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Summary of European Union decisions on marketing authorisations in respect of medicinal
products from 1 to 28 February 2014

(decisions taken pursuant to Article 34 of Directive 2001/83/EC (') or Article 38 of Directive 2001/82/EC (%))
(2014/C 91/03)

— Issuing, maintenance or modification of a national marketing authorization

Date of the Name(s) of the INN (International Holder(s 9f the Member State Date of
. o . marketing o
decision medicinal product Non-Proprietary Name) N concerned notification
authorization
20.2.2014 Acipimox See Annex I See Annex I See Annex I 2422014
28.2.2014 Nanotop See Annex II See Annex II See Annex II 3.3.2014
28.2.2014 Enrofloxacin See Annex III See Annex III See Annex III 4.3.2014
28.2.2014 | Fentanyl fentanyl (single Not applicable Not applicable 3.3.2014
substance-
transmucosal
formulations)

)
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ANNEX 1

LIST OF THE NAMES, PHARMACEUTICAL FORM, STRENGTH OF THE MEDICINAL PRODUCTS, ROUTE OF ADMINISTRATION, MARKETING

AUTHORISATION HOLDERS IN THE MEMBER STATES

Member State
(in EEA)

Marketing authorisaton holder

INN

Invented name

Strength

Pharmaceutical form

Route of
administration

Austria

Pfizer Corporation Austria GmbH
Floridsdorfer Hauptstrafle 1

1210 Vienna

Austria

Acipimox

Olbetam - Kapseln

250 mg

capsule

oral use

Belgium

PFIZER S.A.

Boulevard de la Plaine 17
1050 Ixelles

Belgium

Acipimox

Olbetam

250 mg

capsule

oral use

Denmark

Pfizer ApS,
Lautrupvang 8,
2750 Ballerup
Denmark

Acipimox

Olbetam

250 mg

capsule, hard

oral use

Hungary

Pfizer Gyogyszerkereskedelmi Kft.
Alkotds St 53

1123 Budapest

Hungary

Acipimox

Olbetam 250 mg kemény
kapszula

250 mg

capsule, hard

oral use

Italy

Pfizer Italia S.r.l.
via Isonzo, 71
04100 Latina
Italy

Acipimox

OLBETAM

250 mg

capsule, hard

oral use

Luxembourg

PFIZER S.A.

Boulevard de la Plaine 17
1050 Ixelles

Belgium

Acipimox

Olbetam

250 mg

capsule

oral use

The Netherlands

Pfizer B.V.

Rivium Westlaan 142
2909 LD, Capelle a/d Ijssel
The Netherlands

Acipimox

Olbetam

250 mg

capsule

oral use

United Kingdom

Pfizer Limited

Ramsgate Road

Sandwich, Kent CT13 9NJ
United Kingdom

Acipimox

Olbetam 250 mg Capsules

250 mg

capsule

oral use
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ANNEX II

LIST OF THE NAMES, PHARMACEUTICAL FORM, STRENGTH OF THE MEDICINAL PRODUCTS, ROUTE OF ADMINISTRATION, APPLICANTS| MARKETING
AUTHORISATION HOLDERS IN THE MEMBER STATES

Member State EU/EEA | Marketing authorisation holder Applicant (Invented) Name Strength Pharmaceutical form Route of administration
Austria ROTOP Pharmaka AG NANOTOP 0,5 mg Kit fiir ein 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrale 400 radioaktives Arzneimittel preparation
D-01328 Dresden
Germany
Finland ROTOP Pharmaka AG ROTOP-NanoHSA 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrafse 400 preparation
01328 Dresden
Germany
France ROTOP Pharmaka AG ROTOP-NanoHSA 0,5 mg Trousse | 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrale 400 pour préparation radiophar- preparation
D-01328 Dresden maceutique
Germany
Germany ROTOP Pharmaka AG NANOTOP 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrafle 400 preparation
D-01328 Dresden
Germany
Italy ROTOP Pharmaka AG NANOTOP 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrafse 400 preparation
D-01328 Dresden
Germany
Norway ROTOP Pharmaka AG Nanotop 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrale 400 preparation
D-01328 Dresden
Germany
Portugal ROTOP Pharmaka AG NANOTOP 0,5 mg Kit for radiopharmaceutical | Subcutaneous use or
Bautzner Landstrale 400 preparation intravenous use
D-01328 Dresden
Germany
Spain ROTOP Pharmaka AG ROTOP-NanoHSA 500 microgramos | 0,5 mg Kit for radiopharmaceutical | Subcutaneous use

