representative
automatically)
c2 Low water in standby Reservoir needs water Ad.j distilied water
3 Power interruption Power outage Cycle restarts automatic2ily
C4 Lost compressed air No compressed air Check compressor, air fines
Cs Temperature loss during aeration  Heater controt failure Call service representative
{Increase acration time)
®C6 Unioad side door open Unload-side door must be closed Close door
C7 Door locked Lost compressed air Check compressor; air lines
Switch Failure Call service representative
8 Pnnter paper error Printer out of paper Replace printer paper
Cc9 Printer error Printer or electronics Call service representative
e C10 Abator caution Abator problem during gas removal Refer to error messages displayed after
cycle complete
Cl11] Replace used gas cartn-ge Used cartmdge or cartridge missing Install new cartndge
Ci12 Sensor calibration needed Sensor is out of calibration Call service representative

Self-Test Errors (Prevents the start of a cycle)

Code  Message Possible Causes Corrective Action
El Processor memory failure Electronics Call service representative
E2 Program memory failure Electronics Call service representative
E3 Processor faiture Electronics Call service representative
E4 Chamber temperature sensor fail Bad sensor or connection Call service representative
ES Heatsink temperature sensor fail Bad sensor or connection Call service representative
E6 Pressure sensor fatlure Bad sensor or connection Call service representative
E7 Pressure failure w/door open Bad sensor or connection Call service representative
E8 End wall temp sensor fail Bad sensor or connection Call service representative
E9 Middle wall temp sensor fail Bad sensor or connection Call service representative
E10 Low water Reservoir needs water Add distilled water
Ell No compressed air Compressed air source of Check air pressure
El2 RH sensor failure Bad sensor or connection Call service representative
El} No gas cartndge Need new gas cartridge Replace cartndge
Sensor error Call service representative
El4 Load door open Door not closed Closc door-restan
L Switch failure Call service representative ]
17
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Eror Codes & Troubleshooting

CAUTION & ERRORIERS

R

Self-Test Errors (Prevents the start of a cycle} Continued from previous page...

Switch failure

®E!s Unload door open Door not closed Close door-restan
Switch failure Call service representative
® El6 Unload door unlocked Door lock hung up on boh Tum handle to vertical position
Switch failure Call service representative
Et? Load door uniocked Door lock hung up on bolt Tum handle to verticat position

Call service representative

E20 Chamber needs to cool down

Recent warm cycle

Open door, let chamber cool

Errors detected in the precondition phase (Stops the cycle)

Code  Message

Possible Causes

Corrective Action

E21 No vacuum

Blockage at vacuum port
No compressed air (ventun systems)
Vacuum system failure

Clear chamber vacuum pont
Check air pressure
(Call service representative

E22 Initial pumpdown timeout

Improper air pressure (venturi systems)
Vacuum system failure

Check air supply
Call service representative

E23 Chamber preheat imeout

Temperature control failure

Call service representative

E24 Heatsink preheat timeout

Temperature control failure

Call service representative

E25 Chamber over-tenip

Over temp in precondition phase

Call service representative

E26 Chamber under-temp

Under temp 1n precondition phase

Call service representative

E27 Vacuum failure

Leak in chamber
Vacuum system fatlure

Call service representative

E28 No humidity injected

Humidity systemn failure
Water level sensor failure
Moisture injection faslure

Call service representative

E29 Low humidity

Very dry load
Moisture injection failure

Prehumidify @ 35% RH
Call service representative

E30 RH sensor valve failure

Valve or control failure

Call service representative

E31 Vacuum leak test failure

Failed the vacuum lcak test

Call service represcentative

E32 Vacuum level at puncture

Improper vacuum level before puncture

Call service representative

E33 Interlock relay failure

Electronics

Call service representative

® E38 Nirogen empty

Nitrogen tank empty

Replace nitrogen tank

® E39 No nitrogen injection

Nitrogen pressure sensor failure
Nitrogen injection failure

Replace nitrogen tank
Call service representative

E40 User interruption

User pressed STOP swatch

Restart the cycle

Errors detected in the gas expose phase (Stops the cycle)

Code  Message

Possible Causes

Corrective Action

E50 Empty cartridge

Empty cartndge used
Puncture mechanism failure

Use new cartridge
Call service representative

ES| Chamber vacuum leakage

Air leak into chamber

Call service representative

E£52 Lnder temperature failure

Electronics

Cali service representative

ES) Over temperature failure

Electronics

Call service representative

E54 Extended power outage

Could not restart the cycle

Rerun the cycle

18

40




Error Codes & Troubleshooting

Steri-Vac Gas Sterilizer/Aerator Model 8XL

b,

r

i
CAUTION &

y

Errors detected in the gas expose phase (Stops the cycle) Continued from previous page...

ESS Undefined condition at startup Processor error
Interlock relay failure

Call service representative
Call service representative

E60  User interruption User pressed the STOP switch

Rerun the cycle

Locked chamber errors (operator or service representative must restart)

Code  Message Posstble Causes Corrective Action
E1l Final pumpdown timeout Improper air pressure (ventun systems) Check air supply, press START
Vacuum system failure Call service representative
E72 . Obstructed air inlet Bactenial air filter failure Attempt restart, press START
Call service representative
E73 Vacuum sensor failure Electronics Call service representative
E75 Low gas injected Partial puncture Call service representative
E76 Interlock relay failure Electronics Call service representative
E77 Puncture pin in up position Puncture mechanism failure Attempt restart, press START
Call service representative
@ E80 Abator lockup Abator not operating Check power, press START
Electronics Call service representative
® ERI Abator over-temp failure Abator heater failure Allow to cool, press START
Call service representative
® E82 Abator under-te.ap failure Abator not up to temperature Artempt restart, press START
Call service representative
& ER2 Abator blower failure Airflow system failu 2 Call service representative
® E84 Abator filter failure Airflow filter plugged Call service representative

19
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Maintenance

PREVENTIVE MA

Introduction

Performing preventive maintenance at scheduled intervals is a critical part of ensuring that the Sten-Vac
sterilizer/aerator model 8 XL continues to produce quality results. This should be done by a trained 3M service

representative or a trained maintenance person from the institution.

Perform the following preventive maintenance procedures at the recommendec intervals.

Daily Cleaning
Using a soft cloth dampened with mild soap and warm water,
clean the following parts of the sterilizer/aerator daily:

® Chamber walls and floor

@ Outer lip of chamber

@ Inside surface of chamber door

® Outer surface of cabinet

® Door gasket

Compressed Air Line Filters

Daily
At the beginning of each work day, drain any moisture or oil that
has collected in the bottom of the air filter reservoirs.

Every 6 Months
Replace the mist separator element at least every six months.

Every 12 Months

Replace the micromist separator element at least every 12
months

ACCT:P o
with COMTIENTS )
in EPA Lnu.u Dated: '

: MAR30‘995

nder e 2 Lcticide,
Fﬂu’f‘t’.' e, wloa b o e Act
!m randed, £t pestrende
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cteced s dcr LA Reg. No
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AWARNING

purposes only, and not as a replacement for

These filters are provided for precautionary

a clean air supply. A contiminated air
supply can quickly reduce the effectiveness
of tne filter element, resulting in eary
machine lailure and possible ethylane oxide
exposure to the oparator. The customer is
solely responsible for providing an oil-free
and dry (to a dew point of S0°F) air supply

21
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Maintenance

Steii-Vac Gas Sterilizer/Aerator Model 8XL

3M AUTHOR

3M Health Care has established a worldwide service
organization to provide trained technicians to care for your
equipment. For servicing information in the USA, contact your
local 3M service representative or the 3M Health Care Service
Ceater at the following address:

3M Service Center

3M Center, Building 275-4W-05
St. Paul, MN 55144-1000
800+292-6298

In Canada, contact:

3M Canada, Inc.

