CURRENT LIST of STANDARDS and DESIGNATION
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	Number & Year
	Part / Section
	Title
	AMD No
	Current ?
	Paperport
	Hard Copy
	Section

	
	
	
	
	
	
	
	

	IEC
	
	
	
	
	
	
	

	   878:1988
	
	Graphic Symbols for Electrical Equipment in Medical Practice
	
	Y
	Y
	Y
	1

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	BS
	
	
	
	
	
	
	

	 1319:1976
	
	Medical gas cylinders, Valves and Yoke connections
	4603
	Y
	
	Y
	1

	 1887:1966
	
	Person weighing Machines and Height-measuring Equipment
	
	Y
	
	Y
	1

	 5724:1988
	2.10
	Specification for Nerve and Muscle Stimulators
	7018
	Y
	Y
	Y
	2

	 5724:1990
	2.12
	Specification for Lung Ventilators
	7446
	Y
	
	Y
	2

	 5724:1991
	3.12
	Method of declaring Parameters for Lung Ventilators
	
	Y
	
	Y
	2

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	BS EN
	
	
	
	
	
	
	

	    865:1997
	
	Pulse Oximeters – Particular Requirements
	
	Y
	Y
	Y
	1

	    980:1997
	
	Graphic Symbols or the use in the Labelling of Medical Devices
	
	Y
	Y
	Y
	1

	  1041:1998
	
	Information Supplied by the Manufacturer with Medical Devices
	
	Y
	Y
	Y
	1

	  1281:1997
	1
	Anaesthetic and Respiratory Equipment – Conical Connectors
	10094
	Y
	Y
	Y
	1

	12598:1999
	
	Oxygen Monitors for Patient Breathing Mixtures – Particular Requirements
	
	Y
	
	Y
	1

	60601:1990
	1
	General Requirements for Safety
	
	Y
	Y
	Y
	2

	60601:2001
	1-1
	Safety Requirements for Medical Electrical Systems
	
	Y
	
	Y
	2

	60601:2002
	1-2
	Electromagnetic Compatibility – Requirements and Test
	
	Y
	
	Y
	2

	60601:2004
	1-8
	General Requirements for Alarm Signals in Medical Electrical Equipment 
	
	Y
	
	Y
	2

	60601:1997
	2-21
	Specification for Infant Radiant Warmers
	
	Y
	Y
	Y
	2

	61326:1998
	
	Electrical Equipment for measurement, control and laboratory use - EMC
	
	Y
	
	Y
	2

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


	Number
	Part / Section
	Title
	Year
	Paperport
	Hard Copy

	
	
	
	
	
	

	BSEN 475
	
	Medical Devices Electrically-generated Alarm Signals
	1995
	No
	Yes

	BSEN 540
	
	Clinical Investigation of Med Devices for human subjects
	1993
	Yes
	Yes

	BSEN 865
	
	Pulse Oximeters – Particular requirements
	1997
	Yes
	No

	BSEN 980
	
	Graphic symbols for use in labelling of Medical Devices
	1997
	Yes
	Yes

	BSEN 1041
	
	Information supplied by the manufacturer with Medical Devices
	1998
	Yes
	Yes

	BSEN 12598
	
	Oxygen Monitors for Patient Breathing Mixture
	1999
	Yes
	Yes

	BSEN 1281
	
	Anaesthetic & Respiratory equipment – Conical Connectors
	1997
	Yes
	Yes

	BSEN 13485
	
	Quality Systems Medical Devices – Particular requirements
	2000
	Yes
	Yes

	BSEN 14971
	
	Application of Risk management to Medical Devices
	2000
	Yes
	Yes

	BSEN 46001
	
	Application of EN29001 to the manufacture of Medical Devices
	1994
	Yes
	Yes

	BSEN 46002
	
	Application of EN29002 to the manufacture of Medical Devices
	1994
	No
	Yes

	BSEN 50081
	
	EMC Generic Emission Standards
	1992
	No
	Yes

	BSEN 50082
	
	EMC Generic Immunity Standards
	1992
	No
	Yes

	BSEN 60601
	
	Collateral standard EMC Requirements & Tests
	1993
	Yes
	Yes

	BSEN 60601
	Part 2-21
	Specification for Infant Radiant Warmers
	1997
	Yes
	Yes

	BSEN 9001
	
	Quality Management Systems
	2000
	Yes
	Yes

	
	
