
STERILIZERS

THE TECHNICAL SIDE OF THE STANDARDS

Performance testing.
Tracking

Enbio Sterilisers
World’s fastest Class “B”
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Is a rule enacted by the European Commission in order 
to define the classification of sterilization loads.

The regulation classifies sterilization loads into three 
classes: B, S, N.

EN 13060 regulation provides for more than 420 
technical normative points.
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The classification of sterilisation loads
DEFINITIONS

Solid or ferrous materials:  All Metal Instruments

Porous bodies:  All fabrics are divided in two classes:
• Type B: Gauzes or small tissue devices or porous material in general.
• Type A: Gowns or other porous material or devices.

Hollow Instruments: All instruments or devices that are hollow or with holes  are 
divided into two classes:

• Type B: cannula, tubes or devices equipped with considerable passages.
• Type A: turbines, handles, and devices with blind holes or small sized.
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Sterilization cycle. What you should know about it.

Instruments turning yellow: Chemical residue has been left on the instruments and “cooked on”. 
The instruments have not been rinsed or dried correctly. 

Yellow spots on the autoclave chamber: Possible residual chemical left after cleaning. Proper 
rinsing has not been done.

White spots on instruments: Rinsing has been done with hard water and the instruments have not 
been rinsed or dried properly. 

Instruments turning black: These instruments obviously contain a high carbon content . This is an 
indication of a lesser quality instrument.

If at the end of the sterilization cycle instruments are not completely dried:

“Wet Packs” indicate a malfunction with the Sterilizer. Do not use and contact the Service 
Contractor
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Phases of theThe Sterilization Cycle.

1.VACUUM

2.PRE-HEATING

3.EXPOSURE TIME

4.DRYING



1. VACUUM
WHY HAVE A VACUUM?

When the autoclave is started and the sterilization process begins, some pockets of 
air with a temperature of 20-25C are inevitably incorporated in the chamber. 

When the pre-heating process commences, the steam produced does not absorb the 
air pockets because of their different physical characteristics (elasticity). As a result, 
these air pockets remain “cold” and disturb the sterilization cycle. It is crucial to expel 
all air pockets from the chamber, in order to guarantee the efficacy of the process.

This air expulsion is achieved by using a vacuum system. The most efficient is a 
forced vacuum with mechanical pumps.

Different types of vacuum generation:  Thermodynamic vacuum “N”

Vacuum with pump   “S”  Cycle                         Fractionated vacuum with pump  “B”

Hollow Load A
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Bowie Dick Helix Test – Hollow Load A
The Bowie Dick Helix Test is an obligatory test for class B Bench Top Steam sterilizers as per EN 13060 - 2010

Sterintech is one of the world’s leading producers of sterilization process challenge devices (PCD). 
They are produced to conform to European Standards ISO 11140 – 1 Type 2 – EN 867 part 5, class B. 

Sterintech Bowie Dick Devices are an accurate test for the effectiveness of all Class “B” Sterilizers.

The BDHT consists out of a Chemical Indicator Holder in Teflon connected to a 1,5 mtr long tube.

This type of Bowie Dick Test will detect failures during the Bowie Dick Test cycles as it detects smaller volumes of 
trapped air etc. 

Failures which are picked-up by the BDHT are:

 Sterilization temperature too low
 Sterilization holding time too short
 Insufficient vacuum in depth and in number of vacuum pulses.
 Insufficient air removal from hollow devices
 Insufficient steam penetration in hollow devices
 Leakage of piping / valves / door seals
 Detection of presence of small volume inert gases in steam supply.
 Detection of excessive amounts of condensate.



Bowie Dick Helix Test for hollow load “A”

REF: 101.201.0100 Hollow A Helix with 1,5 mtr tube Unit: 100 indicators
REF: 101.201.0250 Hollow A Helix with 1,5 mtr tube Unit: 250 indicators

The EN 285 : 2009 are specifying the Helix test (Hollow A) to be used as Bowie Dick Test as well as 
Batch Monitoring when hospitals are sterilizing Hollow Loads. 
Next to that this Bowie Dick Helix Test is an obligatory test for class B Bench Top Steam sterilizers.

Characteristics:
 Conform to ISO 11140 - 1 Type 2 

- EN 867part 5 class B
 Clear transition of color into pink
 Easy to interpret
 Easy to document
 Non-Toxic / Lead Free
 Can be fully recycled
 PCD guaranteed for 500 Cycles  

(134°C - 3,5 min)
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Recommended for daily monitoring of pre-vacuum steam 
sterilizer and bench-top steam sterilizers (Class B).  Based 
upon the Bowie Dick test result the steam sterilizer is 
released for usage during the day. 

Bowie Dick Test Pack Porous Load - Mini 
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Characteristics:
✦ Fulfill requirements of EN 285 and ISO 17665
✦ Conform to ISO 11140 - 4 Type 2
✦ Performance similar to original Bowie Dick Test Pack 
✦ Clear blue - violet color change 

Easy to interpret
✦ Easy to document
✦ Non-Toxic / Lead Free 
✦ Dimensions: 105 x 65 x 6 mm

REF: 102.100.0100 Bowie Dick Test Pack - Mini  
Unit: 50 pieces



Sterintech™ Emulator – Type 6 Indicators

The Emulator with a big plus…
Emulators are critical to test the effectiveness of the sterilisation 
process produced by an autoclave. Infection Control is critical – Every 
batch its critical.

