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AUSTRIA (AT)

Published national rules — Gebuhrentarif:
Verordnung des Bundesamtes fur Sicherheit im Gesundheitswesen (ber den
Gebuhrentarif gemaR GESG

Available on Internet www.basg.qgv.at

Address for advice on fees:

Austrian Medicines and Medical Devices Agency
Institut: LCM

Traisengasse 5

A - 1200 Wien

Fees payable to:

UniCredit Bank Austria AG
Konto Nummer: 50670 871 619
BLZ: 12000

IBAN: AT971200050670871619
BIC/SWIFT: BKAUATWW

Method of payment:

Only on postal account - please be aware that banks will charge you for
transactions fees, cheques are not accepted.

The invoice number, the client number and the name of the product must be
stated.

No fees should be paid in advance of the submission.
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BELGIUM (BE)

Published national rules:

Article 25 of the Royal Decree of 3 July 1969 as amended

A summary can be found on the website of the Federal Agency for Medicines and
health Products: www.fagg-afmps.be

Address for advice on fees:

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

Eurostation block 11

Place Victor Horta 40, box 40

1060 Brussels

Belgium

Tel.: 0032 2 524 80 00
Fax.: 0032 2 524 80 01
infovet@fagg-afmps.be

Fees payable to:

A deposit should be made on the following bank account:

Nr.: 679-0021942-20

Address: Poste Financiere, Boulevard Anspach, 1 — 1000 Brussels
Swift code: PCHQBEBB

IBAN code: BE28 6790 0219 4220

Method of payment:

Only on the postal account, in € (Euros)

Cheques are not accepted

The name of the applicant and the name of the product must be stated
Proof of payment is required before an application can be accepted.
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BULGARIA (BG)

Published national rules:

The Director General of the National Veterinary Service
15 A ”Pencho Slaveykov” Blvd.

1606 Sofia, Bulgaria

Tel: +35929159820 (General) / +359 2 915 98 69
Fax:+35929549593 (General) / + 359 2 915 98 69

Fees payable to:
The NVS’s bank account in BGN is:

EUK: 121240206

WH o 3/1/1C: BG121240206

IBAN : BG89DEMI192403100018852
BIC: DEMIBGSF

Twproecka banka I AJl

The NVS’s bank account in Euro is:

Bulgarian National Bank

IBAN: BG12 BNBG 9661 3400 1501 40

Swift: BNBGBGSF

The correspondent account of the BNB in Target 2 is:
IBAN: BG83 BNBG 9661 1100 0661 41

Swift: BNBGBGSF

All commissions are on the applicant's account. The VAT registration number of
the applicant should be stated on the proof of payment.

Method of payment:

Only as bank transfer to the NVS’s bank accounts; cheques are not accepted. The
name of the product, its concentration and the name of the applicant should be
stated. Proof of payment should accompany the application.
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CROATIA (HR)

Published national rules:
Act on veterinary medicinal products (Official Gazette 84/08, 56/13);
Act on administrative fees (Official Gazette broj 8/96, 77/96, 95/97, 131/97,

68/98, 66/99, 145/99, 30/00, 116/00, 163/03, 17/04, 110/04, 141/04, 150/05,
153/05, 129/06, 117/07, 25/08, 60/08, 20/10, 69/10, 126/11, 112/12 i 19/13)

Address for advice on fees:
Two kinds of the fee:

1. Administrative fees:
MINISTRY OF FINANCE OF THE REPUBLIC OF CROATIA
Katancic¢eva 5, 10000 Zagreb, Croatia

e-mail: valentina.lepusic@mfin.hr

Fees payable to:

Hrvatska narodna banka, Trg hrvatskih velikana 3, 10000 Zagreb, Croatia
SWIFT: NBHRHR2XXXX

IBAN : HR1210010051863000160

RKP 1079 A5680001/3293

2. Payments cost

Croatian Veterinary Institute (www.veinst.hr)
Savska cesta 143, 10000 Zagreb, Croatia
e-mail: racun@veinst.hr

VAT Number: HR29059177553

Fees payable to:

Zagrebacka banka d.d., Trg Bana J. Jelaci¢a 10, 10000 Zagreb, Croatia
IBAN: HR8423600001101366540

SWIFT: ZABAHR2X
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Method of payment:

Please do not send payment with application. An invoice will be sent once the
application has been validated.

