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Transfer sets for pharmaceutical preparations - Requirements and test methods

Contents Page
0T =T o iv
L Yo 11T T o \'
1 T o - 1

2 NOIrMAtive refErEeNCES ... s n e mnn e s 1

3 Design and designation ... ————————— 2
3.1 D 7= o | o 2
3.2 Designation for a transfer set with hoUSING ........cooo i 4
3.3 DeSIgNAtioN .....ooiiiiiiiiii i ——————————— 4
4 1 1= - 4
5 Physical reqUIremMents ... s s 5
5.1 Particulate contamination ... ———— 5
5.2 Tensile sStrength ......... s 5
5.3 LI L 5T 5
5.4 (== o 5
5.5 L= o 4T T o [T o 5
5.6 Penetration fOrCe ...t e 5
5.7 L Vo 4 1= 1= 1o o 6
5.8 Air inlet and air outlet ... ——————— 6
5.9 g 0 = o = - T 1= 6
5.10 Transfer sets with @ hOUSING .......cccciiiiiiiii e ——————— 6
6 Chemical reqUIremMeNts ... s mmm s e s e smmm e e e mnnns 6
7 Biological reqUIremMeENts .........ccccciiiiiiiiiiinirirnrrnsssrss s s s s s s s s s s s s s s s ss s s s s sssssssssseseseessssnsnsns 6
8 Testing of physical reqQUIrEMENtS ..........ccccoiiiiiiii i nmn e ennnan 6
8.1 Particulate contamination ... —————— 6
8.2 Tensile strength ......... s 6
8.3 Tightness of transfer set ... ——————— 7
8.4 == 0 i o 7
8.5 Piercing deViCe .....ccciiiiiiiiiiiii i 7
8.6 Penetration fOrCe ... e 7
8.7 Testing on fragmentation ... ————————— 7
8.8 Effectiveness of air inlet and air outlet with air filter ... 7
8.9 Efficiency of protective Caps ........uiicccccciiiiiii i ccscrrrn s ssssse e ssmn e e 7
9 Testing of chemical reqQUIrEMENES ... e e e e mne e e eenan 7
10 Testing of biological reqUIreMeNts ..........cccccciiiiiiiiiccccrr e 7
1 = Lo 1 T T ' 7
12 8 o - T - 8
13 =1 7= |3V 8
13.1 UNit CONAINET ... s s e s e e e e e s e e e 8



13.2 Shelf or MUlti-UNit CONtAINET ....c..iiiee i e e s aa s raaa s s renas s s ennssssennnssnren 8

Annex A (normative) Testing of fragmentation of transfer sets with plastic piercing devices .............. 9
Annex B (normative) Testing of fragmentation of transfer sets with metal piercing devices .............. 11
=1 o7 [T Yo | = T o 17/ 13



		2024-05-05T22:44:39+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




