CMDh

Co-ordination Group for Mutual Recognition

and Decentralised Procedures — Human

CONTACT POINTS FOR ADVICE ON MUTUAL RECOGNITION AND DECENTRALISED PROCEDURES

(The list is provided to assist pharmaceutical companies identifying a contact point for advice on the Mutual Recognition or Decentralised Procedures in each Member State. The
persons listed should only be approached for general questions regarding the MRP or DCP and not for a particular application. For advice on particular applications please contact
the person in charge of that application in the respective Member State.)

COUNTRY CONTACT PERSON ADDRESS PHONE NR FAX NR E. MAIL
Christa WIRTHUMER- Federal Agency for Safety in Health +43 5 0555 36500 +43 5 0555 36508 christa.wirthumer-hoche@ages.at
HOCHE Care
Kristof LISZKA AGES PharmMed +43 50555 36610 | +43 50555 36629 | kristof.liszka@ages.at
AUSTRIA LCM
Schnirchgasse 9
A-1030 VIENNA
Vanessa BINAME Agence Fédérale des Médicaments et |[+32 2524 81 70 +32 2524 80 01 Vanessa.biname@afmps.be
des Produits de Santé
BELGIUM 40 Place Victor Horta
Boite 40
B-1060 BRUSSELS
lvanka ATANASOVA Bulgarian Drug Agency +359 2 944 38 36 +359 2 943 44 87 ivanka.atanasova@bda.bg
26 Yanko Sakazov Blvd
Tzvetomir DELIYSKI 1504 Sofia +3502944 6999  |+359 2943 44 87 tzvetomir.deliyski@bda.bg
BULGARIA Bulgaria (ext. 322)
Diana KATRANDZHIEVA +359 2 944 63 65 +359 2 943 44 87 diana.katrandzhieva@bda.bg
Panayiota KOKKINOU Ministry of Health +357 22407103 +357 2240 71 49 pkokkinou@phs.moh.gov.cy
Pharmaceutical Services
Irene Pericleous 7 Larnacos Avenue 00 357 22 407 138 +357 2240 71 49 ipericleous@phs.moh.gov.cy
(Validation of Applications) |CY — 1475 Nicosia
AL Lefkosia
Sofia PETRIDOU +357 22407174 +357 224071 49 spetridou@phs.moh.gov.cy
(New Applications, Renewals
and Variations)
CZECH Marketa HRBASOVA State Institute for Drug Control +420 272 18 57 17 +420 271 732 377 mrp@sukl.cz
REPULBIC (New Applications and Srobarova 48
Variations) CZ-100 41 Praha 10
Joan BOYE Danish Medicines Agency +45 44 88 9254 +45 44 940 237 jpo@dkma.dk
DENMARK Axel Heides Gade 1

Susanne LJJRRING
(Validations of variations)

DK-2300 Copenhagen

+45 44 88 92 09
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COUNTRY CONTACT PERSON ADDRESS PHONE NR FAX NR E. MAIL
Margit PLAKSO State Agency of Medicines +3727 374140 +3727 37 41 42 margit.plakso@sam.ee
ESTONIA ) 1 Nooruse Street
Triin MAESALU EE-50411 Tartu +3727 37 41 40 +3727 37 41 42 triin.maesalu@sam.ee
Estonia mrp@sam.ee
Anna TIRRI National Agency for Medicines +358 9 4733 4352 +358 947334368 anna.tirri@nam.fi
(generic products) P.O. Box 55
FINLAND ) (Mannerheimintie 103b )
(originator products) marja.helenius@nam fi
Alban DHANANI Agence frangaise de sécurité sanitaire | +33 1 5587 3293 +33 1 5587 3292 Alban.dhanani@afssaps.sante.fr
des produits de santé (Afssaps)
pRaies 143-147 bd Anatole France
FR-93285 SAINT-DENIS CEDEX
Peter BACHMANN Federal Institute for Drugs and +49 228 207 4163 +49 228 207 3452 p.bachmann@bfarm.de
(new applications) Medical Devices
BfArM . .
GERMANY Susanne W!NTERSCHEID Kurt-Georg Kiesinger-Allee 3 +49 228 207 4172 +49 228 207 4303 s.winterscheid@bfarm.de
(variations) D-53175 Bonn
Brigitte HAMMES +49 228 207 4330 +49 228 207 4303 b.hammes@bfarm.de
(renewals)
GERMANY Katrin Voller Paul Ehrlich Institute (PEI) +49 6103 77 3902 +49 6103 77 1251
(sera, vaccines, Paul Ehrlich str. 51-59 eu-cooperation@pei.de
blood D - 63225 LANGEN

preparations)

Katerina MORAITI (Head
of Evaluation Division)

