Ve

HELLENIC REPUBLIC
MINISTRY OF HEALTH

NATIONAL ORGANISATION FOR MEDICINES Cholargos, 05-06-2024
Product Assessment Division Protocol Nr.: 66992
Veterinary Medicines Assessment Section To: List of Recipients

Address: 284 Mesogion Av., 15562 Cholargos
Web: www.eof.gr

Info: Dr. Farlopoulos Spyridon

Phone: 213-2040537

e-mail: vet@eof.gr

Subject: Applications for renewal of marketing authorization of veterinary products
expiring 31-12-2024

This is to inform the interested parties that the applications for the indefinite renewal of the veterinary medicinal
products licences authorized by national, mutual or decentralized procedure with expiration date 31-12-2024,
will be accepted by the Veterinary Medicines Assessment Section of the National Organization for Medicines

electronically, via CESP until 31-07-2024 starting from today.

Your submission shall include the following:

1. Application of renewal (eAF, via CESP), one separate application for each marketing
authorization (MA)

2. Summary product characteristics (SPC)

3. Inner and outer packaging (Labelling) and user information leaflet (PIL)

4. Copy of the actual MA licence, along with the stamped SPC, labelling and PIL, andany variation
issued since

5. Fee of 1500€ + 2.4% (1536€) per trade name provided that they are submitted simultaneously

(relevant eAFs should be included in one CESP submission)

PLEASE NOTE

The interested parties are requested to note the following:
a. The renewal application can not include any type of variation application of the MAlicense.
b. If products are not intended to be renewed, please submit a withdrawal application via CESP
¢. Upon fail to submit the renewal application within the required timeframe, the existingprovisions
regarding the ban of the circulation of the specific products will be applied.
d. The fee must be deposited to the Bank of Greece (IBAN: GR5301000240 000000000263038, SWIFT
CODE: BNGRGRAA, Account number: 263038). Theproof of payment (POP) which should be

included in the CESP documentation, mustindicate as justification: “RENEWAL / tradename”

e. The signed cover letter of the renewal application must be sent to protokollo@eof.gr


http://www.eof.gr/
mailto:vet@eof.gr
mailto:protokollo@eof.gr

In case this notification concerns you but you are not included in the list of recipients,please contact
the Veterinary Medicines assessment section at vet@eof.gr

The Veterinary Medicines assessment sections shall remain at the disposal of interested parties for
relevant clarifications and explanations.

The President of EOF

E. Manolopoulos

LIST OF RECIPIENTS: attached

INTERNAL DISTRIBUTION

1. President’s office
2. Veterinary Medicines Assessment Section

3. Validation and Registration of Applications

Section
4. Information and Public Relations Division


mailto:vet@eof.gr

LIST OF RECIPIENTS

ALPHA-VET, HUNGARY

Hofther A.U. 42, Budapest, T.K. H-1194, HUNGARY

ANIMEDICA GMBH

. Im Sudfeld 9, 48308 Senden-Bosensell, GERMANY
. PETHEALTH EIIE, Kovtépn 22, ITepadg, T.K.185 41
e  PHARMAQUA A.E., Zolopov 28, Metaudpowon Attikng, T.K.14451

BEAPHAR B.V.

Drostenkamp 3, Raalte, T.K. 8101 BX, NETHERLAND

BIOVETAAS.

Komenskeho 212/12, Jihomoravsky, Ivanovice na Hane, T.K.683 23
CZECH REPUBLIC

CHANELLE PHARMACEUTICALS MANUFACTURING LTD,
IRELAND

. Ida Industrial Estate, Dublin Road, Loughrea, T.K. Co Galway H62
FH90, IRELAND,

. KANAHAIAH A.E., Aewg. Koung & HAéktpag 4P, Mapodot, ATtikr,
T.K. 15122

DECHRA REGULATORY BV. THE NETHERLANDS

Handelsweg 25, Bladel, T.K. 5531 AE, NETHERLANDS

FATRO SPA, ITALY

e  ViaEmilia 285, Ozzano Emilia-Bologna, T.K. 40064, ITALY
. FATRO HELLAS MEIIE, 20 yAu. Howaviag-Zrdtov, [Howavio, T.K. 190
02

GENERA INC., RAKOV POTOK, CROATIA

Svetonedeljska, cesta 2-Kalinovica, Rakov Potok
T.K. 10436, CROATIA

HUVEPHARMA N.V., ANTWERPEN, BELGIUM

Uitbreidingstraat 80, Antwerp, T.K. 2600, BELGIUM

INDUSTRIAL VETERINARIA SA

. Esmeralda 19, Esplugues De Llobregat, Barcelona, T.K. 08950, SPAIN
. PETHEALTH EIIE, Kovtépn 22, Iepandg, T.K.185 41

INTERCHEMIE WERKEN DE ADELAAR EESTI AS

. Vanapere tee 14, Puunsi, Viimsi, Harju County, T.K. 74013, ESTONIA
. P.A. IMIIOPT & XIA O.E. A.T. P.A. IMPORT Mntpoddpov 22, ABva,
T.K. 10441

INTERVET INTERNATIONAL BV (BOXMER), HOLLAND

INTERVET HELLAS AE
Ay. Anuntpiov 63, T.K. 174 56, Alpog

INTRACARE B.V.

Voltaweg 4, Veghel, T.K. 5466 AZ, NETHERLANDS

KRKA D.D., NOVO MESTO, SLOVENIA

Smarkeska cesta 6, 8501 Novo Mesto, Zhofevia

LABORATORIOS CALIER S.A., LES FRANQUESES DEL
VALLES, SPAIN

PROVET ETAIPEIA TTAPAI'QI'HE KTHNIATPIKQN ITPOIONTON
MONOIIPOXZQITH A.E.

Aewbdpog Erevbepiog 120, Ereodoa Zitoag loavvivov

T.K. 45500, Iodvviva,

LABORATORIOS HIPRA S.A.

HIPRA HELLAS S.A. Aswgdpog Adnvav 80 & Mnpiovov 2-4, Koraovag,
T.K. 104 41

LIVISTO INT'L S.L., SPAIN

PETHEALTH EIIE, Kovtépn 22, Iepandg, T.K.185 41

NEOCELL ®APM/KA-KTHNIATPIKA ITPOIONTA EIIE A.T.
NEOCELL EIIE

100 yAp. EBvikrig 0800 Abnvav-Aapiog, TK 14451, Metapdpomon ATTIKNG

QUIMICA DE MUNGUIA S.A,, SPAIN

Derio Bidea 51, Munguia-Bizcaya, T.K. 48100, Ionavio

SP VETERINARIA SA

Crta reus - Vinyols km 4.1, Riudoms 43330, SPAIN

VETAG LTD

Xpvoootopov Zpdpvng 19, 14565 Ayiog Ztépavog

VETPHARMA ANIMAL HEALTH S.L.

VIRBAC HELLAS A.E.
130 yAp. Abnvav-Aapiog, TK 14452, Metopopemon ATTikig

VETVIVA RICHTER GMBH

NEOCELL ®APM/KA-KTHNIATPIKA ITPOIONTA EIIE
100 yAp. EBviking Od00 ABnvav-Aapiog, TK 14451, Metapopemon Attikng

VIRBAC, FRANCE

VIRBAC HELLAS AE.
130 yApn. Abnvav-Aopiog, TK 14452, Metapodpemon Attikig