Bautzner Landstrafle 400
D-01328 Dresden
Germany

equipo de reactivos para preparacion
radiofarmacéutica

preparation
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Member State EU/EEA | Marketing authorisation holder Applicant (Invented) Name Strength Pharmaceutical form Route of administration
Sweden ROTOP Pharmaka AG NanoHSA 0,5 mg Kit for radiopharmaceutical | Subcutaneous use
Bautzner Landstrafse 400 preparation
D-01328 Dresden
Germany
United Kingdom ROTOP Pharmaka AG Nanotop 0,5 mg Kit for radiopharmaceutical | Subcutaneous use,

Bautzner Landstrafle 400
D-01328 Dresden
Germany

preparation

Intravenous use
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LIST

OF THE NAMES, PHARMACEUTICAL FORMS, STRENGTHS OF THE VETERINARY MEDICINAL PRODUCTS, ANIMAL SPECIES,

ANNEX III

ADMINISTRATION, APPLICANTS/MARKETING AUTHORISATION HOLDERS IN THE MEMBER STATES

ROUTES OF

Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Austria

Bayer Austria GmbH,
Lerchenfelder Guertel 9-11
1160 Wien

Austria

Baytril 100 mg/ml - Losung zum
Eingeben fiir Hithner und Puten

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Austria

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enrox 100 mg/ml Losung zum
Eingeben fir Hithner und Puten

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens (broilers, broiler

breeders, replacement
chickens), turkeys

Austria

Pro Zoon Pharma GmbH,
Karl Schoenherr Strasse 3
4600 Wels

Austria

Enrozid TWS 100 mg/ml Losung
zum Eingeben fiir Hithner und
Puten

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken and turkeys

Belgium

Bayer SA-NV

J.E. Mommaertslaan 14
1831 Diegem (Machelen)
Belgium

Baytril 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

Enro-K 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

Eurovet Animal Health BV
Handelsweg 25
5531 AE Bladel
The Netherlands

Enroshort 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Enroveto 100 mg/ml

Enrofloxacin

100 mg/ml

Concentrate for
oral solution

Oral

Chickens and turkeys

Belgium

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

¥10T°¢'8C
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Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Belgium

S.P. VETERINARIA, S.A.
Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

Floxamax 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

Global Vet Health S.L.
C|Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Quinoflox 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and rabbits

Belgium

HIPRA LABORATORIOS
Avda. La Selva 135,
17170 Amer (Girona)
Spain

Spectron 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Unisol 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Belgium

aniMedica GmbH,

Im Siidfeld 9,

48308 Senden-Bosensell
Germany

Enrotron 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Bulgaria

VET - PARTNERS Ltd.
25 Ivan Asen II Str.
4270 Parvomay
Bulgaria

[Tonucrap Enpo

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

Bulgaria

Ceva Santé Animale,

10 avenue de La Ballastiere,
33500 Libourne

France

Ksunoekc -10

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Bulgaria

Ceva Santé Animale,

10 avenue de La Ballastiere,
33500 Libourne

France

KBuHOKOII OparneH pasTsop

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Bulgaria

Laboratorios Syva, s.a.u,

Avenue Parroco Pablo Diez 49-57,
24010 Leon,

Spain

Cupaxsunon 10 % opan

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broilers
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Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Bulgaria

Asklep Farma

Lyulin 7, bl. 711, mag. 3
Sofia 1324

Bulgaria

Pokcaumn BI' opanen

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broilers

Bulgaria

Farma vet Ltd.