Only the bank transfers are acceptable.
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CYPRUS (CY)

Ministry of Agriculture and Environment
Veterinary Services

1417 Nicosia
The receipt of fees must be supplied at the same time as the submission of the
dossier.
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CZECH REPUBLIC (CZ)

Published national rules:
Zakon ¢. 378/2007 Sb., o 1é¢ivech, (platny od 31.12.2007)
(Act No 378/2007 Coll., on Pharmaceuticals, (came in force 31.12.2007)

Zakon €. 634/2004 Sb., o spravnich poplatcich, ve znéni pozdéjsich predpist
(Act No 634/2004 Coll., on Administrative fees, as last amended).

Address for advice on fees:

Ustav pro statni kontrolu veterinarnich biopreparatt a 16¢iv
Hudcova 56a

621 00 Brno - Medlanky

Czech Republic

Tel: +420 541 518 222/211
Fax:+420 541 210 026
E-mail: uskvbl@uskvbl.cz

Website:

Czech version of the instruction for applicants concerning payment particulars:
www.uskvbl.cz / Poplatky/Spravni poplatky,nahrady vydaji / USKVBL-UST-4-
2008 Rev.1- Spravni poplatky a nahrada vydajl za odborné ikony vykonavané v
pusobnosti USKVBL

English version of the instruction for applicants concerning payment particulars:
www.uskvbl.cz / Fees/Administrative fees and reimbursement of costs/
USKVBL-UST-4-2008-Rev.1- Administrative fees and reimbursements of costs
of expert activities carried out in the competency of ISCVBM
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Fees payable to:
Two kinds of the fee:

1. Administrative fees: A fee stamp (according to the instruction for applicants
concerning payment particulars (see UST-4-2008 Rev.1) or a bank transfer

Bank name: CESKA NARODNI BANKA (CNB)

Bank address: Rooseveltova 18, 631 32 Brno, Czech Republic
Account number: 3711-31229641/0710

Payment title: 355 — Vyzkum a vyvoj

Constant symbol: 1148

SWIFT code: CNBACZPP

IBAN code: CZ17 0710 0037 1100 3122 9641

2. Payments of costs: Bank transfer

Bank name: CESKA NARODNI BANKA (CNB)

Bank address: Rooseveltova 18, 631 32 Brno, Czech Republic
Account number: 35-31229641/0710

Payment title: 355 — Vyzkum a vyvoj

Constant symbol: 1148

SWIFT code: CNBACZPP

IBAN code: CZ76 0710 0000 3500 3122 9641

Method of payment:
Payments must be made in advance of the application submission. A proof of
payments must accompany the application.
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DENMARK (DK)

Published national rules:

Indenrigs- og Sundhedsministeriets bekendtgarelse nr. 1416 af 13.12.2006 om
afgifter for leegemidler og fremstillere af leegemidler, mellemprodukter og
ravarer.

Address for advice on fees:
Legemiddelstyrelsen
Axel Heides gade 1

DK-2300 Kgbenhavn S

Tel: +45 44 88 95 95
Website: www.dkma.dk

Fees payable to:
Legemiddelstyrelsen
Axel Heides gade 1
DK-2300 Kgbenhavn S

Tel: +45 44 88 95 95
The fee will be invoiced by the Danish Medicines Agency.

Fees payable to:

From other EC countries:

Jyske Bank

Vesterbrogade 9

DK-1780 Kgbenhavn V, Danmark
reg. no. 8109

account no. 100835-9

or

reg. no. 5010

account no. 122275-5
S.W.L.F.T./BIC code: JYBADKKK

Method of payment:
Postal cheque service 9 18 4295

CMDv GUI-25
EMA/CMDv/101075/2012 Page 10 of 38


http://www.dkma.dk/

ESTONIA (EE)

State fees payable to:

Ministry of Finance (Rahandusministeerium)
Account no: 221023778606

IBAN: EE932200221023778606

SWIFT code: HABA EE2X

Pank: HANSAPANK

Address: Liivalaia 8, Tallinn 15040, ESTONIA

Reference number: 2900073520

Method of payment:

The name of the product and the reference number must be stated.

