ISO 15798:2013-09 (E)

Ophthalmic implants - Ophthalmic viscosurgical devices

Contents Page
0T =T o iv
1 5 o o o - OSSR 1
2 Normative references ... ————————————————— 1
3 Termsanddefinitions ..o —————————— 2
4 Intended PerformMancCe ... ——————— 3
5 Design attribUtes ... ————————— 4
51 = T o | N 4
5.2 Characterization of the cOmMpPONENtS ... 4
5.3 Characterization of the finished Product ... e e 4
6 Design eValU@tion ... 6
6.1 L= T N 6
6.2 Evaluation of biological safety .........ccccccoiiiiiiccicii e 6
6.3 Clinical evaluation ... ——————— 7
7 853 =Y 122 Lo 9
8 Product stability .......cccccvmiiiiiii i —————————— 10
9 Integrity and performance of the delivery system ..........ccccriioecmiircccmnrcccer e 10
10 = Lo 1 T 11 T 10
10.1 Protection from damage during storage and transport ..........ccoccccvvrmmriiniccccsecsere e 10
10.2 Maintenance of sterility in transit ..........ccccom e ———— 10
11 Information to be supplied by the manufacturer ............cccoiiiiiinii 10
Annex A (normative) Intraocular implantation test ............ccccriiiiiic e ———— 12
Annex B (informative) Patient numbers for clinical investigation of intraocular pressure ................... 15
7] o1 o =T ] 1/ 16



		2026-06-28T16:29:43+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




