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Sterilization of medical devices - Low
temperature steam and formaldehyde -
Requirements for development, validation
and routine control of a sterilization

process for medical devices
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1- International Organization for Standardization
2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point
5 - Codex Alimentarius Commission
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ISO 25424: 2009, Sterilization of medical devices - Low temperature steam and
formaldehyde - Requirements for development, validation and routine control of a
sterilization process for medical devices.
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1- Adjustment

2- Spongiform Encephalopathy
3- Scrapie

4- Cruetzfled-jakob
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2-14 EN 14180: 2003, Sterilizers for medical purposes - Low temperature steam
and formaldehyde sterilizers - Requirements and testing

2-15 EN 556-1: 2001, Sterilization of medical devices - Requirements for
medical devices to be designated “STERILE” - Part 1: Requirements for
terminally sterilized medical devices

2-16 EN ISO 867-5: 2001 , Non-biological systems for use in sterilizers - Part 5:
Specification for indicator systems and process challenge devices for use in
performance testing for small sterilizers Type B and Type S

2-17 EN 61010-2-040: 2005, Safety requirements for electrical equipment for
measurement, control and laboratory use - Part 2-040: Particular requirements
for sterilizers and washer-disinfectors used to treat medical materials (IEC
61010-2-040:2005)

2-18 EN 868 (all parts), Packaging materials and systems for medical devices
which are to be sterilized

2-19 EN 14161: 2009, Sterilization of health care products — Biological
indicators - Guidance for the selection, use and interpretation of results
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1- Adjustment
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1- Aeration

2- Air removal

3- Bioburden

4- Biological indicator
5- Calibration
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1- Change control
2- Conditioning
3- Holding Time
4- Desorption

5- D value
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1- Environmental control
2- Equilibration time

3- Establish

4- Exposure Time

5- Fault
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1- FBIO value

2- Supporting material
3- Installation Qualification
4- Medical device
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1- in vitro
2- Microbiocidal solution
3- Operational Qualification
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1- Parametric Release
2- Performance Qualification
3- Process Challenge Device
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1- Intermediate sub-assemblies
2- Reognized culture collection
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3- Reference measuring point
1- Reference microorganism

2- Requalification

3- Residues challenge device
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4- Specify
5- Sterilant
1- Sterile
2- Sterility
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3- Sterilization
1- Sterilization cycle
2- Sterilization load
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3- Sterilizing agent
1- Survivor Curve
2- Validation
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1- non-traditional
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1- Recovery media
2- Effective desorption
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1- Most probable technique method
2- Direct enumeration
3- Survivor curve test method
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1- Recovery system
2- Incubation
3- Geobacillus stearothermophilus
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