The state fee has to be paid prior the submission of the application.
Proof of payment of the state fee should be enclosed to the application.
The proof of payment should include at least the following data:

the name of the product, pharmaceutical form and strength;

the number and type of applications;

reference number as follows: 2900073520

Assessment fees payable to:

Rahandusministeerium

1 Suur-Ameerika Str., 15006 Tallinn, Estonia

Beneficiary’s bank: Hansapank, Liivalaia 8, 15040 Tallinn, Estonia
Account number: 221013921094

IBAN: EE492200221013921094

SWIFT/BIC code: HABAEE2X

Through: Deutsche Bank, Frankfurt

SWIFT/BIC code: DEUTDEFF

reference number 2100010891

Reference number and invoice number must be stated.

Method of payment:

An invoice will be sent upon receipt of the application. No payment should be
made in advance.

Please make sure that the whole amount of the will be credited to our account net
of any charges from the issuing or receiving bank.
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FINLAND (FI)

Published national rules:
Decision of the Ministry of Social Affairs and Health concerning activities of the
Finnish Medicines Agency subject to fees.

Address for advice on fees:

www.fimea.fi

Finnish Medicines Agency
Department of General Affairs
Mannerheimintie 103 b

P.O. Box 55

FIN-00301 Helsinki

Tel: +358 9 473 341
Fax: +358 9 714 469

Fees payable to:
Finnish Medicines Agency
Marketing Authorisations

Method of payment:

The payment must be made at the time of the application submission and the
proof of payment of the fee should be included to the application. Only the bank
transfers are acceptable. The bank accounts are listed in the website
http://www.fimea.fi/about_us/fees.

The proof of payment should contain the information on the date of payment, the
(proposed) name for the product with the strength and pharmaceutical form, the
name of the applicant/marketing authorisation holder, method of procedure
(national procedure/mutual recognition/decentralised procedure) and the type of
application (new application / type Il variation / renewal).
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FRANCE (FR)

Published national rules:

Décret no 2009-1101 du 7 septembre 2009 pris pour I’application de I’article L.
5141-8 du code de la santé publique

Available on www.anmv.anses.fr under « taxe »

Address for advice on fees:

ANSES - ANMV

Agence Nationale du Médicament Vétérinaire
La Haute Marche

Javené B.P. 90203

F-35302 Fougeres

Tel: +3329994 78 78
Fax: +33299 94 78 99
E-mail: enreg@anses.fr

Fees payable to:
Payment could be made by bank transfer or by cheques made payable to the
Agent comptable de I’ANSES.

Method of payment:
Please do not send payment with application. An invoice will be sent once the
application has been validated.
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GERMANY (DE)

For non-immunological veterinary products

Published national rules:

Kostenverordnung fur die Zulassung von Arzneimitteln durch das Bundesinstitut flr
Arzneimittel und Medizinprodukte und das Bundesamt fiir Verbraucherschutz und
Lebensmittelsicherheit (AMG-Kostenverordnung — AMGKostV)

Available from:

Bundesanzeiger Verlagsgesellschaft mbH
Amsterdamer Str. 192

50735 Kdln

Germany

Address for advise on fees:

Bundesamt fiir Verbraucherschutz und Lebensmittelsicherheit (BVL)
Abteilung 3

Mauerstralie 39-42

D-10117 Berlin

Tel: +49 30 18444-30141
Fax: +49 30 18444-89999

Fees payable to:

Bundesamt fur Verbraucherschutz und Lebensmittelsicherheit (BVL)
Abteilung 3

Mauerstralle 39-42

D-10117 Berlin

Method of payment:
Payment on request according to calculation of cost (Kostenbescheid). The
Kostenbescheidnummer must always be indicated

For immunological veterinary products

Published national rules:
Tierimpfstoff-Kosten-Verordnung (TierimpfStKostV)

Available from:

Bundesanzeiger Verlagsgesellschaft mbH
Amsterdamer Str. 192

50735 Kaln

Germany
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Address for advise on fees:

Paul-Ehrlich-Institut

Bundesinstitut fir Impfstoffe und biomedizinische Arzneimittel
Paul-Ehrlich Strasse 51-59

D-63225 Langen

Tel.: +49 6103 770

Fax: +49 6103 77 1234

Fees payable to:

Paul-Ehrlich-Institut

Bundesinstitut fir Impfstoffe und biomedizinische Arzneimittel
Paul-Ehrlich Strasse 51-59

D-63225 Langen

Method of payment:

Payment on request according to calculation of cost (Kostenbescheid). The

Kostenbescheidnummer must always be indicated.
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GREECE (EL)