P.O. Box 5757

London, Ontario N6A 4TI
1-800-268-9696

For servicing information outside of the USA or Canada,
contact the local 3M subsidiary.

A WARNING

Only authorized personnel should repair or
repiace parts. Tampering or unauthorized
alterations in the equipment will void the
manufacturer's warranty and may result in
early machine failure or personal injury.

A WARNING

This equipment is operated with hazardous
voltage which can shock, bumn, or cause
death.

Preventive Maintenance Agreement

For your convenience, 3M provides a preventive maintenance
agreement (PMA) for purchase with the Steri-Vac equipment.
The PMA assures you of periodic maintenance of your sterilizer
and emergency services. Contact your local 3M Health Care
service representative or the 3M Health Care Service Center at
the above address for PMA information.

Service Manuals

Service Manuals are available for any 3M Steri-Vac gas
sterilizer/acrator. These manuals contain illustrated parts lists,
troubleshooting guides, details of operation, schematics, and
preventive maintenance routines. Request the ranuals desired in
wnting or by calling the 3M Health Care Service Center at the
address listed above

22
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Please read this manual carcfully to learn
how to correctly operate and maintain the
3M" Steri-Vac' Sterilizer/Aerator.
Incorrect operation may lead to
sterilization failure or sericus personal
injury.

This manual explains the function of the
sterilizer/aerator, how to correctly sterilize
heat-and/or moisture-sensitive devices, and
how to maintain the sterilizer/aerator.

NOTICE

Before operating the sterilizer/aerator,
read and understand all of the health
and safely information listed in Health
& Safety Information section of this
manual.

/’,/_-);;‘r:
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Sterni-Vac Gas Sterilizer/Aerator Model BXL 2-Door
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Introduction

The Steri-Vac Model 8XL. gas sterilizer/acrator
is a compact unit designed to sterilize heat- and/or
moisture-sensitive devices. It utilizes a fully auto-
matic control system to ensure that proper steril-
ization conditions are met, and to minimize the
possibility of operator exposure to ethylene oxide
gas. The 2-door model allows pass through opera-
tion in clean room facilities.

Health care facilities throughout the world have
found ethylene oxide gas sterilization to be a
dependable and effective method of sterilizing
heat- and/or moisture-sensitive devices. There are
many benefits to gas sterilization:

@® All microorganisms, including resistant
spores, are kilied by the chemical reaction
with ethylene oxide.

@ Matenals can be pre-packaged, then sterilized
and maintained sterile until use.

® Ethylene oxide is relatively non-corrosive to
plastic, metal, or rubber materials.

® Ethylene oxide can penetrate and sterilize
irregular-shaped items.

@® Biological monitoring systems (such as
3M™ Attest” Biological Indicators) or
chemical monitoring systems (such as 3M™
Indox™ EQ Monitor Tape or 3M™ Comply™
EQ Indicators) can be used to ensure that
sterilization parameters are met. These
monitoring systems can also be used to
distinguish processed materials from
unprocessed :naierials

® Ethylene oxide can be used to sterilize those
materials that cannot be immersed in liquid
disinfectants or processed in dry heat,
steam, or ~ther chemical vapor sterilization

Major Features and Benefits

Following are the major features and benefits of
the sterilizer/aerator:

Accurate and Dependable

The solid state electroaic design provides
accuracy and dependability. The electronic
controller automatically stops the cycle and
displays the error code if errors are detected.

Continuous Temperature Monitoring

The chamber temperature and vacuum are
monitored continually during the sterilization
cycle.

Humidification

Multiple pulses of low-temperature steam help
assure proper humidification.

100% Ethylene Oxide Unit-Dose Cartridge

A unit-dose cartridge of ethyle-. oxide is
punctured inside the chamber only when proper
chamber conditions are achieved.

Negative Pressure

Throughout the cycle, the chamber remains at
negative pressure relative to the room so gas can
not escape into the sterilization work area. If a
leak failure does occur in the chamber, room air
will migrate into the chamber and the controller
will automatically detect the leak and interrupt the
sterilization cycle umitl service is performed.

Vacuum Controlled Puncture

The vacuum in the chamber provides the force to
puncture the cartridge; this cannot occur unless
the door is closed and a vacuum below 160 mbars
exists in the chamber.

SYSlems [ Cycle Stams D‘-sp’ay
ACCTTITD ’ The display on the front panel of the stenlizer
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Steri-Vac Gas Sterilizer/Aerator Model 8XL. 2-Door

Manual Cycle Interrupt

The operatcr can manually interrupt a cycle at any
time. If the cartridge of gas was punctured, the
final vacuum and air purge automatically clears
the chamber before the door is unlocked.

Automatic Aeration

Aeration begins automatically after the
sterilization cycle. The sterilization/acration
process can be accomplished in one chamber,
reducing potential gas exposure that can occur
during load transfer to an aerator.

General Information

Sterilization Cycles

Temperature Gas Exposure Time Cycle Tene
apgw,

37°C (89°F) 3 hours 4 hours 45 min
55°C (131°F) 1 hour 3 hours
NOTICE

Additional time is required afier the sterilization cycle
time to aflow for asration of the load. It is necessary
to obtain recommended aeration times and
temperatures from the device manufacturers.

Sterilant

3IM" Steri-Gas™ EQ Cartridge 8-170 100%
ethylene oxide (EO).

Weightof gas........cccccovinininicincne 170 grams
Mumimum Zioss weight...................c...... 185 grams

Sterilant Specifications

Refer to the Consumer Product Profile 3M
Steri-Gas EO Cartridges.

Shelf Life and Gas Weight

Refer to the Consumer Product Profile 3M
Sten-Gas EO cartndges.

Chamber Dimensions
Width....cooviiverrce e, 51 cm (20 in)
Depth.......cocnmimimicienna, 97 cm (38 in)
Height.........oviennnincenrisnnns 46 cm (18 in)
Diagonal.... ......occooerirrecrncene 117 cm (46 tn)
Volume........oooirecrcireceeen e 224 1(7.9 cu fi)
Basket Dimensions

Width ... 46 cm (18 1n)
Depth.... oo 91 cm (36 in)
Height. ... 20 cm (8 in)
Water Requirements (

Distilled water 1s added by the operator to a
reservoir with a 7.5 liter (2 gal) capacity.
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Health & Safety Information

Please read and understand all instructions before using the Steri-Vac sterilizer/aerator.

A DANGER

The Steri-Vac sterifzer/aerator uses ethylene oxide gas to steriliza heat-and/or moisture-sensitive
devices. Ethylene oxide is flammable and toxic. Follow all instructions and precautions carelully.

