COUNTRY

Austria

oup for Murual Ry
ed Procedures

Veterinary

TYPE OF Submission

General

(paper and e-submissions)

Please select the filter arrow in order to search for a specific country or type of submission

ADDRESS

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

CONTACT

www.basg.gv.at

E-MAIL
Advice on MRP/DCP -
Eugen OBERMAYR,
Ines LINDNER:

eugen.obermayr@ages.
at

ines.lindner@ages.at

PHONE NR

+43 50 555-36670
+43 50 555-36598

CMDv-GUI-26
EMA/CMDv/101114/2012

ADDRESSES FOR DELIVERY OF THE DOSSIER FOR PRE- AND POST-AUTHORISATION PROCEDURES

FAX NR

Austria

Email address for pre-
authorisation submissions

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

www.basg.gv.at

esubmission@ages.at

Austria

Email address for pre-
authorisation submissions

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

www.basg.gv.at

Submission of
translations in
MRP/DCP procedures
spc-vete@ages.at

Austria

Email address for post-
authorisation submissions

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

www.basg.gv.at

esubmission@ages.at

Austria

Email address for post-
authorisation submissions

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

www.basg.gv.at

Submission of
translations in MRP/DCP
procedures, variations
and renewals

spc-vete@ages.at

Austria

Queries on e-submissions

Austrian Medicines and Medical
Devices Agency

Dpt. Veterinary Medicinal Products
Traisengasse 5

A-1200 Wien

www.basg.gv.at

Advice on technical
issues:

martin.hofstaetter@ages

at

Belgium

General

Federal Agency for Medicines &
Health Products
DG PRE - Veterinary Division

Eurostation block II
Place Victor Horta 40, box 40
1060 Brussels

infovet@fagg.be

0032 2 524 80 00

0032 2 524 80 01

Belgium

Email address for pre-
authorisation submissions

Federal Agency for Medicines &
Health Products
DG PRE - Veterinary Division

Eurostation block II
Place Victor Horta 40, box 40
1060 Brussels

pre.authorisation.v@fa
gg-afmps.be

0032 2 524 80 00

0032 2 524 80 01

Belgium

Email address for post-
authorisation submissions

Federal Agency for Medicines &
Health Products
DG PRE - Veterinary Division

Eurostation block II
Place Victor Horta 40, box 40
1060 Brussels

post.authorisation.v@f
agg-afmps.be

0032 2 524 80 00

0032 2 524 80 01

Bulgaria

General

National Veterinary Service
Control of VMP Department
15 A "Pencho Slaveykov” Blvd.
1606 Sofia

+35929159820
(General)/ +359 2
915 98 69

+35929549593
(General)/+359 2 915 98 69

Bulgaria

Email address for pre-
authorisation submissions

National Veterinary Service
Control of VMP Department
15 A "Pencho Slaveykov” Blvd.
1606 Sofia

+35929159820
(General)/ +359 2
915 98 69

+35929549593
(General)/+359 2 915 98 69

Bulgaria

Email address for post-
authorisation submissions

National Veterinary Service
Control of VMP Department
15 A "Pencho Slaveykov” Blvd.
1606 Sofia

+35929159820
(General)/ +359 2
915 98 69

+35929549593
(General)/+359 2 915 98 69

Cyprus

General

Ministry of Agriculture and
Environment

Veterinary Services

1417

Nicosia

Cyprus

Email address for pre-
authorisation submissions

Ministry of Agriculture and
Environment

Veterinary Services

1417

Nicosia

Cyprus

Email address for post-
authorisation submissions

Ministry of Agriculture and
Environment

Veterinary Services

1417

Nicosia

Croatia

General

Savska cesta 143
Zagreb 10000

National, MRP/DCP
Svjetlana Terzi¢ Ph.D.

terzic@veinst.hr

+38516123609

+38516190840

Croatia

Email address for pre-
authorisation submissions

Savska cesta 143
Zagreb 10000

National, MRP/DCP
Svjetlana Terzi¢ Ph.D.

terzic@veinst.hr

+38516123609

+38516190840

Croatia

Email address for post-
authorisation submissions

Savska cesta 143
Zagreb 10000

National, MRP/DCP
Svjetlana Terzi¢ Ph.D.

terzic@veinst.hr

+38516123609

+38516190840
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Czech Republic

General

Ustav pro statni kontrolu
veterinarnich biopreparatu a léciv
Hudcova 56a

621 00 Brno — Medlanky,CZ

www.uskvbl.cz

Ustav pro statni kontrolu
veterinarnich biopreparatu a léciv

uskvbl@uskvbl.cz

+420 541 518
222/211

+420 541 210 026

National Procedures
(+ during procedure

moravkova@uskvbl.cz

Email address for pre- Hudcova 56a issues)
Czech Republic authorisation submissions 621 00 Brno — Medlanky,CZ Mrs.Véra Moravkova
Ustav pro statni kontrolu MRP/DCP(+during

