DIN EN ISO 1135-4:2026-06 (E)

Transfusion equipment for medical use - Part 4: Transfusion sets for single use,
gravity feed (ISO 1135-4:2025)

Contents Page

1 SCOPI ...t 1
2 NOTTINATIVE FEEETEIICES .........ocoo ettt 1
3 Terms and A@FIMETIONIS ... 2
4 GENETAL FE@QUUEICITIEIITS . ... 2
5 IVLAEETAALS ...t 3
6 Physical requirements

6.1 General.....ns

6.2 Particulate contamination

6.3  Leakage ...

6.4  Tensile strength

6.5 Closure-piercing device

0.0 TUDIIIZ e

6.7 Filter for blood and blood components..

6.8  Drip chamber and drip tube..........cc....

6.9 Flow regulator ...,

6.10 Flow rate of blood and blood components...

6.11  Injection Site ...

6.12  Male COMTCAT FITEINE oo

6.13  PIrOTECTIVE CAPS oot
7 ChemiCAl F@QUITEIMEIIES ............ccccooovooeoieeeeeeeeessss bbb

7.1 Reducing (oxidizable) matter ...

7.2 Metal iI0NS ...

7.3 Titration acidity or alkalinity........

7.4 Residue on evaporation.................

7.5 UV absorption of extract solution
8 BIOlOGICAl F@QUITEIMEIIES ...

8.1 General ...

8.2 Sterility

8.3  Additional device specific requirements
9 LAB@ILIIIG ...t

9.1 General

9.2 UTUE COMEAIIIET e 7

9.3 Shelf or MUILI-UNIE CONTAINET ....ooooooooeeeeee e 7
10 Packaging
11 DHSPOSAL ...
Annex A (NOrmative) PRYSICAL EESTS. ... s 9
Annex B (Normative) CRemMICAL E@STS ... 13
BIDIIOGIAPIY ... 15



		2026-06-22T01:15:33+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




