
 

 - 1 -

DIN EN ISO 11979-6:2015-02 (E) 
 
 
Ophthalmic implants - Intraocular lenses - Part 6: Shelf-life and transport stability 
testing (ISO 11979-6:2014) 
 
 

Contents            Page 
 
 
Foreword  .......................................................................................................................................................... 3 
 
Introduction  ...................................................................................................................................................... 4 
 
1 Scope  ............................................................................................................................................... 5 
 
2 Normative references ..................................................................................................................... 5 
 
3 Termsanddefinitions  ...................................................................................................................... 5 
 
4 Requirements  ................................................................................................................................. 5 
4.1 General  ............................................................................................................................................ 5 
4.2 Materials and methods  .................................................................................................................. 6 
4.3 Product stability  ............................................................................................................................. 6 
4.4 Package integrity  ............................................................................................................................ 8 
4.5 Transport stability  .......................................................................................................................... 9 
4.6 Results  ............................................................................................................................................ 9 
 
5 Test methods and sampling  ........................................................................................................ 10 
 
Annex A (informative) Shelf-life study example  ......................................................................................... 11 
 
Annex B (informative) Tests for shelf-life studies  ..................................................................................... 14 
 
Bibliography  ................................................................................................................................................... 15 
 


		2024-05-14T21:23:56+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




