DIN EN ISO 1135-4:2016-06 (E)

Transfusion equipment for medical use - Part 4: Transfusion sets for single use,
gravity feed (ISO 1135-4:2015)

Contents Page
[T o oY== 4 T o] =T V2o (o S 4
0T =T o 6
1 1S o o o - 7
2 Normative referenCes ... e 7
3 General reqUIrEMENLS .......ooiiiiiiiicciiir s crsec it e e s s s s sss e e e s re s s s s sssn e e e e e ee s s s nnmn e e e e eessn s snnmeneesansssnnnn 8
3.1 Nomenclature for components of the transfusion set .........cccccoee i 8
3.2 Maintenance of Sterility ........cccccoiiiiiciiccc e 8
4 1= 1 =T - | 9
5 Physical reqUIr€mMents ... 9
5.1 Particulate contamination ... e 9
5.2 =T | T [ 9
5.3 Tensile Strength ... ————————————— 9
5.4 Closure-piercing deViCe .........ccciiiriiiiiiniir s 9
5.5 LT 1 o113 T 10
5.6 Filter for blood and blood cOmMpPONENts ... e ser e 10
5.7 Drip chamber and drip tUD@ .........ooo e 10
5.8 L [ AT = o 1| o S 10
59 Flow rate of blood and blood cOMPONENLS .........ccceiiiiiicciiierir e nmnees 10
5.10 INJECLION SItE ...eoiiiii i ————————— 1
5.11 Male conical fitting ..o ————————————— 1
5.12 ProtecCtive Caps .....ccccoiiiiiiiiii i 1
6 Chemical requIiremMents ... s e e 1
6.1 Reducing (oxidizable) matter ... —————— 1
6.2 =T = T 1
6.3 Titration acidity or alkalinity ... ———— 1
6.4 Residue on evaporation ... s s s s s s s s s s s s s e s s s e reeeensnens 1
6.5 UV absorption of extract SOlUtIoN ... e 1
7 Biological reqUIreMENtSs .........ceiiiiiiiiiccieciriri s csssme s s s s s e s s s s sm s e e e e e e s e s mnn e e e ne s s nnnne 12
71 7= 0 T - | 12
7.2 LT =Y ] 1 SO SEP SRR 12
7.3 Yoo 1= 11 12
7.4 L F= 1= 3 0 0 = 12
7.5 LI 2L 1/ 12
7.6 Assessment of blood component depletion ... ——— 12
7.7 Assessment of damage to blood components ..........ccccocccirirrccerrer s 12
8 = oYY | 11 4T S 13
8.1 =Y o = - | 13
8.2 UNit CONTAINET ...t s e e s mm e e e e 13
8.3 Shelf or multi-unit CoONtAINEr ........ . 13
9 e T3 = Vo |1 T 14



10 D 1 T= o Lo 1= | 14

Annex A (normative) PhySiCal €SS .......ccciiiiieciiirccir e 15
Annex B (normative) Chemical teSts ..o e 19
Annex C (normative) Biological tEStS ........cccccriiiiiiciisciirir e s s s sn e e e e s s snme e e e e n e nn 21
Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC on Medical devices .........cccccmririiciiicmmrrnnnnssscsssnnnes 22
= T] o [To o =T ] 13T/, 24



		2026-04-28T04:00:44+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




