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-A. Active devices

-3. Active non-implantable
therapeutic devices and
general active non-
implantable devices

-MDA 0305 Active non-
implantable devices for
stimulation or inhibition

assessment of technical
documentation

Conformity assessment based on
product quality assurance

Product Procedures Articles /Annexes|Conditions
-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l)
DESIGN AND INTENDED quality management system Annex IX(I1)
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A)
-A. Active devices assessment of technical
-2. Active non-implantable |documentation
devices for imaging, Conformity assessment based on
monitoring and/or diagnosis |product quality assurance
-MDA 0203  Active non-
implantable devices for
monitoring of vital
physiological parameters
-1. CODES REFLECTING THE Conformity assessment based ona |Annex IX(I) Excluding:
DESIGN AND INTENDED quality management system Annex IX(11) audiometers;
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) ocular
-A. Active devices assessment of technical tonometer;
-2. Active non-implantable |documentation retinal cameras
devices for imaging, Conformity assessment based on
monitoring and/or diagnosis [product quality assurance
-MDA 0204  Other active
non-implantable devices for
monitoring and/or diagnosis
-1. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding: lasers
DESIGN AND INTENDED quality management system Annex IX(11) for pain
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) treatment;
-A. Active devices assessment of technical patient photo
-3. Active non-implantable |documentation therapy; robotic
therapeutic devices and Conformity assessment based on solution for the
general active non- product quality assurance non-invasive
implantable devices echotherapy
-MDA 0302 Active non- treatment of
implantable devices utilising varicose veins;
non-ionizing radiation surgical laser for

refractive surgery
of the eye

-1. CODES REFLECTING THE Conformity assessment based on a |Annex IX(l) Excluding:
DESIGN AND INTENDED quality management system Annex IX(I1) electrical
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) acupuncture.
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Product

Procedures

Articles /Annexes

Conditions

-1. CODES REFLECTING THE |Conformity assessment based ona [Annex IX(l) Excluding: blood
DESIGN AND INTENDED quality management system Annex IX(I1) pumps for heart-
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) lung machines
-A. Active devices assessment of technical

-3. Active non-implantable |documentation

therapeutic devices and Conformity assessment based on

general active non- product quality assurance

implantable devices

-MDA 0306 Active non-

implantable devices for

extra-corporal circulation,

administration or removal of

substances and

haemapheresis

-1. CODES REFLECTING THE Conformity assessment based on a |Annex IX(l) Excluding:
DESIGN AND INTENDED quality management system Annex IX(I1) hyperbaric
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) chambers

-A. Active devices assessment of technical

-3. Active non-implantable |documentation

therapeutic devices and Conformity assessment based on

general active non- product quality assurance

implantable devices

-MDA 0307 Active non-

implantable respiratory

devices

-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding:
DESIGN AND INTENDED quality management system Annex IX(II) pressure
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) regulators for
-A. Active devices assessment of technical spraying surgical
-3. Active non-implantable |documentation sealants/haemost
therapeutic devices and Conformity assessment based on ats

general active non- product quality assurance

implantable devices

-MDA 0312 Other active

non-implantable surgical

devices

-1. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding:
DESIGN AND INTENDED quality management system Annex IX(11) radiotherapy
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) planning system
-A. Active devices assessment of technical

-3. Active non-implantable |documentation

therapeutic devices and Conformity assessment based on

general active non- product quality assurance

implantable devices

-MDA 0315  Software

-1. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l)

DESIGN AND INTENDED quality management system Annex IX(I1)

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A)

-A. Active devices

-3. Active non-implantable
therapeutic devices and
general active non-
implantable devices

-MDA 0318 Other active
non-implantable devices

assessment of technical
documentation

Conformity assessment based on
product quality assurance
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Product Procedures Articles /Annexes|Conditions

-1. CODES REFLECTING THE Conformity assessment based on a |Annex IX(l)

DESIGN AND INTENDED quality management system Annex IX(I1)

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A)

-B. Non-active devices assessment of technical

-1. Non-active implants and documentation

long term surgically invasive Conformity assessment based on

devices product quality assurance

-MDN 1101 Non-active

cardiovascular, vascular and

neurovascular implants

-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding:

DESIGN AND INTENDED quality management system Annex I1X(II) artificial spinal

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) disc; prosthetic

-B. Non-active devices assessment of technical joint

-1. Non-active implants and |documentation replacements

long term surgically invasive Conformity assessment based on (i.e. knee, hip

devices product quality assurance implants);

-MDN 1102 Non-active hyaluronic acid

osteo- and orthopaedic implant for

implants intraarticular use;
ligament
reconstruction
products
(synthetic).

