DIN EN ISO 8637-2:2018-12 (E)

Extracorporeal systems for blood purification - Part 2: Extracorporeal blood circuit
for haemodialysers, haemodi afilters and haemofilters (ISO 8637-2:2018)

Contents
Page
EUTOP@AN FOT@WOIA. ... 3
Annex ZA (informative) Relationship between this European standard and the essential
requirements of Directive 93 /42 /EEC [O]J L 169] aimed to be covered..............cocnn 4
FOT@WOTT..........cc 9
IIETO@UICEIONL ... 10
1 11
2 NOIIMATIVE FEEETEIICES ........c..o et 11
3 Terms and defiMITIONIS ...t 12
4 REQUIETE@IMIEIIES ..ok 12
4.1 Biological safety ... 12
4.2 Sterility ..o .13
4.3 Non-pyrogenicity .13
4.4 1LY/ =Tol 0=V oD (or=Y Io] 0= i Lol () g ] (o3OS 13
441 SEUCTUTAL INEEGTTEY oo 13
4.4.2  Connectors to haemodialyser, haemodiafilter or haemofilter .13
4.4.3  Connectors to vascular aCCESS AEVICE ... 13
4.4.4  Connectors to ancillary COMPONENES. ... 13
445  Colour coding
446  Access pOrts. ...
4.4.7  Blood pathway volume
4.4.8  Air capture chamber fill IeVel. ... 15
449  Transducer protectors .. 15
4.4.10 Blood pathway flow dyNamiCs ... 15
4411 Pump SeZMENt PEIfOITNATNICE ... 15
4.5 EXPITY date ..o
4.6 Tubing compliance
5 TESEIMEEROMS. ...
5.1 GBIIETAL ... 885
5.2 BIOLOGICAL SAFEEY ...t
5.3 Sterility .o,
5.4 Non-pyrogenicity ................
55 Mechanical characteristics...... 17

5.5.1  Structural integrity

5.5.2  Connectors to haemodialyser, haemodiafilter or haemofilter 17
5.5.3  Connector to vascular @CCESS AEVICE. ... 17
5.5.4  Connectors to ancillary COMPONENTS ... 17
5.5.5  Colour coding 17
5.5.0  ACCESS POTES oottt 18
5.5.7  Blood PatRWay VOIUITIE .......occccoiriiriieieieieeieesiesssesesesss s 19
5.5.8  Air capture chamber fill level........ .. 19
5.5.9 Transducer protectors. ... .19
5.5.10 Blood pathway flow dynamics ..19
5.5.11 Pump segment performance.................... .19
5.6 EXPITY date ..o .20
5.7 TUDING COMPLIAIICE .. 20



6 Labelling

6.1
6.2
6.3
6.4

Bibliography

Labelling on the device.......
Labelling on unit containers..........
Labelling on the outer containers..............ccne
Information to be given in the accompanying documentation




		2024-05-13T13:05:59+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




