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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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BS EN 13612:2002, Performance evaluation of in vitro diagnostic medical devices
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1- In Vitro Diagnostic Medical Devices
2 - In Vitro Diagnostic

3- Design validation

4- Design changes
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2-1EN 376:2002, Information supplied by the manufacturer with in vitro diagnostic reagents
for self-testing

2-2 EN 928, In vitro diagnostic systems- Guidance on the application of EN 29001 and EN
46001 and of EN 29002 and EN 46002 for in vitro diagnostic medical devices

2-3 EN 46001, Quality systems — Medical devices- Particular requirements for the application
of EN 1SO 9001

2-4 EN 1SO 9000:2000, Quality management systems- Fundamentals and vocabulary (ISO
9000:2000)

2-5 EN 1SO 9001, Quality management systems- Requirements (1SO 9001:2000)

2-6 Directive 98/79/EC of the European Parliament and the Council of 27 October 1998 on in
vitro diagnostic medical devices, Official Journal of the European Union L331, 7 December
1998
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1- Validated
2- Corresponding status
3-Organisational freedom
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1 - Carry over
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