-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Limited to hernia

DESIGN AND INTENDED quality management system Annex IX(II) meshes, urethral

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) stent implants,

-B. Non-active devices assessment of technical sutures, collagen

-1. Non-active implants and |documentation soft implants,

long term surgically invasive [Conformity assessment based on adhesion

devices product quality assurance (scarring)

-MDN 1104 Non-active soft prevention

tissue and other implants implants; surgical
hemostats and
sealants/collagen
-based hemostats

-l. CODES REFLECTING THE Conformity assessment based on a |Annex IX(l)

DESIGN AND INTENDED quality management system Annex IX(I1)

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A)

-B. Non-active devices assessment of technical

-2. Non-active non- documentation

implantable devices Conformity assessment based on

-MDN 1201 Non-active non-product quality assurance

implantable devices for

anaesthesia, emergency and

intensive care

-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding:

DESIGN AND INTENDED quality management system Annex IX(II) dialysis filters,

PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) dialysis solutions

-B. Non-active devices

-2. Non-active non-
implantable devices

-MDN 1202 Non-active non-
implantable devices for
administration, channelling
and removal of substances,
including devices for dialysis

assessment of technical
documentation

Conformity assessment based on
product quality assurance
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Product Procedures Articles /Annexes|Conditions
-l. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Excluding:
DESIGN AND INTENDED quality management system Annex IX(I1) embolectomy
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) catheter
-B. Non-active devices assessment of technical
-2. Non-active non- documentation
implantable devices Conformity assessment based on
-MDN 1203 Non-active non-product quality assurance
implantable guide catheters,
balloon catheters,
guidewires, introducers,
filters, and related tools
-1. CODES REFLECTING THE Conformity assessment based on a |Annex IX(I) Excluding: dental
DESIGN AND INTENDED quality management system Annex IX(11) instruments
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A)
-B. Non-active devices assessment of technical
-2. Non-active non- documentation
implantable devices Conformity assessment based on
-MDN 1208 Non-active non-product quality assurance
implantable instruments
-1. CODES REFLECTING THE Conformity assessment based ona |Annex IX(l) Limited to
DESIGN AND INTENDED quality management system Annex IX(11) solutions and
PURPOSE OF THE DEVICE Conformity assessment based on Annex XI(A) wipes for
-B. Non-active devices assessment of technical disinfecting
-2. Non-active non- documentation medical devices
implantable devices Conformity assessment based on
-MDN 1211 Non-active non-product quality assurance
implantable devices for
disinfecting, cleaning and
rinsing

Horizontal technical competences Limitations

MDS 1003 Devices manufactured utilising
tissues or cells of animal origin, or their
derivatives:

MDS 1004 Devices which are also machinery
as defined in point (a) of the second paragraph
of Article 2 of Directive 2006/42/EC of the
European Parliament and of the Council (1):

MDS 1005 Devices in sterile condition: aseptic processing, ethylene oxide gas sterilisation
(EOG), moist heat sterilisation, radiation
sterilisation (gamma, x-ray, electron beam)

MDS 1006 Reusable surgical instruments:

MDS 1009 Devices incorporating
oftware/utilising software/controlled by
oftware, including devices intended for
ontrolling, monitoring or directly influencing
he performance of active or active implantable

evices:
MDS 1010 Devices with a measuring function:
MDS 1011 Devices in systems or procedure
packs:
MDS 1014 Devices incorporating as an

integral part an in vitro diagnostic device:

Page 5




Horizontal technical competences Limitations
MDT 2001 Devices manufactured using metal
processing:
MDT 2002 Devices manufactured using

plastic processing:

MDT 2003 Devices manufactured using non-
metal mineral processing (e.g. glass, ceramics):

MDT 2004 Devices manufactured using non-
metal non-mineral processing (e.g. textiles,
rubber, leather, paper):

MDT 2006 Devices manufactured using
chemical processing:

MDT 2008 Devices manufactured in clean
rooms and associated controlled environments:

MDT 2009 Devices manufactured using
processing of materials of human, animal, or
microbial origin:

MDT 2010 Devices manufactured using
electronic components including communication
devices:

MDT 2011 Devices which require packaging,
including labelling:

MDT 2012 Devices which require installation,
refurbishment:
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MDS 1014 {FARGARISS B SEIMSETE
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MDT 2001 RAZEINNIHESHISIW:

MDT 2002 RAZEMIHERISE:

MDT 2003  RAEERIMMIHENRE (WK
. FR)

EVIDT 2004 RAIFZEIETMINTHERRE (Fls

héRam.

HSER. BEE. 4iK) :

MDT 2006 RAKEMIHERISE:

MDT 2008 1EESFEREXZIFIFERHISHEH

MDT 2009  RAAZE. sh¥siEMRREAEI

THIER 25
i R REI AR I TSRS

MDT 2010 RAHFHHIENIRE, Si5EE
R

MDT 2011 Fa&&E (Slhin) BgHE:

MDT 2012 ERE. BHINESE:
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