DIN EN ISO 15004-1:2006-09 (E)

Ophthalmic instruments - Fundamental requirements and test methods - Part 1:

General requirements applicabl e to all ophthalmic instruments (ISO 15004-1:2006)
Contents Page
0T =T o 2
1 £ o - PSS 4
2 NOIrMAtive refErE@NCEeS ... e e mnn e s 4
3 Terms and definitioNs ... 5
4 Fundamental requirements (for non-active and active ophthalmic instruments) ................... 5
4.1 (=Y T - 5
4.2 D 1= T | o 5
4.3 =Y o] 1T 14T = 5
4.4 Combination of different devices ... 5
4.5 =1 = = 6
4.6 Protection against contaminants ... ———————— 6
4.7 Scales and diSPIAYS .....cccerriiiiiciirnmrieriirsssssssserr e s s rs s ssssssr e e e e s ss s s s nn e e e e e sa e s s s nr e e neeeaen e aneneneannnnnn 6
4.8 Thermal hazards ... 6
4.9 Mechanical hazards ... e 6
5 Environmental conditions (for non-active and active ophthalmic instruments) ..................... 6
5.1 Environmental conditions Of USe ... 6
5.2 Storage CoONditioNS .......ccceiiiiiiiiini i ——————————————— 7
5.3 Transport CONAItIONS ... e smmn e e e nan 7
6 Particular requirements for active ophthalmic instruments ..........cccccoiiiiiccccie e, 8
6.1 Electrical Safety ......cccccciiiiiiiccccecrie s e e e e n e 8
6.2 Inapplicable clauses of IEC 60601-1:2005 ..........ccccccmmriiiiccssmrrrrressssssssner e s s ssssssssmssssesssssssssnmsnsenes 8
6.3 Optical radiation hazard ... s ssnn e e e s s e s s s nne s ne s e nnnns 8
7 =53 8.4 =T Lo T L= 8
71 IgNItability ..o ————————————— 8
7.2 Surface teMPEratures ... s am e e e s mnn e e e e e e e e n e nnnns 8
7.3 Environmental conditions ... 8
7.4 Checking electrical safety .........ccccociiiiiisinini i ———— 10
8 Information supplied by the manufacturer ... 10
8.1 Accompanying dOCUMENES .......ceeeeemememmmmmmmmmnmnnnnnnnnnnnsnsssssnsssnssssssssssssssssssssssssssssssssssssssssssssssssssnnns 10
8.2 = T ] R 10
Annex A (informative) Product-related International Standards for ophthalmic instruments .............. 1
ANNEX ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC on medical devices .......cccccciiiiiiiiiciiinnnnnnescccnns 12



		2026-06-12T22:09:16+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