Czech Republic

Email address for pre-
authorisation submissions

veterinarnich biopreparatu a léciv
Hudcova 56a
621 00 Brno — Medlanky,CZ

procedure issues)
Mrs.Iveta Obrovska,
Mr.Daniel Dusek

+420 541 518 264

+420 541 210 026

obrovska@uskvbl.cz
dusek@uskvbl.cz

+420 541 518 295
+420 541 518 261

+420 541 210 026

Czech Republic

Email address for post-
authorisation submissions

Ustav pro statni kontrolu
veterinarnich biopreparatu a léciv
Hudcova 56a

621 00 Brno — Medlanky,CZ

National Procedures

Mrs.Véra Morévkova

moravkova@uskvbl.cz

Czech Republic

Email address for post-
authorisation submissions

Ustav pro statni kontrolu
veterinarnich biopreparatu a léciv
Hudcova 56a

621 00 Brno — Medlanky,CZ

MR/DC procedures

Mrs.Iveta Obrovska,
Mr.Daniel Dusek

+420 541 518 264

+420 541 210 026

obrovska@uskvbl.cz
dusek@uskvbl.cz

+420 541 518 295
+420 541 518 261

+420 541 210 026

Czech Republic

Email address for post-
authorisation submissions

Ustav pro statni kontrolu
veterinarnich biopreparatu a léciv
Hudcova 56a

621 00 Brno — Medlanky,CZ

Pharmacovigilance
issue/PSUR

Mrs. Eva Zubrova

2zubrova@uskvbl.cz

+420 541 518 272

+420 541 210 026

Leegemiddelstyrelsen
Axel Heides Gade 1

Denmark Queries on e-submissions DK — 2300 Kgbenhavn S esubmission@dkma.dk |+45 44 88 95 95 +45 44 88 95 99
Contact to
coordinator during Supplemental
procedure: information only:
Leegemiddelstyrelsen GOD- response@dkma.dk
Email address for pre- Axel Heides Gade 1 afdelingspostkasse |Common format
Denmark authorisation submissions DK — 2300 Kgbenhavn S @dkma.dk requirements apply +45 44 88 95 95 +45 44 88 95 99
Contact to
coordinator during Supplemental
procedure: information only:
Leegemiddelstyrelsen GOD- response@dkma.dk
Email address for post- Axel Heides Gade 1 afdelingspostkasse |Common format
Denmark authorisation submissions DK — 2300 Kgbenhavn S @dkma.dk requirements apply +45 44 88 95 95 +45 44 88 95 99
State Agency of Medicines
Nooruse 1
Estonia General 50411 Tartu info@ravimiamet.ee +3727 374 140 +3727 374 142
Applications:
documentation@ravimia
met.ee; Response
documents for.
State Agency of Medicines MRP/DCP, translations
Email address for pre- Nooruse 1 of final PI:
Estonia authorisation submissions 50411 Tartu mrp@ravimiamet.ee +372 7 374 140 +372 7 374 142
documentation@ravimia
met.ee; response
documents for
State Agency of Medicines MRP/DCP., translations
Email address for post- Nooruse 1 of final Pl:
Estonia authorisation submissions 50411 Tartu mrp@ravimiamet.ee +372 7 374 140 +372 7 374 142
Finnish Medicines Agency
Marketing Authorisations
Mannerheimintie 103 b
P.0.Box 55
FIN-00301 Helsinki
Delivery address :
Nauvontie 4
Finland General FIN-00300 Helsinki +358 9 4733 41 +358 9 4733 4355
Finnish Medicines Agency
Marketing Authorisations
Mannerheimintie 103 b
P.O.Box 55
FIN-00301 Helsinki
Delivery address :
Email address for pre- Nauvontie 4 vet.applications@fimea.f
Finland authorisation submissions FIN-00300 Helsinki i +358 9 4733 41 +358 9 4733 4355
Finnish Medicines Agency
Marketing Authorisations
Mannerheimintie 103 b
P.0.Box 55
FIN-00301 Helsinki
Delivery address :
Email address for post- Nauvontie 4
Finland authorisation submissions FIN-00300 Helsinki +358 9 4733 41 +358 9 4733 4355
ANSES - ANMV Agence Nationale
du Médicament Vétérinaire
8 rue Claude Bourgelat
Parc d'Activités de la Grande Marche
Javené
BP 90203
France General 35302 FOUGERES Cedex enreg@anses.fr +33299947860 |+33299 947864

