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بتبني المواصـــــــــفة الدولية رقم

 ( )ولذ اػخوذث هزٍ الوىاصفت كوىاصفت سؼىديت هخبٌبة بلغخهب الأصليت ورلك في اجخوبع الوجلس الخٌفيزي ببلهيئت سلن

.(م20../../..)الوىافك  ( هـ14 ../../..)والزي ػمذ بخبسيخ 

Saudi Food and Drug Authority (SFDA) is a national Organization responsible for safety

and effectivness of foods, drugs and medical devices. One of SFDA main functions is to

issue national Standards /Technical regulation through specialized technical committees

(TCs).

SFDA through the technical committee TC No SFDA/MDS/TC 172

Foreword

15004-2

الهـيئت جهـت هسخـملت الغـشض الأسـبسي لـهب هى المـيبم بخـٌظـين وهشالـبت الغـزاء والـذواء والأجـهزة والوٌخـجبث 

الطبـيت والخشخيصيت، وهي ههبههب وضغ اللـىائح الفٌيت والوىاصفبث في هجبلاث الغـزاء والـذواء والأجهزة 

والوٌخجبث الطبـيت سىاء كبًج هسخىسدة أو هصٌؼت هحليبً بىاسطت لجبى فٌيت هخخصصت، ولذ لبم لطبع الأجهزة 

:والوٌخجبث الطبيت  ببلهيئت ضوي بشًبهج ػول اللجٌت الفٌيت سلن

has adopted the International Standard No. 15004-2

"Opthalmic and optics instruments"

ISO

 : 2الجزء - الوخطلببث الأسبسيت وطشق الفحص - أجهزة الؼيي 

الحوبيت هي هخبطش الضىء

" ISO - الوٌظوت الذوليت للخمييس "



ISO 15004-2:2007 specifies fundamental requirements for optical radiation safety for

ophthalmic instruments and is applicable to all ophthalmic instruments that direct optical

radiation into or at the eye and for which there is a specific light hazards requirement

section within their respective International Standards. It is also applicable to all new and

emerging ophthalmic instruments that direct optical radiation into or at the eye.

ISO 15004-2:2007 does not apply to radiation that is in excess of limits specified in ISO

15004 and that is intended for treatment of the eye.

ISO 15004-2:2007 classifies ophthalmic instruments into either Group 1 or a Group 2 in

order to distinguish instruments that are non-hazardous from those that are potentially

hazardous.
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