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c) hnfE (Bl 10N 20 N) ;
d) HELERLEREIAD.
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RPN

[1] ISO 7864, Sterile hypodermic needles for single use

[2] ISO 9626, Stainless steel needle tubing for the manufacture of medical devices

[3] ISO 10555-1, Intravascular catheters — Sterile and single—use catheters — Part 1: General
requirements

[4] ISO 10555-3, Intravascular catheters — Sterile and single—use catheters — Part 3: Central venous
catheters

[S] ISO 1055S-4, Intravascular catheters — Sterile and single—use catheters — Part 4: Balloon dilatation
catheters

[6] ISO 10555-5, Intravascular catheters — Sterile and single—use catheters — Part 5: Over—needle
peripheral catheters

[7] ISO 11135 (all parts) , Sterilization of health—care products — Ethylene oxide — Requirements for
the development, validation and routine control of a sterilization process for medical devices

[8] ISO 11137(all parts), Sterilization of health care products — Requirements for validation and routine
control — Radiation sterilization

[9] ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements

[10] ISO 17665 (all parts) , Sterilization of health care products — Moist heat

[11] ASTM F640-12, Standard Test Methods for determining radio—pacity for medical use

[12] DIN 13273-7, Catheters for medical use — Part 7: Determination of the x-ray attenuation of
catheters — Requirements and testing
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