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Importer and Distg

The roles and responsibilities of impor. icantly ch
increase with the MDR. Traceability i DR. All economic

(manufacturers, authorized represen nd distributors) shall coor
enable fraceability of medical devi ligations for importers (Artic
and distributors (Article 14) were ir ation. Please find enclosed
corresponding articles as excerpts

Importer
In the MDR the importer is de
European Union that places
function importers have the
placed on the market.
Thus, before placing on the erify for each d
that the following applies: '
- Device is CE marked
- EU declaration of co
- The manufacturer is
- An authorized repres Signo
- MDR-conform label ¢
- Indication of the i d U
packaging orin a dc g
(Pay special attentio S that
case, each importer ort.)
- UDI has been assigne

Il person established within the
ountry on the Union market. In this
= that on onform devices ¢

Jwn up.

Further obligations of the imp¢
- In case the importer cc¢
be placed on the mark
- Manufacturer and the
conformities by the impo
- In the event of serious ris , =5 have
informed by the importer.
- EUDAMED registration of the
- Verification of the device regd
- Control of storage or transp
manufacturer’s requirements wi
- Keep aregister of complaints.
- Cooperate with the manufact
competent authorities.
- Inform manufacturer and its authorizeo
- Keep a copy of the EU declaration
applicable.

evice shall not

about non-
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Distributor
The definition of the distributor is any natural or legal perso >ther than
the manufacturer or the importer that makes a device ¢ o until the
point of putting into service. The obligations for distrib dorters
but still challenging.
Using representative sampling the distributors s
fulfilling the following requirements:
- Deviceis CE marked.
- EU declaration of conformity has beg
- MDR-conform label and insfructi
determined by the Member State
- UDI has been assigned by the g applicable.
- Indication of the importer, whe

icial ¢
vailable).

Further obligations of the distributor
- Control storage and ftra
recommendations.
- In case the distributor co
make available on the
- Manufacturer, the aut
non-conformities.
- In the event of seriou > authoritie
informed.
- Keep aregister of cor
- Cooperate with the ¢

oly with the manufacturer’

m to MDR, the device s

porter shall be informed about

ell as the

Conclusion
Manufacturers shall make ¢
with the new Medical De
agreements which define
manufacturer and its econo

For more deta

MedNet GmlbH e BorkstraBe 10 e 48163 Muenste

Phone +49 251 32266-0 e Fax +49 251 32266

www.mednet-eurep.com e ecrep@medneteurope.c
2



http://www.mednet-eurep.com/
mailto:ecrep@medneteurope.com
mailto:ecrep@medneteurope.com

Excerpt of

REGULATION (EU) 2017/745 OF THE EUROPEAN PAR
of 5 April 2017

on medical devices, amending Directive 2001/83/EC, Reg
1223/2009 and repealing Council Direc

General ob

1. Importers shall place on tt
conformity with this Re

2. Inorder to place a de
that:

s shall verify

a. thedevice h Jeclaration of
conformity
b. amanufa sed
represen as been
designa
c. thede
acco ons o: "
d. wher assigned b

man Atrticle 27
Whe! as reasor
devi he reg
Reg devi

has & a
man er's
repre c
belie

devic

Memb

3. Importers s
document ac
name or regis
and the addres
location can be
label does not ol
the manufacture

4. Importers shall ver
system in accordance
details to the registrat!

5. Importers shall ensure tha
responsibility, storage or tra
compliance with the general s
set out in Annex | and shall co
manufacturer, where available.

6. Importers shall keep a register of compla
devices and of recalls and withdrawals, and
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manufacturer, authorised representative and distributors with any
information requested by them, in order to allow them to
investigate complaints.

Importers who consider or have reason to believe that 3
which they have placed on the market is not in confo
this Regulation shall immediately inform the mal
authorised representative. Importers shall co-op
manufacturer, the manufacturer's authorised
competent authorities to ensure that the ne
to bring that device into conformity, to wi
taken. Where the device presents a serio
immediately inform the competent a
States in which they made the device
the notified body that issued a certi
Avrticle 56 for the device in questi
of the non-compliance and of a

Importers who have received
healthcare professionals, pa
incidents related to a device
shall immediately forward
and its authorised represe

Importers shall, for the
copy of the EU declarat
of any relevant certificz
supplements, issued in

Importers shall coope
request, on any action
mitigate the risks pose
market. Importers, upa
Member State in whic
business, shall provide
where that is impracticz
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Article 14
General obligations of distributors

When making a device available on the market, distributors s
in the context of their activities, act with due care in relati
requirements applicable.

Before making a device available on the market, o
verify that all of the following requirements are

the device has been CE marked and that tt
conformity of the device has been drawr

the device is accompanied by the in
manufacturer in accordance with A

for imported devices, the impo
requirements set out in Article

that, where applicable, a UD
manufacturer.

In order to meet the req a), (b) and
(d) of the first subparagr ply a sampli
method that is represe d by
distributor.

Where a distributor cor eve that a de
is not in conformity wi Regulation
shall not make the dev until it has
brought into conformi fact

where applicable, the Drese

and the importer. Whe rh
believe that the device 1 fa
device, it shall also inf of
State in which it is esta

Distributors shall ensure
responsibility, storage o
conditions set by the ma

Distributors that consider ¢
which they have made avai
with this Regulation shall i
and, where applicable, the ma
representative and the importe
the manufacturer and, where ap
authorised representative, and the
authorities to ensure that the neces
that device into conformity, to withc
appropriate, is taken. Where the distr
to believe that the device presents a se
immediately inform the competent autho
States in which it made the device available
particular, of the non-compliance and of an
taken.

Distributors that have received complaints or report
healthcare professionals, patients or users about suspect
incidents related to a device they have made available, sha
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immediately forward this information to the manufacturer and,
where applicable, the manufacturer's authorised representative,
and the importer. They shall keep a register of complaints, of n
conforming devices and of recalls and withdrawals, and keg
manufacturer and, where available, the authorised repre
and the importer informed of such monitoring and pro
with any information upon their request.

7. Distributors shall, upon request by a competen
it with all the information and documentatio
disposal and is necessary to demonstrate
device.

Distributors shall be considered to
referred to in the first subparagrap
where applicable, the authorised
question provides the required
cooperate with competent au
action taken to eliminate the
have made available on the
competent authority, shall p
where that is impracticable
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