Statement of Practical Statement of Practical
Toxicity Treatment/First Aid Toxicity Treatment/First Aid
Acute Inhalation Skim Contact Skin Contact
Inbalation Get fresh air immediately afier Liquid ethylene | Flush the area of contact with
Overexposure | overexposure to cthylene oxide oxide may cause | water for a minimum of 15
may cause gas. Contact a physician as skin imritation, | minutes. Remove contaminated
irritation of the | soom as possible. dermatitis and | clothing while flushing. Wash
- respiratory ' blistering. the affected area with soap and
tract, dizziness, weakness, water. Contact a physician as
nausea aad vomiting soon as possible. Acrate
(immediate or dela; ed), chest contaminated clothing and
pain and neurotoxic effects. launder before reuse. Discard
Chronic Inhalation contaminated leather items.
The Occupational Safety and
Heatth Administration (OSHA) Ingestion Ingestion
classifies ethylene oxide (EQ} A highly Call a physictan or Poison
as a probable human carcino- unlikely route Control Center. Drink one or
gen and reproductive hazard. of exposure. two glasses of water and
Liquid induce vomiting by touching
Eye Contact Eye Contact . . gthylcng oxide, back of throat w.rilh ﬁngc_r. Do
Splashes of For liquid ethylene oxide or upon ingestion, 1s caustic and not mducc vominng or give
ethylene oxide | high concentranons of gas, may cause severe irmitation and anyth:ng by mouth to an
may cause \mmediately flush the eyes burms to the gastrointestinal UNCONSCIOUS person.
severe eye with water for at least 10 Mmuzos3.
injury. High minutes. Contact a physician

£as concentrations may cause
severe eve imitation and injury.

immediately.

Flammability

Ethylene oxide is flammable in concentrations
from 3% (30,000 ppm) to 100%. Keep all
sources of ignition such as matches, lighted
cigarettes, sparks, and static discharge away from
the sterilizer and cartridges.

Ut T : 1

cartndge

* Cartridge weight loss

R
st

Ethylene Oxide Leaks or Spills
The following indicate Steni-Gas cartridge leakage:

= Liquid ethylene oxide spurting or rapidly dripping from a

* A cartndge that feels very cold to the touch

Lo

Funzicis, @i amdends Aok
vga aovuded, {or the pistiado

iw under EPA Reg: Noc




Health & Salety Information

Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Agency Listings

The Sten-Vac gas sterilizer/aerator is listed with
the Underwriters Laboratories, Inc. (UL).

This internationally-recognized laboratory has
inspected and evaluated the Steri-Vac system.
They perform on-going inspections of the
manufacturing facilities. Additional international
approvals have also been received or are pending.
All approved labels are located on or near the
serial plate of the stenlizer.

EPA Registration

Manufacturers of chemical pesticides, such as
ethylene oxide, are required to register their
product label claims with the Environmental
Protection Agency (EPA}. Based on these claims,
the EPA requires the manufacturer to demonstrate
that the product meets certain performance
standards prior to issuing a registration number.
The EPA registration number, which appears on
all Steri-Gas cartridges, is 7182-1.




Sten-Vac Gas Stenlizer/Aerator Model 8XL 2-Door

Srhxi L
J [ .

Operation

Introduction

This section of the manual describes how to
correctly operate the sterilizer/acrator. Included
are procedures for turning on the sterilizer,
preparing items for sterilization, and correctly
performing the sterilization procedure.

A detailed descniption of the controls and
indicators is also provided. Before operating the
sterilizer/aerator, read and understand the
descriptions for each of the controls and
indicators.

NOTICE

User Responsibility. Only healthcare professionals
or other appropriately trained personnel in health
care and industrial use areas should use this
equipment. It is a violation of Federal Law (USA)
to use this product in a manner inconsistent with its
fabeling. Injury to person or properly can result
unlass the operating instructions are followed
carefully.
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Sten-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Step 2

Step 3

Power on the sterilizer.

Tum on the power switch (located on the
left side of the stenilizer). Leave the power
switch on at all times to simplify operation
and allow the sterilizer electronics to
continually monitor sterilizer functions.

Prepare items for sterilization.
Thoroughly clean and rinse all items to be
sterilized to remove mucous, dried blood, or
other organic matter. Dry the items to
remove water droplets.

Package items for storage.

Before sterilizing, package items that will
be stored before they are used. Use only

packaging materials that are intended for
ethylene oxide sterilization.

NOTICE

Tha r.ackaging area should have a minimum
room humidity of 35% RH.
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Sten-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Step §

Step 6

Load the sterilizer baskets.

When loading items in the baskets, leave
some space between each item. Place pack-
ages on edge. When arranging paper-plastic
pouches, place the plastic side of one pouch
against the paper side of another pouch.

3

Place biological indicator (BI) in the
sterilizer basket with load.

A BI should be included with each load to
monitor the sterilization process.

The BI or BI test pack should be
representative of the materials being
sterilized and placed in the center of the
load.

Open the load-side sterilizer door.
Turn the handle counter-clockwise to open
the door.

Remove the empty gas cartridge and place
in the basket to be processed.

BEENE

A DANGER

To minimize exposure to EO when retiieving
the biological indicator, ensure that it is
easily identifiable when unloading

oh
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Operation Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Step 7 Insert gas cartridge. Fe
Insert a Steri-Gas cartndge 8-170 into the
retainer ring on the cartridge holder inside
the chamber. Push the cartridge down and
slightly inward until the cartridge “snaps” -
into position.

A DANGER

DO NOT force the cartridge. Use of exces- (
sive force could result in premature puncture
of the cartridge and subsequent exposure lo
sthylene oxide. Remove the cartridge from
the holdar and check for obstruction.

Step 8 Place baskets in chamber.
Place the loaded baskets in the sterilizer

‘
chamber. Close the door and turn the door R \ " >
handle clockwise until 1t is vertical. f.

s
/
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Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Step 10

Step 11

Select temperature.

Press the temperature select switch until the
desired sterilization/aeration temperature is

displayed. Select the temperature according
to manufacturer’s recommendations for the

devices in the load.

NOTICE

The cycle setup is cancelled it the start
switch is not pressed within § minutes of
seatting the cycle parameters. The sefup can
also be cancelled by pressing the STOP
swiich,

Set the aeration time.

Pressing the acration time preset control
arrows change the time in one hour
increments until the desired aeration time 1s
displayed.

NOTICE

The sterilizer displays the asration time
used in the previous cycle. Presetting the
aeration tirme is optional. If no aeration time
is preset, the slerilizer will automatically
aerate the load until the operator stops the
cycle.

Turn on printer.

Press the printer “on™ switch (located
behind printer/water door) before starting
the cycle if a cycle printout is desired.




Operation Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Do

Step 12 Start the sterilization cycle.
Press the START switch to begin the
stenifization/aeration cycle. The cycle
continues automatically until completion.
The front panel displays cycle information

Front panel displays cycle sequence

Precondition Phase Gas Expose Phase Aeration Phase

* Preheat * Cartridge punctured * Sterilization cycle complete
* Chamber vacuum + Gas exposure = Aerafion
» Humidification * Gas removal

Interrupting the sterilization cycle.
Press the STOP switch at any time to
interrupt the cycle.

NOTICE

— -~

If the cycle is interrupted before gas
exposure, the door will unlock immediately.

if the cycle is interrupted after the gas
cartridge is punctured, the machine must go
through final pump down and purge belore
the door will uniock.




Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

Step 14

Step 15

Open sterilizer unload-side door.
During aeration cycle, appearance of the
“door unlocked™ symbol will indicate when
the door can be opened.

To open the door, turn the handle clockwise,
al'ow approximately 30-60

sc.onds for the chamber pressure to
equalize with the room pressure.

Unload the sterilizer.
Once sterilization/aeration is complete,

remove the baskets of sterilized/aerated
items from the chamber.

After aeration, remove the empty cartridge
placed in the basket at the start of the cycle.
Discard the cartridge with nonincinerated
waste.

Return to standby.

To end the cycle after the load has been
removed, press the STOP switch while the
door is open. Close the unload-side door.
This places the sterilizer in the standby
mode, ready for the next cycle.

A DANGER

The load continues to release EO until it is
completely aeraled. Minimize handling or
sorting an incompletely-aerated load.