40 Otec Paisii Str.
Shumen 9700
Bulgaria

Enpo¢riokcaunu 10 % pasrsop

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broilers

Bulgaria

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

Baitrpun 10 % nepoparneH pasTsop

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Bulgaria

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Qrokcauns 100 mg/ml KoHueHTpar
3a OpasieH Pa3TBoOp 3a IWIIETa U
yJiKN

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Bulgaria

Interchemie Werken De Adelaar BV
Metaalweg 8

5804 CG Venray

The Netherlands

Vutepdroke opareH

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Cyprus

Bayer Animal Health GmbH
51368 Leverkusen
Germany

Baytril oral solution 10 % for
chickens (broilers and breeders)
and turkeys

Enrofloxacin

10 %

Solution for oral
use

Oral

Chickens (broilers and
breeders), turkeys

Cyprus

Bayer Animal Health GmbH
51368 Leverkusen
Germany

Baytril oral solution 0,5 %

Enrofloxacin

0,5%

Solution for oral
use

Oral

Broilers, rearing poultry,
turkeys

Cyprus

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

K-flox 100 mg/ml oral solution for
broilers and rabbits

Enrofloxacin

100 mg/ml

Solution for oral
use

Oral

Chickens and rabbits

Cyprus

Global Vet Health S.L.
C|Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Floxacin 100 mg concentrated
solution for oral solution for
chickens and turkeys

Enrofloxacin

100 mg/ml

Solution for oral
use

Oral

Chickens and turkeys

¥10T°¢'8C
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Me?g/elErEitate Applicant/marketing authorisation holder Product name INN Strength Pharmaceutical form a driﬁ:lizfr;tgon Animal species

Czech Republic Laboratorios Karizoo S.A., Enro-K 10 % (w[v) perordlni Enrofloxacin 100 mg/ml Oral solution Oral Chicken - broilers and turkey
Pol. Ind. La Borda, roztok
Mas Pujades 11-12,
08140 Caldes de Montbui, Barcelona
Spain

Czech Republic Vétoquinol s.r.o., ENROBIOFLOX 100 mg/ml Enrofloxacin 100 mg/ml Oral solution Oral Broiler chicken, non-rumi-
Zamecnickd 411, perorélni roztok nating calves and pigs
288 02 Nymburk
Czech Republic

Czech Republic INTERSIGN ENROFLOXAN 100 mg/ml Enrofloxacin 100 mg/ml Oral solution Oral Broiler chicken, non-rumi-
Pechackova 5, perorélni roztok nating calves and pigs
150 00 Prague 5
Czech Republic

Czech Republic Pharmagal spol. s.r.o., ENROGAL 100 mg/ml perorélni Enrofloxacin 100 mg/ml Oral solution Oral Pigs, calves, chicken (broilers),
Murgasova 5, roztok turkeys
949 01 Nitra
Slovak Republic

Czech Republic Krka d.d. Novo mesto, Enroxil 100 mg/ml, perordln{ Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Smarjeska cesta 6 roztok
8501 Novo Mesto
Slovenia

Czech Republic Global Vet Health S.L. FLOXACIN 100 mg/ml, koncentrdt | Enrofloxacin 100 mg/ml Concentrate for | Oral Chickens and turkeys
C/Capcanes, 12-bajos pro piipravu perordlniho roztoku oral solution
Poligono Agro-Reus pro kura domdciho a krity
43206-Reus
Tarragona
Spain

Czech Republic Ceva Animal Health Slovakia, spol | QUINOEX 100 mg/ml perordlni Enrofloxacin 100 mg/ml Oral solution Oral Chicken broilers, turkey
s.I.0., roztok
Racianska 77,
831 02 Bratislava,
Slovak Republic

Czech Republic Laboratorios Calier S.A., ROXACIN 100 mg/ml perordlni Enrofloxacin 100 mg/ml Oral solution Oral Chicken broilers

