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This document has been endorsed by the Medical Devics Coordinatil Grang (WOCS] |
established by Article 103 of Regulation (EU) 2017/745. The MDCG iz composed of
representatives of all Member States and it is chaired by a representative of the European
Commission.

The document iz not a European Commission document and it cannct be regarded as
reflecting the official position of the European Commission. Any views expressed in this
document are not legally binding and only the Court of Justice of the European Union can give
binding interpretations of Union law.

plir il

MDCG 2019-7
Guidance on Article 15 of the Medical Device Regulation (MDR) and
in vitro Diagnostic Device Regulation (IVDR) regarding a ‘person
responsible for regulatory compliance’ (PRRC)

Manufacturers® (paragraph 1)

“Manufacturers shall have available within their organisation at least one person
responsible for reg y compliance who pc the requisite expertise in the
field of medical devices. The requisite expertise shall be demonstrated by either of the
following qualifications:

(a) a diploma, cerificate or other evidence of formal qualification, awarded on
completion of a university degree or of a course of study recognised as eguivalent by
the Member State concemed, in law, medicine, pharmacy, engineering or another
relevant scientific discipline, and at leasi one year of professional experience in
reguiatory affairs or in gualify management systems relating to medical devices;

(b) four years of professional experience in regulatory affairs or in quality management
systems relating to medical devices.

Without prejudice to nafional provisions regarding professional qualifications,
manufacturers of custom-made devices may demonstrate the requisite expertise
referred to in the first subparagraph by having af leasf two years of professional
experience within a relevant fleld of manufacturing.”

Clarification on qualifications
It shall be noted that:

- [For the purpose of fulfilling the requirement laid down in point *a" of Adicle 15
1), any gualification acquired outside the EU. including any university diplomas
or_cerfificates, should have been recognised by an EU Member State as
equivalent to the EU comesponding gualification.

1 Enterprises which employ at least 50 persons and whose annual turnover andior annual balance sheet total
exceeds EUR 10 milion {Commission Recommendation 2003/381/EC of 6 May 2003).

Medical Devices

Medical Device Coordination Group Document MDCG 2019-07 Rev 1

MDCG 2019-07 Rev.1

Guidance on Article 15 of the medical device
regulation (MDR) and in vitro diagnostic device
regulation (IVDR) on a ‘person responsible for
regulatory compliance’ (PRRC)

December 2023

This document has been endorsed by the Medical Device Coordination Group (MDCG)
established by Aricle 103 of Regulation (EU) 2017/745. The MDCG is composed of
representatives of all Member States and it is chaired by a representative of the European
Commission.

The document is not a3 European Commission document and it cannot be regarded as
reflecting the official position of the European Commission. Any views expressed in this
document are not legally binding and only the Court of Justice of the European Union can
give binding interpretations of Union law.
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Search for

Economic Operators

'+DD % '% D D DSD D ;

Search for economic operators (manufacturers,
system/procedure pack producers, authorised
representatives, importers).

Home > Economic Operators

@ Economic Operators

The search for economic operators allows you to search and retrieve all records that contain the search terms you enter. At least one search criterion is

mandatory.

-0 . :
== Search criteria

Filters
eName or abbreviated name eActorIDfSRN
Role © AR/ Importer Name © 4R/ Importer IDISRN

Authorised Representative ~

e Country e Competent Authority

Germany - | Al
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Search for

Economic Operators

Search for economic operators (manufacturers,

system/procedure pack producers, authorised
representatives, importers).

1+DD %

%D D DSD D ;

The search
mandatory.

o
== Seg

Role|

Ad

EUDAMED - European Database on Medical Devices

‘Hnme GGG UDI/Devices v ‘Cerli‘ﬁcates v ‘News‘

Home > Economic Operators

@ Economic Operators

The search for economic operators allows you to search and retrieve all records that contain the search terms you enter. At least one search criterion is
mandatory.

o= -
=< Search criteria

Country: Germany X Role: ised Repi tative X New search

723 records found.

Actor 5 . :
+ Version Role Name Abbreviated name City name Country
ID/SRN
DE-AR- 3 Authorised Shanghai International Holding Hambur German
000000001 (Current)  Representative Corp. GmbH(Europe) [DE] 9 d
DE-AR- 7 Authorised
200000002 (Curen)  Representative MedNet EC-REP GmbH [EN] Manster Germany
DE-AR- 2 Authorised Dr. Ebeling & Assoc. GmbH [D
000000003 (Current)  Representative £l e Hanbuy ST
DE-AR- 1 Authorised
PENTAX E GmbH [EN Hamb G
000000006 (Current) Representative urope GmbH [EN] amburg ermany
DE-AR- 4 Authorised
Si Dental Syst GmbH Benshei G
000000030 (Current)  Representative rona Bental Systems Gm ensneim ermany
DE-AR- 6 Authorised Medical Technology Promedt C MT Promedt Consulting St Ingbert German
000000085 (Current) Representative onsulting GmbH [DE] GmbH [DE] -1ng ¥

