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= Product Profile

A CATEL EDIAL COMPAN e ol call
STP-025

Lo
(42
STEAMPIus™ Sterilizer Test Pack

For use in both gravity displacement and prevacuum steam sterllizers, the STEAMPlus™ Sterilizer Test Pack
is equivalent in performance to an AAMI Bl Test Pack (PCD).

Description @a @
Designed to routinely challenge the stearn sterilization process in healthcare facilities, each test pack contains a
STEAMPIus™ Sterilization integrator. Sterilizer test pack provides immediate read-out results and is “equivalent in

performance to a AAMI Bl Test Pack”. When proper sterifization parameters have been met, the dark bar on the
STEAMPIus Sterllization Integrator will enter the blue SAFE area.

Frequency of Use
For the highest level of sterility assurance, use a STEAMPIus Sterilizer Test Pack in every wrapped nen-implant load.

Features & Benefits

- STEAMPlus™ Sterilization Integrator meets class & performance claims of ST-60 and 130 11140-1:2005 @
- Iminediate read-out results that requires no incubation-

- Equivalent in performance to an AAMI BI Test Pack (PCD) @

- Less expensive than a Bl

« Manitors both gravity displacement and prevacuum sterilizers

- Load record card provides permanent, physical proof of stetilization conditions

Reference
@ ANSI/AAMI ST79. Comprehensive guide to steam sterilization and sterility assurance in heaith care facilities.
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STEAMPIUs is a rademark of SPSmadical Supply Corp.

SPSmedical Supply Corp. + 6789 W, Henrietta Road + Rush, NY 14543 USA
{565) 369-0130 + (800) 722-1528 » Fax: (565) 359-0167 + E<mail: infe@spsmedical.cam
Visit our website: www.spsmedical com
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rfor Uses
Thée intearating indicator is designed to chemically react over
‘fime with the critical parameters of 4 steam s‘{erlllzatzon cycle

within a specified tolerance. The integrating indicator -sirip is
intended to be placed in each pack, pouch, container, tray or
other cortainment device to function as an independent monitor
of critical parameters for ’the followmg sterilization cycles:

indicaiio

Cycle Type E;;;ii;iure Exposure Time
270°F (132°C) 4minutes
270°F {132°C) 5minutes
270°F (132°C) 6 minutes

o o70°F (132°C) 7 minutes
girrfx'; Alr P70°F (i32°C) 8 minutes
270°F-(132°C) 9 minutes

J70°F (132°C) 10 minutes
273 (134°C) 4 minutes

275°F (135°C) 3 minutés.

250°F (121°C) 30 minutes

Gravity DTO°F (132°C) 15 minutes
275"F (135 C) 10 minutes

Dynamic Air 270 F (132"0) 4 minutes

Removal 275°F (135°C) 3 minutes
270°F (132°C) 3minutes

Gravity | 270°F (132°C) 10 minutes
275°F (135" ) 3minutes.
275°F (135°C) 10 minutes

HeviceDesoriptiondPerformancethoracieristics:
Thie STEAMPlus Integrating Indicator is used ineach pack to be
sterilized to indicate exposure to specified critical parameters of
steam sterilization. It meets the performance specifications for a

Type5integrating indicator as defined in ANSAAMIZISO 11140-
12014,

Fach strip consists: of aluminum foil base adhered to label face
stock that has been- coated with a. polypropylene film. A steam
sensitive chemical containing a dark colored dye is held within

a well located at one end of the foil. A wicking strip {eads from.
the well to the opposite side of the strip and during the steam
stenllzatlon cycle, steam perietrates the polypropylene film and
cornes in contact with the steam sensitive chemical. The Steall:@

" sensitive chernical requires all the ¢ritical parameters of stea
‘{Stearn, Temperatre and Tifme) to melt and wick along the filter

paper carrying the dark dye with it. Thisis made visible through
the window, The.integrator strip indicates that the specilie g

‘tritical parameters of steam sterflization have been achieve
‘whn the dark colored steam sensitive chemical containing dye

reachesthe’ PASS" window.

The STEAMPIuS™ Integrating Indicator and its packaging are
manufactured in the absence of lead or other heavy metals. It is
also manufactured without natural rubber latex and dry natural
rubber,

instyustions fortlae

Wra’pped items; Rigid Bt Lb‘rlllz.d tioriContalners ang bterl]lzauoT

Pouches mee "laeau BuLADILA 3100

1, Place anintegrator disipttsimsics BReEPe Gip
tray or other oontamment dewce in the erea( ) of greatest

challenge tm the sterslant but not directly berwattz‘ an item of
greatm a HEareey

NOTE: Place lndl trlw el of mum-leve! trays

or cassett seeeserihe eEeReese. v

NOTE: if the%p’ ackaging s opague, use an externat process

Indicator,

> Follow thes-containment devices instructions for use to
preparelar e tazation v W

3. Upon comptetion of the cyclg, follow department procedure
forload release,

NOTE: Confirmation of the integrator strip result should take

place at time of pack use.