National Organization for Medicines
Registration Division

+302 10 650 7209

+302 10 654 7202

kmoraiti@eof.gr

GREECE Catherine KEHAGIA '\H"s;‘:gg’sn Avenue 284 +30210 6507242  [+302 106547202 | kkehagia@eof.ar
(Head of Evaluation Section) GR - ATHENS 15562
Katalin VARSANY!I National Institute of Pharmacy +361 8869 361 +36 1318 11 67
HUNGARY ﬁ”;‘ggkj 3 (direct line) mrp-dcp-new-cms@ogyi.hu
B +361 8869 300
Budapest (general number)
Ms Rannveig Iceland Medicines Control Agency +354 520 2100 +354 561 2170 rannveig.gunnarsdottir@imca.is
GUNNARSDOTTIR Eidistorg 13-15
Porbjérg KIARTANSDOTTIR | P-O.Box 180 thorbjorg.kjartansdottir@imca.is
ICELAND (Referrals) I172I Si—;ltjarnarnes
celan

Magnus JOHANNSSON

Inga PALSDOTTIR
(Appl and var; referrals)

magnus.Johannsson@imca.is

ingibjorg.palsdottir@imca.is
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COUNTRY CONTACT PERSON ADDRESS PHONE NR FAX NR E. MAIL
Audrey BUTLER Irish Medicines Board +353 1 676 4971 +353 1 676 8490 audrey.butler@imb.ie
IE - RMS The Earlsfort Centre
Audrey BUTLER Earlsfort Terrace audrey.butler@imb.ie
IE - CMS IR - DUBLIN 2
IRELAND Cathy HEMPENSTALL cathy.hempenstall@imb.ie
(variations)
Rachel O’'ROURKE rachel.orourke@imb.ie
(Renewals)
Dr Olive SMYTH olive.smyth@imb.ie
Gabriella CONTI Agenzia Italiana del Farmaco +39 06 5978 4475 +39 06 5978 4248 g.conti@aifa.gov.it
(IT as RMS/CMS) Via Sierra Nevada, 60
Sandra PETRAGLIA |1 00144 Roma +39 06 5978 4260 s.petraglia@aifa.qov.it
(IT as RMS/CMS)
ITALY
Sabrina GIACOMELLI +39 06 5978 4264 +39 06 5978 4987 s.giacomelli@aifa.gov.it
(IT as RMS)
Caterina GUALANO +39 06 5978 4277 c.qgualano@aifa.gov.it
(IT as RMS)
Elena KARASHEVSKA State Agency of Medicines +371 70784 16 +371 70784 28 Elena.karashevska@zva.gov.lv
LATVIA Jersikas iela 15
Inga ZARZECKA LV - 1003 +371 70784 17 +371 70784 28 Inga.zarzecka@zva.gov.lv
Riga

LIECHTENSTEIN

Brigitte BATLINER

Amt fur Gesundheit
Aulestrasse 51

P.O.Box 684

FL-9490 Vaduz

Principality of Liechtenstein

+423 236 73 25

+423 236 73 50

Brigitte.Batliner@ag.lIv.li

alkvw@llv.li

LITHUANIA

Daiva REINOTIENE

Ausrine AUGAITYTE
(New applications and
Renewals - Validation)

Birute VALKAUSKAITE
(New applications and
Renewals - Responses)

Vaida DUGNAITE
(Variations)

State Medicines Control Agency
9/1 Traku Str.

LT -01132

Vilnius

+370 5 269 13 21
+370 5269 13 20

+370 5 269 18 96

+370 5 269 19 03

+370 5 263 92 65

daivareinotiene@vvkt.It

ausrineaugaityte@vvkt.It

birutevalkauskaite @vvkt.It

vaidadugnaite@vvkt.It
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COUNTRY

CONTACT PERSON

ADDRESS

PHONE NR

FAX NR

E. MAIL

Jacqueline GENOUX-

Direction de La Santé

+352.478.55.93

+352 26 20 01 47

Jacqueline.genoux-

HAMES Villa Louvigny hames@ms.etat.lu
LUXEMBOURG D|V|§|on de la Pharmacie et des
Medicaments
Allée Marconi
L- 2120 Luxembourg
Helen VELLA Medicines Authority +356 234391 10 +356 23 43 9158 helen.vella@gov.mt
Licensing Directorate +356 23 43 9161
MALTA 198 Rue D’Argens
GZR 03
Gzira
Sandra KRUGER-PETERS |Medicines Evaluation Board +31 70 356 74 28 +31 70 356 7515 ag.kruger@cbg-meb.nl
Ronald JANSEN ﬁ')v_ %r(;‘:(a{gtzgg +31 70 356 70 67 tb.jansen@cbg-meb.n|
(Head of PTG central NL-2500 BE Den Haag
nervous system)
Fons WESSELING +31 70 356 74 31 aim.wesseling@cbg-meb.nl
(Head of PTG cardiovascular
THE diseases, female hormones,
diabetes)
NETHERLANDS
Sipko MULDER +31 70 356 74 21 hs.mulder@cbg-meb.nl
(Head of PTG oncology,
blood products)
Bert HIEMSTRA +31 70 356 75 12 hs.hiemstra@cbg-meb.nl
(Head of PTG vaccines,
infectious disorders,
endocrinology)
MRP and DCP procedures |The Norwegian Medicines Agency +47 22 89 77 00 +47 22 8975 21 mt@noma.no
Sven Oftedalsvei 8
NORWAY N-0950 Oslo
Inger Heggebg +47 22 8977 44 +47 2289 77 99 Inger.Heggebo@legemiddelverket.no
Urszula SCIESZKO-FIC | Office for Registration of Medicinal +48 22 492 13 70 +48 22 492 13 79 Urszula.scieszko@urpl.gov.pl
Products, Medical Devices and
Andrzej Czestauski Biocidal Products +4822 492-1349 +48 22 492 13 79 andrej.czeslawski@urpl.gov.pl
POLAND 41 Zabkowska Str.