11
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Steri-Vac Gas Sterilicer/Aerator Model 8XL 2-Door Operation

The following switches are used to control sterilizing operations and the control panel display shows
status during sterilization:

15 W o Power Switch.
/ * Turns the power to the sterilizer on and off. This switch
should be left on at all times to simplify operation.

Temperature Select Switch.
Press to select the desired chamber temperature.

Aeration Preset Time Increase Arrow.
Press 1o increase the aeration time by one hou~ {

Aeration Preset Time Decrease Arrow.
Press to decrease the aeration time by one hour

START Switch.

Press to start the automatic sterilization cycle.

STOP Switch.

Press at any time o interrupt the cyvle.

Power-On Indicator.
Shows that power has been turned on (o the
sterilizer.

12
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Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door Operation

Introduction

The built-in thermal printer provides easy to read information on
each sterilization cycle. The printout is helpful in analyzing
sterilizer performance and can be retained to meet cycle
verification policies.

Location
The printer is installed in the front of the stenlizer behind the
access door for the water reservoir.

Printer Door

Operation

To operate the printer, press the printer switch to the ON
position before starting the sterilization cycle. The switch has
three positions: OFF, ON, and FEED.

Load Paper |
To load printer paper, install the roll in the feed mechanism as
shown in this diagram. Press the switch to the FEED position to -
advance the paper through the printer and the paper slot in the )
access door. s

NOTICE

To avoid damage to the print head, use only paper intended for this ‘.
printer.

13
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Sten-Vac Gas Stenlizer/Aerator Model BXL 2-Door
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Error Codes & Troubieshooting

Introduction

The Steri-Vac gas sterilizers use an extensive list of codes to provide information to the operator. “Cautions” do
not indicate a failure, but are informational messages to alert the operator to some special situation. Other codes
indicate an "error” occurred which stopped the cycle.

Often the code is sufficient to provide very specific information regarding the failure that occurred, giving the
service representative enough information over the phone to indicate the likely failed component. In some of
these situations, the service representative will be able to recommend a correction that may avoid a service call.

When the sterilization cycle is interrupted by an error code in a Steri-Vac 8XL 2-Door unit, the unload-side door
remains locked. The error should be cleared and the cycle restarted from the ioad side.

Caution Codes

C1 to C20
Will not stop the sterilization cycle.

The message is cleared automati-
cally when the condition is correct-
ed or a new cycle started.

A caution alone will not prevent the
successful completion of the cycle.
Therefore, the unload-side will be
unlocked to allow removal of a load
that has completed the sterilization
cycle.

Self-test Errors

El to E20

Prevents the start of a
sterilization cycle.

* Open the door
* Press STOP

* Correct the problem

To reset:

If error does not clear call service
representative,

If the error indicates that the
problem is in the controller
electronics, it may be necessary to
turn power off to stop the alarm.

These errors are detected before the
sterilization cycle has begun,
therefore, there is no gas in the
chamber. The stenlizer will issue
short “beeps” to alert the operator
of the error. Open the load-side
door and press the STOP key to
clear the error message and alarm.

Errors in Precondition Phase
E21 to E49

Stops the cycle before gas is
released . The load is not

sterilized.
1o reset:  * Open the load-side
door
* Press STOP

* Correct the problem
These errors are detected before gas
has been injected into the chamber
so the load is not stenlized. The
sterilizer will issue short “beeps” to
alert the operator of the error. The
stenilizer will automatically release
any vacuum within the chamber to
allow the load-side door to be
opened-this may take approximate-
ly one minute. Turning the sterlizer
handle will stop the alarm while the
chamber vacuum is being released.
Once the door can be opened, press
the STOP key to clear the error and
return to standby.

15
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Emor Codes & Troubleshooting

Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Door

opened.

is turned to release the vacuum in
the chamber. To continue aerating
the load without the alarm, turn the
handle back clockwise. The alarm
will sound again when the door is

Errors in Gas Expose Phase
E50 to E69

Stops the cycle before
sterilization is complete. The
door remains locked uatil the gas

is purged from the chamber.
T t:  * Open the load-sid
orese doo€ en the loadmside Locked Chamber Errors
« Press STOP E70to E79
.C ¢ th bl Stop the cycle. The load may be
orrect tiie prodiem sterilized, but the sterilizer

These error codes indicate that gas
should have been injected into the
chamber, but that the sterilization
process was not correct so the load
is not sterilized. The stenilizer will
automatically advance to final
vacuum and purge to remove gas
from the chamber. This will take
approximately 45 minutes.

At the end of this mandatory gas
removal, the stenlizer will unlock
the door following the same
procedures as required for normal
sterilization cycles; in other words,
if the cycle was set up with a
mandatory aeration time, the
sterilizer will perform that
mandatory aeration before
unlocking the door.

When the load-side door is
unlocked, a continuous alarm is
turned on while the sterilizer

aerates the load. The alarm will

stop when the load-side door handle

cannot clear the gas from the
chamber.

To reset:  * Correct the problem

* Press START (if
present on the display)
to repeat gas removal
phase

* [f gas removal again
fails, call service

representative

These error codes indicate that the
gas removal could not be completed
or could not be verified. The
chamber is left locked. A slow
“beep™ alarm will come on.

If the error code allows a restart of
the gas removal phase, the START
switch will be active. Afier
correcting the problem, press
START to p¢..orm the gas removal.
The alarm will stop and the
steriiizer will automatically rerun
ftnal vacuum and purge to remove
gas from the chamber.

This will take approximately 45
minutes. If the gas removal is then
successful, the sterilizer will unlock
the door following the same
procedure as required for norinal
sterilization cycles; in other words,
if the cycle was set up witha
mandatory aeration time, the
sterilizer will perform that
mandatory aeration before
unlocking the door.

If the sterilization cycle was
complete before the problem in the
gas removal phase was detected, the (
load is considered sterilized and the
unload-side will unlock. If another
error had been detected prior to gas
removal, a continuous alarm 1s
turned on when the load-side door
while the stenlizer aerates the load.
The alarm will stop when the door
handle is turned to release the
vacuum in the

chamber.

To continue aerating the load

without the alarm, turn the hardle

back clockwise. The alarm will

sound again when the door is

opened. {

16




Error Codes & Troubleshooting

Srad s

Steri-Vac Gas Stenlizer/Aerator Model BXL 2-Door

Use the following tables 1o isolate the possible causes and corrective actions for the messages displayed on the information display of the
sterilizer. Call your 3M service representanve when indicated on the chart, if a code appears that is not listed, or if you have any
questions. Codes with “® " are used on accessories to the Steri-Vac sterilizers.

Caution Messages (Will not stop the cycle)

Code  Message Possible Causes Corrective Action
eCl Low air in exhaust hood External fan malfunction Check fan and fan ducts
(Mandatory aeration performed Airflow sensor Call service representative
sutomatically)
C2 Low water in standby Reservoir needs water Add distitled water
a Power ir.terruption Power outage Cycle restarts automatically
C4 Lost compressec air No compressed air Check compressor, air lines
Cs Temperature loss during acration  Heater control failure Call service representative
{Increase acration time)
®Ch Unload side door open Unload-side door must be closed Close door
C7 Door locked Lost compressed air Check compressor; air lines
| Switch Failure Call service representative
Cc8 Pninter paper error Printer out of paper Replace printer paper
ce Printer error Panter or electronics Call service representative
@ C10  Abator caution Abator problem dunng gas removal Refer to error messages displayed after
cycle complete
cn Replace used gas cartridge Used cartridge or cartridge missing Install new cartridge
Ci12 Sensor calibration needed Sensor is out of calibration Call service representative

Self-Test Errors (Prevents the start of a cycle)

Switch fadure

Code  Message Possible Causes Corrective Action

El Processor memory faiture Electronics Call service representative
E2 Program memory failure Electronics Call service representative
E3 Processor failure Electronics Call service representative
E4 Chamber temperature sensor fail Bad sensor or connection Call service representative
ES Heatsink temperature sensor fai Bad sensor or connection Call service representative
E6 Pressure sensor failure Bad sensor or connection Call service representative
E7 Pressure failure w/door open Bad sensor or connection Call service representative
ER End wall temp sensor fail Bad sensor or connection Call service representative
E9 Middle wall temp sensor fail Bad sensor ur connection Call service representative
El0 Low water Reservoir needs water Add distilled water
Ell No compressed air Compressed air source off Check air pressure
Ei2 RH sensor failure Bad sensor or connection Call service representative
Ei3 No gas cartndge Need new gas cartndge Replace catndge

Sensor error Call service representative
£14 i oad door open Door not closed Close door -restant

Call service representative

17
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Error Codes & Troubleshooting

Sten-Vac Gas Sterilizer/Aerator Model BXL 2-Door

CAUTION &

-y A

-

B

Self-Test Errors (Prevents the start of a cycle} Continued from previous page...