Published national rules:
Ministerial Degree DY63a 171107/31-12-2008

Available from:

National Drug Organization
284 Messogion Avenue
Holargos

GR-15562 Athens

Address for advice on fees:

Evaluation Division, Section of Veterinary Products, EOF
Mesogion Avenue 284

Holargos

GR Athens 15562

Tel: +30 213 20402 77 or +30 2132040387

Fax: +30 210 653 75 91

Fees payable to:

Bank of Greece (to the account of the National Drug Organization) 26303/8
Foreign Exchange Department — Section C

21 Panepistimiou Avenue

GR-10250 Athens

Method of payment:
Payment to be made on application. Proof of payment is necessary.
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HUNGARY (HU)

Published national rules:
Fees of procedures are declared by Decree issued by Ministry of Rural
Development No. 63/2012. (VII. 2.).

Address for advice on fees:
http://www.nebih.gov.hu/en/specialities/veterinary/aboutus/fees to be paid

Fees payable to:

Hungarian State Treasury

IBAN: HU97 10032000-00289782-00000000
Swift code: MANE HU HB

Method of payment:

The applicant is obliged to pay the fee of the procedure - according to the decree
128/2009 (X).6 MRD - preceding the submission of the application and the proof
of payment has to be attached to the application. More information is available on
the website of NFCSO DVMP (http://www.nebih.gov.hu/en/specialities)
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ICELAND (IS)

Published national rules:
Available at
http://www.imca.is/icelandic medicines control agency/legislation/fees/

Address for advice on fees:
Lyfjastofnun

The Icelandic Medicines Agency (IMA)
Vinlandsleid 14

IS-113 Reykjavik

ICELAND

Tel. +354 520 2100

Fax: +354 561 2170

www.ima.is

ima@ima.is

Fees payable to:

Commerz Bank AG, Frankfurt

SWIFT: COBADEFF

account: 4 008 757 04 900

The Central Bank of Iceland, Reykjavik

SWIFT: SISLISRE

Final beneficiary: Icelandic Medicines Agency - Lyfjastofnun
IBAN Number: 1523 0001 2602 5335 5402 6964 59

Method of payment:

In receipt of an application an invoice is sent to the applicant. Deposits should
not take place before an invoice is received. Cheques are not accepted. All
remittances should quote invoice number, the name and address of the applicant
and the name of the product. Proof of payment is required before applications can
be processed. All invoices from The Icelandic Medicines Agency are issued in
the currency ISK and cannot be issued in another currency. Please note that
Icelandic invoices can only be paid through Icelandic banks. Payments through
Icelandic banks are preferred. In the case that applicants cannot pay through an
Icelandic bank deposits in the currency EUR should be made on the bank account
mentioned above. Please use the buying rate of The Central Bank of Iceland on
the payment day when deposits in the currency EUR are made. Information in
English on exchange rates can be found on the Central Bank of Iceland’s
homepage: http://sedlabanki.is/?PagelD=183)
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IRELAND (IE)

Address for information on fees:
Receipts and Validation

Health Products Regulatory Authority
Kevin O’Malley House

Block A, Earlsfort Centre

Earlsfort Terrace,

Dublin 2

Ireland

Tel: +353 1 676 4971

Fax +353 1 676 7836

E-mail: hprareceiptsandvalidation@hpra.ie
Website: www.hpra.ie

Fees payable to:

Health Products Regulatory Authority
Kevin O’Malley House

Block A, Earlsfort Centre

Earlsfort Terrace

Dublin 2

Ireland

Tel: +353 1 676 4971
Fax: +353 1 676 7836
E-mail: accounts@hpra.ie
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Method and time of payment:

All fees should accompany the application made to the Health Products Regulatory
Authority and cheques, drafts etc., should be made payable to the Health Products
Regulatory Authority.

All payments must be made in Euro.

Cheque/bank drafts must be drawn on an Irish Bank or payment made by credit
transfer/electronic fund transfer (E.F.T) to:

Bank Name: Allied Irish Banks

1/3 Lower Baggot Street

Dublin 2

Ireland.

Account Name: Health Products Regulatory Authority
Account Number: 33712185

Sort Code Number: 93-10-12

Swift Code: AIBKIE2D

IBAN: IE 54 AIBK 931012 33712185

Fees must be paid in full, associated bank charges are for your own account.