(New Application)

Grzegorz CESSAK
(Variations)

03-736 Warsaw, Poland

+4822 492 136 0

+48 22 492 13 69

Grzegorz.cessak@urpl.gov.pl
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COUNTRY

CONTACT PERSON

ADDRESS

PHONE NR

FAX NR

E. MAIL

Marta MARCELINO
(New Appl. and Variations

INFARMED
Parque de Saude de Lisboa
Avenida do Brasil, n° 53

+351 21 798 5203

+351 21 7987255

dmps-cmt@infarmed.pt

PORTUGAL P - 1700 LISBOA
Cecilia LIMA +351 21 798 7240 dmps-med@infarmed.pt
(Renewals)
Elena RADU National Medicines Agency +40 21316 1079 +40 21 316 34 97 elena.radu@anm.ro
ROMANIA 48, Av. Sanatescu
Daniela VASILESCU 011478 Bucharest +40 21 316 10 79 +40 21 316 34 97 daniela.vasilescu@anm.ro
Romania
Dagmar STARA State Institute for Drug Control +421 2 5070 1306 +421 25556 41 27 |dagmar.stara@sukl.sk
SLOVAK - Kvetna 11
REPUBLIC Peter POTUCEK SK —-825 08 +421 2 5070 1103 +421 25556 41 27 | potucek@sukl.sk
Bratislava 26
Sabina ZALAR Agency for Medicinal Products and +386 14786276 +386 1 487 62 60 sabina.zalar@gov.si
Medical Devices
Ana VIDENSEK of the Republic of Slovenia +386 1478 62 45 +386 1478 62 60 ana.vidensek@gov.si
SLOVENIA PODGORELEC Mali trg 6
Marko VITAS S.M QOO . +386 1478 62 62 +386 1 478 62 60 marko.vitas@gov.si
Ljubljana, Slovenia
Aurelio FERNANDEZ ~ |Agencia Espafiola del Medicamentoy |34 91 8225194 +34 91 8225161 afernandez@agemed.es
Productos Sanitarios
Luisa GARCIA VAQUERO | Parque Empresarial Las Mercedes +34 91 8225047 mgarciav@agemed.es
LA Maria Luisa MARTINEZ | EdTicio 8 +34 91 8225188 mmartinez@agemed.es
MORA C/Campezo 1,
28022 Madrid
Espana
Mr. Christer BACKMAN Medical Products Agency +46 18 17 26 19 +46 18 50 55 44 christer.oackman@mpa.se
(CMD(h) Member) Dag Hammarskjolds vag 42
Ms. Christin OLOFSSON S - 75103 UPPSALA +46 18 17 26 71 christin.olofsson@mpa.se
(CMD(h) Alternate & DCP-
RMS)
Ms. Ann JALEBY +46 18 17 42 40 ann.jaleby@mpa.se
SWEDEN (MRP new applications -

RMS & renewals)

Mrs. Catarina WALLEN
(DCP & MRP new
applications - CMS)

Ms. Magdalena
SODERBERG
(Variations)

+46 18 17 42 04

+46 18 17 42 63

catarina.wallen@mpa.se

magdalena.soderberg@mpa.se
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COUNTRY CONTACT PERSON ADDRESS PHONE NR FAX NR E. MAIL
Mr. Leslie WHITBREAD Medicines and Healthcare products +44 20 7084 2451 or |+44 20 7084 2147 leslie.whitbread@mhra.gsi.gov.uk
or Regulatory Agency 2477
Market Towers
UNITED Katherine HAROS 1 Nine Elms Lane +44 20 7084 2709 katherine.haros@mbhra.gsi.gov.uk
KINGDOM ) UK - LONDON SW8 5NQ . . .
Saadia SHARIEF +44 20 7084 2951 +44 20 7084 2310 saadia.sharief@mhra.gsi.gov.uk
(MR renewals and
PSURs)
Sonia RIBEIRO EMEA +44 20 7 523 7231 +44 20 7418 8614 H-CMDhSecretariat@emea.europa.eu
. European Medicines Agency
Matthias SENNWITZ 7, Westferry Circus +44 20 7 523 7634
EUROPEAN Laétitia PAUMARD Canary Wharf +44 20 7 418 8411
AGENCY (Assistant) UK - LONDON E14 4HB
Marjorie MOUTTE +44 20 7 523 7643
(Assistant)
Sara MACEDO DG Enterprise F2 +32 2298 6782 +32 2 299 8046 Sara.SOUSA-DE-
EUROPEAN Pharmaceuticals MACEDO@ec.europa.eu
COMMISSION Rue de la Loi 200

B-1049 Bruxelles
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