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Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibility (ISO 11979-5:2006) 
 
 
Contents            Page 
 
 
Foreword ..........................................................................................................................................................3 
 
Introduction ......................................................................................................................................................4 
 
1 Scope ...............................................................................................................................................5 
 
2 Normative references ....................................................................................................................5 
 
3 Terms and definitions ....................................................................................................................5 
 
4 General requirements applying to biocompatibility evaluation of intraocular lenses ............6 
 
5 Physicochemical tests ...................................................................................................................6 
 
6 Biological tests ...............................................................................................................................9 
 
Annex A (normative) Exhaustive extraction test .......................................................................................11 
 
Annex B (normative) Test for leachables ....................................................................................................14 
 
Annex C (normative) Hydrolytic stability ....................................................................................................16 
 
Annex D (normative) Photostability test .....................................................................................................19 
 
Annex E (normative) Nd-YAG laser exposure test .....................................................................................21 
 
Annex F (informative) Supplemental conditions of test for local effects after implantation ................23 
 
Annex G (normative) Ocular implantation test ...........................................................................................24 
 
Bibliography ...................................................................................................................................................28 
 


		2024-05-04T17:28:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




