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1- International organization for Standardization

2 - International Electro technical Commission

3- International Organization for Legal Metrology (Organization International de Metrology Legal)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 11607-1:2006 :Packaging for terminally sterilized medical devices -- Part 1:
Requirements for materials, sterile barrier systems and packaging systems

ISO 14155:2011 :Clinical investigation of medical devices for human subjects --
Good clinical practice

1SO 10005:2005 :Quality management systems -- Guidelines for quality plans

1SO 11135-1:2007:Sterilization of health care products -- Ethylene oxide -- Part 1:
Requirements for development, validation and routine control of a sterilization
process for medical devices

1SO 11137-3:2006:Sterilization of health care products -- Radiation -- Part 3:
Guidance on dosimetric aspects

1SO 14160:2011 :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

1SO 11737-1:2006 :Sterilization of medical devices -- Microbiological methods --
Part 1: Determination of a population of microorganisms on products

1SO 13408-1:2008 :Aseptic processing of health care products -- Part 1: General
requirements

10- 1SO 10007:2003 :Quality management systems -- Guidelines for configuration

management

11-1S0 10012:2003 :Measurement management systems -- Requirements for

measurement processes and measuring equipment

12-1S0 12891-2:2000 :Retrieval and analysis of surgical implants -- Part 2: Analysis of

retrieved metallic surgical implants

13- 1S0 15223-2:2010 :Medical devices -- Symbols to be used with medical device labels,

labelling, and information to be supplied -- Part 2: Symbol development, selection
and validation

14-1SO/TR 10017:2003 :Guidance on statistical techniques for 1SO 9001:2000

15- EN 980:2008 :Symbols for use in the labelling of medical device

16- GAMP : Good Automated Manufacturing Practice

17- GHFT.SG3.N99 -10 : Quality Management Systems Process. Validation Guidance
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