View

a
o
ﬂnnnnnﬁ
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EUDAMED - European Database on Medical Devices

Home EGGIENRAN UDl/Devices v | Certificates v | News

Home » Economic Operators > DE-AR-000004942

A Authorised Representative, DE-AR-000004942, Europecert - [Germany]

4 Go back to the list

Actor information

Actor information

Version 1 (Current) & Last update date: 2021-05-26
Non-EU manufacturers

Competent Authority Actor identification
Devices Actor IDISRN DE-AR-000004942
Actor address
Role Authorised Representative
Country Germany Street name
Actor/Organisation name Europecert [DE] Street number

Abbreviated name - )
Address line 2

VAT number DE307906781

PO box
EORI DES67656547703134

City name
National trade register - Y
Last confirmation date of actor - Postal Code

data accuracy

Latitude

Longitude

Alssir.

97

Manchengladbach

41063

Country Germany

% %$
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EUDAMED - European Database on Medical Devices

Home WGGIERRAN UDl/Devices v

Certificates v | News

Home » Economic Operators > DE-AR-000004942

A Authorised Representative, DE-AR-000004942, Europecert - [Germany]

4 Go back to the list

Actor information
Non-EU manufacturers
Competent Authority

Devices

Actor information

Version 1 (Current) & Last update date: 2021-05-26

Actor identification

Actor ID/SRN

Role Authorised Representative

Country

Actor/QOrganisation name

Abbreviated name

VAT number

EORI

National trade register

Last confirmation date of actor

data accuracy

DE-AR-000004942

Germany

Europecert [DE]

DE307906781

DE967656547703134

First name

Last name

Email

Telephone number

Responsible for

Street name

Street number

Address line 2

PO box

<

City name

Postal Code

Latitude

Longitude

George Soio Augustine

Person Responsible for Regulatory Compliance

Soio Augustine

George

sgi@i3cglobal.com

+919945912081

Safety officer for medical devices

S8, JJ Park, 4 Cross, BhavaniNagar, 5.G Palya

Bangalore

560029

% %$
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EUDAMED - European Database on Medical Devices

Home FGGEREAN UDl/Devices v

Ceriificates v | News

Home > Economic Operators > DE-AR-000005583

B Authorised Representative, DE-AR-000005583, mediworx.one GmbH -

[Germany]

4 Go back to the list

Actor information
Non-EU manufacturers
Competent Authority

Devices

Actor information

Version 3 (Current) @ Last update date: 2023-09-01 D See all versions

Actor identification

Actor IDISRN

Role

DE-AR-000005583

Authorised Representative

Country

Actor/Organisation name

Abbreviated name

VAT number

EORI

National trade register

Last confirmation date of actor

dat

Germany
mediworx.one GmbH [DE]
mediworx ane [DE]

DE333499361

HRB: 722349 Handelsregister Freiburg

Actor contact details

Email schaefer@nexos-technology.com

Telephone number

Web site

Person Responsible for Regulatory Compliance

Schaefer Olaf

First name

Last name

Email schaefer@nexos-technology.com

Telephone number

Responsible for

Street name

Street number

Address line 2

www.aureps.com

Olaf

Schaefer

+491752490790

- MM

Otto-Hahn-Strasse

— MM

% %% "1
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European
Commission

@ English

Search

EUDAMED - European Database on Medical Devices

Home EBEGIEEERVE UDI/Devices + | Cerfificates v | News

Home »> Economic Operators

B Economic Operators

The search for economic operators allows you to search and retrieve all records that contain the search terms you enter. At least one search criterion is

mandatory.

o S
=2 Search criteria

Country: Germany X Role: Manufacturer X Rew search

3523 records found.

I[?ICSE;;I + Version Role Name
E’;g’:;ﬂ - ; Cuir“em) Manufacturer  Spiegelberg GmbH & Co. KG [DE]
DE-MF- 1 Manufacturar MEDEL Medizinische Elekironik Hande
000000021 (Current) Isgeselischaft mbH [DE]
E’;g"‘;ﬂzz [Curzrem) Manufacturer SCHEU-DENTAL GMBH [DE]
556;:)%023 tc”;em) Manufacturer MOBAMED Paul Danz AG [DE]
EEU-BTJFU-DH [Curzrent) Manufacturer pro3dure medical GmbH [DE]
E)(fn-g’:JFn-DZT ECu;ent) Manufacturer MedVision AG [DE]
ngdgL%uzg tCur-l:em) Manufacturer Sirona Dental Systems GmbH
E(fu-g’gu-um Ec”rzmm) Manufacturer  PRISMAN GmbH [DE]

Abbreviated name

City name

Hamburg

Hamburg

Iserlohn

Wetter (Ruhr)

