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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 121) “Anaesthetic and
respiratory equipment” has adopted the International Standard No. (1SO 5362:2006) "
Anaesthetic reservoir bags” 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 specifies requirements for antistatic and non-antistatic
reservoir bags for use with anaesthetic apparatus or lung-ventilator breathing systems.
It includes requirements for the design of the neck, size designation, distension and,
where relevant, for electrical resistance.

This International Standard includes requirements for both single-use and reusable
bags. Reusable bags are intended to comply with the requirements of this International
Standard for the recommended product life.

This International Standard is not applicable to special-purpose bags, for example
bellows and self-expanding bags. Bags for use with anaesthetic gas scavenging systems
are not considered to be anaesthetic reservoir bags and are thus outside the scope of this
International Standard.