C[Barcelones, 26 (Pla del Ramassa),
08520 Les Franqueses del Valles,
Barcelona

Spain

roztok
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Member State
EU/EEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Czech Republic

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

SPECTRON 100 mg/ml roztok pro
podani v pitné vodé pro kufata a
krity

Enrofloxacin

100 mg/ml

Solution for use
in drinking water

Oral

Chickens and turkeys

Czech Republic

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

UNISOL 100 mg/ml peroraln{
roztok pro podédni v pitné vodé
pro kufata a kriit

Enrofloxacin

100 mg/ml

Solution for use
in drinking water

Oral

Chicken - broilers and turkey

Denmark

aniMedica GmbH,

Im Siidfeld 9,

48308 Senden-Bosensell
Germany

Enrotron

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Denmark

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

Baytril Vet

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry, non egglayers

Estonia

Ceva Santé Animale,

10 avenue de La Ballastiere,
33500 Libourne

France

Quinoflox

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Estonia

Industrial Veterinaria S.A.
Esmeralda, 19.

08950 Espluges de Llobregat,
Barcelona

Spain

Ganadexil Enrofloxacina

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broiler

Estonia

Vetoquinol Biowet Sp. z.0.0.,

ul. Kosynieréw Gdynskich 13-14,
66-400 Gorzéw Wikp.,

Poland

Enrobioflox 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Cattle (calves), pigs, chicken
(broilers), cats, dogs

Estonia

Interchemie werken "De Adelaar”
Eesti AS,

Vanapere tee 14,

Pringi 74001 Viimsi, Harjumaa,
Estonia

Interflox Oral

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

France

Bayer Sante

220 Avenue de la Recherche
59120 Loos

France

BAYTRIL 10 % solution buvable

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, turkeys and rabbits

¥10T°¢'8C
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Me?g/elErEitate Applicant/marketing authorisation holder Product name INN Strength Pharmaceutical form a driﬁ:lizfr;tgon Animal species

France Virbac TENOTRYL 10 % solution buvable | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
lere Avenue 2065 M L1 D
06516 Carros Cedex
Spain

France Vetpharma Animal Health S.L., LANFLOX 100 MG/ML solution Enrofloxacin 100 mg/ml Solution for use | Oral Chickens and turkeys
Les Corts 23, pour utilisation dans l'eau de in drinking water
08028 Barcelona boisson pour poulets et dindes
Spain

France Laboratorios Karizoo S.A., KARIFLOX 10 % solution buvable | Enrofloxacin 100 mg/ml Solution for use | Oral Chickens and turkeys
Pol. Ind. La Borda, pour poulets et dindes in drinking water
Mas Pujades 11-12,
08140 Caldes de Montbui, Barcelona
Spain

France Ceva Santé Animale, QUINOFLOX 10 % solution Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
10 avenue de La Ballastiére, buvable
33500 Libourne
France

France Sogeval ENROVAL 10 % solution buvable | Enrofloxacin 100 mg/ml Solution for use | Oral Chickens (broilers,
200 Avenue De Mayenne pour volailles in drinking water replacement chickens, broiler
Zone Industrielle Des Touches breeders) and turkeys
53000 Laval
France

France Laboratorios Hipra S.A. SPECTRON 100 MG/ML solution | Enrofloxacin 100 mg/ml Solution for use | Oral Chickens and turkeys
Avda. La Selva 135, pour utilisation dans l'eau de in drinking water
17170 - Amer (Girona) boisson pour poulets et dindes
Spain

France Global Vet Health S.L. NYOFLOX 100 MG/ML solution Enrofloxacin 100 mg/ml Solution for use | Oral Chickens (broilers,
C/Capcanes, 12-bajos pour administration dans I'eau de in drinking water replacement chickens, broiler
Poligono Agro-Reus boisson pour poulets et lapins breeders) and rabbits
43206-Reus
Tarragona
Spain

Germany Bayer Vital GmbH Baytril 10 % Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys

Kaiser-Wilhelm-Allee
51373 Leverkusen
Germany

0z/16 D
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Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Germany

