DIN EN ISO 8871-5:2017-03 (E)

Elastomeric parts for parenterals and for devices for pharmaceutical use - Part 5:
Functional requirements and testi ng (ISO 8871-5:2016)

Contents Page
EUTOP AN FOT@WOT' ...t 3
FFOT@WOTM ..........oooooooeee etk 2858558588588 4
IIMETOAUICTION .......ooooo e85 5
1 S0P ... 6
2 NOTIMATIVE FEFEIEIICES ............ooooooeeeeee oo 6
3 Terms and AefiNTTIONIS ... 6
4 REQUITE@IMIEIIES ........oooocoee etk

4.1 Penetrability........
4.2 Fragmentation
4.3 Self-sealing and aqueous solution tightness
4.4 AQUEOUS SOIULION tIGRENESS ..o

5 Preparation of elastomeric closures for teSting.................eeeeeeeee e 7
51 Sampling
5.2 Cleaning
5.3 Sterilization

Annex A (normative) Test for Penetrability ... 8
Annex B (normative) Test for fragmentation ... 9
Annex C (normative) Test for self-sealing and dye solution tightness ... 11
Annex D (normative) Test for dye solution tightness................. e 13
BIDIIOGIAPIIY ... 15



		2026-05-31T19:38:06+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