4. Prior to use of the iterns within the pack, aseptically remove
thé integrator strip(s) arid observe the location of the dark bar
within the integrators window.

a) The integrator demonstrates passing results when the
dark bar has completely travelled through the "FAIL" area or
window and has entered the "PASS" area.

NOTE: Varability in the color of the dark bar is normal and

acceptable as long as the dark coloris visible in the “PASS" area.

b)) The integrator demonstrates falling results when the dark
bar is not visible in the “OASS" area, Follow departmental
procedures for investigating suspected sterilization failures.

5. See Reference Guide for examples of pass and fail resutts.
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Introduction

The SteamPlus™ Sterilization Integrator is an advanced technology
chemical indicator that provides a simp!e, accurate method of assuring
eycle. For use with all steam processes (gravity, prevacium and 1USS),
the SteamPlus Integrator has documented performance equivalent to a
biological indicator. Strip lat number and expiration date are printed on
front side for easy reading.

that proper conditions for sterilization have been met during a steﬁiiiér@

Description

The SteamPlus Sterilization Integrator is engineered to integrate the three

(3) critical variables of sterilization: time, temperature, and saturated stearn.

This information is displayed in a precise, easy-to-read format. When the
dark bar enters the blue SAFE area, sterilization criteria has beenh met.

If the dark bar does not reach the blue SAFE area, proper conditions

for sterilization have not been achieved and the processed pack or load
should not be released. The SteamPlus Sterilization Integrator bas been
tested to the AAMI ST-60 and 150 11140-1:2014 standards performance
requirements, Note: The FDA does not recognize Type 3, 4 or 5 indicators
as defined in ISO 11140-1:2014.

Gow o Lsa the SteamPlus™ Stearm Sredlization iitegrator

o
1. Place a SteamPlus Integrator inside each pack or minimally %n,eve%qlggd‘

(i.e. middle of the load or inside the densest pack) to be sterilized.

2, Process the load according to the sterilizer manufacturer’s.instructioris.

e

entered the blue SAFE area. f the dark bar has not entered into the blue
SAFE area, DO NOT release the {oad or pack.

While the SteamPlus Integrator is FDA cleared as equivalent in performance

1o a biological indicator, it does not replace the need to run a weekly or
preferably daily Bl test. However, it can be used as part of the immediate
load release criteria for non-implant loads. Implant loadls should be
quarantined untid Bl results are known.

oL

(35 2117 A
. Release the load or pack if the dark bar onthe SteamnPlus integrator?was
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Pl 1 [ Cruapitity
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STEAMPIus™ Class 5
Steam Sterilization Integrator

Introduction

The STEAMPlLus Sterilization Integrator is an “advanced
technology” medical device that provides & simple, accurate
metlod of assuring that praper conditions for sterilizatidn have
been mict during a sterilizer cycle, Ceilified for use with: ail -
Stesm’ * processes © (gravity,’: prevacutin’.and : ‘flash), “the

iand
STEAMPIis has' docomeiited

pesformaiice equivalent 0. &’

‘biological indicator.

Description

The STEAMP/us Sterilization Integrator is engingered to integrate
the three (3) critical variables of steritization: time, teraperature,
and saturated steam. This informaﬁon is displayed in a precise,
easy-to-read format. When the dack bar enters the blue SAFE
area, sterilization criteria has been mel. If the dark ber does nat
reach the blug SAFE. area, propet conditions for sterilization
have not been achieved and the processed items should not be
released.

Some common ¢auses of sterilization fatlure are:

- pverloading the chamber

- air pockets within the sterilizer

- packs wrapped too tightly

- malfunction of the timing mechanism
- error in the temperature setting

-load configuration

- poor steam quality

Technicat Design

The STEAMPus Integrator is made of aluminum foil, which holds
the temiperature and steam-sensitive chemical which is designed
to melt when subjected to @ stearn environment. The foil also acts
as 2 moisture barrier against steam during the sterilization cycle.

