DIN EN ISO 7199:2017-05 (E)

Cardiovascular implants and artificial organs - Blood-gas exchangers (oxygenators)

(ISO 7199:2016)
Contents Page
EUTOP@AN FOT@WOIA..............cooooeeeeeoee oo s 3
Annex ZA (informative) Relationship between this European standard and the essential
requirements of Directive 93 /42 /EEC [O] L 169] aimed to be covered...........ccic 5
FFOT@WOTM ..........oooooooeeee e85 5 85 855
IO UICTION.........ooo e85
1 S0P ...
2 NOIIMATIVE FEEETEIICES .........c.i e
3 Terms and defiMITIOIIS ...
4 Requirements......................
4.1 Biological characteristics ...
4.1.1  Sterility and non-pyrogenicity
4.1.2  BioCOMPAIDIIILY oo
4.2 PhySiCal CRATaCTEIISTICS .....ooooiroeeeec ettt
4.2.1  Blood pathway integrity ...
4.2.2  Heat exchanger fluid pathway integrity
4.2.3  Blood volumes.........cccsecsee
L300 S 000 01 s 1101 {0 )
4.3 Performance characteristics.........
4.3.1 Oxygen and carbon dioxide transSfer rates. ... ... 15

4.3.2  Heat exchanger performance factor
4.3.3 Integral arterial filtration efficiency
4.3.4 Integral arterial filter flow rate capacity
4.3.5 Integral arterial filter air handling capability ... 15
4.3.6  Blood cell damage.......ccisinisins

4.3.7 Time-dependent performance changes
.38 SREIF LI o

Tests and measurements to determine compliance with this document.................ce. 16
5.1 GBIIETAL ...
5.2 1330] Voo Uor=T Il 4 = ir= o /=) g 3 (3OS
5.2.1  Sterility and non-pyrogenicity
5.2.2  BiOCOMPATIDIIIEY oo
5.3 PhySical CharaCt@riSTICS ... e
5.3.1 Blood pathway integrity...........
5.3.2  Heat exchanger water pathway integrity
5.3.3  Blood vOIUMES........ccciiiiiciisccsers
534  CONNECLOTS ..o
5.4  Performance characteristics. ...
5.4.1 Oxygen and carbon dioxide transfer rates. ... 18
5.4.2  Heat exchanger performance factor. ... 19
5.4.3 Blood cell damage
544 SNEIETIEE oo
54.5  Filtration effiCieNCY . ...
5.4.6  Integral arterial filter flow rate ...

5.4.7  Air-handling capability of integral arterial filter



7

Bibliography

Information supplied by the ManuUfaCtUurer ..., 21

6.1 Information 0N the OXYGENATOT ... 21
6.2 Information on the packaging
6.2, 1 UIIE COMBAIMET .ot
6.2.2  SHIPPING CONEAINMET ..o
6.3 Information in the accompanying documents............cccnn
6.4 Information in the accompanying documents in a prominent form
PACKAZIIIG ...t




		2026-05-28T03:44:45+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




