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ISO 10993-1:2018 Biological evaluation of medical devices—Part 1:
Evaluation and testing within a risk management process

ISO 10993-5:2009 Biological evaluation of medical devices—Part 5:

Tests for in vitro cytotoxicity

ISO 10993-7:2008 Biological evaluation of medical devices—Part 7:

Ethylene oxide sterilization residuals

ISO 10993-10:2010 Biological evaluation of medical devices —Part 10:

Tests for irritation and skin sensitization

~ 1SO 11135:2014 Sterilization of health-care products — Ethylene

oxide -- Requirements for the development, validation and routine

control of a sterilization process for medical devices

~ 1SO 11607-1:2019 Packaging for terminally sterilized medical

devices—Part 1: Requirements for materials, sterile barrier systems and

packaging systems

~ ISO/TR 14969:2004 Medical devices —Quality management systems

11



W A 1 108.06. 20

-- Guidance on the application of ISO 13485: 2003

= +w» ~ GHTF/SG3/N99-10:2004 Quality Management Systems — Process
Validation Guidance

= -+ 37 ~ 1S0 14971:2007 Medical devices — Guidance on the application of
ISO 14971
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