As moisture penetrates the integrator; it lowers the imelting pojnt
of the chemical. When melting occurs, the Jiquid chemical is
soaked up by the paper wick and, as time elapses, moves along
the scale. The rate of melt produced is a function of bath the
moisture-vapor transmission rate of the cover film and the
melting point depresston of the chemical, The combination of
these bwo [actors provides a rate of melt at various temperatures
which parallels the thermal death time of  Geobacilluy
stearothermophilus spores as ilfustrated in Figure 1.

Note: Figure | represents sterilization cycle time only and does
not include come-up or down time.
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Figure |

Performance Characteristics

The STEAMPlus Integrator was tested at various time and
temperature jntervals in saturated Steam in order to estimate the
time required at each lemperatuare for the STEAMPlys Integrator
to produce a SAFE reading. Five temperature: points: belween
245°F and 275°F were tested for at least five separate time
periods, This testing resulted in the following mean (average)
timés to, pioduce a SAFE reading for caﬁl_ﬁﬁgﬁae five

L}

temperatiire festet:

J
asio... 28 .&%ﬁ&%?él%\m{{%ma

250°R1121°C .@ 210 minutes”
5o ZGOOF/] 27°C @ 7.1 minutes wﬁjﬂiu
R UL Ky Ol M R R

o 215°F/135°C @ . 1.5 minutes
ﬁ%‘ﬁﬁ]n......u......".m....;..”n....,.......nWU’Wﬁ

The performarice of the STEAMPIus Integrator in comparison
with the performance of Gevbaeillus sfearotheimophilus spores,
‘plus a slight safety margin, is shown above in Figure 1. This
margin of safety, which spans the entire spectrum of normal
Steam sterilization temperatures, provides added assurance that
once the dark bar enters fhe blue SAFE area, sterilization has
indeed occurred. The STEAMPus Sterilization Tntegrator mects
Class 5 performance claims of AAMI ST-60 and ISO
11140-1:2005. Note: The FDA does not recognize Class 3, 4 or
5in IS0 11140-1:2005.

Quality Control

When tested in a Steam BIER (Biological Indicator-Evaluator
Resistometer) vessed for | minute at 270°F {132°C), the
STEAMPIus Integrator is designed to not. register in the blue
SAFE area. Conversely, when fested at 270°F (132°C) for 3.0
minutes, the STEAMP/us Integrator is designed (o register in the
blue SAFE area, thus signifying sterilization has been achieved,
A production lot number & expiration date is prinfed on each
device for traceahility
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1. Place the integrator strip in the center of each configuration
{tray, protective case, flash approved rigid sterilization
container) to undergo immeadiate use steam sterilization.

2. Foilow the containment device’s instructions for immediate
use steam sterilization.

3.Upon completion of the sterliization cycle, review the
printout for appropriate sterilization parameters. Remove the
immediate use sterilized itemds).

CAUTION: THE CONTAINMENT DEVICE WILL BE HOTY, USE

THERMAL PROTECTIVE GLOVES.

4. Priof to use of the items within the pack, aseptically remove
the integrator strip(s) and ohserve the location of the dark bar
within the integrators window.

a) The integrator demonstrates passing results when the
dark bar has completely travelled through the "FAIL; area or
window and has entered the "PASS "area.

b.) The integrator deimonstrates failing results when the dark
bar is not visible in the "PASS" area. Follow départmental

procedures for investigating suspected sterilization failures.

5. See Refefence Guide for examples of pass and fail results.

Srorage Conditions:

Before use, store all STEAMPIus™ integrating Indicators in their

original closed zipper bag at room termnperature. Do not store

integrator strips near heat, moisture, oxidizing agents, acids/
alkalis or cleaning/disinfecting agents.

The endpoint color of exposed integrator strips is stable for 36

months when stored away from light at room temperature.

Explration Date

Do not use beyond the expiration date prinied on the integrator

strip, The expiration date 8 printéd starting with the four digityear

followed by the two digit month ending with the two digit day.
Example: 20200509 expires the year 2020 on May 9th.

Parformence Limitations:

« This product is-for single use only. Do not reuse partially
processed Integrator strips.

« The STEAMPIus™ Integrating Indicator is part of a quality
control system for sterility assurance. They cannotbe used as
7 sole means for validating the sterilization process.

. Al gersonnelinvolved must be trained in the proper use of the
integrator strips and a system for reporting failures must be
established.

- Iif there are any problems interpreting the resuits from the

product, contadt HuFriedyGrouporyour local HuFriedyGroup
representative.

This device contains a steam sensitive chemical and indicator
dye that is safe under normal conditions of use. This deviceis not
intended for human consumption.

This product is manufactured in the absence of lead and other
heavy metals and may be disposed of as regular waste.

