DIN EN ISO 20696:2020-10 (E)

Sterile urethral catheters for single use (ISO 20696:2018, Corrected version 2019-12)

Contents Page
EUTOPEAN FOTE@WOTM ... 4
FFOT@WOTM ...........oooooooee e85 5
IIMETOUICEION.........oooe ks 55 8 5855 6
1 SCOPI ...k 7
2 NOTINATIVE FEEETEIICES ............ooooioooeeeees stk 7
3 Terms and AeFIMITIOIIS ... 7
4 INteNded PEIfOITIIANICE ...ttt 9
5 General requirements........
5.1 Risk management
5.2 Biocompatibility .......
5.3 D O CEADTIIEY -
5.4 SUITACE IS c..ooo oo s
5.5 Size designation ...
5.5.1 General.
5.5.2  Outer diameter ...
5.5.3  Effective shaft lengths
5.6 MRI compatibility ...,
5.7 (070010 1= 01 /o) SO
5.8 N HY i /2= 1 (o) USSR
6 SPECIHIC FEQUETEIMEIIES ...
6.1 Strength ...
6.2 Connector security..
6.3 BallOOM SAETY ...
6.4 Catheter inflation lumen integrity and volume maintenance ..., 11
6.4.1  General
6.4.2  ComPlANt DaAllOOMN. ..o
6.4.3  Non-compliant BalloOm . ...
6.5 FIOW Tate. ..o
6.6 Corrosion resSiStance ...,
6.7 Kink stability ...
6.8 Peak tensile force ...,
6.9 Inflated balloon resistance to traction
7 Information to be supplied by the manufacturer ... 14
7.1 GUBIETAL .. 14
7.2 Marking on the device and/or PACKAZING ... 14
7.3 INSEIUCTIONS FOT UISE ... 14
Annex A (normative) Test method for determining the strength of the catheter ... 15
Annex B (normative) Test method for determining the security of fit of the drainage funnel.......... 19
Annex C (normative) Test method for determining balloon safety ... 21
Annex D (normative) Test method for determining inflation lumen leakage and/or function
and/or balloon deflation (catheter with compliant balloon).............cen 23
Annex E (normative) Test method for determination of flow rate through catheter..................... 25
Annex F (normative) Test method for corrosion resSiStance..........—— 27
Annex G (informative) Test method for determining Kink stability ... 28



Annex H (normative) Test method for determining peak tensile force of urethral catheter-.......... 30
Annex I (normative) Test method for determining balloon size deflation reliability

(catheter with non-compliant balloom) ... 32
Annex J (normative) Test method for determining inflated balloon resistance to traction...... 34
BIDLIOGTAPIY ... 38



		2026-07-02T12:04:57+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