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Lanflox 100 mg/ml Losung zum
Eingeben tiber das Trinkwasser fiir
Hiithner und Puten

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

aniMedica GmbH,

Im Siidfeld 9,

48308 Senden-Bosensell
Germany

Enrotron 100 mg/ml oral solution
for chicken and turkeys

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

Spectron

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Quinoflox

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken (broilers, broiler
parent animals, pullets),
rabbit

Germany

Eurovet Animal Health BV
Handelsweg 25
5531 AE Bladel
The Netherlands

Enro-Sleecol

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

Enro-K 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Unisol 100 mg/ml Losung zum
Eingeben iiber das Trinkwasser fiir
Hithner und Puten

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Germany

bioptivet Tierarzneimittel GmbH &
Co.

Im Landwehrwinkel 22

59073 Hamm

Germany

Enrobioflox 100 mg/ml Losung

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

¥10T°¢'8C
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Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Germany

bioptivet Tierarzneimittel GmbH &
Co.

Im Landwehrwinkel 22

59073 Hamm

Germany

Enroflox 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Greece

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

BAYTRIL 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and turkey

Greece

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

BAYTRIL 0,5

Enrofloxacin

5 mg/ml

Oral solution

Oral

Chicken - broilers and turkey

Greece

VIRBAC SA,

13e Rue LID

BP 27

06511 Carros cedex
France

FLOXATRIL

Enrofloxacin

100 mg/m

Oral solution

Oral

Chicken - broilers and turkey

Greece

S.P. VETERINARIA, S.A.
Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

ENROFLOXACIN 10 %

Enrofloxacin

100 mg/m

Oral solution

Oral

Chicken - broilers and turkey

Greece

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

FLEXIN

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and turkey

Greece

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

LEVOFLOK

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and rabbits

Greece

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

AMIPLUS

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and rabbits

Greece

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

SPECTRON

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and turkey

zzli6 D
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Member State
EUJEEA

Applicant/marketing authorisation holder

Product name

INN

Strength

Pharmaceutical form

Route of
administration

Animal species

Greece

Laboratorios Maymo, S.A.,
Via Augusta 302,

08017 Barcelona

Spain

QUIMIOCOLI

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken broiler

Hungary

Bayer Hungdria Kft,
Alkotds u. 50.
1123 Budapest
Hungary

Baytril 10 % belséleges oldat

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Hungary

Vetoquinol Biowet Sp. z.0.0.,

ul. Kosynieréw Gdynskich 13-14,
66-400 Gorzoéw Wlkp.,

Poland

Enrobioflox 10 % belsSleges oldat

Enrofloxacin

100 mg/ml

Oral solution

Oral

Swine, cattle (calves), broiler
chickens, dogs, cats

Hungary

Lavet Pharmaceuticals Ltd.,
ott6é u. 14,

1161 Budapest,

Hungary

Enrocin 10 % oldat

Enrofloxacin

100 mg/ml

Concentrate for
oral solution

Oral

Chickens and turkeys

Hungary

DIVASA - FARMAVIC, S.A.
Ctra Sant Hipolit Km 71
08503 Gurb-Vic

Barcelona

Spain

Enrovet 10 % belsSleges oldat

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens

Hungary

VMD Allatgyégydszati Kft.
Kozraktdr u. 22/b.

1093 Budapest

Hungary

Enroveto-20 belsSleges oldat

Enrofloxacin

200 mg/ml

Concentrate for
oral solution

Oral

Chickens, pigs and turkeys

Hungary

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil 10 % belsSleges oldat

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Hungary

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Floxacin 100 mg/ml koncentratum
belséleges oldathoz hézitydk és
pulyka részére

