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Foreword

The Saudi Food & Drug Authority is an independent organization mainly responsible
for regulating imported/locally produced food, drug and medical devices, which
includes, inter alia, setting their standards.

(Medical electrical equipment -- Part 2-55: Particular requirements for the basic
safety and essential performance of respiratory gas monitors ), issued by
(International Organization for Standardization), has been adopted identically in its
original language as a national standard and approved by SFDA CEO decision No
(...)on ( date)



Scope

ISO 80601-2-55:2018 specifies particular requirements for the basic safety
and essential performance of a respiratory gas monitor (rgm), hereafter
referred to as me equipment, intended for continuous operation for use with a
patient.

ISO 80601-2-55:2018 specifies requirements for
- anaesthetic gas monitoring,

- carbon dioxide monitoring, and

- oxygen monitoring.

NOTE 1 An rgm can be either stand-alone me equipment or integrated into
other equipment, e.g. an anaesthetic workstation or a ventilator.

ISO 80601-2-55:2018 is not applicable to an rgm intended for use with
flammable anaesthetic agents.

If a clause or subclause is specifically intended to be applicable to me
equipment only or to me systems only, the title and content of that clause or
subclause will say so. If that is not the case, the clause or subclause applies
both to me equipment and to me systems, as relevant.

Hazards inherent in the intended physiological function of me equipment or
me systems within the scope of this document are not covered by specific
requirements in this document except in IEC 60601-1:2005+Amd 1:2012,
7.2.13and 8.4.1.

NOTE 2 Additional information can be found in IEC 60601-1:2005+Amd
1:2012, 4.2.



