ISO 5366:2016-10 (E)

Anaesthetic and respiratory equipment - Tracheostomy tubes and connectors

Contents Page
0T =T o iv
o X0 11T T o v
1 B~ o oY o -SSR 1
2 Normative references ... ————————————————— 1
3 TermsanddefinitioNs ... nan 1
4 *General requirements for tracheostomytubes and connectors ..........ccccccviiirinnniiennceennns 3
5 1 1= o = S 4
6 Design requirements for tracheostomytubes and connectors ..........cccceceemrercccnrrccceensscceeeens 4
6.1 General design reqUIreMENLtS .........ccceccccerrrrsrirrrsssreresssnreresssne e e s s sneresssmr e e s s s smnenesssmnesssssnnessssnnees 4
6.2 Size designation and diMeNSIONS ..........occ i s 4
6.2.1 Bl =X T 14 F= =T T SR 4
6.2.2 Outside diMENSION ........cciciiiiiii - 5
6.2.3 Nominal Iength ... ————————————— 5
6.3 D T T | o 5
6.3.1 Lo 1 = o o N 5
6.3.2 VL= o2 e F- 1= S 6
6.3.3 0T =T T o S 6
6.3.4 B 1 i R 7
6.3.5 Inflating tubes fOr CUFFS ..o e e 7
6.3.6 Cuff inflation iINAICALOr ... e e 7
6.3.7 B 1831 F= 14T T = SRS 7
6.3.8 Patient @Nd ... ——————— 8
6.3.9 INEFOAUCET ...ttt 8
6.3.10 B 3 T [ ToT 0T T 10 T= T8 4 F= T =T 8
6.3.11 B 3 01 Q=T 155 T - 8
7 Requirements for tracheostomytubes supplied sterile ... 8
71 Sterility @SSUraNCe ... ————— 8
7.2 Packaging for tracheostomy tubes supplied sterile ..........cccconnrimiinrii 9
8 Information supplied by the manufacturer .............co e e 9
8.1 =Y o = - | 9
8.2 Marking of NECK-PIAte ... s e s e e e e s e nmn e e e e s e nnnnenes 9
8.3 Marking on the inflation indicator ... ————————— 9
8.4 Marking of tracheostomy tube connNectors ... —— 10
8.5 Additional labelling of unit Packs .........cccoceviiiiiiiiiiin e ——————— 10
8.6 Labelling of inner tube unit Packs .........ccccuciiiiniin e ———— 10
8.7 Labelling of tracheostomy tube iNSerts ........cccccviiinnin e —————— 10
Annex A (informative) Rationale ... ———— 12
Annex B (normative)Testmethodforthesecurityofattachmentofafittedconnectorand neck-plate to

the tracheosStoOMYLUDE ... 14
Annex C (normative) Test method for determining the diameter of the cuff .........cccccoovcccerinninncene 16



Annex D (normative) Test method for cuff herniation ..........ccccovveciiiiniinc 17

Annex E (normative) Test method for determining kink resistance ..........ccccccoveeecirircecirecccce s 19
Annex F (informative) Guidance on materials and design .......ccccccviiicciiermrerinnncccssscsrr e 21
Annex G (informative)Hazardidentificationforriskassessment ............ccccccvirriiiccccserr s 22
=70 o 1T o =T ] 13T/ 25



		2026-07-12T08:17:48+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