When paying fees by credit transfer / EFT, please forward a copy of your bank’s
advice note with your application. Please ensure that the relevant product
authorisation number / application type is stated on your bank’s advice note.
Applications received without details of payment will be delayed in terms of
evaluation / assessment.

If the EFT system that you use cannot give application details please fax details of
the application to 00353 1 6614764.

CMDv GUI-25
EMA/CMDv/101075/2012 Page 20 of 38



Published national rules:

Registration Taxes

1) Ministry of Health Decree of 19 July 1993 published in the “Gazzetta
Ufficiale” no. 172 of 24 July 1993.

2) DLgs n. 193, 06/04/2006, published in the “Supplemento ordinario alle
Gazzetta Ufficiale” n. 121, 26/05/2006 e successive modifiche.

Address for advice on fees:

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

Via G. Ribotta 5

1-00144 Roma

Tel: +39 06 59 94 65 91
Fax: +39 06 59 94 69 49 or +39 06 59 94 60 46
http://www.salute.qov.it/farmaciVeterinari/farmaciVeterinari.html

Method and time of payment:
Payment must be made at time of application, by any of the following methods:

1) Postal Giro No 12453015 registered to Tesoreria dello Stato di Viterbo.

2) International fund transfer to:

Tesoreria dello Stato di Viterbo,

IBAN: ITO8R0760114500000012453015 — Bank Identifier Code (BIC):
BPPIITRR.

Beneficiary: Ministero della Salute — Dipartimento della sanita pubblica
veterinaria, della sicurezza alimentare e degli organi collegiali per la tutela della
salute — Ufficio IV (DGSA)

Obiject: Ministero della Salute — Dipartimento della sanita pubblica veterinaria,
della sicurezza alimentare e degli organi collegiali per la tutela della salute —
Ufficio IV (DGSA).

Indicate the name of the VMP and the type of application (new market-ing
authorisation, variation, specifying the type number, renewal, etc).

Proof of payment must accompany the dossier. Cheques are not accepted.
Payments must be net of all bank charges.
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LATVIA (LV)

Published national rules:

The Cabinet of Ministers” Regulations No.1231 of 28 December, 2010
“Regulatory enactments concerning the state monitoring and control activities
carried out by the Food and Veterinary Service and the payment for the paid
services rendered”.

Address for advice on fees:

Assessment and Registration Department of the Food and Veterinary service
Peldu iela 30, Riga, LV-1050, Latvia

Phone: 00371 67084618

Fax: 00371 67095270
E-mail; vzr@pvd.gov.lv

VAT No. LV90000064301

The Treasury of the Republic of Latvia

BIC/SWIFT: TRELLV22

Account number (IBAN): LV31TREL2160324011000

Method of payment:

The entire amount for the service must be paid before the start of the procedure in
accordance with confirmed pricelist of the Food and veterinary service (FVS). The
services must be paid according to the invoice issued by the FVS. In order to
receive an invoice the applicant must submit a payment application to the FVS.

The payment application form and completed sample of it are available on our
webpage in sections “Payment Application” and “Sample of Payment
Application”: http://www.pvd.gov.lv/eng/main_menu/authorisation_of veterinary
[price_list_and_payment applica

Please pay banking transaction too.
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LIECHTENSTEIN (LI)

No information available.
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LITHUANIA (LT)

Published national rules:
Approved by the decision No. 1253 (05 October, 2004) of the Government of the
Republic of Lithuania

Fees payable to:

The payments will have to be transferred in a currency of LTL to:
Beneficiary: Kauno apskrities valstybine mokesciu inspekcija
IBAN LT907300010002231764

SWIFT: HABALT?22

Legal entity's code 188729019

Beneficiary's credit institution AB bankas "Hansabankas".

AB "Hansabankas"

Address: Savanoriu 19, LT-03502 Vilnius, Lithuania

Method of payment:

Please indicate reference number 5742 and details of payment:
registration/renewal/variation/etc. fee.

Please provide the proof of payment together with the application form and the
dossier.

Note: If it is not possible to transfer the payment in LTL, please pay in EURO and
add 3 Euros to the converted amount.
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LUXEMBOURG (LU)

Published national rules:
Réglement grand-ducal du 24.12.93 fixant les droits dus pour la mise sur le
marché des médicaments

How available:
Sent on request

Address for advice on fees:

Villa Louvigny

Division de la Pharmacie et des Médicaments
Allee Marconi

L-2120 Luxembourg

Tel: +352 478 55 94
Fax: +352 26 20 01 40 or 26 20 01 47

Fees payable to:

Administration de I’Enregistrement et des Domaines
Plateau du St. Esprit

L-2010 Luxembourg

Method and time of payment:

Proof of payment must accompany the dossier.

