MEDICAL DEVICES DECEMBER 2023

LisT oF MEMBER STATE COMPETENT AUTHORITY TSE/BSE CONTACT POINTS
COMMISSION REGULATION (EU) N° 722/2012 CONCERNING PARTICULAR REQUIREMENTS WITH RESPECT TO ACTIVE IMPLANTABLE MEDICAL DEVICES
AND MEDICAL DEVICES MANUFACTURED UTILIZING TISSUES OF ANIMAL ORIGIN

EU MEMBER STATES

Country Contact point E-mail address Postal address/Phone

Institute for Inspections, Medical Devices and
Haemovigilance

Austria medizinprodukte@basg.gv.at Traisengasse 5, A-1200 Vienna

@: +43 50555 36420

Federal Agency for Medicines and Health
Products, Health Products Division

Belgium STA.meddev@fagg-afmps.be Place Victor Horta 40, boite 40

B - 1060 Brussels

®: + 32 2524.83.22

Bulgarian Drug Agency (BDA)
8, Damyan Gruev Str.,

Bulgaria Todor Darakchiev medical@bda.bg BG -1303 Sofia

&: +359 2 890 3483

Agency for medicinal products and medical
devices

Ksaverska cesta 4

10 000 Zagreb

& +385 14884 100

Croatia Suzana Ostarcevic medpro@halmed.hr

Cyprus Medical Devices Competent Authority
Prodromou 1 & Chilonos 17 Corner

1449 Nicosia, Cyprus

®: +357 22 605735 - Androulla Stylianou

cymda@mphs.moh.gov.cy

Cyprus Androulla Stylianou



mailto:medizinprodukte@basg.gv.at
mailto:STA.meddev@fagg-afmps.be
mailto:medical@bda.bg
mailto:medpro@halmed.hr
mailto:cymda@mphs.moh.gov.cy

Czech Republic

Markéta Kalmarova

opc@sukl.cz

State Institute for Drug Control
Medical Devices Section

Expert Opinion Unit

Srobdrova 48

CZ - 100 41 Prague 10

@: +420 272 185 252

med-udstyr@dkma.dk

Danish Medicines Agency Inspection & Medical
Devices
Axel Heides Gade 1

EGDIE DK - 2300 -Kobenhavn
&: +45 44 88 9595
Health Board, Medical Devices Department

Estoni MSO@terviseamet.ee Paju 2, 50603 Tartu, Estonia

stonia B + 372 794 3500
Finnish Medicines Agency Fimea
dicaldevice@fi fi Medical Devices Unit
Finland me e'fa. te"ggmé?i‘fa' ' Mannerheimintie 166,
registryiiimea.fi P.0. Box 55, FI-00034 FIMEA, FINLAND
&: +358 29 522 3602
Agence nationale de sécurité du médicament et
des produits de santé (ANSM)
France dmtcos@ansm.sante.fr 143-147 boulevard Anatole France

93285 Saint Denis Cedex, France
BfArM
Kurt-Georg-Kiesinger-Allee 3

German

r y Dr. Nicole Bick md-bse@bfarm.de D- 53175 Bonn
@: +49 228 207 3891
National Organization for Medicines
284 Mesogion Ave
Greece Aspasia Nikokavoura anikokavoura@eof.gr

GR - 15562 Holargos, Athens
&: +30 213 2040 275



mailto:opc@sukl.cz
mailto:med-udstyr@dkma.dk
mailto:MSO@terviseamet.ee
mailto:medicaldevice@fimea.fi
mailto:md-bse@bfarm.de

National Institute of Pharmacy and Nutrition,
Department of Medical Devices

H-1051 Budapest, Zrinyi u. 3.

