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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 84) “Devices
for administration of medicinal products and catheters” has adopted the
International Standard No.(ISO/TR 19244:2014) "Guidance on transition periods for
standards developed by ISO/TC 84 — Devices for administration of medicinal
products and catheters”, 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

This Technical Report outlines the recommended transition plans for all
the TC 84 standards:

— Needle-based Injection systems [ISO 11608 (all parts)];

— Sharps Injury Protection (1SO 23908);

— Sharps Containers (1SO 23907),

— Aerosol Drug Delivery Devices (1SO 20072);

— Needle-free injection systems (ISO 21649);

— Syringes [ISO 7886 (all parts), ISO 8537, ISO 9626];

— Needles (ISO 6009, 1SO 7864);

— Intravascular Catheters and Ports [ISO 10555 (all parts), ISO 11070].