Payment must be made through Postal Account No 77 33 70. Cheques are not
accepted. Contact person: Mr. Carlo Scholl, Inspector. Tel.: +352 4785594,
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MALTA (MT)

No information available.

CMDv GUI-25
EMA/CMDv/101075/2012 Page 26 of 38



NETHERLANDS (THE) (NL)

Published national rules on request from address for
advice on fees:

College ter Beoordeling van Geneesmiddelen
Medicines Evaluation Board

P.O. Box 8275

3503 RG Utrecht

Tel: +31 88 224 8000
Fax: +31 88 224 8001

Address for advice on fees:
Website: www.cbg-meb.nl/CBG/en/veterinary-
medicines/Veterinary medicinal products/fees/default.htm

Fees payable to:
College ter Beoordeling van Geneesmiddelen
Utrecht

Method of payment:
No payment in advance, a bill is sent after receipt of a valid application.

CMDv GUI-25
EMA/CMDv/101075/2012 Page 27 of 38


http://www.cbg-meb.nl/CBG/en/veterinary-medicines/Veterinary_medicinal_products/fees/default.htm
http://www.cbg-meb.nl/CBG/en/veterinary-medicines/Veterinary_medicinal_products/fees/default.htm

N YNA (Vo)

Published national rules:
Forskrifter om legemidler

Available from:
Statens legemiddelverk
Sven Oftedals vei 8
NO-0950 OSLO

Address for advice on fees:

www.noma.no

Fees payable to:
Statens legemiddelverk
Sven Oftedals vei 8
NO-0950 OSLO

Tel: +47 22 89 77 00

Den Norske Bank

P.O. Box 1171, Sentrum
NO-0107 Oslo

Bank account: 7694 05 00903
SWIFT-address: DNBANOKK
IBAN: NO71 7694 0500 903

Method of payment:

The Norwegian Medicines Agency will invoice the fee on the basis of the
received application.

Reference, such as PO-number, must be stated in the cover letter. Payment is due
at the latest within 30 days from date of invoice.
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POLAND (PL)

Published national rules:

Rozporzadzenie Ministra Zdrowia z dnia 29 pazdziernika 2008 w sprawie sposobu
ustalania i uiszczania optat zwigzanych z dopuszczeniem do obrotu produktu
leczniczego weterynaryjnego (Dziennik Ustaw Nr 195 poz 1211), zmienione przez
Rozporzadzenie Ministra Zdrowia z dnia 21 marca 2011 zmieniajace
rozporzadzenie w sprawie sposobu ustalania i uiszczania optat zwigzanych z
dopuszczeniem do obrotu produktu leczniczego weterynaryjnego (Dziennik Ustaw
Nr 77, poz 426).

Fees payable to:

Narodowy Bank Polski Warszawa

Bank account no.: PL30 1010 1010 0094 1022 3100 0000
Code BIC NBP- NBPLPLPW

Method of payment:
Proof of payment must accompany the dossier.
Cheques are not accepted. Payments must be net of all bank charges.

Each fee has to be paid on individual form. In the title the procedure name/number
should be indicated with the pharmaceutical form of the product, if possible, as
well as the company's name.
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PORTUGAL (PT)

Published national rules:

Decreto-Lei N° 148/2008, de 29 de Julho, alterado pelo DL n ©314/2009, de 28 de
Outubro

Diario da Republica — 12 série — N° 209-, 28 de Outubro de 2009

Portaria n.°27/2011, de 10 de Janeiro

Available from the address for advice on fees:

DGV - Direcgdo-Geral de Veterinaria
Lg. Academia Nacional de Belas Artes 2
1249-105 Lisboa

Tel: +351 21 3239500/9717/9537/9539
Fax: +351 21 3239565
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Method and time of payment:

Payment must be made at the time of the application submission, by any of the
following methods:

Cash — treasurer’s office of DGV

- Portuguese cheques in € (Euros) made payable to “IGCP” and sent to Direccao
Geral de Veterinéria,

or by

- Bank deposit/transfer to: Instituto de Gestdo da Tesouraria e do Crédito Publico
NIB - 0781 0112 000 0000 7784 96

IBAN - PT50 0781 0112 00000007784 96

SWIFT BIC CODE - IGCPPTPL

Bank Name and Address:

Instituto de Gestdo da Tesouraria e do Crédito Publico IP
Av. da Republica, n° 57, 6° Piso

1050-189 Lisbhoa

Portugal

The amount must be the exact one (net of all bank charges).