STEAMPlus™ SterilizalionIntegrator
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Technical Bulletin

ProEZ AW Quad”
Concentrated Quadruple Enzyme Automatic
Washer Detergent

Dgscription: @

ProEZ AW Quad is a four enzyme, non-foaming, neutral
pH detergent coritaining powerful surfactants for use

in automatic washers. Protease; amylase, lipase: and.
cellulase enzymes work together 'with carefully selecte
surfactants: o c[ean surgical instruments-and endoscopes.

F:Qurjenzymes atta_ck the entire range-of surgery soils:

‘Blood, fats and starches. Eefective in multiple applicatiof @ @ @
- Verified enzyme activity at expanded temperature Tettive in mulliple applications: ~ 2 ?
range from 60%150°F (16°- 65°C}, Presoak nd manual sink/ cleaning
. Forimiula delivers the concentration of active agents L:ﬂitrasolnlc énstrumenf Clia 1Nng: (cjiew;:es ced
needed for fast, consistent results, Starts workmg dzg;;g;; Oii%ﬁ[;sa ing ahd dutomate JB

Fsub&ﬁﬁi‘lllkl HAERERCEE YRS liﬁh&k&‘tvaﬂ QW%
gu1§kly in as little as one minute in warm Water. + Clean and deo&onze urg‘ al suction units nd lines
trtznded Use Automatedﬁwaskm bﬁF ain g% % an

ProEZ AW Quad is specially formulated for use in high A S '

impingement automated-washers and washer/sterilizers,

ProEZ AW Quad is intended for cleaning medical ::.:E:ﬁﬁ'ﬂ'ﬁge apg‘}?{;}:f;}gg}t%;r‘gj?zg ;‘;V:iin%

instrumants by dissolving and lifting organic scils in as mstr yentat:on and high impingem P

litde' as 1 minute. [tis speclﬁcally designed for cleaning : u%’ g Wi

instriments with difficult to access areas such

Y CIeBHING éawﬁfﬁéﬁ‘tf
as endoscope channels, box locks and serrated edges. : :

Product Specifications

Dilution Ratio 1/2 oz. to 1 oz, per gallon

ProEZ AW Quad has an
expanded temperature
range. It is effective at room
temperature about 68°F
(20°C), Use with warmer
waterat 90-110°F
(32-43°C) will optimize the

Temperature of Use  performance of the enzymes.
This product may be used
in automated cleaning - ‘ .
equipment {uttrasonics, AEDs, Description Case Qty Grder#
instrument washers) from 1 Gallon 4 PREZAW128-1
80-150°F {32-65°C) o

1. Gallon Re-Order

according to equipment 4 PREZAWNP128-1
b i wlo Pump
manufacturer’s instructions o
; 5 Gallon Drum 1 PREZAWDS50-1
Odor Fresh i
15 Galion Drum 1 PREZAW150-1
Color Blue to green .
> vears f date of 30 Gatlon Drum 1 PREZAW300-1
. years from date o . -
Shelf Life manufacture 55 Gallon Drum 1 PREZAWS50-1
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ProEZ AW Quad™

Concentrated Quadruple Enzyme Automatic Washer Detergent

-

WHAT IS PROEZ AW QUAD?
ProEZ AW Giuad is a premiurn non-foaming neutral pH,
multi-enzymatic detergent. Cleaning actiori is enhanced
by a-fult range of enzymes heeded to dissolve complex
sofls found on surgical instruments: protease acts on,
SFOL lase’actsion carboliydrat s

ProEZ AW Quad is indicated for the most challenging

{gastrointéstinat arid orthopedic soils.

What are the recommendaticns for tsing
ProEZ AW Quad?

+ Usein the first or “enzyme” cycle of automated high
impingement instrument washers.

« Usein ultrasonic instrument cleaning equipment.

+ Use as pré-soak or holding solution to keep soils
moist on cohtaminated surgical instruments and
refated equipment until further processing can
take place.

+ Use as a “flush and soak” solution for manual
cleaning of all types of immersible endoscopes.

« Use in the cleaning cycle of automated endoscope
reprocessors, The no-foam farmula protects
the pumps and flushing mechanisms Ih
automatic reprocessors. Always refer to the
manufacturer's recommendations.

« Use for manual cleaning of all types of immersible
surgical instruments and equipment.

The no-foam formula offers increased safety by
allowing technicians to visualize instruments inthe
cleaning pan or sink.

How is ProEZ AW Quad different from
ProEZ A™ & ProEZ 277 '

« |t ls specifically formulated to be non-foaming and
suitable for use in high impingerment automated
instrumerit washers.

