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Ophthalmic instruments -- Fundamental requirements and test methods --
Part 1: General requirements applicable to all ophthalmic instruments
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Foreword

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

""Opthalmic and optics instruments**

has adopted the International Standard No. ISO 15004-1  :2014

Ophthalmic instruments -- Fundamental requirements
. and test methods -- Part 1. General requirements "
applicable to all ophthalmic instruments

issued by " International Organization for Standardization - 1ISO "

This standard has been approved as National Standard in its original language by SFDA
Board of Directors in its meeting No .../... Heldon/// AH, / | G.



SCOPE

ISO 15004-1:2006 specifies fundamental requirements for non-invasive, active and non-
active ophthalmic instruments. 1SO 15004-1:2006 is also applicable to low-vision aids and
tonometers, but not to other ophthalmic instruments which are used in contact with the
globe of the eye.

ISO 15004-1:2006 is not applicable to operation microscopes, endoscopes and devices
intended for laser investigation or laser treatment of the eye.
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