Enrofloxacin

100 mg/ml

Concentrate for
oral solution

Oral

Chickens and turkeys

Hungary

Dunavet-B Zrt.
Dolgos u. 2.,
1126 Budapest,
Hungary

Ganadexil Enrofloxacina belsSleges
oldat

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broiler chickens
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Me?g/elErEitate Applicant/marketing authorisation holder Product name INN Strength Pharmaceutical form a driﬁ:lizfr;tgon Animal species
Hungary Laboratorios Karizoo S.A., Kariflox 10 % belséleges oldat Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Pol. Ind. La Borda, hazitytk és pulyka részére
Mas Pujades 11-12,
08140 Caldes de Montbui, Barcelona
Spain
Hungary Vetpharma Animal Health S.L., LANFLOX 100 mg/ml oldat Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Les Corts 23, ivovizbe keveréshez hdzitytk és
08028 Barcelona pulyka részére
Spain
Hungary TolnAgro Kft. Neoflox 10 % belsSleges oldat Enrofloxacin 100 mg/ml Oral solution Oral Chicken - broilers and rabbits
Rékéczi u. 146. hazitydk (brojler csirke) és hazinyul
7100 Szekszérd, szamara
Hungary
Hungary Novimed Kft., Novicen Flox bels6leges oldat Enrofloxacin 100 mg/ml Oral solution Oral Chickens
Kiss Ern6 u. 3.
P+P Keresked6hdz
1046 Budapest,
Hungary
Hungary CEVA-Phylaxia Zrt. Quinoex 10 belséleges oldat Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Szalléds u. 5.
1107 Budapest,
Hungary
Hungary CEVA-Phylaxia Zrt. QUINOFLOX 100 mg/ml Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Széllds u. 5. belsSleges oldat
1107 Budapest,
Hungary
Hungary Laboratorios Hipra S.A. Spectron 100 mg/ml belsSleges Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Avda. La Selva 135, oldat csirkék és pulykdk részére
17170 - Amer (Girona)
Spain
Hungary Laboratorios Syva, s.a.u, Syvaquinol 10 % bels6leges oldat | Enrofloxacin 100 mg/ml Oral solution Oral Broiler chickens
Avenue Parroco Pablo Diez 49-57,
24010 Leon,
Spain
Ireland Bayer Limited, Baytril 10 % Oral Solution Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys

The Atrium,
Blackthorn Road,
Dublin 18
Ireland
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administration

Member State

EU/EEA Animal species

Applicant/marketing authorisation holder Product name INN Strength Pharmaceutical form

Ireland Krka d.d. Novo mesto, Enrox Oral Solution 100 mg/ml Enrofloxacin 100 mg/ml Oral solution Oral Chickens (broilers, broiler
Smarjeska cesta 6 breeders, replacement
8501 Novo Mesto chickens), turkeys
Slovenia

¥10T°¢'8C

Ireland Universal Farma, S.L., Lanflox 100 mg/ml Oral Solution | Enrofloxacin 10 mg/ml Oral solution Oral Chickens and turkeys
Gran Via Carlos III, 98-7a,
08028 Barcelona

Spain

[NE ]

Ireland Universal Farma, S.L., Unisol 10 % Oral Solution Enrofloxacin 10 mg/ml Oral solution Oral Chickens and turkeys
Gran Via Carlos 1II, 98-7a,
08028 Barcelona

Spain

Ireland Laboratorios Karizoo S.A., ENRO-K 10 % Oral Solution Enrofloxacin 10 mg/ml Oral solution Oral Chickens and turkeys
Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

Ireland Laboratorios Karizoo S.A., Kariflox 10 % Oral Solution for Enrofloxacin 10 mg/ml Oral solution Oral Chickens and turkeys
Pol. Ind. La Borda, Chickens and Turkeys
Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

Ireland S.P. VETERINARIA, S.A. Floxamax Enrofloxacin 10 % Enrofloxacin 10 mg/ml Oral solution Oral Chickens and turkeys
Ctra. Reus - Vinyols Km 4,1 Concentrate for Oral
Riudoms 43330 (Tarragona)
Spain

uoru() ueadong ays jo [euInof [0

Ireland Laboratorios Hipra S.A. Spectron 100 mg/ml Solution for | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Avda. La Selva 135, use in Drinking Water for
17170 - Amer (Girona) Chickens and Turkeys