Iserlohn

Unna

Bensheim

Lorsch

Country

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

View
detail

o]
[o]
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European

Commission

@ English

Search

Home REGL

Home > Ecor

B Econ

The search for

Person Responsible for Regulatory Compliance

Metz Alexander

First name

Last name

Email

Telephone number

Alexander

Metz

alexander.metz@prisman.de

+49625186698025

mandatory. ible for Verantworiliche Person fur die Einhaltung ven ng@
O Street name Otto-Hahn-Ring
=< Search
Street number 6-18
Country: Gem
Address line 2 =
3523 reco| ro box :
Actor City name Lorsch
ID/SRN
DE-MF- Postal Code 64653
On000s Country Germany
DE-MF-
000000021 Latitude -
DE-MF- Longitude o
000000022
DE-MF- 1
Manufacturer NOBAMED Paul Danz AG [DE
000000023 (Current) e
DE-MF- 2 .
T (Current) Manufacturer pro3dure medical GmbH [DE]
DE-MF- 1 .
000000027 (Current) Manufacturer MedVision AG [DE]
DE-MF- 7
Manufacturer Sirona Dental Systems GmbH

000000029 (Current) L
DE-MF- 2
000000031 (Current) Manufacturer PRISMAN GmbH [DE]

ou enter. At least one search criterion is

City name

Hamburg

Hamburg

Iserlohn

Wetter (Ruhr)

Iserlohn

Unna

Bensheim

Lorsch

Country

Germany

Germany

Germany

Germany

Germany

Germany

Germany

Germany

View
detail

% %$

"1

TECHNISCHE
HOCHSCHULE
LUBECK



—
o

00

European

Commission

@ English

Search

Person Responsible for Regulatory Compliance

Metz Alexander

LU ACtOr) First name
Home > Ecoil l2stname
ﬁ Econ Email
Telephone number
The search for
mandatory. Responsible for
= Street name
=< Search
Street number
Country: Gem
Address line 2
- 3523 reco| ro vox
Actor City name
ID/SRN
DE-MF- Postal Code
000000008
Country
DE-MF-
000000021 Latitude
DE-MF- Longitude
000000022
DE-MF- 1
Manufacturer
000000023 (Current)
DE-MF- 2
000000024 (Current) Manufacturer
DE-MF- 1
000000027 (Current) Manufacturer
DE-MF- 7
Manufacturer
000000029 (Current)
DE-MF- 2
000000021 (Current) Manufacturer

Person Responsible for Regulatory Compliance

Voelske Rebecca

Biinger Dr. Joachim

Brand Thomas

Seidel Dr. Stefan

Nuhn Frank

Arico Mareike

Loh Malte

Krause Dr. Stephan

Studt Claudia

Sperling Dr. Christian

Schlicht Henning

Skalik Dr. Annika

Schrader Marvin-Nils

Otto Stefanie

STOTTE DETIET Sy STENTS OImoTT

PRISMAN GmbH [DE]

First name

Last name

Email

Telephone number

Responsible for

Claudia

Studt

claudia.studt@bbraun.com

+4515167029982

Vascular Systems: Conformity check before product release Declaration
of Conformity

Street name Sieversufer
Street number 8
Address line 2 -
PO box -
City name Berlin
Postal Code 12359
Country Germany
Latitude -
Longitude -
L] |

(L

% %$
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TECHNISCHE

I ./ 0 O 0 HOCHSCHULE
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LUBECK
- . .
uon  Person Responsible for Regulatory Compliance M M
Berlemann Stephan -
Metz Alex;
Home [N AR First name Stephan
Home > Ecorf Lestneme Last name Berlemann
Email
Econ
ﬁ Tele Email sb@kreienbaum-neo.de
phone
The search for
mandatory. R ibl|
| Respens Telephone number +49217339927150
g Search Street nam
=
Strest num Responsible for Geschaftsfohrer M I\/I
AcdreEsliy re product release Declaration
Street name Robert-Koch-5tr.
3523 reco| ro box
Actor | ¢y name Street number 9
IDISRN
Postal Cod
DE-MF-
000000008 Address line 2 -
Country
DE-MF-
000000021 | Latitude PO box -
DE-MF- Longitude
000000022 City name Langenfeld
DE-MF- 1
000000023 (Curre
Postal Code 40764
DE-MF- 2
000000024 (Curre
DE-MF- 1 Country Germany
000000027 (Curre
DE-MF- 7 Latitude -
000000029 (Curre
DE-MF- 2 .
000000031 (Curre| Longitude -

% %% "1
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Volume 12, Issue 4, December 2023, 100789

Health Policy and Technology G @;

Commentary

Economic and organisational impacts of
medical device regulation in Europe: Is the
price too high for small and medium
enterprises?

Matteo Saia 9, Pauline Cavagna ¢, Tess Martin ° €, Valentina Beretta 2, Judith Pineau ¢, Nicolas

MartelliP¢ & &

Show more v

<+ Add to Mendeley ocg Share 99 Cite

https://doi.org/10.1016/j.hlpt.2023.100789 A Get rights and content 2
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Interne PRRC

» Vertragliche Haftung im

Innenverhialtnis gegeniiber
Arbeitgeber

* Personliche Haftung im
AuBenverhiltnis gegeniiber

Dritten
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