1372 P.O. Box: 450.

Hungary amd@ogyei.gov.hu Email: amd@ogyei.gov.hu
Web: https://ogyei.gov.hu/orvostechnika
&: +36 1 886 9329
Health Products Regulatory Authority
Medical Devices Department
. owen.melia@hpra.ie Kevin O’Malley House, Earlsfort Centre, Earlsfort
Ireland Owen Melia " . :
devices@hpra.ie Terrace, Dublin 2.
&: +353 1676 4971
Ministry of Health - Dipartimento della
programmazione e dell'ordinamento del Servizio
Sanitario Nazionale - Direzione Generale dei
Italy AR B an.donato@sanita.it d_|sp05|t|V| medici, del servizio farmaceutico e della
sicurezza delle cure — Office III
Viale Giorgio Ribotta, 5 - 00144 Roma - IT
&: +39 06 59943063
State Agency of Medicines of Latvia
Andis.Vilums@zva.qov.Iv Medical Devices Division
Andis Vilums i|:1fo@zva o .Iv : Jersikas iela 15 Riga, - LV-1003, Latvia.
] ] &: +371 67078466
Latvia
The Health Inspectorate
. . The Division of Health Care Institution Control
Jelena Cirule Je'e”%ic'cji'eg@v":;/qov"" Klijanu iela 7, Riga, LV-1012, Latvia.
vi@vi.gov.lv &®: +371 670 81611
Ministére de la Santé
1 rue Charles Darwin
Luxembourg meddevices@ms.etat.lu L-1433 Luxembourg

@: +352 247 85500



mailto:amd@ogyei.gov.hu
mailto:amd@ogyei.gov.hu
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mailto:devices@hpra.ie
mailto:Andis.Vilums@zva.gov.lv
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Malta

devices.medicinesauthority@gov.mt

Malta Medicines Authority

Medical Devices Unit

Medicines Authority

Sir Temi Zammit Buildings, Malta Life Sciences Park
San Gwann SGN 3000, Malta

&: +356 2343 9000

Netherlands

Robert Geertsma

Robert.Geertsma@rivm.nl
TSE-consultation@rivm.nl

Centre for Health Protection; RIVM - National
Institute for Public Health and the Environment
P.O. Box 1; NL 3720 BA BILTHOVEN

&: +31 88 689 2328

Poland

Aleksandra Rodatus-Gil

incydenty@urpl.gov.pl

The Office for Registration of Medicinal Products
Medical Devices and Biocidal Products

Al. Jerozolimskie 181C

PL-02-222 Warsaw

B: +48 22 492 15 54

Portugal

Judite Neves

daps@infarmed.pt

Health Products Directorate

INFARMED - National Authority of Medicines and
Health Products, I.P.

Parque da Saude de Lisboa, Av. do Brasil, n® 53
PO: 1749-004 Lisboa

@: + 351 21798 7235/7294

Romania

drasp@anm.ro

National Agency

for Medicines and Medical Devices of Romania
58, Sos. Nicolae Titulescu, sector 1, Bucharest

&: +40 260 0158

Slovakia

Ivan Bernat

ivan.bernat@sukl.sk

State Institute for Drug Control
Medical Devices Section

Kvetna 11,

825 08 Bratislava 26, Slovakia

&: +421 2 50701307



mailto:devices.medicinesauthority@gov.mt
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Slovenia

info@jazmp.si

Agency for Medicinal Products and Medical
Devices of the Republic of Slovenia
Slovenceva 22,

1000 Ljubljana

&: +386 8 2000 500

Spain

Concepcion Rodriguez
Mateos

psinvclinic@aemps.es

Agencia Espanola de Medicamentos y Productos
Sanitarios

C/Campezo 1, Edificio 8

ES-28022 Madrid

@: +34 91 8225270

Sweden

reqgistrator@lakemedelsverket.se

Swedish Medical Products Agency
'Lakemedelsverket'

Department of Medical Devices

Box 26

SE-751 03 Uppsala

&: +46 18 174600



mailto:info@jazmp.si
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EEA/EFTA countries

Country Contact point Email address Postal address/Phone
MDR-IVDR Icelandic Medicines Agency
Iceland ima@ima.is Vinlandslei® 14, IS-113 Reykjavik - Island
(EFTA) medical.devices@lyfjastofnun.is | &: + 354 520 2100
The Norwegian Medical Products Agency
(NOMA)
Norway o 1. ) PO Box 240 Skgyen,
(EFTA) Anna-Mari Hakelien meddev-no@legemiddelverket.no 0213 Oslo, Norway

@: +47 22 89 77 00

EU-Tiirkiye Customs Union Agreement

Tlirkiye

Medical Devices
International Coordination
and Legislation Unit

Unit for Harmonization
with EU Legislation

tibbicihaz.pgd@titck.gov.tr

md.reg@titck.gov.tr

Turkish Medicines and Medical Devices
Agency

Sogutoza Mah. 2176 Sokak No:5 06520 Cankaya/
Ankara

&: + 90312218 30 00
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