
 
 - 1 - 

DIN EN ISO 11607-2:2020-05 (E) 
 
 
Packaging fo r terminally sterilized medical devices - Part 2: Validation requirements 
for fo rming, sealing and assembly processes (ISO 11607-2:2019) 
 
 
Contents            Page 
 
 

 Foreword ......................................................................................................................................................................................................................................... 4
Introduction ................................................................................................................................................................................................................................. 5
1 Scope ................................................................................................................................................................................................................................. 6
2 Normative references ...................................................................................................................................................................................... 6
3	 Terms	and	definitions ..................................................................................................................................................................................... 6
4 General requirements ..................................................................................................................................................................................10

4.1 Quality systems .................................................................................................................................................................................... 10
4.2 Risk management .............................................................................................................................................................................. 11
4.3 Sampling .................................................................................................................................................................................................... 11
4.4 Test methods .......................................................................................................................................................................................... 11
4.5 Documentation .................................................................................................................................................................................... 11

5 Validation of packaging processes ..................................................................................................................................................12
5.1 General ........................................................................................................................................................................................................ 12
5.2 Installation qualification ............................................................................................................................................................. 12
5.3 Operational qualification ............................................................................................................................................................ 13
5.4 Performance qualification .......................................................................................................................................................... 14
5.5 Formal approval of the process validation................................................................................................................... 15
5.6 Process control and monitoring ............................................................................................................................................ 15
5.7 Process changes and revalidation ....................................................................................................................................... 15

6 Assembly ....................................................................................................................................................................................................................16
7 Use of reusable sterile barrier systems .....................................................................................................................................16
8	 Sterile	fluid-path	packaging ..................................................................................................................................................................16
Annex A (informative) Process development ...........................................................................................................................................17 
Bibliography .............................................................................................................................................................................................................................18

European foreword  .............................................................................................................................................................................................................. 3


		2024-04-28T21:32:14+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




