DIN EN ISO 11979-10:2006-11 (E)

Ophthalmic implants - Intraocular lenses - Part 10: Phakic intraocular lenses (ISO
11979-10:2006)

Contents Page
0T =T o 3
1 £ o - PSS 4
2 NOIrMAtive refErEeNCEeS ..ot e e mnn e s 4
3 Terms and definitioNs ... 4
4 L0 o3 L= T =T T T =T 01T 0 (S 4
4.1 (1Y 3 T= - | PSPPIt 4
4.2 I 1o 1 €T o T 1= 5
4.3 00 T= T T Lo T LU= 111/ 5
4.4 Spectral tranSMIttaNCe .........ccccccciiiiiiiccccccrr e amn e e e a e nnnns 5
5 Mechanical reqUIreMeENts .........ccccoiiiiiiiiiiiii e r e rnanaaaas 5
6 Clinical investigation ... s s s e e e mne e e e nnnns 5
6.1 (€T 3= - | PPNt 5
6.2 Clinical @SSESSMENLS ..o e e mn e e e e e e nnnns 5
6.3 Other considerations ... e 6
7 Information supplied by the manufacturer ............o 7
Annex A (informative) Clinical investigation ............ccccoiiiiiicciciiii s s 8
Annex B (informative) Statistical sample size considerations ...........cccccccmiiriicccicri e, 18
=1 o7 [T Yo | = T o 17/ 21

Annex ZA (informative) A-deviations ..o —————— 22



		2026-04-23T02:50:29+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




