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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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substitutes implanted by transcatheter techniques
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1 -invitro
2 - invivo
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1 -Verifying/validating
2 -Implanted

3 -Valve-in-valve
4 -Sutureless
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2-14 I1SO 11135-1, Sterilization of health care products — Ethylene oxide — Part 1:
Requirements for development, validation and routine control of a sterilization process for
medical devices

2-15 ISO/TS 11135-2, Sterilization of health care products — Ethylene oxide — Part 2:
Guidance on the application of ISO 11135-1

2-16 1SO 11137-1, Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control of a sterilization process for medical devices

2-17 1SO 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the
sterilization dose

2-18 1SO 11607-2, Packaging for terminally sterilized medical devices — Part 2: Validation
requirements for forming, sealing and assembly processes

2-19 1SO 14160, Sterilization of health care products — Liquid chemical sterilizing agents for
single-use medical devices utilizing animal tissues and their derivatives — Requirements for
characterization, development, validation and routine control of a sterilization process for
medical devices

2-20 1SO 14630:2012, Non-active surgical implants — General requirements

2-21 ASTM F2052, Standard test method for measurement of magnetically induced displacement
force on medical devices in the magnetic resonance environment

2-22 ASTM F2503, Standard practice for marking medical devices and other items for safety in
the magnetic resonance environment

2-23 ASTM F2213, Standard test method for measurement of magnetically induced torque on
medical devices in the magnetic resonance environment

2-24 ASTM F2182, Standard test method for measurement of radio frequency induced heating
near passive implants during magnetic resonance imaging

2-25 ASTM F2119, Standard test method for evaluation of MR image artifacts from passive
implants
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