SpO2 PROBES - CE FILE

BS EN ISO Standards.

BS ISO 9001/2000 |Quality systems. A
BS ISO 13485/2003 |Quality systems — Medical Devices A
BS EN 60601-1 Medical electrical equipment general requirements for safety. A
BS EN 60601-1-2  |Collateral standard electromagnetic compatibility requirements A
and tests.
BS EN 60601-2-4  |Cardiac defibrillators & defibrillator monitors. N/A
BS EN 60601-2-10 |Specification for nerve and muscle stimulators. N/A
BS EN 60601-2-12 |Specification for lung ventilators. N/A
EN 794-1
BS EN 60601-2-21 |Specification for infant radiant warmers N/A
BS EN 60601-2-24 |Specification for humidifiers. N/A
BS EN 60601-2-25 |Specification for servo-controlled infant radiant warmers. N/A
ISO 7767 specification for oxygen analysers for monitoring breathing
BS EN 60601-2.27 |mixtures. N/A
BS EN 60601-2-28 |Suction equipment. N/A
BS EN 60601-2-201 |Pulse oximeters particular requirements. A
BS EN 865
IEC 878 Graphic symbols for electrical equipment in medical practice. A
BS EN 980 Graphic symbols for use in the labelling of medical devices. A
EN 1041 Information supplied by the manufacturer with medical devices. A
BS 3849 Conical connectors for anaesthetic and respiratory equipment. N/A
ISO 5356-1
EN 1281-1
BS EN 475 Medical devices electrically generated alarm signals. N/A
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BS EN ISO Standards.

BS ISO 9001/2000 |Quality systems. A
BS ISO 13485/2003 |Quality systems — Medical Devices A
BS EN 60601-1 Medical electrical equipment general requirements for safety. A
BS EN 60601-1-2  |Collateral standard electromagnetic compatibility requirements A
and tests.
BS EN 60601-2-4  |Cardiac defibrillators & defibrillator monitors. N/A
BS EN 60601-2-10 |Specification for nerve and muscle stimulators. N/A
BS EN 60601-2-12 |Specification for lung ventilators. N/A
EN 794-1
BS EN 60601-2-21 |Specification for infant radiant warmers N/A
BS EN 60601-2-24 |Specification for humidifiers. N/A
BS EN 60601-2-25 |Specification for servo-controlled infant radiant warmers. N/A
ISO 7767 specification for oxygen analysers for monitoring breathing
BS EN 60601-2.27 |mixtures. N/A
BS EN 60601-2-28 |Suction equipment. N/A
BS EN 60601-2-201 |Pulse oximeters particular requirements. A
BS EN 865
IEC 878 Graphic symbols for electrical equipment in medical practice. A
BS EN 980 Graphic symbols for use in the labelling of medical devices. A
EN 1041 Information supplied by the manufacturer with medical devices. A
BS 3849 Conical connectors for anaesthetic and respiratory equipment. N/A
ISO 5356-1
EN 1281-1
BS EN 475 Medical devices electrically generated alarm signals. N/A
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EBS EN IS0 Standards.

Standard. Title. A NA
B2 130 20012000 |Quality systems. A
B2 130 13485/2003 | Quality systems — Medical Devices A
B2 EN 60601-1 Medical electrical equipment general requirements for safety. A
BEEN 60601-1-2 | Collateral standard electromagnetic compatibility requirements A
and tests.
BE EN 60601-2-4 | Cardiac defibrillators & defibrillator monitors. MN/A
B2 EN 60601-2-10 |3pecification for nerve and muscle stimulators. DNIA
BE EN 60601-2-12 |3pecification for lung ventilators. MNIA
EN724-1
BS EN 60601-2-21 |3pecification for infant radiant warmers MIA
B2 EN 60601-2-24 |3pecification for humidifiers. DNIA
B2 EN 60601-2-25 |3pecification for servo-controlled infant radiant warmers. DIA
B0 7767 specification for oxygen analysers for monitoring breathing
B EN 60601-2 27 |miztures. DNIA
B2 EN 60601-2-28 |3uction equipment. DNIA
BEEN 60601-2-201|Pulse oximeters particular requirements. A
Bo EN 265
[EC 878 Graphic symbols for electrical equipment in medical practice. A
ES EN 280 Graphic symbols for use in the labelling of medical devices. A
EN 1041 Information supplied by the manufacturer with medical devices. A
BS 3849 Conical connectors for anaesthetic and respiratory equipment. MNAA
50 5356-1
EMN1281-1
B2 EN 475 Medical devices electrically generated alarm signals. DIA
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References to EN Standards

Standard Title

EN29001 Quality Systems BS ISO EN 9001

EN29002 Quality Systems BS ISO EN 9002

EN46001 Application of EN29001

EN46002 Application of EN29002

EN60601-1 Medical Electrical Equipment general requirements for safety
IEC601-2-10 Specification for nerve and muscle stimulators

BS EN 865 IERC601-2-201 Pulse Oximeters particular requirements
IEC601-2.27 ISO7767 specification for oxygen analysers for
monitoring breathing mixtures

EN60601-1-2 Collateral standard electromagnetic compatibility requirements and

tests

BS EN 60601-2-21

Specification for infant radiant warmers

IEC878 Graphic symbols for electrical equipment in medical practice

BSEN980 Graphic symbols for use in the labelling of medical devices.

EN1041 Information supplied by the manufacturer with medical devices
BS 3849 Conical connectors for anaesthetic and respiratory
equipment

EN1441 Risk analysis
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