DIN ISO 11040-8:2020-11 (E)

Prefilled syringes - Part 8: Requirements and test methods for finished prefilled
syringes (ISO 11040-8:2016)

Contents Page
NATIONAL FOT@WOTM ...t 3
National Annex NA (informative) BiblIOGIraphy ... 4
FOT@WOTM ...t 6
I O@UICEIONN.. ... 7
1 SCOPIC ...k 8
2 INOTINATIVE T@EET@IICES .........ooocooeee et 8
3 Terms aNA A@FIMTTIOTIS ...ttt 9
4 USET F@QUUI@IMIEIIES ...t

4.1 Definition of intended use..........

4.2 Risk management..........cccs

4.3 Application of usability engineering

5 System CharaCterIZATION ...t

5.1 Critical dimensions..........en
5.2 Description of components and materials.
5.2.1 General
522  Barrel ...
5.2.3  Plunger stoppers.............

524  Additional COMPONENES ..o

5.3 Description of the content of the finished prefilled syringe ...

6 Performance FreQUITEIMIEIIES ...
6.1 General ...
6.2 Break loose and extrusion forces......

6.3 Burst resistance...........cccccccinne
6.4 Break resistance
6.5 Closure system forces and torques........

6.6 Connectivity with fluid path CONNECTOTS. ...
6.7 RESTAUAL VOIUIMIE .....oocvvisssssssssssssssssssssessssssss s
6.8 Needle penetration force...............
6.9 Needle pull-out force ...
6.10 Sharps injury protection requirements...
6.11 Liquid leakage beyond plunger.........
6.12  MATKINES .o
7 Pharmaceutical FeQUETEIMIEIIES ...
7.1 GBIIETAL .
7.2 Drug-container INEEIACEION ...
7.3 Biological requirements...................
7.4 Container closure integrity ..............
7.5 Deliverable volume...........cccoccccies
7.6 Particles (visible and subvisible)
8 DOCUMEIIEATION........cco e
BIDLHOGTAPIY ...




		2026-04-28T14:43:34+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




