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9. ISO 10993-6:1994. Biological evaluation of medical devices - Part 6 : Tests for
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16. ISO 10993-14:2004. Biological evaluation of medical devices - Part 14
Identification and quantification of degradation from products from ceramics.
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the application of ISO 9002.

27. ISO 14971:2000. Medical Devices - Application of risk management to medical
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30. 1S0/D1S22442-3. Validation of the elimination and / or inactivation of viruses



and transmissible spongiform encephalopathy (TSE) agents, Medical devices
utilizing animal tissues and their derivatives
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32.1S011135:1994. Medical devices; validation and routine control of ethylene oxide
sterilization
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35. ISO 13408 series. Aseptic proceeding of health care products

36. IS0 13638:1997. Sterilization of health care products - Requirements for
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facilities
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materials of animal origin - Validation and routine control of sterilization
by liquid sterilants

38. IS0 14937. Sterilization of health care products — General requirements for
characterization of a sterilizing agent and the development, validation and
routine control of a sterilization process for medical devices

39. ISO 17664. Sterilization of medical devices - Information to be provided by
manufacture for the processing of resterilizable medical devices

40. ISO/DIS 17665:2004. Sterilization of health care products — Moist heat
- Development, Validation and routine control of a sterilization process for
medical devices
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1. ISO/IEC Guide 51:1999. Safety aspects — Guidelines for their inclusion in
standards

2. ISO/IEC Guide 63:1999. Guide to the development and inclusion of safety aspects
in International Standards for medical devices
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9. ISO 14118:2000. Safety of machinery — Prevention of unexpected start—up

10. IS0 14119:1998. Safety of machinery — Interlocking devices associated with guards
— Principles for design and selection

11. IEC 60204:2000. Safety machinery - Electrical equipment of machines — Part I :
General requirements
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2. IEC 62304:2006. Medical device software — Software lifecycle processes

3. CDRH US-FDA:2002. General principles of software validation : Final guidance for
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Final
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4. TEC 60601-1:2005. Medical electrical equipment — Part 1 : General requirements
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5. IEC 60601-1-2:2007. Medical electrical equipment - Part 1-2 : General
requirements for safety — Collateral standard : Electromagnetic compatibility
— Requirements and tests

6. IEC 60601-1-4:1996. Medical electrical equipment - Part 1-4 : General
requirements for safety — Collateral standard : Programmable electrical medical
systems

7. IEC 60601-2-46:1998. Medical electrical equipment — Part 2-46 : Particular
requirements for the safety of operating tables
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