France

Email address for pre-
authorisation submissions

ANSES - ANMV Agence Nationale
du Médicament Vétérinaire
8 rue Claude Bourgelat

Parc d'Activités de la Grande Marche

Javené
BP 90203
35302 FOUGERES Cedex

Communication during
validation
enreg@anses.fr

+33 299 94 78 60

+33 299 94 78 64
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Email address for pre-

ANSES — ANMV Agence Nationale
du Médicament Vétérinaire

8 rue Claude Bourgelat

Parc d'Activités de la Grande Marche
Javené

BP 90203

esubpharma@anses.fr
pharmaceuticals)

esubimmuno@anses.fr
immunologicals)

France authorisation submissions 35302 FOUGERES Cedex +33299947860 |+33299 947864
ANSES — ANMV Agence Nationale
du Médicament Vétérinaire
8 rue Claude Bourgelat esubpharma@anses.fr
Parc d'Activités de la Grande Marche (pharmaceuticals)
Javené esubimmuno@anses.fr
Email address for post- BP 90203 (immunologicals)
France authorisation submissions 35302 FOUGERES Cedex +33299947860 |+33299 947864
ANSES — ANMV Agence Nationale
du Médicament Vétérinaire
8 rue Claude Bourgelat
Parc d'Activités de la Grande Marche Communication during
Javené validation and
Email address for post- BP 90203 preparation of decision
France authorisation submissions 35302 FOUGERES Cedex enreg@anses.fr +33299947860 |+33299 947864
Paul Ehrlich Institut
Bundesinstitut fir Impfstoffe und
biomedizinische Arzneimittel
Germany Paul-Ehrlich Strasse 51-59 veterinaermedizin@pei.d

(immunologicals)

General

D-63225 Langen

+49 6103 770

+49 6103 77 1234

Germany
(immunologicals)

Email address for pre-
authorisation submissions

Paul Ehrlich Institut
Bundesinstitut fir Impfstoffe und
biomedizinische Arzneimittel
Paul-Ehrlich Strasse 51-59
D-63225 Langen

e

Note: Eudralink
submission of initial
applications for a
marketing
authorisation are not
accepted; 1 CD resp.
DVD required in a
format in acc. with the
GL

veterinaermedizin@pe

ide

+49 6103 770

+49 6103 77 1234

Germany
(immunologicals)

Email address for post-
authorisation submissions

Paul Ehrlich Institut
Bundesinstitut fir Impfstoffe und
biomedizinische Arzneimittel
Paul-Ehrlich Strasse 51-59
D-63225 Langen

Variations/Renewals:
veterinaermedizin@pe
i.de

PSUR:
vetmittelsicherheit@p

+49 6103 770

+49 6103 77 1234

Bundesamt fiir Verbraucherschutz
und Lebensmittelsicherheit (BVL)
-Tierarzneimittelregistratur-
Mauerstralle 39-42

D-10117 Berlin

www.bvl.bund.de

ei.de

Note: Eudralink
submission of initial
applications for a
marketing authorisation
are not accepted; 2 CDs

Germany Email address for pre- resp. DVDs required
(pharmaceuticals) | authorisation submissions mrp@bvl.bund.de +49 30 18445-7001 |+49 (0)30 18444-89999
Bundesamt fir Verbraucherschutz ~ \www.bvl.bund.de Variation:
und Lebensmittelsicherheit (BVL) variations@bvl.bund.de
-Tierarzneimittelregistratur- Renewal:
MauerstraRe 39-42 renewal@bvl.bund.de
D-10117 Berlin PSUR:
psur@bvl.bund.de
Germany Email address for post-
(pharmaceuticals) |authorisation submissions +49 30 18445-7001 |+49 (0)30 18444-89999
Bundesamt fiir Verbraucherschutz
und Lebensmittelsicherheit (BVL)
-Tierarzneimittelregistratur-
Germany Mauerstrafle 39-42
(pharmaceuticals) | General D-10117 Berlin www.bvl.bund.de poststelle@bvl.bund.de |+49 30 18445-7001 |+49 (0)30 18444-89999
Evaluation Division, Section of
Veterinary products
EOF
Mesogion Avenue 284
Email address for pre- Holargos malemisj@eof.gr +30 21320402 77 or
Greece authorisation e-submissions GR-Athens 155 62 vet@eof.gr 2132040387 +30 210 653 75 91
Evaluation Division, Section of
Veterinary products
EOF
Mesogion Avenue 284
Email address for post- Holargos malemisj@eof.gr +30 21320402 77 or
Greece authorisation e-submissions GR-Athens 155 62 vet@eof.gr 2132040387 +30 210 653 75 91
Evaluation Division, Section of
Veterinary products
EOF
Mesogion Avenue 284 +30 210 650 72 77
Email address for post- Holargos or 6507278 or
Greece authorisation submissions GR-Athens 155 62 6507387 +30 210 653 75 91
Nemzeti Elelmiszerlanc-biztonsagi
Hivatal
Allatgy6gyaszati Termékek
lgazgatésaga
(National Food Chain Safety Office
Directorate of Veterinary Medicinal
Products)
Address:H-1107 Budapest, Szallas
u. 8
Correspondence: H-1475 Budapest Foldesi-
10. Pf. 318 http://www.nebih.go | Lukatsb@nebih.gov.hu
Hungary General v.hu/en/specialities  |info.aogyti@oai.hu +36 1 4330 342 +36 1 262 2839
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Email address for pre-

