DIN EN ISO 11979-5:2021-05 (E)

Ophthalmic implants - Intraocular lenses - Part 5: Biocompatibility (ISO 11979-
5:2020)

Contents Page
EUTOP@AN FOTE@WOTM.........coo it 3
FOT@WOT........oo e 4
IIUETOMUICEION ... 6
1
2
3
4 General requirements applying to biocompatibility evaluation of intraocular lenses........ 8
5 PhySIiCOCREIMICAL FESTS............ooo e

5.1 GBIIET AL

5.2 Physical/Chemical description

5.3 Exhaustive extraction test.....

54  Testforleachables...........

55 Test for hydrolytic stability...........

5.6 Photostability test..........c...

5.7 LA O N O T3 D q 0 Y01} IR 5] S

5.8 Evaluation of inS0IUble INOTZANICS. ... 12
6 BIOLOGICAL TESTS ...

6.1 General.....se

6.2  Test for cytotoxiCity.............

6.3 Tests for sensitization................

6.4  Tests for genotoxicity..............

6.5 Test for local effects.........ccccoee

6.6 Ocular iMPIlAantAtioN TESE. ...
Annex A (normative) ExXhaustive eXtraction t@St. ... 15
Annex B (normative) Test for leachables...............isssisssssssssssse s 19
Annex C (normative) Hydrolytic StaADIIIEY ... 21
Annex D (normative) PhotoStability teSE ... 24
Annex E (normative) Nd-YAG 1aser €XPOSUIE tESE. ... 26
Annex F (normative) Supplemental conditions of test for local effects after implantation ... 28

Annex G (normative) Ocular implantation test

Bibliography



		2026-05-11T13:50:40+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




