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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 21649:2006) "Needle-free injectors for medical use — Requirements
and test methods” 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 (../../14..AH), agreed with (../../20.. G).



Scope

This International Standard applies to safety and performance and testing
requirements for single-use and multiple-use needle-free injection systems intended
for human use in clinics and other medical settings and for personal use by patients.

The dose chamber of the injection system is often disposable and intended to be
replaced after either a single use or a limited number of uses. It is sometimes
separable from the injection mechanism and often termed a “cartridge”, “ampoule”,
“syringe”, “capsule” or “disc”. In contrast, the dose chamber also may be a permanent
internal chamber designed to last through the claimed life of the device.

Excluded from this International Standard are drug delivery methods which:

involve penetration of a part of the device itself into or through skin or mucous
membranes (such as needles, tines, micro-needles, implantable slow-release drug
devices);

generate aerosols, droplets, powders or other formulations for inhalation,
insufflation, intranasal or oral deposition (such as sprays, inhalers, misters);

deposit liquids, powders, or other substances on the surface of skin or mucosal
surfaces for passive diffusion or ingestion into the body (such as transdermal
patches, liquid drops);

apply sonic or electromagnetic energy (such as ultrasonic or iontophoretic devices);

infusion systems for adding or metering medication into or through systems of
artificial tubes, catheters, and/or needles which themselves enter the body.