Nemzeti Elelmiszerlanc-biztonsagi
Hivatal

Allatgy6gyaszati Termékek
lgazgatésaga

(National Food Chain Safety Office
Directorate of Veterinary Medicinal
Products)

Address:H-1107 Budapest, Szallas
u. 8

Correspondence: H-1475 Budapest
10. Pf. 318

http://www.nebih.go

==
pharmaceuticals@nebih.
gov.hu

e

immunologicals@nebih.

Hungary authorisation submissions v.hu/en/specialities | gov.hu +36 1 433 0342 +36 1 262 2839
Nemzeti Elelmiszerlanc-biztonségi
Hivatal
Allatgyégyéaszati Termékek
lgazgatésaga
(National Food Chain Safety Office
Directorate of Veterinary Medicinal
Products) e
Address:H-1107 Budapest, Szallas ]armaceuticals@nebih.
u.8 gov.hu
Correspondence: H-1475 Budapest e-
Email address for post- 10. Pf. 318 http://www.nebih.go |immunologicals@nebih.
Hungary authorisation submissions v.hu/en/specialities | gov.hu +36 1433 0342 +36 1 262 2839
Lyfjastofnun
The Icelandic Medicine Agency (IMA) |J6hann M.
Vinlandsleid 14 Lenhardsson (CMDv
Iceland General 1S-113 Reykjavik member) ima@ima.is +354 520 2100 +354 561 2170
. E-mail submission not
Lyfjastofnun accepted  for initial
The Icelandic Medicine Agency (IMA) application and during
Email address for pre- Vinlandsleid 14 Jéhann M. procedure;
Iceland authorisation submissions 1S-113 Reykjavik Lenhardsson CD-Rom +354 520 2100 +354 561 2170
Lyfjastofnun Submission of
The Icelandic Medicine Agency (IMA) translations in MRP/DCP
Email address for pre-|Vinlandsleid 14 Johann M. procedures
Iceland authorisation submissions 1S-113 Reykjavik Lenhardsson textar@lyfjastofnun.is +354 520 2100 +354 561 2170
) E-mail submission not
Lyfiastofnun accepted  for initial
The Icelandic Medicine Agency (IMA) application and during
Email address for post-|Vinlandsleid 14 Jéhann M. procedure;
Iceland authorisation submissions 1S-113 Reykjavik Lenhardsson CD-Rom +354 520 2100 +354 561 2170
Lyfiastofnun Submission of
The Icelandic Medicine Agency (IMA) translations in MRP/DCP
Email address for post-| Vinlandsleid 14 Johann M. procedures
Iceland authorisation submissions 1S-113 Reykjavik Lenhardsson textar@lyfjastofnun.is +354 520 2100 +354 561 2170
Lyfjastofnun
The Icelandic Medicine Agency (IMA)
Email address for post-|Vinlandsleid 14 Submission of mock-
Iceland authorisation submissions 1S-113 Reykjavik ups mockups@ima.is |+354 520 2100 +354 561 2170
Health Products Regulatory Authority
Veterinary Department
Kevin O'Malley House
Block A, Earlsfort Centre
Earlsfort Terrace,
Dublin 2
Ireland
Ireland General queries www.hpra.ie vetinfo@hpra.ie +353 1 676 4971 +353 1 676 7836
Health Products Regulatory Authority
Receipts and Validation Department
Kevin O'Malley House
Block A, Earlsfort Centre
Earlsfort Terrace,
Dublin 2
Ireland hprareceiptsandvalidatio
Ireland Queries on e-submissions www.hpra.ie n@hpra.ie +353 1676 4971 +353 1 676 7836
Health Products Regulatory Authority
Receipts and Validation Department
Kevin O'Malley House
Block A, Earlsfort Centre
Earlsfort Terrace,
Dublin 2 E-submissions not
Email address for pre- Ireland currently accepted via
Ireland authorisation submissions www.hpra.ie email +353 1676 4971 +353 1 676 7836
Health Products Regulatory Authority
Receipts and Validation Department
Kevin O'Malley House
Block A, Earlsfort Centre
Earlsfort Terrace,
Dublin 2 E-submissions not
Email address for post- Ireland currently accepted via
Ireland authorisation submissions www.hpra.ie email +353 1676 4971 +353 1 676 7836