®EIS Unload door open Door not closed Close door—restart
Switch failure Call service representative
® FEl6  Unload door unlocked Door lock hung up on bolt Tumn handle to vertical position
Switch failure Call service representative
El7 Load door unlocked Door lock hung up on bolt Tum handle to vertical position
Switch failure Call service representative
E20  Chamb.r needs to cool down Recent warmm cycle Open door, let chamber cool

AT

Errors detected in the precondition phase (Stops the cycle)

Code  Message Possible Causes Corrective Action
E2! No vacuum Blockage at vacuum port Clear chamber vacuum port
No compressed air (venturi systems) Check air pressure
Vacuum system failure Call service representative
E22 Initial pumpdown timeout improper air pressure (venturi systems) Check air supply
Vacuum system failure Call service representative
E23 Chamber preheat timeout Temperature control failure Call service representative
E24 Heatsink preheat timeout Temperature control failure Call service representative
E25 Chamber over-temp Over temp in precondition phase Call service representative
E26  Chamber under-temp Under temp in precondition phase Call service representative
E27 VYacuum failure Leak in chamber Call service representative
Vacuum system failure
E28 No humidity injected Humidity system failure Call service representative
Water level sensor failure
Moisture injection failure
E29 Low humidity Very dry load Prehumidify @ 35% RH
Moisture injection failure Call service representative
E30 RH sensor valve failure Valve or control] failure Call service representative
£3i Vacuum leak test failure Failed the vacuum leak test Call service renresentative
E32 Vacuum level at puncture Improper vacuum level before puncture Call service representative
E33 Interlock relay failure Electronics Cali service representative
® E38 Nitrogen empty Nitrogen tank empty Replace nitrogen tank
® E39 No nitrogen injection Nitrogen pressure sensor failure Replace mitrogen tank
Nitrogen njection failure Call service representative
E40 User interruption User pressed STOP switch Restart the cycle

Errors detected in the gas expose phase (Stops the cycle)

Code  Message Possible Causes Corrective Action
ES0 Empty carmdge Empty cartnidge used Use new cartridge
Puncture mechanism failure Call service representative
ES1 Chamber vacuum leakage Air leak into chamber Call service representative
ES2 Under temperature faillure Electromics Call service representative
ES53 Over temperature failure Electromes Call service representative
E54 Extended power outage Could not restant the cycle Rerun the cycle )
18




Error Codes & Troubleshooting

Errors detected in the gas expose phase (Stops the cycle) Continued from previous page...

E55  Undefined condition at startup Processor ermor Call service representative
Interlock relay failure Call service representative
E60 User interruption User pressed the STOP switch Rerun the cycle

Locked chamber errors (operator or service representative must restart)

Code  Message Possible Causes Corrective Action
E7l Final pumpdown timeout Improper air pressure (venturi systems) Check air supply, press START
Vacuum system failure Call service representative
E72 Obstructed air inlet Bactenial air filter failure Attempt restart, press ST .anT
Cal! service representative
E73 Vacuum sensor failure Electronics Call service representative
E7S Low gas injected Partial puncture Call service representative
E76 Interlock relay failure Electronics Call service representative
E77 Puncture pin in up position Puncture mechanism failure Attempt restart, press START
Call service representative
® ERD Abator lockup Abator not operating Check power, press START
Electronics Call service representative
® E3] Abator over-temp failure Abator heater failure Allow to cool, press START
Call service representative
@ E82 Abator under-temp failure Abator not up to temperature Antempt restart, press START
Cail service representative
@ EB3 Abator blower failure Airflow system failure Call service representative
@ E34 Abator filter failure Airflow filter plugged Call service representative

19
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Steri-Vac Gas Sterlizer/Aerator Model 8XL 2-Door

Introduction

Performing preventive maintenance at scheduled intervals is a critical part of ensuring that the Steri-Vac
sterilizer/aerator model 8XL continues to produce quality results. This should be done by a trained 3M service

representative or a trained maintenance person from the institution.

Perform the following preventive maintenance procedures at the recommended intervals.

Daily Cleaning
Using a soft cloth dampened with mild soap and warm water,
clean the following parts of the sterilizer/aerator daily:

@ Chamber walls and floor

@ Outer lip of chamber

@ Inside surface of chamber door

® Outer surface of cabinet

® Door gasket

Compressed Air Line Filters

Daily
At the beginning of each work day, drain any moisture or oil that
has collected in the bottom of the air filter reservoirs.

Every 6 Months

Replace the mist separator element at least every six months.

Every 12 Months

Replace the micromist separator element at least every 12
months.

: ACCTeiED
with CNMENTS
. in EPA L-*ir Dagegs

» Undcr u:- ooy i
. s deertielde,

o oFengiiy oo Falonbivide Act
B avrerled, for (he pestiaile

[mwm wider LPA Reg. No,

AWARNING

These fliters are provided for precautionary
purposes only, and not as a replacement for
a clean air supply. A contaminated air
supply can quickly reduce the effectiveness
of the filter element, resulting in early
machine failure and possible ethylene oxide
exposure fo the operator. The customer is
solely responsible for providing a oil-free
and dry (to a dew point of 50°F) air supply.
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Maintenance Steri-Vac Gas Sterilizer/Aerator Model 8XL 2-Do

3IM Health Care has established a worldwide service

organization to provide trained technicians to care for your A WARNIN G
equipment. For servicing information in the USA, contact your - -

. . . Only authorized personnel should repair or
local 3M service representative or the 3M Health Care Service replace parts. Tampering or unauthorized
Center at the following address: alterations in the equipment will void the

1 manufacturer's wammanly and may result in

3M Service Center . :
early machine fail rsonsl .
3M Center, Building 275-4W-05 ure or pe. injury.

St. Paul, MN 55144-1000
800+292-6298

In Canada, contact: A WA R N l N G

IM Canada, Inc. This equipment is operated with hazardous
P.O. Box 5757 voltage which can shock, bumn, or cause
London, Ontario N6A 4T1 death.

1-800-268-9696

For servicing information outside of the USA or Canada,
contact the local 3M subsidiary.

Preventive Maintenance Agreement

For your convenience, 3M provides a preventive maintenance
agreement (PMA) for purchase with the Steri-Vac equipment.
The PMA assures you of peniodic maintenance of your sterilizer
and emergency services. Contact your local 3M Health Care
service representative or the 3M Health Care Service Center at
the above address for PMA information.

