ISO 11608-2:2012-04 (E)

Needle-based injection systems for medical use - Requirements and test methods -
Part 2: Needles

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - S 1

2 Normative referenCes ... 1

3 TermsanddefinitioNs ... 1

4 L= o LT =Y 4 =T 0 3
4.1 = 1= = 3
4.2 D 1] 4 L= =TT 4 3
4.3 Determinationofflowratethroughtheneedle ... s 3
4.4 Bond between hub and needle tube ... ——— 3
4.5 L= =Y o | 7= o T | o 4
4.6 Freedom from defects ... s 4
4.7 T o = 1 o o 4
4.8 Dislocationofmeasuringpointatpatientend ... —— 4
4.9 Determination of functional compatibility with needle-based injection systems ................... 4
410 Ease of assembly and disassembly .........ccccciiiiiiiiiini 4
4.1 £ =Y ] 1 4
5 £ =T 1] o115 T [ PSP 4
6 Pre-conditioningofneedles ..........ccccciiiiiiiicccciecirir e 5
6.1 Pre-conditioninginadry-heatatmosphere ........ ... 5
6.2 Pre-conditioninginacold-storageatmosphere ... 5
6.3 Pre-conditioninginacyclicalatmosphere ........... 5
7 Standard atmosphere and apparatus for tests ... ——— 6
71 (€= T - 6
7.2 Standard test atMOSPhEre ... s 6
7.3 I3 o = 1T T 6
8 Determinationofdislocationofmeasuringpointatpatientend .............ccccccmmriiiiiccii s 7
9 Bond between hub and needle tube ... ——— 8
10 = T2 = T | ' 8
11 Testmethodforvalidatingthecompatibilityofneedlesandinjectorsystems ..........ccccccncnnnnneen. 8
1.1 e T 11 o 8
11.2 Apparatus and eqUIPMENT ... 9
113 Sample quantity reqUIremMeNts ...........ooo i 9
1.4 e o T o T - 9
11.5 X =T o3 T o= o =T o 1

11.6 TESE FEPOIT ... s s ssssssssssssssssssssssssnnnnnsnsnnnnnsnsnnnnnnn 12

12 Information supplied by the manufacturer ... 12

12.1 7= o 1= | 12



12.2 1 T3 13 T 12

12.3 INStructions fOr USE .....cccviiiiii i ————— 14
Annex A (normative)Determinationofflowratethroughneedle ..........cccoiiimiiiiiinni e 15
T 0 o 1T o T T o 1N 17



		2026-05-31T18:15:34+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




