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Products Procedures Articles /Annexes Conditions

-I. CODES REFLECTING THE
DESIGN AND INTENDED PURPOSE
OF THE DEVICE
-A.   Active devices
-3.   Active non-implantable
therapeutic devices and general
active non-implantable devices
-MDA 0315 Software

Conformity assessment based on a quality
management system
Conformity assessment based on
assessment of technical documentation

Annex IX(I)
Annex IX(II)

Horizontal technical competences Limitations

MDS 1010 Devices with a measuring function:

MDT 2011 Devices which require packaging,
including labelling:

MDT 2012 Devices which require installation,
refurbishment:
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