Service Manuals

Service Manuals are available for any 3M Steri-Vac gas
sterilizer/aerator. These manuals contain illustrated parts lists,
troubleshooting guides, details of operation, schematics, and
preventive maintenance routines. Request the manuals desired in
writing or by calling the 3M Health Care Service Center at the
address listed above

22




Organic Plus® Diatomaceous Earth/Pyrethrin Insecticide
February 28, 1995 Proposed Split Label
Page 5 of 5

APPLICATION RATES

GARDENS Apply 1-2 oz. Organic Plus® Diatomaceous Earth/Pyrethrin Insecticide
AND TURF per 500 square feet.

POTTED Apply % oz. (1 Tablespoon) Organic Plus® Diatomaceous Earth/Pyrethrin
PLANTS Insacticide per 12 inches pot diameter.

TREES AND | Apply 1 oz. {4 Tablespoons} Organic Plus® Diatomaceous
BUSHES Earth/Pyrethrin Insecticide per 10 feet plant height.

FOR CONTROL OF FIRE ANT MOUNDS IN TURF AND GARDENS

Organic Plus® Diatomaceous Earth/Pyrethrin Insecticide is a contact insecticide for use on turf
and gardens plots to control fire ant mounds in and around homes. Not for use on turf grown
for sale or other commercial use as sod, for commercial seed production, or for research
purposes.

FIRE ANT MOUNDS: Apply Organic Plus® Diatomaceous Earth/Pyrethrin Insecticide as a
liguid. Drench both the mound and the area within six inches of the mound with solution.
Apply gently to avoid disturbing ants. Reapply as necessary. For best results, apply in cool
weather (65-80°F) or in early morning or late evening hours. Treat new mounds as they
appear.

ENVIRONMENTAL HAZARDS: This product is toxic to fish. Do not appiy directly to water.
Do not contaminate water when disposing of equipment washwaters.

STORAGE AND DISPOSAL: Do not contaminate water. food or feed by storage and disposal.
STORAGE: Store in a cool, dry place way from food or feed. Keep out of reach of children.
DISPOSAL: Do not reuse empty container. Wrap in several layers of newspaper and discard
in trash.

NOTICE TO USE: Seller's guarantee shall be limited to the terms of the label and subject
thereto, the buyer assumes all risks to persons or property arising out of the use or handling
and accepts the product on these conditions.

{LOGO) Made in USA by:
Organic Plus, Inc.
108 Dale Avenus, SE
Albuquergue, New Mexico 87105
(800) 933-2278
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P - UMNITED STATES ENVIRONMENTAL FROTECTION AGENCY
MR 30 199
3M Medical Products Group
3 Center, Bldg. 275-3E-08
St. Paul, MN 55144-~1000
Attention: Marvin L. Hart, Senior
Regulatory Affairs Specialist
Subject: Steri-Gas™ cCartridges/Steri-Vac™ Sterilizer
EPA Registration No. 7182-1
) Amendment "ated September 21, 1994 and
Letter Dal-1 February 24, 1995
The amendment referred to abcve, submitted in connection with
registration under the Federal 1Insecticide, Fungicide, and
Rodenticide Act, as amended, to update your cartridge label for
Model 8-170, will be acceptable, provided that you make the
labeling changes listed below before you release the product for
shipment.
1. Include the following "Directions For Use" section to
read:
DIRECTIONS FOR USE
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 professional
) or appropriately trained personnel for ethylene oxide
sterilization in medical and industrial use areas.
Use cnly in accordance with manufacturer’s instructions
in “teri-vVac Gas Sterilizer Model 8XL
2. Include a "Physical or Chemical Hazards" section to
read:
Physical or Chemical Hazards
Ethylene Oxide gas is extremely flammable. Do not use
near flame, electrical sparks or hot surfaces. 3round all
equipment to prevent static sparks. Contents under
pressure. Do not puncture or incinerate container.
exposure to temperatures above 130° may cause bursting..
y oV
CONCURRENCES
SYMBQL
T R . 1 SRR SOTTOTSUURRI AP i
DATE avssassssransns sl s s prspwrrvasansapsfannritssviveverridhrunny segsanes 000-1 --------------------------------------------------
EPA Form 1320-1A (1/30) Printed on Recycled Paper OFFICIAL FILE COPY

H) s GRO 1004 577 STV




2
3. Include a "Precautionary Hazards" statement to read:

Precautionary Statements

Hazards to Humans and Domestic Animals
DANGER

Ethylene Oxide [EO] is toxic. Exposure to EO may
cause serious adverse health effects. possible
hazards may include carcinogenic, mutagenic
neurologic and reproductive effects. Liquid EO
causes eye damage, burns to the skin, and is harmful
if swallowed. Exposure to EO may cause irritative

effects. 1Inhalation may cause neurologic effects and
may be fatal. Chronic exposure may cause carcinogenic,

mutagenic and reproductive effects.

4. Under the "Storage and Disposal” section, revise

your instructions to include the following subhe-dings:

Pesticide Disposal
Container Disposal

5. Include a "Note to Physician" statement to read:

"Probabkle mucosal damage may contraindicate the use of

gastric lavage."

6. The revised Confidential Statement of Formula dated

October 21, 1994 agrees with the label and is acceptable.

NOTE: In the future, please use the correct CSF form , EPA

Form 8570-4 (Rev. 8-94). A copy of the correct form 1is
enclosed.

A stamped copy of the label 1is enclosed for your records.
Submit one (1)} copy of the tinal printed label prior to release of

the product for shipment.

If you have any questions concerning this letter, please

contact Martha Terry at (703) 305-6982.

Sincerely,
37
- “
7/ { } /"/c e
/
Marion J. Johnson, Jr.
Product Manager (31)

Antimicrobial Program Branch
Registration Division (7505C})

Enclosure
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Steri-Gas™
EO Gas Cartridge

Active Ingredient: Ethylene Oxide 100% « Net wt. | NI

Storage and Disposal: Do not contaminate water, food or feed by
storage or disposal. Store at room temperature. Do not incinerate.
Avoid puncturing. Pesticide wastes are acutely hazardous. Improper
disposal of excess pesticide is a violation of Federal Law. i these
wastes cannot be disposed of by use according to label instructions,
contact your State Pesi.cide or Environmental Control Agency or the
Hazardous Waste representative at the nearest EPA Regional Office
for guidance. Aerate empty Steri-Gas cartridges. After aeration,
dispose of immediately with normal nonincinerated waste.

KEEP OUT OF REACH OF CHILDREN

DANGER

EXTREMELY FLAMMABLE-DO NOT USE NEAR FLAME “
Uss In Accordance With Manufaciurer's instructions in
ouv s#v“r-m.amm| . 3 ‘_____’/—'—
ETHYLENE OXIDE VAPOR HARMPUL » MAY CAUSE BURNS

Keep Container Closed-Avoid Breathing Vapors. Avoid mhalaton and coract
with skun or eyes The proguct s limited to use by medical professionals or
appropnately trained personnel for ethylena oxide stenhzaton in medical and
industnal use areas.

