DIN EN ISO 20696:2019-04 (E)

Sterile urethral catheters for single use (ISO 20696:2018, Corrected version 2018-09)

Contents Page
EUropean fOr@WOId ......... ... es e ms e e e e e s e e mmn e e e e e s aa e ammnn e e e e s sa s nmnn e e e eeaaas 4
0T =T o 5
L Yo 11T T o 6
1 £ o o o - SR 7
2 NOIrMAtive refErEeNCEeS .......coo i e e mmn e 7
3 Terms and definitioNs ... 7
4 Intended PerfOrmManCe ........ ... s 9
5 L T=Y LT LI = o T LT =T 4= o N 9
5.1 RiSK ManNagement ... s e 9
5.2 Biocompatibility ... ———— 9
5.3 Detectability ... ————— 9
5.4 SUIface fiNiSh ... e 9
5.5 RT3 o (=X T | 4 = 1 o o R OSSR 9
5.5.1 (€71 4 =T - T 9
5.5.2 L0 111 =Y g | T4 0 =1 =Y N 9
5.5.3 Effective shaft lengths ... ——————— 10
5.6 MRI compatibility .........ccccomiiiiimmiir i ——————————— 1
5.7 0o 03 = o o T 1
5.8 SEErlIZAtION ... e 1
6 SPECIfiC reqUIrEMENLS .....ccoiiiiiiiccceerr e rses e s e e e e s s s sm e e e e e e e e s s anne e e nesannnn 11
6.1 RS =1 Ve 1 RN 11
6.2 (007 01 T=T o3 oY =TT o1 | 4 | PSRN 1
6.3 5= 1] Lo T 4 T3 1 (=1 T/ SR 1
6.4 Catheter inflation lumen integrity and volume maintenance .........ccccccovcmririiecccccceceennesssccenes 1
6.4.1 171 4 =T - TS 1
6.4.2 Compliant balloon ... ————————————— 12
6.4.3 Non-compliant balloon ... ———————— 12
6.5 (1T - = 12
6.6 COITOSION rESISTANCE .....cooiiiiii e mmn e e e s s e e e e e e s e nmnns 13
6.7 LT 13 = o 11 3/ 13
6.8 = 1 g (=Y 4 E7 =T o o 13
6.9 Inflated balloon resistance to traction ... 13
7 Information to be supplied by the manufacturer ............cooooiiiiicccccsr e 14
71 =Y =T - | 14
7.2 Marking on the device and/or packaging ..........ccccoiiiiimmiiinnr e ——_—— 14
7.3 L= LW T 4o 4 Eo3 {0 U == 14
Annex A (normative) Test method for determining the strength of the catheter ..........cccccrrruinrnnnen. 16
Annex B (normative) Test method for determining the security of fit of the drainage funnel .............. 20
Annex C (normative) Test method for determining balloon safety .........cccccccrirriciircccrnccce s 22



Annex D (normative) Test method for determining inflation lumen leakage and/or function and/or

balloon deflation (catheter with compliant balloon) .........ccccoiiiiiiiniisc 24
Annex E (normative) Test method for determination of flow rate through catheter .............cccceernnes 26
Annex F (normative) Test method for corrosion resistance ...........cccceccrirceserrrcsserrrssse e 28
Annex G (informative) Test method for determining kink stability .........ccccccoiiiiccciicncccceeeee e, 29
Annex H (normative) Test method for determining peak tensile force of urethral catheter ................. 31

Annex | (normative) Test method for determining balloon size deflation reliability (catheter with

non-compliant balloon) ..o ————————— 33
Annex J (normative) Test method for determining inflated balloon resistance to traction .................. 35
LT ] o1 o T | o 13/ 39



		2024-04-29T11:49:51+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




