DIN EN 1282-2:2009-12 (E)

Tracheostomy tubes - Part 2: Paediatric tubes (ISO 5366-3:2001, modified) (includes
Amendment A1:2009)

Contents Page
0T =T o 3
o X0 11T T o 4
1 £ o - PSS 5
2 Normative referenCes ... e 5
3 Terms and definitioNs ... 5
4 Size designation and dimensions ..o —————————— 6
4.1 Designation of size Of tUDe ... ————— 6
4.2 L0 101 =3 To L= o T3 =Y - 6
4.3 I 3V | 3 7
4.4 Y T 8
5 =1 = = 8
6 Design and fiNiSh ... —————— 8
6.1 1= o o 10 T= 3= T 8
6.2 Paediatric tracheostomy tube connNector ... ———— 8
6.3 T =T T o= 9
6.4 VL= o2 o =1 10
6.5 O o 10
6.6 Inflating tubes for CUfS ........cccciiiiiiic e sme e e e e 10
6.7 Patient @nd ... 10
6.8 LT o T F T = 10
7 Requirements for tracheostomy tubes supplied sterile .........ccooecciimriieiin e 1
71 Sterility @SSUIFANCE .......occiiiiiiiir i ————————— 1
7.2 Packaging for tracheostomy tubes supplied sterile ........cccccciiiviiiiniii s 1
8 T 11 ' 1
8.1 Marking of tracheostomy tube ..o ———————— 1
8.2 Marking of tracheostomy tube CONNECLOrS .......cccceiiiicciiccrirr e s 1
8.3 Marking of UNit PACKS ......cciiiciiiieiiriiii e cceerrr s sss e e e s s mms e s e e s s mne e e s e s sa s nmme s e e en s e nnnnns 1
9 72X =1 ] Lo 13
Annex A (normative) Test for security of attachment of permanently attached connector, if

provided, and neck-plate to tracheostomy tube ............co e 14
A1 PrINCIPIE e ——————————— 14
A.2 /2N o 0T 1 -1 {0 14
A3 T o= T - 14
A4 EXPression of reSUILS ... s 15
Annex B (normative) Test method for determining the resting diameter of the cuff ..........cccccccneennn. 16
B.1 PriNCIPIE e ————————————————————————————— 16
B.2 Y o] 0T -1 (U 16



B.3 [ (o Y o= o [T = 16

B.4 EXPression of reSUItS ... 16
Annex C (informative) Guidance on materials and design .........cccccvviiiinini 17
(o3| T 1= = = 17
C.2 D 1= T | o S 17
Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC Medical deViCes ........ccccceevmmrrrrrisccssmernesrnsssssssnnenes 18
=1 o7 [T Yo = T o 17/ 20



		2026-05-11T18:21:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