Italy

General

Immunological and non
immunological veterinary medicinal
products

Ministero della Salute

Direzione Generale della Sanita
Animale e dei Farmaci Veterinari —
UFF. IV ex DGSA

Via G. Ribotta 5

1-00144 Roma ITALY

Immunological veterinary medicinal
products

One further copy of the dossier
should be submitted to:
Dipartimento di Sanita Alimentare ed
Animale

Istituto Superiore di Sanita

Viale Regina Elena 299

1-00161 Roma - ITALY

dgsa@postacert.sanit
a.it

+39 06 59 94 65 91

+39 06 49 38 70 76

+39 06 59 94 69 49

+39 06 49 38 70 77
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Italy

Email address for pre-
authorisation submissions

Immunological and non
immunological veterinary medicinal
products

Ministero della Salute

Direzione Generale della Sanita
Animale e dei Farmaci Veterinari —
UFF. IV ex DGSA

Via G. Ribotta 5

1-00144 Roma ITALY

Immunological veterinary medicinal
products

One further copy of the dossier
should be submitted to:
Dipartimento di Sanita Alimentare ed
Animale

Istituto Superiore di Sanita

Viale Regina Elena 299

1-00161 Roma - ITALY

+39 06 59 94 65 91

+39 06 49 38 70 76

+39 06 59 94 69 49

+39 06 49 38 70 77

Italy

Email address for post-
authorisation submissions

Immunological and non
immunological veterinary medicinal
products

Ministero della Salute

Direzione Generale della Sanita
Animale e dei Farmaci Veterinari —
UFF. IV ex DGSA

Via G. Ribotta 5

1-00144 Roma ITALY

Immunological veterinary medicinal
products

One further copy of the dossier
should be submitted to:

Dipartimento di Sanita Alimentare ed
Animale

Istituto Superiore di Sanita

Viale Regina Elena 299

1-00161 Roma - ITALY

+39 06 59 94 65 91

+39 06 49 38 70 76

+39 06 59 94 69 49

+39 06 49 38 70 77

Latvia

General

Assessment and Registration
Agency of the Food and Veterinary
Service

Peldu iela 30

Riga LV-1050

Latvia

www.pvd.gov.lv

vzr@pvd.gov.lv

Phone: +371
67084618

Fax: +371 67095270

Latvia

Email address for pre-
authorisation submissions

Food and Veterinary Service
Assessment and Registration Agency
Peldu iela 30, Riga

LV-1050, Latvia

www.pvd.gov.lv

vzr@pvd.gov.lv

+371- 67084618

+371 - 67095270

Latvia

Email address for post-
authorisation submissions

Food and Veterinary Service
Assessment and Registration Agency
Peldu iela 30, Riga

