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Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with 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/TC 106) “Dentistry” has
adopted the International Standard No.(ISO 16408:2015) “Dentistry -- Oral care products -- Oral
rinses”, issued by “International Organization for Standardization” in its original language. This
standard is adopted identically in its original language and has been approved as a national standard
by SFDA board of directors in its meeting No () Held on (/// AH) , agreed with (// G).



Scope

This International Standard specifies physical and chemical requirements and test methods for oral rinses. It also
specifies the accompanying information such as the manufacturer's instructions for use, marking, and/or labelling
requirements.

This International Standard is not applicable to other delivery systems (e.g. mouthsprays, foams, powders). It is not
intended to describe regulatory aspects, e.g. methods of prescription.

This International Standard is not applicable to oral rinses available by prescription only.



