
 
 - 1 -

DIN EN ISO 11608-2:2022-09 (E) 
 
 
Needle-based injection systems for medical use - Requirements and test methods - 
Part 2: Double-ended pen needles (ISO 11608-2:2022) 
 
 
Contents            Page 
 

1 Scope ................................................................................................................................................................................................................................. 8
2 Normative references ..................................................................................................................................................................................... 8
3	 Terms	and	definitions .................................................................................................................................................................................... 8
4 Symbols .......................................................................................................................................................................................................................10
5 Requirements .......................................................................................................................................................................................................10

5.1 Needle tube requirements ........................................................................................................................................................ 10
5.1.1 General ..................................................................................................................................................................................... 10
5.1.2 Needle tubing materials ............................................................................................................................................ 11
5.1.3 Tubing characteristics ................................................................................................................................................ 11

5.2 Double-ended pen needle requirements ...................................................................................................................... 11
5.2.1 General ..................................................................................................................................................................................... 11
5.2.2 Biocompatibility .............................................................................................................................................................. 11
5.2.3 Dimensions for double-ended pen needle assembly ....................................................................... 11
5.2.4 Needle points ...................................................................................................................................................................... 12
5.2.5 Freedom from defects ................................................................................................................................................ 12
5.2.6 Flow rate through the needle............................................................................................................................... 12
5.2.7 Bond between hub and needle tube ............................................................................................................... 13
5.2.8 Dislocation of measuring point at patient end ...................................................................................... 14
5.2.9 Ease of assembly .............................................................................................................................................................. 14
5.2.10 Sterility .................................................................................................................................................................................... 14
5.2.11 Pyrogenicity ........................................................................................................................................................................ 15

5.3 Functional compatibility with NISs .................................................................................................................................. 15
5.3.1 General ..................................................................................................................................................................................... 15
5.3.2 Dose delivery ...................................................................................................................................................................... 15
5.3.3 Needle removal torque .............................................................................................................................................. 16

6 Sampling ....................................................................................................................................................................................................................17
7 Preconditioning of needles ....................................................................................................................................................................20

7.1 Preconditioning in a dry-heat, cold storage and damp heat atmosphere ....................................... 20
7.2 Preconditioning in a cyclical atmosphere ................................................................................................................... 20

8 Standard atmosphere and test apparatus .............................................................................................................................20
8.1 Standard test atmosphere ......................................................................................................................................................... 20
8.2 Test gauge ................................................................................................................................................................................................. 20
8.3 Test apparatus...................................................................................................................................................................................... 21

9 Test methods .........................................................................................................................................................................................................21
9.1 Bond between hub and needle tube ................................................................................................................................. 21
9.2 Determination of dislocation of measuring point at patient end ........................................................... 21
9.3 Ease of assembly ................................................................................................................................................................................ 22
9.4 Functional compatibility with NISs .................................................................................................................................. 22

9.4.1 Sample quantity requirements ........................................................................................................................... 22
9.4.2 Test procedures for testing dose delivery ................................................................................................ 23
9.4.3 Procedure for testing needle hub removal torque ............................................................................ 24

European foreword ................................................................................................................................................................................................................... 4 

 Foreword ......................................................................................................................................................................................................................................... 5
Introduction ................................................................................................................................................................................................................................ 7



 
 - 2 - 

10 Packaging..................................................................................................................................................................................................................24
11 Information supplied with the needle(s) ................................................................................................................................24

11.1 General ........................................................................................................................................................................................................ 24
11.2 Marking ...................................................................................................................................................................................................... 25

11.2.1 Marking on the unit packaging ........................................................................................................................... 25
11.2.2 Marking on the user packaging .......................................................................................................................... 26

11.3 Instructions for use ......................................................................................................................................................................... 27
Annex A (normative)	Determination	of	flow	rate	through	needle ...................................................................................28
Annex B (informative) Needle bonding strength test method ..............................................................................................31
Annex C (informative) Additional background for requirements ....................................................................................32
Bibliography .............................................................................................................................................................................................................................37


		2024-04-27T16:22:18+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




