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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. (ISO 5361:2016) "
Anaesthetic and respiratory equipment -- Tracheal tubes and connectors” issued by
“International Organization for Standardization” in its original language. This standard
is adopted with modifications 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).

- The modifications are mentioned in the Modifications Annex.



Scope

This International Standard provides essential performance and safety requirements
for oro-tracheal and naso-tracheal tubes and tracheal tube connectors. Tracheal
tubes with walls reinforced with metal or nylon, tracheal tubes with shoulders,
tapered tracheal tubes, tracheal tubes with means for suctioning, monitoring or
delivery of drugs or other gases, and the many other types of tracheal tubes devised
for specialized applications are included in this International Standard, as many
specialized tracheal tubes are now commonly used, and all share similar essential
requirements as defined in this International Standard.

Endobronchial (including tracheobronchial) tubes, tracheostomy tubes, and
supralaryngeal airways are excluded from the scope of this International Standard.

Tracheal tubes intended for use with flammable anaesthetic gases or agents, lasers, or
electrosurgical equipment are outside the scope of this International Standard.

NOTE References [1] to [4] deal with laser surgery of the airway.


https://www.iso.org/obp/ui/#iso:std:iso:5361:ed-3:v1:en:ref:1
https://www.iso.org/obp/ui/#iso:std:iso:5361:ed-3:v1:en:ref:4
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Modifications Annex

| Project: SFDA.MD.121.DS.1SO 5361:2016
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Add:
Annex I to the list of
annexes which contains
1 41 te the guidance on
conversion pressure unit
Comment type: ge = general te = technical ed = editorial