« The premium formula delivers higher concentratjons
of enzymes supported by a chemical team of
penetrating and rinsing agents. Because the
compenents enhance and intensify enzyme
cleaning action, the formula is suitable for the most
challenging soils and instrumentation.

O I TRTE 0 A

ST

+ Itis the ideal solution for standardization because it
can bé used anywhere {n any system.

+» The non-foaiming formuta contributes fo safety by
allowing instruments to be visuiatized during
manual processing:

What is the ideal ditution when using

BroEZ AW Quad?

it is effective starting at a dilution ratio as low as 1/4
ounce per gallon.of water. Use the recommendations

of automated instrurment washer manufacturers as

a starting polnt. Washer sterilizers and European
manufactured washers with low water pressure spray
armvis inay require higher percentages of detergent per
cyclé than high impingetnent washers with strong spray
action. Water quality is also 3 key factor In determining
the appropriate dilution. “Hard” water inhibits cleaning by
consuming some of the chemical action of detergents.

Water is rated as hard" {i.e. higher concentrations of
calcium carbonate and other rinerals) at 251 ppm

or higher. Water rated as “hard™ will require higher
concentrations of detergents to yield effective results,
Water quality information is usually available from the
(ocal VAR FRAMEN e .crsvseseerrysesssnn U

What s the reco &dﬁ e ture range when
usingIRPEEZ AL Qel?. 1Y ﬁ.ﬁﬁbﬁ...éaww

" ProEZ A% Quad is a uniquely formutated

multiddiiEnatic detargent with.expandedti
tempera}'dre capabilities,
BEBBrrgreenessrrereessonsererssesressospences HETY

« Manual Use: (pre-soak pans, flushing cannulated
iterns, manual sink scrub) Dilute ProEZ AW Quad with
watef at a minimurn of 68-110°F (20-43°C}. In warm
water ProEZ AW Quad works in as little as 1 minute
making it the fastest acting enzymatic detergent on
the market. .

» Automated cleaning equipment: ProEZ AW Quad
may be used in ultrasonic instrument cleaning
equipment and automated endoscopic reprocessors
(AERs) set from 90-120°F {32-49°C). The diluted
cleaning solution shiould be changed more
frequentty when used at higher temperatures.

. Automated washers: ProEZ AW Quad is effective for
the enzyme or pre-wash cycle at 90-120°F (32-45°C).
It is tested and validated to provide effective cleaning

in "'gﬁ.f-l--in‘n"---"wmq-a.u-:n pATESy GE -
i&\ yiidin loaawBrinatiug e E




Feur Powerful Cleaning Enzywwas:

. Protease, amylase, lipase and cellulase enzymes work
together to quickly dissolve protein, starch and fatty
s0ils in as little as one minute,

. 1deal formulation for your toughest cleaning
challenges such as orthopedic and '
gastrointestinal soils.

. Thorough cleaning for complex instrument surfaces
including cannulated areas, box locks and serrations.

Superior Cleaning System: 1Y

. Car_efuily selec;ted surfactants reduce surface tension,
improve penetration of cleaning agents and prorote
free rinsing of dissolved solls:

tudti-Use Detergents

. Simplify purchasing and inventory. Standardize on
one highly effective formula.

. 1deal fof high impingement automated washer/
disinfectors and washer/sterilizers.

. No foam formula also indicated for ultrasonic
cleaning systems ificluding automated washers
for cannulated items.

. Fast, effectie cledning of tough gastrointestinal soils
in automated endoscope washers,

. No foam formuta improves visibility for increased
safety during manual/pan soaking and flushing.

Cost Effective:

. ProEZ AW Quad is highly concentrated
with effective dilution starting as low as 1/2 ounce
per gallon. Adjust ditution based on soil load and
water quatity.

*,
70N INTERWE

ey,
S

Froduct Capabilities: 4‘“’ ;

ProEZAW Qulad rapidly digests p_rotein, starch and
fats, the principle components of surgicat soils,.and s -

‘non-corrosive and safe to use on all instruments,

It is a convenient 4-in-1 product which may be used:

1. As-an instrument holding solution.

2. To clean instruments in manual systems.

3. In ultrasonic cleaners and scope reprocessors.
4. In automatic washers.

The non-foaming solution aids in the visualization of
instruments when used in manual systems.

Hse Precautions:

As with other enzymatic detergents, ProEZ AW Quad
is an eye irritant and mild skin ircditant, Wear eye
protection and water resistant utility gloves when
using the product.

Availabitity:

Stocked by MicroCare Medical distributors. Contact

MicroCare Medical for a distributor near you or visit
MicroCare.com/Certol.
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