
 تقديم

، لدواء والأجهزة والمنتجات الطبيةجهة مستقلة الغرض الأساسي لها هو القيام بتنظيم ومراقبة الغذاء وا الهيئة

 سواء   والمنتجات الطبيةدواء والأجهزة ومن مهامها وضع اللوائح الفنية والمواصفات في مجالات الغذاء وال

 الفريقبالهيئة ضمن برنامج عمل  الأجهزة والمنتجات الطبية، وقد قام قطاع كانت مستوردة أو مصنعة محليا  

بتبني  "الكهربائية في التطبيقات الطبيةمواصفات الأجهزة فريق عمل " (SFDA/MDS/TC 62) رقم

متطلبات : 2الجزء -أجهزة قياس ضغط الدم الخارجية " (ISO 81060-1: 2007) مالدولية رقالمواصـــــــــفة 

الأصلية.  وذلك بلغتها "الكهروتقنية الدولية ةمنظمالوالتي أصدرتها "، " طرق اختبارات للقياسات الغير آلية

وقد تم إقرار تبني المواصفة من بلغتها الأصلية  بالمطابقةوقد اعتمدت هذه المواصفة كمواصفة سعودية متبناة 

 ...................... وتاريخ معالي الرئيس التنفيذي للهيئة بقرار رقم )........( 

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. (ISO 

81060-1: 2007) “ Non-invasive sphygmomanometers -- Part 1: Requirements and 

test methods for non-automated measurement type” 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: 

This part of ISO 81060 specifies requirements for non-automated sphygmomanometers, as 

defined in 3.11, 

and their accessories, which, by means of inflatable cuffs, are used for the non-invasive blood 

pressure measurement by operator observation. 

This part of ISO 81060 specifies requirements for the safety and essential performance, including 

effectiveness and labelling, for non-automated sphygmomanometers and their accessories, 

including test methods to determine the accuracy of non-invasive blood pressure measurement. 

The part of ISO 81060 covers non-invasive blood pressure measurement devices with a pressure-

sensing element and display used in conjunction with means of detecting blood flow. 

EXAMPLE 1 A stethoscope for detecting Korotkoff sounds, Doppler ultrasound or other manual 

methods. 

Requirements for non-invasive blood pressure measurement equipment with electrically-

powered pressure sensing elements and/or displays used in conjunction with other automatic 

methods determining blood pressure are specified in IEC 60601-2-30 [7]. 

Requirements for invasive blood pressure measurement equipment that directly measure blood 

pressure are specified in document IEC 60601-2-34 [8]. 

EXAMPLE 2 Measuring equipment, including associated transducers, that is used for the 

invasive measurement of circulatory system pressures. 