LV-1050, Latvia

www.pvd.gov.lv

vzr@pvd.gov.lv

+371- 67084618

+371 - 67095270

Lithuania

General

National Food and Veterinary Risk
Assesment Institute

J. Naujalio g. 21b

LT-48332 Kaunas-26

http://www.nmvrvi.lt

ksudikiene@vet.It

+370 37 268129,
267455

+370 37 406820

Lithuania

Email address for pre-
authorisation submissions

National Food and Veterinary Risk
Assesment Institute

J. Naujalio g. 21b

LT-48332 Kaunas-26

http://www.nmvrvi.lt

akaucikas@vet.lIt

+370 37 268129,
267455

+370 37 406820

Lithuania

Email address for post-
authorisation submissions

National Food and Veterinary Risk
Assesment Institute

J. Naujalio g. 21b

LT-48332 Kaunas-26

http://www.nmvrvi.lt

akaucikas@vet.It

+370 37 268129,
267455

+370 37 406820

Luxemburg

General

Villa Louvigny

Division de la Pharmacie et des
Médicaments

Allee Marconi

L — 2120 LUXEMBOURG

luxvet@ms.etat.lu

+352 247 85592

+352 247 95592

Luxemburg

Email address for pre-
authorisation submissions

Villa Louvigny

Division de la Pharmacie et des
Médicaments

Allee Marconi

L — 2120 LUXEMBOURG

+352 247 85592

+352 247 95592

Luxemburg

Email address for post-
authorisation submissions

Villa Louvigny

Division de la Pharmacie et des
Médicaments

Allee Marconi

L — 2120 LUXEMBOURG

+352 247 85592

+352 247 95592

Malta

General

Does not yet accept e-
submissions

Malta

Email address for pre-
authorisation submissions

Does not yet accept e-
submissions

Malta

Email address for post-
authorisation submissions

Does not yet accept e-
submissions



mailto:vzr@pvd.gov.lv
mailto:vzr@pvd.gov.lv
mailto:vzr@pvd.gov.lv
http://www.nmvrvi.lt/
mailto:ksudikiene@vet.lt
http://www.nmvrvi.lt/
mailto:akaucikas@vet.lt
http://www.nmvrvi.lt/
mailto:akaucikas@vet.lt

College ter Beoordeling van
Geneesmiddelen

Medicines Evaluation Board
Veterinary Medicinal Products Unit
P.O. Box 8275

3503 RG Utrecht

Visiting address:

College ter Beoordeling van
Geneesmiddelen

Medicines Evaluation Board
Veterinary Medicinal Products Unit
Graadt van Roggenweg 500

Netherlands General 3531 AH Utrecht www.chg-meb.nl infobd@cbg-meb.nl +31 88 224 8000 +31 88 224 8001
College ter Beoordeling van
Geneesmiddelen
Medicines Evaluation Board
Veterinary Medicinal Products Unit
P.O. Box 8275 In the subject line the
3503 RG Utrecht case number must be
mentioned: case
Visiting address: number<suape>[number]
Collegg ter Beoordeling van NO'EZ.E"fdra""k. -
! submissions of initial
Gengs_:smlddelen . applications for
Medicines Evaluation Board marketing authorisations
Veterinary Medicinal Products Unit are not accepted.
Email address for pre- Graadt van Roggenweg 500 Responses via
Netherlands authorisation submissions 3531 AH Utrecht www.chg-meb.nl case@chg-meb.nl. +31 88 224 8000 +31 88 224 8001
College ter Beoordeling van
Geneesmiddelen
Medicines Evaluation Board
Veterinary Medicinal Products Unit
P.O. Box 8275
3503 RG Utrecht
Visiting address:
College tgr Beoordeling van case@chg-meb.ni
Gen_egsmlddelen . In the subject line the
Medicines Evaluation Board case number must be
Veterinary Medicinal Products Unit mentioned: case
Email address for post- Graadt van Roggenweg 500 number
Netherlands authorisation submissions 3531 AH Utrecht www.chg-meb.nl <space>[number] +31 88 224 8000 +31 88 224 8001
Statens legemiddelverk (Norwegian
Medicines Agency)
Sven Oftedals vei 8
Norway General NO-0950 OSLO WWw.noma.no post@noma.no +47 22 89 77 00 +47 22 89 77 99
post@noma.no
NOTE: E-MA
applications are only
accepted by CD
Statens legemiddelverk (Norwegian Responses during
Medicines Agency) procedures:
Email address for pre- Sven Oftedals vei 8 CMS:MT@noma.no
Norway authorisation submissions NO-0950 OSLO WWW.Noma.no RMS: PK@noma.no +47 22 89 77 00 +47 22 89 77 99
Statens legemiddelverk (Norwegian CMS:MT@noma.no
Medicines Agency) RMS:_ PK@noma.no
Email address for post- Sven Oftedals vei 8 NO translations:
Norway authorisation submissions NO-0950 OSLO WwWw.noma.no Pl@noma.no +47 22 89 77 00 +47 22 89 77 99
URZAD REJESTRACJI
PRODUKTOW LECZNICZYCH,
WYROBOW MEDYCZNYCH
| PRODUKTOW BIOBOJCZYCH
ul. Zgbkowska 41
Poland General 03-736 Warszawa www.urpl.gov.pl (+48-22) 492-11-00 | (+48-22) 492-11-09
URZAD REJESTRACJI
PRODUKTOW LECZNICZYCH,
WYROBOW MEDYCZNYCH
| PRODUKTOW BIOBOJCZYCH E-submissions not
Email address for pre- ul. Zgbkowska 41 currently accepted via
Poland authorisation submissions 03-736 Warszawa www.urpl.gov.pl email (+48-22) 492-11-00 | (+48-22) 492-11-09
URZAD REJESTRACJI
PRODUKTOW LECZNICZYCH,
WYROBOW MEDYCZNYCH
| PRODUKTOW BIOBOJCZYCH E-submissions not
Email address for post- ul. Zgbkowska 41 currently accepted via
Poland authorisation submissions 03-736 Warszawa www.urpl.gov.pl email (+48-22) 492-11-00 | (+48-22) 492-11-09
DGV - Direcgdo Geral de Veterinaria
Direcgéo de Servicos de
Medicamentos e Produtos de Uso
Veterinario
Diviséo de Gestéo e Autorizagéo de
Medicamentos e Produtos
Veterinarios
Lg da Academia Nacional de Belas
Artes 2
Portugal General 1294-105 Lisboa
DGV - Direcgdo Geral de Veterinaria
Direcgéo de Servicos de
Medicamentos e Produtos de Uso
Veterinario
Diviséo de Gestéo e Autorizagéo de
Medicamentos e Produtos
Veterinarios
Lg da Academia Nacional de Belas
Email address for pre- Artes 2 joao.silva@dgv.min-
Portugal authorisation submissions 1294-105 Lisboa agricultura.pt



