DIN EN ISO 3826-4:2015-12 (E)

Plastics collapsible containers for human blood and blood components - Part 4:
Apheresis blood bag systems with integrated features (ISO 3826-4:2015)

Contents Page
EUTOP@AN FOTE@WOI'M........oooocesesesssssse s 4
IIETOAUICEION..........c 55555 6
SCOPI ... 7
2 NOTTNALIVE TEEEI@IICES ...t 7
3 Terms and defiMITIONIS ... 8
4 DHITEEIISTOMIS ...tk 10
5 DI@SIGI ...
5.1 Leucocyte filter.
5.2 T (0T = 1010 (O
53 Access line needle and return line NEeAle ... 17
5.4 Needle stick protection device
55 Pre-collection SAMPIING AEVICE ... 17
5.6 L0 I 0] (o T6 I 01 U IR ) =Y o N o PO 17
5.7 Plasma storage bag..........couicin
5.8 Platelet storage bag
5.9 Post-collection SAMPlNG AEVICE. ... 18
5.10 Collection and tranSfer tUDE(S) ... 18
5.11 Outlet port(s)
512 SUSPEIISION oo
6 Requirements
6.1 General
6.2 Physical requirements...............ccccooceie.
6.2.1  Conditions of manufacture....
6.2.2  SEETIIIZATION ..o
6.2.3  TTANSPATEIICY ....ooroieereisieeees ettt
6.2.4  Coloration
6.2.5 Thermal stability
6.2.6  Water vapour transmission for plastics containers prefilled with storage
solution Or ANTICOAGUIANT ... 20
6.2.7  Resistance to leakage
L3077 S TR 00T c) o 1) I {0) o 300
6.2.9  PUILOTCE ...
6.2.10 Leakage after closure piercing..
6.2.11 Particulate CONTAMINATION ...
6.3 ChemiCal FEQUITEIMEIIES. ....oo oottt
6.3.1  Requirements for the raw container or sheeting
6.3.2  Requirements for the test fluid ...,
6.4 Biological reqUiremMents ...
6.4.1  GENETAL ..o
6.4.2 Impermeability for microorganisms ...
6.4.3  COMPAIDILIEY ..o



7 PACKAZIIIG ...

7.1 General...........

7.2 Shelf-life ..o,

7.3 Over-package materials...

7.4 Over-package sealing........

7.5 OVET-PACKAZE STIENGEN ...ooo e

7.6 Arrangement of components in the over-package............eseees e 24
8 LAD@IIIIIE ...t

8.1 General. ...

8.2 Label on plastics containers

8.3 LaD @l 0N OVET-PACKAZE ..ot

8.4  Package insert or iINStrUCtIONS fOI USE ...t 25

8.5 Label on shipping box

8.6 LaDE] FEQUITEIMIEIIES ..o
9 Anticoagulant and/or preservative SOIUTION ... 26
Annex A (normative) CREIMECAL TESTS ... 27
Annex B (Normative) PRYSICAL LSS ... 32
Annex C (normative) BIOLOGICAL BESTS ... e 34

Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93 /42 /EEC on Medical devices ... 37

BIDIHOGTAPIY ... 39



		2024-05-12T14:31:51+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




