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Foreword
The Saudi Food and Drug Authority (SFDA) is an independent organization
mainly responsible for regulating imported/local food, drug and medical devices
which includes, inter alia, setting their standards. International Standard No. (IEC
60601-2-2 " Medical electrical equipment - Part 2-2: Particular requirements for
the basic safety and essential performance of high frequency surgical equipment
and high frequency surgical accessories” issued by “International electrotechnical
Commission” has been adopted identically in its original language. This standard is
adopted with modifications in its original language as a national standard and
approved by SFDA CEO decision No (...) on (date)



Scope:

Replacement:

This part of IEC 60601 applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE of
HF SURGICAL EQUIPMENT and HF SURGICAL ACCESSORIES as defined in 201.3.224
and 201.3.223.

HF SURGICAL EQUIPMENT having a RATED OUTPUT POWER not exceeding 50 W (for
example for micro-COAGULATION, or for use in dentistry or ophthalmology) is exempt from
certain of the requirements of this particular standard. These exemptions are indicated in the
relevant requirements.



