
 تقديم

جهة مستقلة الغرض الأساسي لها هو القيام بتنظيم ومراقبة الغذاء والدواء والأجهزة  العامة للغذاء والدواء الهيئة
واء دوالمنتجات الطبية والتشخيصية، ومن مهامها وضع اللوائح الفنية والمواصفات في مجالات الغذاء وال

د قام قطاع صة، وقكانت مستوردة أو مصنعة محليا  بواسطة لجان فنية متخص سواء   والأجهزة والمنتجات الطبية
"فريق عمل  (SFDA/MDS/TC 62) رقم الفريقبالهيئة ضمن برنامج عمل  الأجهزة والمنتجات الطبية

 " (IEC 62353:2014) مالدولية رقبتبني المواصـــــــــفة  "الأجهزة الكهربائية في التطبيقات الطبيةمواصفات 
والتي ، "لاحالاص بعد ما إلى الخدمة في الوضع قبل وما الدورية السلامة اختبارات – الطبية الكهربائية الأجهزة

ودية وقد اعتمدت هذه المواصفة كمواصفة سعالأصلية.  وذلك بلغتها " الكهروتقنية الدولية المنظمة "أصدرتها 
هـ(  14والذي عقد بتاريخ ) ../../..  (  بلغتها الأصلية وذلك في اجتماع مجلس الإدارة رقم ) بالتعديلمتبناة 

 م(. 20الموافق )../../..
 
 .التعديلات مشار إليها في ملحق التعديلات -
 

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 62353:2014) “Medical electrical equipment - Recurrent test and test after repair of 

medical electrical equipment” issued by “International electrotechnical Commission “in 

its original language. This standard is adopted with modifications 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). 

- The modifications are mentioned in the Modifications Annex. 

 



1 Scope 

This International Standard applies to testing of MEDICAL ELECTRICAL EQUIPMENT and 
MEDICAL ELECTRICAL SYSTEMS, hereafter referred to as ME EQUIPMENT and ME SYSTEMS, or 
parts of such equipment or systems, which comply with IEC 60601-1:1988 (second edition) 
and its amendments and IEC 60601-1: 2005 (third edition) and its amendments, before 
PUTTING INTO SERVICE, during MAINTENANCE, INSPECTION, SERVICING and after REPAIR or 
Sterilization for MEE and MES and their parts and accessories intended to be sterilized  or 
on occasion of RECURRENT TESTS to assess the safety of such ME EQUIPMENT or ME SYSTEMS 
or parts thereof. For equipment not built to IEC 60601-1 these requirements may be used 
taking into account the safety standards for the design and information in the instructions 
for use of that equipment. 

This standard contains tables with allowable values relating to different editions of  
IEC 60601-1. For the purpose of this standard, the application of measuring methods is 
independent of the edition according to which the ME EQUIPMENT or ME SYSTEM is designed. 

This standard contains: 

– "general requirements", which contain clauses of general concern, and 

– "particular requirements", further clauses handling special types of ME EQUIPMENT or 
ME SYSTEMS and applying in connection with the "General requirements".  

NOTE At this stage, there are no particular requirements.  

This standard is not suitable to assess whether ME EQUIPMENT or ME SYSTEMS or any other 
equipment comply with the relevant standards for their design.  

This standard is not applicable to the assembly of ME SYSTEMS. For assembling ME SYSTEMS 

see Clause 16 of IEC 60601-1:2005  IEC 60601-1:2005/AMD1:20121. 

This standard does not define requirements for REPAIR, exchange of components and 
MODIFICATION of ME EQUIPMENT or ME SYSTEMS. 

All MAINTENANCE, INSPECTION, SERVICING, and REPAIR done in accordance with 
MANUFACTURER's instructions maintain the conformity to the standard used for the design 
of the equipment. Otherwise conformity to applicable requirements should be assessed 
and verified, before the tests of this standard are performed. 

This standard is also applicable to tests after REPAIR. 

IEC 60601-1:2005 + IEC 60601-1:2005/AMD1:2012 requires that, as part of the RISK 

MANAGEMENT PROCESS, the MANUFACTURER considers how the safety of ME EQUIPMENT or an 
ME SYSTEM can be ensured during product lifetime. As part of the risk management process 
the MANUFACTURER may have identified MAINTENANCE procedures. This includes defining 
the respective tests for ME EQUIPMENT or for ME SYSTEM. 

The MANUFACTURER may have defined necessary measurement settings and methods 
including performance assurance tests in the instructions for use or other ACCOMPANYING 

DOCUMENTS. This standard provides consistent test procedures. 

This standard is not intended to define time intervals for RECURRENT TESTS. If such intervals 
are not defined by the MANUFACTURER, Error! Reference source not found. can be used 
to help establish such intervals. 

Testing of the electrical installation, including the SUPPLY MAINS and associated wiring, in 
medical locations is excluded from this standard. Such tests are covered by IEC 60364-7-
710 or national equivalents 
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Modification 

1 7 1  te 

In the IEC 60601-1 

8.7.1 

8.8.3 

11.6.7  

 the electrical safety and 
function of the MEE 

and MES are assessed 
after cleaning/ 
Disinfecting/ 
Sterilization  

 

for MEE and MES and 
their parts and 

accessories intended to 
be sterilized, a wrong 
Sterilization practice 

could lead to 
deterioration of the 

Safety of the MEE MES 

 

This International Standard 

applies to testing of MEDICAL 

ELECTRICAL EQUIPMENT and 

MEDICAL ELECTRICAL SYSTEMS, 

hereafter referred to as ME 

EQUIPMENT and ME SYSTEMS, or 

parts of such equipment or 

systems, which comply with IEC 
60601-1:1988 (second edition) 

and its amendments and IEC 

60601-1: 2005 (third edition) and 

its amendments, before PUTTING 

INTO SERVICE, during 

MAINTENANCE, INSPECTION, 

SERVICING and after REPAIR or 

Sterilization for MEE and MES and their 

parts and accessories intended to be 

sterilized or on occasion of 

RECURRENT TESTS to assess the 

safety of such ME EQUIPMENT or 

ME SYSTEMS or parts thereof. For 

equipment not built to IEC 

60601-1 these requirements may 

be used taking into account the 

safety standards for the design 

and information in the 

instructions for use of that 

equipment 
 

  Comment type: ge = general    te = technical  ed = editorial 


