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Ophthalmic implants - Irrigating solutions for ophthalmic surgery

Contents Page
[ = T o o iv
1 £ T o - 1
2 Normative refer@ncCes ... ——————— 1
3 Terms and definitionNs ... ——————————— 2
4 {19 L= T [ [ 0= g o] o 44 F- o1 SR 2
5 Design attribULES .......cccoiiiiiiirrrrrrrrrr i ———————————— 2
6 Design eValUation ... ————— 4
7 StEriliZatioN ....cceeeiir e ——————————— 5
8 Product stability .........ccccooiimii i ————— 6
9 = T2 = T | ' 6
10 Information supplied by the manufacturer ... ———— 6

Annex A (informative) Example of a suitable method for pH measurement and buffer capacity
Lo =Y =1 ¢ 4 010 B 1 oY T PPt 8

Annex B (normative) Particulate contamination: visible particulates .........cccccovcmriiiiinniics 9

Annex C (informative) Light obscuration test method for particulate contamination: subvisible
7= L o L= 10

Annex D (informative) Microscopic test method for particulate contamination: subvisible particles .12

Annex E (normative) Intraocular irrigation test ..........cccoomiiiicccccin e 17
Annex F (informative) Clinical investigation ..........ccccoocmiiiiiminii 18
271 o] Lo - T o Y/ 21



		2026-07-06T11:10:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




