ISO 8536-6:2016-12 (E)

Infusion equipment for medical use - Part 6: Freeze drying closures for infusion
bottles

Contents Page
[0 T o o iv
0 £ Yo 11T 3 T o O \'
1 S o o o - 1
2 Normative referenCes ... e 1
3 BT 4 3= 1 Lo Lo 1= 3 T 4 T Y 1
4 857 ¢ F= o T=3R= T Lo e 1144 1= 0 T3 1o o = S SRR 2
5 [ 1= T [ F= o TSRS 3
6 1 T 7= o - S 3
7 L= o LT =Y 04 L= o S 4
71 = T o | N 4
7.2 Physical reqUIremMents ..........cccoiiiiimiimi s s 4
7.21 L = 0 TS 4
7.2.2 Fragmentation (COMNG) ......ccccirrrrerierinsrerrs e s es e e rss s e s s s sse e s s s me e e s smr e s e s smn e e e s s smme e e smneenessnmnnnas 4
7.2.3 Spike penetration fOrCe ... s mn e e e e s 4
7.24 Spike penetration/sealability ..........ccccoiiiiiiciisiir e ————————————— 4
7.2.5 (RT3 T e c3R fo T Vo 1= 1 o PPN 4
7.2.6 ReSIAUAl MOISTUIE ......oiiiiiiiccrri e e s mnn e e e e e s e s s smn e e e e s s n s mnmnnnes 4
7.3 Chemical requUIremMeNts ..o ———— 4
7.4 Biological requiremMents ... —————— 5
8 =1 7= |3 T 5
Annex A (normative) Determination of fragments ... e 6
Annex B (normative) Determination of spike penetration force ..........ccccorroomirrcecirnc e 8
Annex C (normative) Spike retention/sealability .........cccccciiiiiiiiimiiicc e ————— 10
Annex D (normative) Closure piercing device ... 12
Annex E (informative) Determination of residual moisture .........c.cccoocmiiiiicnricc 13
[ T] o [To o =T ] 13T/ 16



		2026-05-23T00:43:11+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




