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Ophthalmic implants - Ophthalmic viscosurgical devices

Contents Page
0T =T o iv
1 S o o o - 1
2 NOIrMALIVe FEFEIrENCES ......ooiieeieiccie e e e e e e n e e s e e e smn e e e s mn e e e s ne e e n s nmnnnan 1
3 TermsanddefinitioNs ... 2
4 (191 =Y T [=Yo I e T o 0] o 3.0 F= T Lo =SSP 3
5 Design attribUtes ... ——————— 4
5.1 7= T - PN 4
5.2 Characterization of the cOmMpPONENts ... s 4
5.3 Characterization of the finished product ... e 4
5.3.1 (€7 4 =T - T 4
5.3.2 Absolute cOmMPIeX VISCOSILY ......ciiciiiiiiiiiiiiiicmrin s s 5
5.3.3 Chemical and biological contaminants ............cccccceriiceserrrcsser e 5
5.3.4 L0 o o =Y o 1o o T 5
5.3.5 ] T T 1 3/ 5
5.3.6 Molecular mass distribution ... 5
5.3.7 L0 L= 3 0T F- 1 1 3/ 5
5.3.8 s T T | =S 6
5.3.9 0] o I SRS SRR 6
5.3.10 LT 1= Lo L) =T T = . 6
5.3.11 Shear VISCOSIY ... 6
5.3.12 Spectral tranSMIttANCE ... 6
5.4 0= o 1 7
6 Design eValU@tion ... s s e e 7
6.1 7= =T | 7
6.2 Evaluation of biological safety ..........ccccccmiiiiiicciciir s e 7
6.2.1 1671 1= - 1 Y 7
6.2.2 Bacterial endotoXing tesSt ... e 8
6.2.3 Clearance of residual OVD from the anterior chamber ............coociiiiiiniriicc 8
6.2.4 Degradation and toXiCoKiNetics ........ccccmiiiiiiiiinii i ————— 8
6.2.5 Evaluation of inflammation and intraocular pressure ... 8
6.3 Clinical @valuation ... mn e e 8
6.3.1 (€71 4 =T - T 8
6.3.2 Clinical investigation deSign ..........ccciiieeiiiicccrir e s 9
6.3.3 Corneal endothelial cell denSity ........ccccceiiieecmrircrr e e 9
6.3.4 Postoperative inflammation ... e 9
6.3.5 Post-operative intraocular pressure Change .........cccccciiiiicciseceieri s s snnns 10
6.3.6 AAVEISE BVENLS .....ooiiiieiire et e e nn e e nn e e nn e e s 10
7 85T =Y 122 Lo S 10
8 Product stability ........cccccccoiiiiimii i ————————— 1
9 Integrity and performance of the delivery system ..o, 11
10 = Lo 1 T T ' 1
10.1 Protection from damage during storage and transport ...........ccccoveeecmrrrcccnrrrcsee e 1



10.2 Maintenance of sterility in transit ... ——————— 1

1 Information to be supplied by the manufacturer ... 1
Annex A (normative) Intraocular implantation test ............cccooiiiieiciiincec 13
Annex B (informative) Patient numbers for clinical investigation of intraocular pressure .................. 16
Annex C (informative) Analyses of OVD clinical data ............ccccccmimmiiinicccieimrir e 17
=T 0 o 1T o - o /N 19



		2026-05-01T13:17:57+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