	
	
	
	

	
	
	
	
	
	

	BS 1319
	
	Medical Gas Cylinders, Valves & Yoke connectors
	1986
	No
	Yes

	BS 1887
	
	Person Weighing Machine & Height Equipment
	1966
	No
	Yes

	BS 3849
	
	Conical Connectors for Anaesthetic & Respiratory Equipment
	1988
	No
	Yes

	BS 7711
	
	Respiratory Therapy Equipment
	1994
	Yes
	No

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	IEC 878
	
	Graphic Symbols
	1988
	Yes
	Yes

	IEC 601
	
	Specification for Nerve & Muscle Stimulators
	1988
	No
	Yes

	
	
	
	
	
	


	Number & Year
	Part / Section
	Title
	AMD No
	Current ?
	Paperport
	Hard Copy
	Section

	
	
	
	
	
	
	
	

	BS EN ISO
	
	
	
	
	
	
	

	  5356:2004
	1
	Anaesthetic and Respiratory Equipment – Conical Connectors
	
	Y
	
	
	3

	  9001:2000
	
	Quality Management Systems – Requirements
	
	Y
	Y
	Y
	3

	13485:2003
	
	Quality Systems – Medical Devices – Particular Requirements (ISO9001)
	
	Y
	
	
	3

	14155:2003
	1
	Clinical Investigation of Medical Devices for Human Subjects
	
	Y
	
	Y
	3

	14971:2001
	
	Application of Risk Management to Medical Devices
	
	Y
	Y
	Y
	3

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


WITHDRAWN STANDARDS (as of Nov 2004)

	Number & Year
	Part / Section
	Title
	Replaced By
	Replaced?
	Storage

	

	BS
	
	
	
	
	

	 3849:1988
	1
	Conical Connectors for Anaesthetic and Respiratory Equipment
	BS EN 1281-1:1997
	Yes
	Archive

	 3849:1988
	2
	Conical Connectors for Anaesthetic and Respiratory Equipment
	BS EN 1281-1:1997
	Yes
	Archive

	 5724:1985
	2.4
	Specification for Cardiac Defibrillators and Monitors
	BS EN 60601-2-4:2003
	No
	Archive

	 5724:1989
	2.24
	Specification for Humidifiers
	BS EN ISO 8185:1998
	No
	Archive

	 5724:1988
	2.25
	Specification for Servo-controlled Infant Radiant Warmers
	BS EN 60601-2-21:1997
	Yes
	Archive

	 5724:1989
	2.27
	Specification for Oxygen Analysers for Monitoring Patient Breathing Mixtures
	BS EN 12598:1999
	Yes
	Archive

	 5724:1993
	2.28
	Specification for Electrically Powered Suction Equipment
	BS EN ISO 10079-1:2000
	No
	Archive

	
	
	
	
	
	

	
	
	
	
	
	

	BS EN
	
	
	
	
	

	    475:1995
	
	Medical Devices – Electrically Generated Alarm Systems
	BS EN 60601-1-8:2004
	Yes
	Archive

	    540:1993
	
	Clinical Investigation of Medical Devices for Human Subjects
	BS EN ISO 14155-1:2003
	Yes
	Archive

	46001:1994
	
	Application of EN 29001; Manufacture of Medical Devices
	BS EN ISO 13485:2003
	No
	Archive

	46002:1994
	
	Application of EN 29001; Manufacture of Medical Devices
	BS EN ISO 13485:2003
	No
	Archive

	50081:1992
	1
	Electromagnetic Compatibility – General Emission Standard
	BS EN 61000-6-3:2001
	No
	Archive

	50082:1992
	1
	Electromagnetic Compatibility – General Immunity Standard
	BS EN 61000-6-1:2001
	No
	Archive

	60601:1993
	1-1
	Safety Requirements for Medical Electrical Systems
	BS EN 60601-1-1:2001
	Yes
	Archive

	60601:1993
	1-2
	Electromagnetic Compatibility – Requirements and Test
	BS EN 60601-1-2:2002
	Yes
	Archive
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