Statement of Practical Treatment. In case of contact, immediately flush eyes or skin
C with plenty of water for at least 15 minutes For eyes, call physician Remove and
wash all contarminated clothing before reuse It swallowed, dnnk egg whites, gelatin
solubon or, if these are not avaifable, dnnk large quantites of water. Call a physician.

agn} jo do)

IMID NO
Made in U.S A for 3M Health Care, St. Paul, MN 55144-1000 TOM 1995
| INSERT THIS END -_
Legend
(A) (B) (C) ()
Net. Wt. Sterilizer Model No. Part No. AccentColcr -
100 (q) 4XL. 5XL, 400C 4-100 Green )
127 (g) 4008 4-134 Red '
170 (g) 8XxL 8-170 Green




Steri-Gas™ Cartridges

x

Danger: Ethylene Oxide
Flammability

DANGER
& Etiryloss sxids is fsmmable i uir whes presest In

cmcmwatiess .5 ¥4 (30,000 ppm) w 1008, Keap
dmdw-ﬂ-ﬂ.w
Gigaraies, spurks wd static dischergs swoy b te
= marilize ad corwidgs

Toxicity

e Acwie nhalntion mey cmes ristiss

¥ of s renpirssery wect, dissinems , wenlcuam , Mowess s
vemisiag (nmedints w dalvyed), chest pain, anl Som-
rosmic alfouts.

Chrenikc nbalation. The Oucpetioen) Sefety md Haabb
Adnimistretion (OSHA) clhosified sthyls axide (BEO) s 2
Mh—-:—:h—-‘m—hﬂnl—t

Eys Contact Splasias of BO may conmse sovare 578

injury. High gas ospcenwmsions msy cumes sovers Oyé
I Ingestion. ks & highly mlikely rouss of axpasure.
m Liquid sthylens onida, spos i getion, is cunstic and
may cuuss Mvess irilatics wd buns ® the

e @ i and blisteri

iristion md mjery.

preroBWstnal mucom.
OSHA Permlssible Exposure Limits (23 O= 1916.164T)
The OSOA Permlsibie Exposure Limits are | ppm (s0e part
per milliss) mempared a0 ap B-heur tape-wrighied sverage, and

an Excarsies Limll of § ppam sveraged ever & mmpliag paried
of 15 minuiay

Statement of Practical Treatment/First Ald
Lnbalr*iem. Out freah sir immsedintely afiar ovwrarposwe s BO
. Contact & phywicien as soom 8 foasible.

Epe Contoct For liquid EO o high conceawrasions of pas,
mmadisaly fush the yyes with atar for ot lwest 10 mimwtas.
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Introduction For many years, unit dose  Note: Steri-Gas This safety
guantities of cthylenc cartridges arc limited to A alert symbol
oxide (EO) have been use by medical profes- _ identfies
supplied to 3M™ Steri- sionals or appropriately ~ {mporians safety messages
Vac™ Gas Sterilizers in~ trained personnel in in this manual. When you (
Steri-Gas EO gas medical and industrial ii;ﬁwsg‘fg‘”y -
rodgs Sy e s

- . preven: personal injury or
facilities have found this sterilizagion failure.
system (0 be a reliable
and cost-cffective method
for sterilizing medical
devices.

Features The largest Steni-Gas + The cartridges deliver consuming mainte-

and Benefits cartridge contains less the proper amount nance. Extemal valves’
than six (6) oances of of cthylene oxide for can be a source of gas
100%.ethylene oxide. cach sterilization . leaks, . -
Before a sterilization ‘cycle. T

cycle is started, an
operator inserts a
cartridge into its holder
inside the Steri-Vac
sterilizer chamber. The
spent cartnidge is easily
removed from the holder
after the sterlization
cycle is completed,
aerated with the sterilizcd
items, and discarded with
nonincinerated waste.

Major features and

benefits of the system are:

» Only small amounts of
ethylene oxide are
contained in the
canridges.

» The system provides
an easy, cost effective
ard efficient method
of gas sterilization.

» There are no bulky

sterilant tanks to store,

change and transport.

* There are no external
valves requiring time-

+ There are no gas line
filters which can
plug and need periodic
changing. Gas line
filters can al<o b~
sources O ethylene
oxide exposure, (

« The cartridges do not
contain chloroflucro-
carbon diluents
implicated in the
destruction of the
earth’s ozone layer.



A

Applications The following cartridges ~ Steri-Gas Cartridge Use with Steri-Vac
are approved for usc only Sterilizer Models
in the Steni-Vac
sterilizers listed. 4-100 400C. 4XL & SXL

4-134 400B
8-170 8XL

Specifications Cartridge Contents Boiling point 10.7°C (51.3°F)
Steri-Gas cartridges
contain 100% liquid Vapor pressure 1094 mm Hg at 20°C
ethylene oxide. The
Tiquid becomes a gas Color Colorle.s
when released from the H 2l Limits
cartridge into the ammable
stcri]iziu'on chamber. lower 3% (30,000 ppm)
The major pbysical upper 100%
characteristi~s of Ignition temperature

, chyie r:ggf“ are listed in air 428.9°C (804°F)
in absence of air 571.1°C (1060°F)
X dororir
with f n'::-“:;‘..T: . ' Sclubility in water Complete
P RO Lo DB %
Liquid density (waer=1) 0.87
MAR 30 19% :
O R - Y Vapor density (air=1) 1.49
F:r,'!‘i:“:_".'.‘. et okl Ak

W@ amowied, oo e pesticda
[np" eras anger BPA Rog N
- o

Y tan

Shelf Life

Detectable odor

Approx. 5(x)-750ppm

The shelf life of a Steri-Gas cartridge is five yeass from the date of manufacture.
The manufactuning dac for each cartridge is embossed on the side of its cap, and
is printed on the label of the cantridge box.

Weight
4-100

Steri-Gas Cartridge

EO Weight*
100 grams (3 52 0z )

Mimmum Gross
Weight
117 grams (4.12 oz)

4-134

127 grams (4 47 0z)

141 grams (4 98 oz )

3-170

170 grams (5 99 oz )

185 grams (6.52 oz )

* Weight of ethylene ovide in Steri-Gas cartnidge.

Page 2
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Specifications
(Continued)

Construction

The cartridge containing
the ethylene oxide is
made of 0.5 mm

(0.02 inch) thick seam-
less aluminum. The
valveless caruidge cap
is made of 0.25 mm
(0.01 inch) thick,
tin-plated steel.

EPA Registration
Manufacturers of chemi-
cal pesticides, such as
cthylene oxide, are
required to register their
product label claims with
the Eavironmental

Protection Agency (EPA).

Based cn these claims,
the EPA requires the
manufacturer to
demonstrate that the
product meets certain (
performance standards
prior 1o issuing a regis-
tration. The EPA regis-
tration number, which
appears on all Steni-Gas
cartridges, is 7182-1.

Health and Safety
information

Page 3

A Danger

&

"The sterilant, cthylene

oxide, is both flammable
and toxic. 1t is important
that Steri-Vac sterilizer
users understand the
chemical’s hazards and
the necessary precau-
tions. The Occupational
Safety and Health
Administration (OSHA),
and many states and
localities have Hazard
Communication or
Right-to-Know laws that
require employers to
provide this information
to workers. Contact your
3M Sales or Service
Representative for a
Steri-Gas Cartridge
Matenal Safety Data
Sheet containing more
detailed information.

Ethylene Oxide (EO, EtO)

"y
H—C-—C—H
N7
0

Ethylene oxide is
flammable in
concentrations from 3%
(30,000 ppm) to 100%.
Keep all sources of

ignition such as matches,

lighted cigarettes, sparks
and static discharge
away from the sterilizer
and cartridge.

CH,—CH
N2k

CH_CH_O
-2 2
0
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Health and Safety
information
(Continued)

Toxicity

Statement of Practical
Treatment/First Aid

Acute yahalation.
Inhalation may causc
irmitation of the respira-
tory mract, dizziness,
weakniess, nausea and
vomiting (immediate or
delayed), chest pain and
neurotoxic effects.

Inhalation. Get fresh air immediately after over-
exposurc o EQO gas. Contact a physician as soon as
possible.

