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Infusion equipment for medical use - Part 6: Freeze drying closures for infusion 
bottles (ISO 8536-6:2016) 
 
 
Contents            Page 
 

Foreword .........................................................................................................................................................................................................................................6
Introduction ..................................................................................................................................................................................................................................7
1 Scope ................................................................................................................................................................................................................................. 8
2 Normative references ...................................................................................................................................................................................... 8
3	 Terms	and	definitions ..................................................................................................................................................................................... 8
4 Shape and dimensions .................................................................................................................................................................................... 9
5 Designation ............................................................................................................................................................................................................. 10
6 Material ....................................................................................................................................................................................................................... 10
7 Requirements ....................................................................................................................................................................................................... 11

7.1 General ........................................................................................................................................................................................................ 11
7.2 Physical requirements ................................................................................................................................................................... 11

7.2.1 Hardness .............................................................................................................................................................................. 11
7.2.2 Fragmentation (coring) ........................................................................................................................................... 11
7.2.3 Spike penetration force ........................................................................................................................................... 11
7.2.4 Spike penetration/sealability ............................................................................................................................ 11
7.2.5 Resistance to ageing ................................................................................................................................................... 11
7.2.6 Residual moisture ........................................................................................................................................................ 11

7.3 Chemical requirements................................................................................................................................................................. 11
7.4 Biological requirements ............................................................................................................................................................... 12

8 Labelling ..................................................................................................................................................................................................................... 12
Annex A (normative) Determination of fragments ............................................................................................................................. 13
Annex B (normative) Determination of spike penetration force ......................................................................................... 15
Annex C (normative) Spike retention/sealability................................................................................................................................17
Annex D (normative) Closure piercing device .........................................................................................................................................19
Annex E (informative) Determination of residual moisture .....................................................................................................20
Bibliography .............................................................................................................................................................................................................................23

National foreword  3 
National Annex (informative) Bibliography 5 

.................................................................................................................................................................................................................

..................................................................................................................................................


		2026-05-12T02:40:10+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




