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ISO/IEC Guide 51:1999

Safety aspects - Guidelines for their inclusion in standards.

ISO/IEC Guide 63:1999

Guide to the development and inclusion of safety aspects in International
Standards for medical devices.

JIS Q 13485:2005

Medical devices - Quality management systems - Requirements for regulatory
purposes.

ISO 14971:2007

Medical devices - Application of risk management to medical devices.

JIS B9700-1:2004

- -1
ISO 12100-1:2003 - Safety of machinery - General principles for design - Risk
assessment and risk reduction 1SO 12100:2010

JIS B9700-2:2004

- - 2 ISO
12100-2:2003 - Safety of machinery - General principles for design - Risk
assessment and risk reduction 1SO 12100:2010

JIS B9702:2000

- ISO 14121:1999

JIS B9703:2000

ISO 14121:1999

JIS B9705-1:2011

- -1
ISO 13849-1:2006 Ed.2

JIS B9711:2002

ISO 13854:1996(Ed.1))

JIS B9710:2006

(15014119:1998 (Ed.1))

JIS B9714:2006

(ISO 14118:2000(Ed.1))

_ (IS0
JIS B9715:2006 13855:2002(Ed. 1))

B (IEC 60204-1
JIS B9960-1:2008 | 45 1.0009) (Ed5:2005))
JIS B99EO-1: Amd1:2008
JIS B9960-12011  |Ed1:1997

ISO 10218-1:2006

Robots for industrial enviroments - Safety requirements - Part | : Robot.

IEC 61508-1:1998

Functional safety of electrical/electronic/programmable electronic safety-related
systems - Part | : General requirements.

JIS T 2304:2012

ISO/IEC 12207:2008

Systems and software engineering -- Software life cycle processes.

IEC/TR 80002-1 Ed. 1.0:

2009 (en)

Medical device software - Part 1: Guidance on the application of ISO 14971 to medical
device software.
1 ISO 14971

IEC 61508-3 Ed. 2.0:
2010 (h)

Functional safety of electrical/electronic/programmable electronic safety-related systems
- Part 3: Software requirements.
3

ISO/IEC 90003:2004

Software engineering - Guidelines for the application of ISO 9001:2000 to computer
software.
1S09001:2000

JIS T0601-1:2012

- IEC
60601-1:2005




JIS T0601-1-1:2005

IEC 60601-1-1:2000

JIS T0601-1-2:2012

- IEC 60601-1-2:2001

IEC 60601-1:2005

Medical electrical equipment - Part 1 : General requirements for basic safetry and
essential performance.

IEC 60601-1-2:2007

Medical electrical equipment - Part 1-2 : General requirements for basic safety and
essential performance - Collateral standard : Electromagnetic compatibility -
Requirements and tests.

IEC 60601-1-2ISH 11
Ed. 3.0:2010 (b)

Interpretation sheet 1 - Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests.

IEC 60601-1-4 Ed.
1.1:2000 (b)

Medical electrical equipment - Part 1-4: General requirements for safety -
Collateral Standard: Programmable electrical medical systems.
1-4

IEC 60601-2-46:1998

Medical electrical equipment - Part 2-46 : Particular requirements for the safety of
operating tables.

JIS T0993-1:2012

ISO 109931-1:2009
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169

17
38
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17 3 30
0330001

GMP/QMS

JIS B7440-2:2003

GPS - CMM - 2

ISO 10360-2:2001

JIS B8431:1999

- ISO 9946:1999

JIS B8432:1999

- ISO 9283:1998

JIS B8437:1999

- ISO 9787:1998

JIS 78101-2:1999

JIS Z8103:2000




IEC 60601-1-8:2006

Medical electrical equipment -- Part 1-8: General requirements for basic safety
and essential performance -- Collateral standard: General requirements, tests and
guidance for alarm systems in medical electrical equipment and medical electrical
systems.

1-8

ISO/DIS 13482

Robots and robotic devices — Safety requirements for non-industrial robots — Non-
medical personal care robot.
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