Chronic Inhalation. The
Occupational Safety and
Health Administration
(OSHA) classifies
ethylene oxide (EQ) as a
probable human carcino-
gen and reproductive
hazard.

Eye Contact. Splashes
of EO may cause severe
eye injury. High gas
concentrations may cause
severe eye irnitation and

injury.

Eye Contact. For liquid EO or high concentrations
of gas, immediately flush the eyes with wter for at
least 10 minutes. Contact a physician immediately. -

Skin Contact. Liquid
EO may cause skin
irritation, dermatitis and
blistering.

Skin Contact. Flush the area of contact with water
for a minimum of 15 minutes. Remove contaminated
clothing while flushing. Wash the affected area with
soap and water. Contact a physician as soon as possi-
ble. Aerate contaminated clothing and launder before
reusc. Discard contaminated leather items.

Ingestion, This is a
highly unlikely route of
exposure. Liquid
cthylene oxide, upon
ingestion, is caustic and
may cause severe
irritation and burns to the
gastrointestinal mucosa.

Ingestion. Call a physician or Poison Control Center.
Drink onec or two glasses of water and induce vomit-
ing by touching back of throat with finger. Do not
induce vomiting or give anything by mouth to an
UNCONSCIOUS Person.

OSHA's Permissible
Exposure Limits
(29CFR 1910.1047)

The OSHA Pemissible Exposure Limits are 1 ppm
(one part per million) measured as an 8-hour time-
weighted average, with an Excursion Limit of 5 ppm
averaged over a sampling penod of 15 minutes.




Storage of
Sterl-Gas A Danger a
Cartridges

National Fire Protection Association (NFPA) Codes

NFPA Article No. 30, Section 4450 outlines storage requirements for Class [

flammable liquids in office, education and instiutional occupancies. The

requircments pertain to Steri-Gas cartridges containing 100% cthylene oxide.

Subparagraph (b) of this section states: “Not more than 10 gallons of Class I and

Class I liquids combined shall be stored outside of a storage cabinet or storage

room, except in safety cans.” Ten (10) gallons of ethylene oxide is approximately

equivalent to 213 of the largest Steri-Gas cartridges (No. 8-170).

3M Recommendations

3M’s recommendations for storing Steri-Gas cartridges (listed below) are more

stringent than those in the NFPA Codes. Check your local fire protection codes for

additional requirements.

* Keep all sources of » Keep only one day’s flammable liquid
ignitionsuchas - * - requircmentora storage cabinet vented
matches, lighted - maximum of twelve to the outside -
cigaretes, sparks and . (12) caniridges (one . .atmosphere, or jn an
static discharge away box) in the immediate area suitable for
from the sterilizer and sterilizer area. This storage of flammable
cartridges. area needs to have at liquids appropriately

- Store cartridges at a least ten air changes vented to the outside
temperature of per hour. aumosphere, or into a
0-35°C (32-95°F)in - Additional Steri-Gas non-jecirculaung,
an upright position. cartridges should be conun.uously .

stored in an approved operating, dedicated
exhaust system.
Handling and Used Cartridges
Disposal of Acrats empty (i.c. used) Steri-Gas cartridges with sterilized medical items. This
Cartridges procedure will remove ethylene oxide residues from the cantridges. After aeration,

Page 5

dispose of the empty cartridges with normal, nonincinerated waste. Dispose of the
acrated cartridges immediately. Do not retum empty cartridges to boxes containing
full cartridges. Taking this precaution will prevent the accidental disposal of full
cartridges.

Unused Cartridges

Unuscd cartridges contain pesticide waste which is toxic. Improper disposal is

a violation of Federal Law. If these wastes cannot be disposed of according to
label instructions, contact your State Pesticide or Environmental Control Agency
or the Hazardous Waste representative at the nearest EPA Regional Office for
guidance. Contact 3M Product Service at 612-733-0186 for additional information.
It is the customer’s responsibility to ship according to local, state and federal
transportation requircments. Steri-Gas cartndges must be stored and transported in
the eriginal shipping case or intcrmediate package, both of which are Department

——

H




-

C. T

Handling and

of Transponation (DOT) approved shipping containers. The following must be

Disposal of clearly visible on the outside packaging for transporntation:
Carlr[dges Red Flammable Gas Label Under DOT E-10695, This exemption requires
' (Continued) UN-1040 3M has been granted an  the carions to be labeled
ETHYLENE OXIDE extension from certain with flammable gas
Inhalation Hazard provisions of the U.S. labels and marked
Department of Transpor-  “/nhalation Hazard.”
lation packaging regula-
tiors for transportation of
Steri -Gas EO cartridges.
Ethylene Oxide Characteristics of a Emergency Plan and Procedures

Leak or Spill

The following indicate
Steri-Gas cartridge
leakage:

Leaks or Spills

» liquid ethylene oxide
spurting or rapidly
dripping from a
cartridge,

= a cartridge that feels
very cold to the touch,
and/or

« cartridge weight loss

OSHA Require. ments
The Occupational Safety
and Health Administra-
tion (OSHA) requires
facilities using ethylene
oxide to have a written
emergency plan for spills
or leaks. Procedures for
training, alerting,
evacualing, rescuing,
and, if necessary,
medically treating
personnel must be
included in the plan.
Procedures—from when
an emergency is first
reported to the time it is
safe to re-enter the spill
area—mnust also be
specified. Responsibili-
ties must be clearly
defined in the plan

OSHA requires an
audible or visible alarm
system 10 alert personnel
of a spill or leak in arcas
with more than ten (10)
employeces.

A public address system, a

call o the switchboard for -

an inlercom announce-
ment, and lights are
examples of acceptable
systems. The alarmr can be
either manually or '
automatically activated.
An alarm connected 10 an
air sampling system is not
required. Direct voice
communication can be
used as ar alarm in areas
with ten ¢ r fewer
employer.<.

OSHA also has specific
requirements for
installing, testing, and
maintzining alamms.

Consult OSHA’s standards
on cthylene oxide

(29 CFR 1910.1047),
employec emergency
plans (29 CFR 1910.28),
and alarm systems

(29 CT'R 910.165) for
more detailed information.

Page 6
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Ethylene Oxide
Leaks or Spills
(Continued)

Emergency Plan and Procedures (Continued)

AAMI* scheduled periodically.
Recommended A facility’s safety officer
Emergency Plan or a member of a safety
The emergency plan must  committee should
be an integral part of develop the emergency
employee training. All plan with inpat from the
personnel likely to be departments handling
involved in an EQ cthylene oxide, an
emergency should be engineer, a physician and
well versed in the other appropriate
procedures. Training personnel (e.g., local fire
should be scheduled department).
during job oricntation,

, whenever the emergency
procedures change, and

at least annually.
Emergency drills, similar
to fire drills, should be

3M endorses the “Action
Team"™ concept as
described in the
following reference:

Association for the
Advancement of Mcdical
Instrumentation. Good
Hospital Practice:
Ethylene Oxide Gas
Ventilation
Recommendations and
Safe Use. Doc. AAMI
ST43-1993.

AAMI's address:
Suite #400

3330 Washington Blvd.,
Aslington, VA 222014598

Keep all sources of
ignition such as
matches, lighted
cigarettes, sparks and
static discharge away
from the ethylene
oxide.

3M Recommendations .
for Handling a Gas
Leak or Spill

« Avoid direct contact
with liquid ethylene
oxide,

« Evacuate personncl

from the immediate + Immediately contact

department the appropriate
personnel designated
in the department's

cmergency plan,

*  Associstion for the Advancement of Medical Instrumentation

 If necessary, follow
the First Aid measures
listed in “Health and
Safety Information” on
p- 3 of this Product
Profije.




