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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 14534:2011, Ophthalmic optics — Contact lenses andcontact lens care products —
Fundamental requirements
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2-1 1SO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process
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2-2 I1SO 11978, Ophthalmic optics — Contact lenses and contact lens care products —
Information supplied by the manufacturer
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2-3 I1SO 11980, Ophthalmic optics — Contact lenses and contact lens care products —
Guidance for clinical investigations

2-4 I1SO 11986, Ophthalmic optics — Contact lenses and contact lens care products —
Determination ofpreservative uptake and release

2-5 1SO 11987, Ophthalmic optics — Contact lenses — Determination of shelf-life
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2-6 1SO 13212, Ophthalmic optics — Contact lens care products — Guidelines for
determination of shelf-life

2-7 1SO 14155, Clinical investigation of medical devices for human subjects — Good
clinical practice
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2-8 1SO 14729:2001 + Amd.1:2010, Ophthalmic optics — Contact lens care products —

Microbiological requirements and test methods for products and regimens for hygienic
management of contact lenses
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2-9 1SO 14730, Ophthalmic optics — Contact lens care products — Antimicrobial
preservative efficacy testing and guidance on determining discard date

2-10 ISO 14971, Medical devices — Application of risk management to medical devices
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2-11 1SO 15223-1, Medical devices — Symbols to be used with medical device labels,
labelling and information to be supplied — Part 1: General requirements
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2-12 1SO 18369-1, Ophthalmic optics — Contact lenses — Part 1: VVocabulary, classification
system and recommendations for labelling specifications

2-13 ISO 18369-2, Ophthalmic optics — Contact lenses — Part 2: Tolerances
2-14 1SO 22442 (all parts), Medical devices utilizing animal tissues and their derivatives
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1-Intended purpose
2- Bioburden
3- Disinfection
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1- Principles of good clinical practice
2- Sterility assurance level (SAL)
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1- Sterile barrier system

2- Primary package

3-

4- Trial lenses

5- Multi-patient

6- Staphylococcus aureus
7- Pseudomonas aeruginosa
8- Escherichia coli
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