“~

ﬁm

Bheadls olsally o 1330) Ay aadaiiy oLl sa Lod caslu) (mjal Aliiae dga olsally o 13300 dalal) gl
slsally o2l CVlaw (& Cldalsally 4l A6l iy Lgalgn (as cApadiilly dphall cladiallg
g Und o185 Aaadio i Glal ddaudsy Llae daias ol 33)gie <€ 2 s Bplall cilaially 3aYl;
Jec 333 " (SFDA/MDS/TC 210) ady Gyl Jae galing (ana Riglly ddal) ilainally 53gaY)
(1SO 15223-1:2016) &) ddsall daalsall gy " dyall cilaiialls 33eadl 3asal) 5))) Ciliaalge

e slaally Ayadall ilaiially 3¢l diypeil) il sleally AUadl & Lediiusall jse)ll — dydall 3321
Ly elldy " nill A0 gal) dalaial) " Lghyaal s ¢ " daball colilaial) £ edall = laayg 3 S Al
glaa) & ey LAY Lgal daladlly slidie 4pgnn AdialseS dbalpdl o3a Chadie) a5 A LAYl

.(e 20../../..) dﬁ\}.«j\ (-% 14../../.. ) C_J)Lu Jdac Lgﬂ\} ( ) (é) Tv\é\;]‘ u.uja.a

Foreword

Saudi Food and Drug Authority (SFDA) is an independent organization with main
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 210) “Quality
management and corresponding general aspects for medical devices ” has adopted
the International Standard No.(1SO 15223-1:2016) " Medical devices -- Symbols
to be used with medical device labels, labelling and information to be supplied --
Part 1. General requirements ", issued by “ International Organization for
Standardization ” in its original language. This standard is identically adopted in its
original language and has been approved as national standard by SFDA board of
directors in its meeting No ( ) Held on (// AH), agreed with (// G).



Scope

ISO 15223-1:2016 identifies requirements for symbols used in medical device
labelling that convey information on the safe and effective use of medical devices.
It also lists symbols that satisfy the requirements of this document.

ISO 15223-1:2016 is applicable to symbols used in a broad spectrum of medical
devices, which are marketed globally and therefore need to meet different

regulatory requirements.

These symbols may be used on the medical device itself, on its packaging or in the
associated documentation. The requirements of this document are not intended to
apply to symbols specified in other standards.



