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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/TC 62) “Electrical EQuipment in
Medical Practice Standards” has adopted the International Standard No. (IEC/TR
62354:2014) “General Testing Procedures For Medical Electrical Equipment", 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 (/ / AH),
agreed with (// G).



Scope

This technical report applies to MEDICAL ELECTRICAL EQUIPMENT (as defined in
Subclauses 3.63 of IEC 60601-1:2005 and 2.2.15 of IEC 60601-1:1988), hereinafter
referred to as ME EQUIPMENT.

The object of this technical report is to provide guidance on general testing
PROCEDURES according to IEC 60601-1:1988 (including the collateral provisions of
IEC 60601-1-1:2000) and IEC 60601-1:2005 and IEC 60601-1:2005/AMD1:2012.



