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1- International Organization for Standardization

2- International Electrotechnical Commission

3- International Organization for Legal Metrology (Organisation Internationale de Metrologie Legals)
4- Contact point

5- Codex Alimentarius Commission
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ISO 15798:2013+AMD1:2017 — Ophthalmic implants — Ophthalmic viscosurgical devices
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1 - Ophthalmic Viscosurgical Devices
2 - Viscoelastic
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2-16 1SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing

within a risk anagement process

2-17 1SO 10993-6, Biological evaluation of medical devices — Part 6: Tests for local effects
after implantation

2-18 ISO 10993-9, Biological evaluation of medical devices — Part 9: Framework for
identification and quantification of potential degradation products

2-19 I1SO 10993-16, Biological evaluation of medical devices — Part 16: Toxicokinetic study
design for degradation products and leachables

2-20 1SO 11135-1, Sterilization of health care products — Ethylene oxide — Part 1:
Requirements for development, validation and routine control of a sterilization process
for medical devices

2-21 EN 980, Symbols for use in the labelling of medical devices
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1 - Loss modulus

2 - Storage modulus

3 - Plateau

4 - Corneal endothelium
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1 - Standardized ocular scoring system
2 - Fibrin

3 - Flare

4 - Iritis
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[1] European Pharmacopoeia, Appendix XIV C. Test for Bacterial Endotoxins
[2] Japanese Pharmacopoeia, X1V 6. Bacterial Endotoxins Test
[3] United States Pharmacopoeia, <85> Bacterial Endotoxins Test
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