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1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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ISO 18113-4: 2009, In vitro diagnostic medical devices — Information supplied by the
manufacturer (labeling)-Part4: In vitro diagnostic reagents for self-testing
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1- Self-testing
2- Calibrators
3- In Vitro Diagnostic
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3- Batch code
4- Manufacturer’s production record
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1- Intended use
2- Storage
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1- Hazardous
2-Single container
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[1] ISO 15197, In vitro diagnostic test systems — Requirements for blood-glucose
monitoring systems for self-testing in managing diabetes mellitus
[2] ISO 17593, Clinical laboratory testing and in vitro medical devices —
Requirements for in vitro monitoring systems for self-testing of oral anticoagulant
therapy
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