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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
purpose of regulating and monitoring of foods, drugs and medical devices. One of
SFDA functions is to issue national Standards /Technical Regulation in the fields of
foods, drugs and medical devices, whether imported or manufactured locally,
through specialized technical committees (TCs).SFDA medical devices sector
through the work program of technical committee (SFDA/MDS/TC62) "
Electrical equipment in medical practice” has adopted the International Standard No.
(IEC 60601-2-4:2010/AMD1:2018) “Medical electrical equipment - Part 2-4:
Particular requirements for the basic safety and essential performance of cardiac
defibrillators™ issued by “International electrotechnical Commission “in its original
language. This standard is identically adopted in its original language and has been
approved as national standard by SFDA board of directors in its meeting No ( )
Held on (../../14..AH), agreed with (../../20..G).



201.1Scope, object and related standards

Clause 1 of the general standardl applies, except as follows:

201.1.1 * Scope
Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE Of
CARDIAC DEFIBRILLATORS, hereafter referred to as ME EQUIPMENT.

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.

HazaARDS inherent in the intended physiological function of ME EQUIPMENT Or ME SYSTEMS
within the scope of this standard are not covered by specific requirements in this standard
exceptin 7.2.13 and 8.4.1 of the general standard.

NOTE See also 4.2 of the general standard.

This particular standard does not apply to implantable DEFIBRILLATORS, remote control
DEFIBRILLATORS, or separate stand-alone cardiac monitors (which are standardized by
IEC 60601-2-27:2011 Error! Reference source not found.2). Cardiac monitors which use
separate ECG monitoring electrodes are not within the scope of this standard unless they
are used as the sole basis for AED rhythm recognition detection or beat detection for
synchronized cardioversion. DEFIBRILLATOR electrodes as described in 201.108 can also
be used for ECG monitoring; however, due to the larger electrode area, the requirements
of IEC 60601-2-27 are not applicable for DEFIBRILLATOR ELECTRODES.

Defibrillation waveform technology is evolving rapidly. Published studies indicate that the
effectiveness of waveforms varies. The choice of a particular waveform including
waveshape, delivered energy, efficacy, and safety has been specifically excluded from the
scope of this standard.

However, due to the critical importance of the therapeutic waveform, comments have been
added to the rationale which addresses considerations in waveform selection.

1 The general standard is IEC 60601-1:2005, Medical electrical equipment — Part 1: General requirements
for basic safety and essential performance.

2 Numbers in square brackets refer to the bibliography.