It is advisable to initiate the bank transfer approximately 1 week in advance of the
submission of the application.

Proof of payment (a_copy of the deposit/transfer slip)* must accompany the
application and shall also be sent to:

Tesouraria da DGV

Lg. Academia Nacional de Belas Artes 2

1249-105 Lisboa

Tel: +351 21 3239500
Fax: +351 21 3239565

*Proof of payment must quote the Decreto-Lei N° 148/2008, de29 de Julio,
alterado pelo DL n°314/2009, de 28 de Outubro, the name of the product, the type
of application (MA, Type | variation, etc) and, in case of MRP/DCP the
MRP/DCP application number.
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ROMANIA (RO)

Published national rules

“Order of president of ANSVSA no. 45/2005” published in Official Gazette
20/04/2007, modified thru “Order of president of ANSVSA no. 4/2012,”
published in Official Gazette 31/01/2012

Institute for Control of Biological Products and Veterinary Medicines

39 Dudului Street, sector 6, postal code 060603

Bucharest, Romania

Method and time of payment:

The receipt of fees must be supplied at the same time as the submission of the
dossier. Cheques are not acceptable

Please indicate reference number and details of payment:
registration/renewal/variation/etc. fee.

For payments in LEI:

Trezoreria sector 6, Bucuresti ROMANIA
IBAN : RO 23TREZ7065009XXX000148
COD FISCAL -4267214

For payment in EURO:

BANCA COMERCIALA ROMANA

SUCURSALA PLEVNEI

Calea Plevnei nr. 90-92, sector 1, Bucharest ROMANIA
IBAN:RO25RNCB0071011443970002

Cod SWIFT: RNCB ROBU B80-
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SLOVAK REPUBLIC (SK)

Published national rules:

Zakon ¢€.140/98 Z.z. o lieku a zdravotnickych pomdckach, v zneni neskorsich
predpisov

Act No 140/98 Coll. on medicinal products and medical devices, at last amended
Zakon €. 145/95 Z.z. o spravnych poplatkoch, v zneni neskorsich predpisov.

Act No. 145/1995 about administrative fees, at last amended

Address for advice on fees:

Ustav $tatnej kontroly veterinarnych biopreparéatov a lie¢iv (Institute for State
Control of Veterinary Biologicals and Medicaments)

Biovetska 34

949 01 Nitra

Tel.: + 421 37 6933511/517/527
Fax: +421 37 6517 915
E-mail: uskvbl@uskvbl.sk Website: www.uskvbl.sk

Slovak version of the instruction for applicants concerning payment
particulars: www.uskvbl.sk / Poplatky: Metodicky pokyn ¢.2
English version of the instruction for applicants concerning payment
particulars: www.uskvbl.sk / Fees/: Methodical instruction No.2

Fees payable to:

BANK NAME: State Treasury

Bank address: Radlinského ulica 32, 810 05 Bratislava, Slovak Repubic
Bank code: 8180

Bank name (mediatory bank): VV8eobecna Uverova banka,a.s.

SWIFT: SUBASKBX

Beneficiary’s account No: IBAN: SK 6081800000007000078109

Receiver address:

Ustav 3tatnej kontroly veterinarnych biopreparéatov a
lieGiv

Biovetska 34, P.O.BOX 52/C

949 01 Nitra, Slovak Republic

Remittance Information:

pmt title: 347

Invoice No.:

Atn.: MV Dr. Hederova Judita
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Method of payment:
The receipt of fees must be supplied at the same time as the submission of the
dossier. Cheques are not accepted.
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SLOVENIA (S

Published national rules:

« Rules on fees (Official Gazette of the Republic of Slovenia, no. 65/2011,
available on website: http://www.jazmp.si)

« Act on Administrative fees (Official Gazette of the Republic of Slovenia, no.
88/2010)

Address for advice on fees:
http://www.jazmp.si

Fees payable to:

Payment receiver: JAZMP, Ptujska ulica 21, 1000 Ljubljana, Slovenija
Bank details: Bank of Slovenia, Slovenska 35, 1505 Ljubljana

IBAN: S156011006000020296

Swift code: BSLJISI2X

Account number: 01100-6000020296

Ref. No.: 00 760102-401 (Application fees for medicinal products for veterinary
use)

Fees have to be paid prior to submission of the application.
Administrative fees should be paid to:

Bank of Slovenia, Slovenska 35, 1505 Ljubljana

Account number.: 01100-1000315637

Ref.No.: 11 27650-7111002 (obligatory!)