mailto:infobd@cbg-meb.nl
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
mailto:case@cbg-meb.nlIn%20the%20subject%20line%20the%20case%20number%20must%20be%20mentioned:%20%20case%20number%20%3Cspace%3E[number]
http://www.noma.no/
mailto:post@noma.no
http://www.noma.no/
http://www.noma.no/
mailto:MT@noma.no
mailto:MT@noma.no
mailto:MT@noma.no
mailto:MT@noma.no
mailto:MT@noma.no
mailto:MT@noma.no
http://www.urpl.gov.pl/
http://www.urpl.gov.pl/
http://www.urpl.gov.pl/

Portugal

Email address for post-
authorisation submissions

DGV - Direcgdo Geral de Veterinaria
Direcgéo de Servicos de
Medicamentos e Produtos de Uso
Veterinario

Diviséo de Gestéo e Autorizagéo de
Medicamentos e Produtos
Veterinarios

Lg da Academia Nacional de Belas
Artes 2

1294-105 Lisboa

Variations and
renewals:

cristina.santos@dgv.

min-agricultura.pt

PSURs:
hcosta@dgv.min-
agricultura.pt

Romania

General

Institute for Control of Biological
Products and

Veterinary Medicines

39 Dudului Street, sector 6, postale
code 060603

Bucharest

icbomv@icbmv.ro

+40212202112

+40212213171

Romania

Email address for pre-
authorisation submissions

Institute for Control of Biological
Products and

Veterinary Medicines

39 Dudului Street, sector 6, postale
code 060603

Bucharest

+40212202112

+40212213171

Romania

Email address for post-
authorisation submissions

Institute for Control of Biological
Products and

Veterinary Medicines

39 Dudului Street, sector 6, postale
code 060603

Bucharest

+40212202112

+40212213171

Slovakia

General

Ustav Statnej kontroly veterinarmych
biopreparatov a lieciv

Biovetska 34, P.O.BOX 52/C

949 01 Nitra

www.uskvbl.sk

+421 37 6933511 —
513

+421 37 6517 915

Slovakia

Email address for pre-
authorisation submissions

Ustav &tatnej kontroly veterinarmych
biopreparatov a lieciv

Biovetska 34, P.O.BOX 52/C

949 01 Nitra

www.uskvbl.sk

uskvbl@uskvbl.sk

Slovakia

Email address for post-
authorisation submissions

Ustav tatnej kontroly veterinarmnych
biopreparatov a lieciv

Biovetska 34, P.O.BOX 52/C

949 01 Nitra

www.uskvbl.sk

+421 37 6933511 —
513

+421 37 6517 915

uskvbl@uskvbl.sk

Slovenia

General

JAVNA AGENCIJA REPUBLIKE
SLOVENIJE ZA ZDRAVILA IN
MEDICINSKE PRIPOMOCKE
Ptujska ulica 21

SI- 1000 LJUBLJANA

www.jazmp.si

+421 37 6933511 —
513

+421 37 6517 915

v-mrp-dcp@jazmp.si

+386 (0)8 2000 500

+386 (0)8 2000 510

Slovenia

Email address for pre-
authorisation submissions

JAVNA AGENCIJA REPUBLIKE
SLOVENWE ZA ZDRAVILA IN
MEDICINSKE PRIPOMOCKE
Ptujska ulica 21

SI- 1000 LJUBLJANA

Www.jazmp.si

v-mrp-dcp@jazmp.si

+386 (0)8 2000 500

+386 (0)8 2000 510

Slovenia

Email address for post-
authorisation submissions

JAVNA AGENCIJA REPUBLIKE
SLOVENIJE ZA ZDRAVILA IN
MEDICINSKE PRIPOMOCKE
Ptujska ulica 21

SI- 1000 LJUBLJANA

www.jazmp.si

v-mrp-dcp@jazmp.si

+386 (0)8 2000 500

+386 (0)8 2000 510

Spain

General

Ministerio de Sanidad, Politica Social
e Igualdad

Agencia Espafiola de Medicamentos
y Productos Sanitarios

Parque Empresarial Las Mercedes
C/ Campezo, 1 — Edificio 8

28022 MADRID

www.aemps.gob.es

smuvaem@aemps.es

Spain

General

Ministerio de Sanidad, Politica Social
