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2. Semi horizontal standards




Ly lasliw! g4l

(B9 oo 415 55 o3gas (3l lgis ) Jpazeo (clo, Ll

05> 595 e St B Sledle «Boy 5 Gl sl ooyl Jie plgis )
a1y ol IVD g 4 bgrye Jguasma (o6 claljll 48 slaseiie b oo slains ool
(123 00 g Jas

3. Vertical standards
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1. American National Standards Institute (ANSI)
2. Standards Council of Canada (SCC)
3. Committee European De Normalization (CEN), The European
Committee for Electro technical Standardization
(CENELEC)
4. Institute of Standards and Industrial Research of Iran (ISIRI)
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1. International Organization for Standardization (ISO)

2. International Electro technical Commission (IEC)
3. International Telecommunication Union (ITU)
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Main Reference Standards

ISO 13485 Quality Management Systems

EN 14971 Application of Risk Management to Medical Devices
ISO 14155-1 Clinical Investigation of Medical Devices

EN 10993 part 1 — 11 Biological Evaluation

EN 556: Sterilization of medical devices

EN 980:Graphical Symbols

EN 1041:Information supplied by the manufacturer

Electrical Standards:

v IEC 60601-1 (1-4,6, 8) General Requirements

v IEC 60601-2 (xxx) Particular Requirements
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