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Contact Points of National Authorities for Candidate EU Reference
Laboratories

This list provides contact details of the authorities responsible for selection of candidate EU
reference laboratories under Regulation (EU) 2017/746, in EU Member States and other eligible
countries.

This list is not yet complete. If no contact details of the responsible authority in your country are
provided, you can find a list with general contact details of authorities responsible for medical
devices and IVDs here: https://health.ec.europa.eu/medical-devices-sector/new-
regulations/contacts_en.

Belgié / Belgique / Belgien / Belgium

Federal Agency for Medicines and Health Products
Galileelaan 5/3

1210 Brussels

Tel: +32 2528 40 00

E-mail: recast. meddev@fagg.be

Bbarapua / Bulgaria

-

Ceska Republika / Czech Republic

Statni ustav pro kontrolu léciv
[State Institute for Drugs Control]
Srobarova 48

100 41 Praha 10

tel. +420 272 185 111
fax +420 271 732 377

e-mail: posta@sukl.cz

—

Hrvatska / Croatia


https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
https://health.ec.europa.eu/medical-devices-sector/new-regulations/contacts_en
mailto:recast.meddev@fagg.be
mailto:posta@sukl.cz
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Danmark / Denmark

The Danish Medicines Agency

Medical device Unit

Axel Heides Gade 1, DK - 2300 Kgbenhavn,

E-mail: Med-udstyr@dkma.dk

Website: https://laegemiddelstyrelsen.dk/da/udstyr/

Deutschland / Germany

Federal Ministry of Health

Division 124 "Medical Devices Safety"
FriedrichstraBe 108, 10117 Berlin
Postanschrift: 11055 Berlin

Tel: +49 (0)30 18441-2636

Fax: +49 (0)30 18441-4838

E-mail: 124@bmg.bund.de

Eesti / Estonia

Health Board

Medical Devices Department

1a Pollu st., EE - Tartu 50303,

E-mail: MSO@terviseamet.ee

Website: https://www.terviseamet.ee/et

Eire / Ireland

Health Products Regulatory Authority (HPRA)
E-mail: devices@hpra.ie

;

Ellada / Greece

'

Espaia / Spain
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Spanish Agency of Medicines and Medical Devices (AEMPS)

Departamento de Productos Sanitarios

C/ Campezo, 1, Edificio 8, 28022 Madrid

E-mail: psdivcontrol@aemps.es

Website: https://www.aemps.gob.es/productos-sanitarios/productossanitarios invitro/

France

Ministry of Health - Ministére chargé de la santé

Bureau qualité des pratiques et recherches impliquant la personne humaine- Sous-direction
politique des produits de santé et qualité des pratiques et des soins

14 Av. Duquesne

75350 Paris

Tel: 01405678 13

E-mail: laboratoiresdereferenceeuropeens@sante.gouv.fr

Italia / Italy

Ministry of Health

Viale Giorgio Ribotta, 5 - 00144 Roma
E-mail: dgfdm@postacert.sanita.it
Website: www.salute.gov.it

-

Fod”

Kypros / Kibris / Cyprus

Cyprus Medical Devices Competent Authority
Tel: +357 22605735
E-mail: cymda@mphs.moh.gov.cy

I
I
Latvija / Latvia

Ministry of Health

Brivibas street 72 k-1, Riga, Latvia, LV-1011
Tel : +371 67876000

E-mail : vm@vm.gov.lv

Website : www.vm.gov.lv
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Lietuva / Lithuania

]

[
Luxembourg
Ministry of Health

1, rue Charles Darwin
L-1433 Luxembourg

E-mail : meddevices@ms.etat.lu
Web site : https://sante.public.lu/fr.html

:-Ir" l

Malta

I

[

Magyarorszag / Hungary

Orszagos Gyogyszerészeti és Elelmezés-egészségiigyi Intézet (OGYEI; in English: National
Institute of Pharmacy and Nutrition)

H-1135 Budapest, Szabolcs utca 33.

1372 P.O. Box: 450

Tel: +36 1 883 9329; +36 30 388 7426
E-mail: amd@ogyei.gov.hu

[

[

Nederland / Netherlands

Ministerie van Volksgezondheid, Welzijn en Sport
Parnassusplein 5 | 2511 VX | Den Haag

medicaldevices@minvws.nl
WWW.minvws.nl

[
I
Osterreich / Austria

Federal Ministry of Social Affairs, Health Care and Consumer Protection
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Unit VII/B/1 Pharmaceuticals and Medical Devices, Blood, Tissue and Transplantation
Radetzkystrasse 2

A-1030 Vienna

Austria

E-mail: arzneimittel@gesundheitsministerium.gv.at

Polska / Poland

Portugal

National Authority of Medicines and Health Products, I.P. (INFARMED)
Parque de Saude de Lisboa - Avenida do Brasil, 53, 1749-004 Lisboa - Portugal
Tel: +351 217987235

E-mail: daps@infarmed.pt

Website: www.infarmed.pt

Romania

National Agency for Medicines and Medical Devices of Romania (NAMMDR)
Sos. Nicolae Titulescu 58, Sector 1, 011144, Bucuresti, Romania

Tel: 021-222.86.52; 021-260.01.58; 021-260.01.59

Fax: 021-222.86.83

E-mail: dgdm@anm.ro

Slovenija / Slovenia

Ministry of Health of the Republic of Slovenia
Stefanova ulica 5

1000 Ljubljana

Tel: +386 1478 60 01

E-mail: gp.mz@gov.si
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Slovenska Republika / Slovakia

=

Suomi / Finland

Finnish Medicines Agency Fimea
Medical Devices Unit

P.0.Box 55, FI-00034 FIMEA
FINLAND

E-mail: NB@fimea.fi

Sverige / Sweden

Swedish Medical Products Agency Likemedelsverket

Department of Medical Devices
Box 26, SE-751 03 Uppsala,

E-mail: registrator@lakemedelsverket.se

Web site

i
Norway / Norge

Norwegian Medicines Agency
E-mail: meddev-no@noma.no

Iceland / Island

MDR-IVDR Icelandic Medicines Agency

Vinlandsleid 14, 1S-113 Reykjavik
E-mail: ima@ima.is
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Liechtenstein

Turkiye

Tiirkiye Medicines and Medical Devices Agency (TiTCK)
Tel: +90 312 218 3250

Email: md.nb@titck.gov.tr



mailto:md.nb@titck.gov.tr