e Igualdad

Agencia Espafiola de Medicamentos
y Productos Sanitarios

Parque Empresarial Las Mercedes
C/ Campezo, 1 — Edificio 8

28022 MADRID

www.aemps.gob.es

+34918225
401/02

+34 91 82 25 443

Communication with
AEMPS for MR/DCP
mresvet@aemps.es

Spain

Email address for pre-
authorisation submissions

Ministerio de Sanidad, Politica Social
e Igualdad

Agencia Espafiola de Medicamentos
y Productos Sanitarios

Parque Empresarial Las Mercedes
C/ Campezo, 1 — Edificio 8

28022 MADRID

www.aemps.gob.es

+34918225
401/02

+34 91 82 25 443

edossierv@aemps.es

Spain

Email address for post-
authorisation submissions

Ministerio de Sanidad, Politica Social
e Igualdad

Agencia Espafiola de Medicamentos
y Productos Sanitarios

Parque Empresarial Las Mercedes
C/ Campezo, 1 — Edificio 8

28022 MADRID

www.aemps.gob.es

+34918225
401/02

+34 91 82 25 443

edossierv@aemps.es

Sweden

General

Medical Products Agency
Registration Office

Dag Hammarskjolds vag 42
P.O. Box 26

SE-751 03 Uppsala

http://www.lakemedels
verket.se/

+34918225
401/02

+34 91 82 25 443

ric@mpa.se

+46 18 17 46 00

+46 18 54 85 66

Sweden

Email address for pre-
authorisation submissions

Medical Products Agency
Registration Office

Dag Hammarskjolds vag 42
P.O. Box 26

SE-751 03 Uppsala

http://www.lakemedels
verket.se/

E-MA applications are
only accepted by CD

ric@mpa.se

+46 18 17 46 00

+46 18 54 85 66

Sweden

Email address for post-
authorisation submissions

Medical Products Agency
Registration Office

Dag Hammarskjolds vag 42
P.O. Box 26

SE-751 03 Uppsala

http://www.lakemedels
verket.se/

ric@mpa.se

+46 18 17 46 00

+46 18 54 85 66



http://www.jazmp.si/
mailto:v-mrp-dcp@jazmp.si
http://www.jazmp.si/
mailto:v-mrp-dcp@jazmp.si
http://www.jazmp.si/
mailto:v-mrp-dcp@jazmp.si
mailto:smuvaem@aemps.es
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mailto:mresvet@aemps.es
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mailto:ric@mpa.se
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http://www.lakemedelsverket.se/
http://www.lakemedelsverket.se/
http://www.lakemedelsverket.se/
mailto:ric@mpa.se

Sweden

Queries on e-submissions

Medical Products Agency
Registration Office

Dag Hammarskjolds vag 42
P.O. Box 26

SE-751 03 Uppsala

http://www.lakemedels
verket.se/

esubmission@mpa.se

+46 18 17 46 00

+46 18 54 85 66

United Kingdom

General

Veterinary Medicines Directorate
Information Services

Woodham Lane

New Haw

Addlestone

Surrey KT15 3LS

www.vmd.defra.gov.uk

+44 1932 33 84 44

+44 1932 33 66 18

United Kingdom

Email address for pre-
authorisation submissions

Veterinary Medicines Directorate
Information Services

Woodham Lane

New Haw

Addlestone

Surrey KT15 3LS

s.response@vmd.defr
a.gsi.gov.uk

+44 1932 33 84 44

+44 1932 33 66 18

United Kingdom

Email address for post-
authorisation submissions

Veterinary Medicines Directorate
Information Services

Woodham Lane

New Haw

Addlestone

Surrey KT15 3LS

s.response@vmd.defr
a.gsi.gov.uk

+44 1932 33 84 44

+44 1932 33 66 18



http://www.lakemedelsverket.se/
http://www.lakemedelsverket.se/
http://www.vmd.defra.gov.uk/

	Delivery&Correspndence

