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blood circuit for haemodialysers,
haemodiafilters and haemofilters
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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 8638:2010, Cardiovascular implants and extracorporeal systems - Extracorporeal blood
circuit for haemodialysers, haemodiafilters and haemofilters
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1- Haemodialysers

2- Haemodiafilters

3- Haemofilters

4- Haemoconcentrators
5- Device

6- Plasmafilters

7- Haemoperfusion

8- Fluid
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2-1 1SO 594-2, Conical fittings with 6% (Luer) taper for syringes, needles and certain other
medical equipment - Part 2: Lock fittings

2-2 1SO 7864, Sterile hypodermic needles for single use

2-3 1SO 10993-1, Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

2-4 1SO 10993-4, Biological evaluation of medical devices - Part 4: Selection of tests for
interactions with blood

2-5 1SO 10993-7, Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

2-6 1SO 10993-11, Biological evaluation of medical devices - Part 11: Tests for systemic
toxicity
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