Characteristics:
Shelf life: 5 years after production.
Steam emulator conform to ISO 11140 – Type 6.
Clear colour transition from Blue into Pink.
Chemical emulator covered with lacquer.
Non-Toxic / Lead Free.
The Emulator with a big plus .
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Sterintech™ Emulator – Type 6 Indicators

The Sterintech™ Sequential Emulators give the operator 
more information about the sterilization process than the 
standard class 6 indicator. This is because the one strip has 
three indicators each calibrated to an individual time/steam 
combination that will identify any malfunction during the 
process

Effective and successful sterilisation of instruments is 
critical…. Testing every batch is important.  The Sterintech
Type 6 Emulator (Indicator) does just this…place it in every 
load and know what the result is. No more guessing.
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Ref: 106.103.0500SA Emulator, 134°C-3,5 min/121°C-15 min, includes Self-Adhesive backing, 
Box of 500 (Blue to Pink) 



Sterin-Trace 
The Ultimate Sterilizer Record & Tracking 

System
The Sterin-Trace Sterilizer Record & Tracking System is designed to provide a simple method of record 
keeping & “Patient to Process” trace-ability of devices & instruments in the modern office based practice.

Sterin-Trace uses a simple intuitive check list that creates a reliable audit trail & enables the operator to 
record:

1. Sterilizer cycles
2. Process Expiry Date
3. Steam Penetration Test (Bowie-Dick)
4. Daily Test
5. Registered Authorised Operator
6. Patient
7. Maintenance Records
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Sterin-Trace 
The Ultimate Sterilizer Record & Tracking System

“IF IT’S NOT RECORDED THEN IT IS NOT DONE”

 Record keeping is the evidence that the practice has performed & monitored all stages of the 
sterilisation process.

 To comply with, AS/NZS 4187, AS/NZS 4815 & ISO 13683 the practice must maintain “Patient to 
Process” tracking of instruments & devices.

 Responsibility lies with the practice management to ensure all the cleaning & sterilization processes are 
performed & recorded.

The implementation of the Sterin-Trace Quality System within the practice will:

 Provide a legal reference should a challenge occur.
 Reduce the risk to patients.
 Minimize the chance of non sterile items being used.
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Sterin-Trace
The Ultimate Sterilizer Record & Tracking 

System
Features:

• Process Indicators (Steam, FO, EtO, Plasma) conform to ISO 11140 – 1 Type 4
• Clear transition of indicator colour change.
• Easy to use label gun
• Double labels make traceability and documentation, easy.
• Non-Toxic / Lead Free indicators
• Latex free label materials

Two lines … but it carries all information

REF: 602.002.0001 Two line label gun
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Sterin-Trace
The Ultimate Sterilizer Record & Tracking System





Label Applicator – Gun  (2 lines label)

The Sterintech two line label gun is reliable, easy to use and durable. The applicator is reliable 
for years of use, even in the busiest of Departments. 

Sterintech “piggy back” double labels for two line applicators are available with all types of 
sterilization indicators as well as a variety of colours. Coloured labels are used to assist FIFO 
systems. This permits the operator to colour code the items and personalise packs for separate 
Departments.

Two lines … but it carries all information
The Sterintech two-line label gun is reliable, easy to use and durable. The applicator is reliable 
for years of use, even in the busiest of Departments. 

Often the combination of a double label gun label and normal tape is a more cost-effective 
solution than steam tapes only. 

Next to that they offer better readable data and prevent writing errors.
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Label Applicator – Gun - (2 lines)
• Features :

• Easy to use label applicator gun

• Label includes a Type 4 Sterilisation Indicators 
(Steam, FO, EtO, Plasma)  – conform to ISO 11140

• Clear transition of indicator into its end-colour

• Double labels (“PiggyBack”) serve for an easy 
traceability and documentation

• Non-Toxic / Lead Free labels

• Latex free label materials

• Gun can be fully recycled

• Reference Code 602.002.0001
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Sterilisation Tracking – Label Congigurations (2 lines)
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Sterilisation Tracking – Label Applicator (2 lines)
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Sterilisation Tracking – Label Applicator (2 lines)
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Sterilisation Tracking – Label Applicator (2 lines)
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Tracking – Labels (2 lines)

Features :

 Easy to use label applicator gun
 Label includes a Type 4 Sterilisation Indicators (Steam, FO, 

EtO, Plasma)  – conform to ISO 11140
 Clear transition of indicator into its end-colour
 Double labels (“PiggyBack”) serve for an easy traceability and 

documentation
 Non-Toxic / Lead Free labels
 Latex free label materials
 Gun can be fully recycled

Reference Code Unit
602.401.9000 9 000 labels (12 rolls of 750)
602.401.9000 2 250 labels (3 rolls of 750)
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MAJAC MEDICAL PRODUCTS Pty Ltd                           

STERILIZERS by 
Enbio

World's fastest “class B” 
autoclaves.

PRESENTS
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“Fastest in the world”
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Process reports
Dedicated software for process data reading and 
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Enbio
World's fastest “class B” 

autoclaves.

https://majacmedical.com.au/wp-content/uploads/2022/10/Enbio-Sterilisers-presentation.mp4

https://majacmedical.com.au/wp-content/uploads/2022/10/Installation-Pro-S-Models.mp4

https://majacmedical.com.au/wp-content/uploads/2022/10/Enbio-Pitstop-Precision-Service.mp4

https://majacmedical.com.au/wp-content/uploads/2022/10/Enbio-Sterilisers-presentation.mp4
https://majacmedical.com.au/wp-content/uploads/2022/10/Installation-Pro-S-Models.mp4
https://majacmedical.com.au/wp-content/uploads/2022/10/Enbio-Pitstop-Precision-Service.mp4


MAJAC HEALTHCARE

Support Continuing Education
Ph: +61 07 3265 6355 – 130 138 578

Thank’s your attention

ⓒ Majac Medical Products Pty Ltd 
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