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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with 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 has adopted Standard No.( GSO IEC
60601-2-10:2012+AMD1:2016 (E) IEC 60601-2-10:2012+AMD1:2016) “Medical
electrical equipment - Part 2-10: Particular requirements for the basic safety and essential
performance of nerve and muscle stimulators”, issued by “GCC Standardization
Organization” in its original language. This standard is adopted identically in its original
language and has been approved as national standard by SFDA board of directors in its
meeting No () Heldon (/// AH) , agreed with (// G).
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Scope

This International Standard specifies the requirements for the safety of nerve and muscle
STIMULATORS, defined in subclause 201.3.204, for use in the practice of physical
medicine,

hereinafter referred to as ME EQUIPMENT. This includes transcutaneous electrical
nerve

STIMULATORS (TENS) and electrical muscle STIMULATORS (EMS).

NOTE A muscle STIMULATOR may also be known as a neuromuscular
STIMULATOR.

The following ME EQUIPMENT is excluded:

— ME EQUIPMENT intended to be implanted or to be connected to implanted electrodes;
— ME EQUIPMENT intended for the stimulation of the brain (e.g. electroconvulsive
therapy ME

EQUIPMENT);

— ME EQUIPMENT intended for neurological research;

— external cardiac pacemakers (see IEC 60601-2-31);

— ME EQUIPMENT intended for averaged evoked potential diagnosis (see IEC 60601-2-
40);

— ME EQUIPMENT intended for electromyography (see IEC 60601-2-40);

— ME EQUIPMENT intended for cardiac defibrillation (see IEC 60601-2-4).
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