DIN EN 868-5:2019-03 (E)

Packaging for terminally sterilized medical devices - Pa rt 5: Sealable pouches and
reels of porous materials and plastic film construction - Requirements and test
methods

Contents Page
D)0 Tt ) 00 a0 ) 3
000010 L1 U 0 ) 5
1 Y6 0 6
2 I\ L0 0 0T U Q) () o) 4 L 6
3 Terms and defiNitions ... —————————————_————_—_——————_—_—_—_—" 6
4 REQUITEIMENTES ...t s e E AR AR AR SRR R AR R R R R R R R AR RS 7
4.1 ) 4 1) o 1 7
4.2 10 B2 T = 7
4.2.1 POrous MAerial . s 7
7207 200 g - ) 0 Lol 1) 1 L, 7
4.3 Construction and deSigN ... ————————————_———_ 8
4.4 ProcCess INAICAtOT ..o AR 8
4.5 Performance requirements and test MEthods ... ————————— 8
4.6 L2 1 4 1, 9
4.6.1 PoUCNES ANA FEELS ...ccucurerriirrcciissrs s R 9
4.6.2 Transportand/or storage PacKaging ... —————— 10
5 Information to be supplied by the MaNUfaCtUrer ... ———— 10
Annex A (informative) Details of significant technical changes between this document and

the previous edition ... —————_—————_——————_— 11
Annex B (normative) Method for the determination of resistance to the intended

SEETIlIZAtiON PrOCESS. .. 12
Annex C (normative) Method for the determination of pinholes in plastic laminate .......cccoususesens 13

Annex D (normative) Method for the determination of the strength of the seal for pouches
and reel Material...... s ———————"—————— 15

Annex E (normative) Method for the determination of peel characteristics of paper/plastic

1aMINAte PrOAUCES....ciicrsciisisisrns s AR 18
Annex F (normative) Method for the determination of fibre orientation ........ccooonnnnscscsnssnnenns 20
33 10) U0 ) 1] 1 21



		2024-05-21T01:10:19+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




