DIN EN ISO 8638:2014-03 (E)

Cardiovascular implants and extracorporeal systems - Extracorporeal blood circuit
for haemodialysers, haemodiaf ilters and haemofilters (1ISO 8638:2010)

Contents Page
Lo =TT 3
0 £ Yo 11T 3 T o O 4
1 S o o o - 5
2 Normative referenCes ... e 5
3 Terms and definitioNS ........ccooiiceciiiicce e e mn e s e nnnee 6
4 L= o L1 =Y 4 L= o £ NS 6
4.1 (=] Ted Lo e LI | -1 SRS 6
4.2 15 =T o1 1/ OSSR 7
4.3 Vo oY o T 1= 11 T/ 7
44 Mechanical characterisStiCs ... mnmn s 7
4.5 EXPIry date .......oooiiiiiiiiiiiir i 9
4.6 Tubing COMPIIANCE .....ceiiiiiii i 9
5 B ICET3 10 T=T Lo T L 9
5.1 7= o = - | 9
5.2 (ST [o e [T o1 I=F= - 4 10
5.3 85 =Y o111/ SRR 10
5.4 [\ Lo 0B 0}V o T 1= 4 ¥ e 1 /SR 10
5.5 Mechanical characteristiCs .........cccociiiminiin i —————— 10
5.6 EXPIry date .......oooiiiiiiii i e 13
5.7 Tubing COMPIIANCE ......oiiiiiii i e 13
6 =1 7= |3 T 14
6.1 Labelling on the deViCe ... 14
6.2 Labelling on the unit container ... ————— 14
6.3 Labelling on the outer coNtainer ... s 14
6.4 Accompanying documentation ... ——————— 15
{271 o e [ =T o 4 7/ SRR 19

Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of EU Directive 93/42/EEC on medical devices ........ccccciriiicciimrnnnnnnssccsneeenns 17



		2026-05-28T03:02:34+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




