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انًُبظيش انغيش يببششة نهؼيٍ- أجهزة انؼيٍ

" ISO - انًُظًت انذونيت نهخقييس "

Foreword

10943

انهـيئت جهـت يسخـقهت انغـشض الأسـبسي نـهب هى انقـيبو بخـُظـيى ويشاقـبت انغـزاء وانـذواء والأجـهزة وانًُخـجبث 

انطبـيت وانخشخيصيت، ويٍ يهبيهب وظغ انهـىائح انفُيت وانًىاصفبث في يجبلاث انغـزاء وانـذواء والأجهزة 

وانًُخجبث انطبـيت سىاء كبَج يسخىسدة أو يصُؼت يحهيبً بىاسطت نجبٌ فُيت يخخصصت، وقذ قبو قطبع الأجهزة 

:وانًُخجبث انطبيت  ببنهيئت ظًٍ بشَبيج ػًم انهجُت انفُيت سقى

has adopted the International Standard No. 10943

"Opthalmic and optics instruments"

ISO

This standard has been approved as National Standard in its original language by SFDA

Board of Directors in its meeting No .../... Held on / / / AH, / / G with some modification:

Adding trade name of the manufacturer (mandatory) and supplier (optional) on the label,

subclause 7.a

" International Organization for Standardization - ISO "

Ophthalmic instruments -- Indirect ophthalmoscopes

SFDA/MDS/TC 172

" مىاصفاث أجهزة ومنتجاث البصرياث "

بتبني المواصـــــــــفة الدولية رقم

 ( )وقذ اػخًذث هزِ انًىاصفت كًىاصفت سؼىديت يخبُبة بهغخهب الأصهيت ورنك في اجخًبع انًجهس انخُفيزي ببنهيئت سقى

:يغ إدخبل بؼط انخؼذيلاث (و20../../..)انًىافق  ( هـ14 ../../..)وانزي ػقذ بخبسيخ 

صُِّغ  ًُ د  (إجببسي)إظبفت اسى ان ظًٍ يؼهىيبث انبطبقت انخؼشيفيت (a.7)في فقشة  (اخخيبسي)واسى انًىسِّ

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
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ISO 10943:2011 specifies minimum requirements and test methods for hand-held,

spectacle-type, and head-worn indirect ophthalmoscopes for observing indirect images of

the eye fundus.

ISO 10943:2011 is not applicable to condensing lenses used for indirect ophthalmoscopy

or to accessories.

ISO 10943:2011 is not applicable to table-mounted instruments such as Gullstrand

ophthalmoscopes and their derivatives, nor to ophthalmoscopes primarily intended for

image capture and/or processing such as those based on scanning laser techniques.
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