IBAN: S156011001000315637

Swift code: BSLJISI2X

Method of payment:

The purpose should be also stated (application for MRP/DCP xxx) and the
claimant (Agency for Medicinal Products and Medical Devices of the Republic of
Slovenia = JAZMP).
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SPAIN (ES)

Published national rules:
Ley 29/2006, of July 26", de Garantias B.O.E. (27.07.06).

Address for advice on fees:

Ministerio de Sanidad Politica Social e Igualdad

Agencia Espafiola del Medicamento y Productos Sanitarios
C/ Campezo 1. Edificio 8

28022. MADRID.

Fax: (34) (91) 822 51 61
http://www.aemps.gob.es

See also AEMPS web: http://www.aemps.gob.es/industria/tasas.do?id=9

and http://www.aemps.gob.es/industria/tasas/docs/pagoTasas-noResidentes-
ingles diciembre-2006.pdf

Fees payable to:
TESORO PUBLICO. Agencia Espariola de Medicamentos y Productos Sanitarios

Method and time of payment

The persons and entities not resident in Spain who should apply to the AEMPS,
the execution of their competent activities or services regarding medicinal
products, should pay the corresponding fees. This can be done by bank transfer to
the Agency’s collections bank account. The AEMPS doesn’t admit checks neither
entrance in cash.

The bank account is opened in the name of the AEMPS in BBVA, number: 0182
2370 46 020397751 6

(International bank account code and number: IBAN ES27 0182 2370 4602 0397
7516).

Swift / BIC: BBVAESMMXXX

The money deposit in the AEMPS s Account by this procedure must be exactly
the same, no matter the currency is, to the established rates in Euro hereby
enclosed, depending on the group of the requested activity.

IMPORTANT: Art. 113.4 Law 29/2006, of July 26th: Once paid the fees, the
interested will present the application in the AEMPS before three months from
their payment.

Each application should be accompained by a payment voucher.

CMDv GUI-25
EMA/CMDv/101075/2012 Page 36 of 38


http://www.aemps.gob.es/
http://www.aemps.gob.es/industria/tasas.do?id=9
http://www.aemps.gob.es/industria/tasas/docs/pagoTasas-noResidentes-ingles_diciembre-2006.pdf
http://www.aemps.gob.es/industria/tasas/docs/pagoTasas-noResidentes-ingles_diciembre-2006.pdf

SWEDEN (SE)

Published national rules:

State Control of Medicinal Products (Fees) Ordinance (2010:1167)

Ordinance on change in the ordinance (2010:1167) on fees for the governmental
control of medicinal products (SFS 2011:236)

Address for advise on fees:
MPA website: www.mpa.se

Method of payment:

An invoice will be sent upon receipt of the application. No payment should be
made in advance.
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UNITED KINGDOM (UK)

Published national rules:
The Veterinary Medicines Regulations.
Available to view on our website: http://www.vmd.defra.gov.uk/pharm/fees.aspx

Address for advice on fees:
Veterinary Medicines Directorate
Finance Revenue Section
Woodham Lane

New Haw

Addlestone

Surrey

KT15 3LS

United Kingdom

Tel: +44 1932 3383 78
Fax: +44 1932 33 66 18

Fees payable to:

Veterinary Medicines Directorate
Finance

Woodham Lane

New Haw

Addlestone

Surrey

KT15 3LS

United Kingdom

Tel: +44 1932 33 83 85
fax: +44 1932 33 66 18

Please do not send payment with application. An invoice will be sent once the
application has been validated.

Methods of payment:

Cheques should be made payable to “GBS re Defra VMD”
Payment by automated credit transfer should quote

a/c no. 12265923 — sort code 08-33-00

International Payments should quote

IBAN GB96CIT108330012265923

BIC/Swift: CITIGB2L

All remittances must be made in pounds sterling.
Payments must be nett of all bank charges.
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