ISO 11712:2023-11 (E)

Anaesthetic and respiratory equipment - Supralaryngeal airways and connectors

Contents Page
0T =TT o iv
L Yo 11T T o v
1 S o o o - SRS 1
2 LV LeT g 0B LY =T =Y =] =Y o o =S 1
3 TermsanddefinitioNs ... nas 1
4 General reqUIrEMENLS ... mn e e e s e s smam s e e e e e e e s nmne e e e s e n e nnnn 3
4.1 7= T - N 3
4.2 TeSt MELROMS ... s 3
5 1 1= = S 3
5.1 =Y =T | 3
5.2 Biological safety teSting .......cccccciiiiiiiiccicriri e annn e 3
5.3 Guidance on materials specific to supralaryngeal airways and connectors ........ccccccceerrcnnnees 3
6 DeSign reqUIreMENTS ........ooiiiieiiiiiiir i a R e e an e e nn e 3
6.1 7= T - N 3
6.2 Ventilation positions of USEe ... 3
6.3 Size desigNation ... ——————————————— 4
6.4 Ventilatory openings ... 4
6.5 Safeguards against collapse of the ventilatory pathway ..........ccccoomiiiecirccccee s 4
6.6 Seating MEChANISMS ... e s r e s n e e e ane e e e ame e e ensamn e s ennnes 4
6.7 Cuff inflation/deflation SYStem ...........oo i 5
6.8 INtErNal VOIUMIE ...t e mm e e mn e 5
6.9 Maximum dEVICE SIZE ......ccoiiieiiiiirr s mn e e mn e 5
6.10 Supralaryngeal airway CONNECLOIS ........cccciiiiiiiiiiniirr i 6
6.11 Cleaning, disinfection and sterilization ... —————— 6
7 Requirements for supralaryngeal airways and connectors supplied sterile .............cccceeueeens 6
8 o 1031 Vo 1 ' 6
9 Information supplied by the manufacturer .............cco e 6
9.1 7= =T | 6
9.2 Marking on the supralaryngeal QirWay ............cccccccermmiiiiississscreens s sssssese s s s s ssssssesssssssssssssesees 6
9.3 Marking on supralaryngeal airway individual packs .........ccccccomiiiinccssmmmnnnnn s cssssere e ssssssneenes 7
9.4 INSTrUCHIONS FOF USE ... s mm e e e s s mmn e e e e e s s s mmmnnnes 7
Annex A (informative) Rationale ... ————————— 10

Annex B (informative) Evaluation and documentation of the clinical performance in human

SUDJECES it ————————— 16
Annex C (normative) Test methods to determine kink resistance ..........cccccccrrreecrircccenrrscseesssecee s 18
Annex D (informative)Hazardidentificationforriskmanagement .............ccccommriiiccciirin s 23
Annex E (informative) Guidance on materials and design ........ccccciiiiccccccmrnin s 27
1 o [T o | =T 29



		2026-04-29T04:23:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




