
of EN ISO 9002

Series Standard Number Title Status Price NOTE

ISO13485 BS EN ISO 13485:2003
Medical devices. Quality management
systems. Requirements for regulatory

purposes
Current ₤154.00 医疗器械审核要求

ISO13485 BS EN ISO 13485:2001
Quality systems. Medical devices.

Particular requirements for the application
of EN ISO 9001

Revised,
Withdrawn ₤80.00 医疗器械审核要求

ISO13485 PD CEN ISO/TR 14969:2005
Medical devices. Quality management

systems. Guidance on the application of
ISO 13485:2003

Current ₤170.00 ISO 13485:2003 指南

ISO13485 BS EN ISO 14971:2007 Medical devices. Application of risk
management to medical devices Current ₤154.00 医疗器械风险管理办法

ISO13485 BS EN ISO 14971:2001 Medical devices. Application of risk
management to medical devices

Revised,
Withdrawn ₤150.00 医疗器械风险管理办法

ISO13485 BS EN 980:2003 Graphical symbols for use in the labelling of
medical devices

Current, Work
in Hand ₤114.00 医疗器械标签语言的要求

ISO13485 BS EN 980:1997 Graphical symbols for use in the labelling of
medical devices

Revised,
Withdrawn ₤80.00 医疗器械标签语言的要求

ISO13485 BS EN ISO 13488:2001
Quality systems. Medical devices.

Particular requirements for the application Superseded,
Withdrawn ₤80.00 医疗器械审核要求
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