Spain

Ireland Eurovet Animal Health BV Enro-Sleecol 100 mg/ml oral Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Handelsweg 25 solution for chickens and turkeys
5531 AE Bladel
The Netherlands

Ireland aniMedica GmbH, Enrotron Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Im Siidfeld 9,

48308 Senden-Bosensell
Germany

s7/16 D
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Product name
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Pharmaceutical form

Route of
administration
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Ireland

HCS bvba,

H. Kennisstraat 53,
2650 Edegem,
Belgium

Enrofloxacin HCS 100 mg/ml oral
solution for chickens and turkeys

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

Spectron 100 mg/ml concentrate
for oral solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Unisol 10 % oral solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

Ceva Santé Animale,

10 avenue de La Ballastiére,
33500 Libourne

France

Cevaflox 100 mg/ml oral solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

DOX-AL Italia S.p.A.
Largo Donegani 2
20121 Milano

Italy

Floxadox

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, turkeys, guinea
fowl, ducks, pheasant, quails,
rabbits

Italy

Virbac SA

Rue 13eme Rue
06511 Carros Cedex,
France

Floxatril

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

Global Vet Health S.L.
C|Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Quinoflox 100 mg/ml solution for
use in drinking water, chicken and
rabbits

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, rabbits

Italy

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Levoflok 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, rabbits

Italy

Laboratorios Karizoo S.A.,

Pol. Ind. La Borda,

Mas Pujades 11-12,

08140 Caldes de Montbui, Barcelona
Spain

K-Flox oral solution for broilers
and rabbits

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, rabbits

97/16 D
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Italy

S.P. VETERINARIA, S.A.
Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

Floxavex

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Italy

Bayer

Viale Certosa 130
20156 Milano
Italy

Baytril 10 % O.L.

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens, turkeys, rabbits

Latvia

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Latvia

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

Spectron

Enrofloxacin

100 mg/ml

Solution for use
in drinking water

Oral

Chickens and turkeys

Latvia

Vet Line SIA

Maza Ramavas 2, Valdlaudi,
Kekavas novads,

Latvia

Interflox Oral

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Latvia

Ceva Santé Animale,

10 avenue de La Ballasticre,
33500 Libourne

France

Quinoflox

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Latvia

Laboratorios Calier S.A.,
C/Barcelones 26 (Pla del Ramassa),
08520 Les Franqueses del Valles,
Barcelona

Spain

Roxacin

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens

Latvia

Vetoquinol Biowet Sp. z.0.0.,

ul. Kosynieréw Gdynskich 13-14,
66-400 Gorzoéw Wikp.,

Poland

Enrobioflox 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Calves, pigs, dogs, cats,
chickens (broilers), pigeons

Lithuania

CENAVISA, S.A.,

Cami Pedra Estela s/n,
43205 Reus (Tarragona)
Spain

E-FLOX, geriamasis tirpalas

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broiler chickens

¥10T°¢'8C
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Lithuania

Vetoquinol Biowet Sp. z.0.0.,

ul. Kosynieréw Gdynskich 13-14,
66-400 Gorzéw Wikp.,

Poland

ENROBIOFLOX 10 %, geriamasis
tirpalas

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken, cattle, swine,
pigeons, dogs and cats

Lithuania

Lavet Pharmaceuticals Ltd.,
Oott6 u. 14,

1161 Budapest,

Hungary

ENROCIN 10 %, geriamasis tirpalas

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Lithuania

PPHU "INEX" Partnership,
ul. Bialostocka 12,
11-500 Gizycko

Poland

ENROFLOXAN 10 %, geriamasis
tirpalas

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken, turkey, pigeons,
cattle, swine, dogs and cats

Lithuania

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

ENROXIL 100 mg/ml geriamasis
tirpalas pauksciams

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

Lithuania

Ceva Santé Animale,

10 avenue de La Ballastiére,
33500 Libourne

France

QUINOFLOX 100 mg/ml
geriamasis tirpalas

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Lithuania

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

SPECTRON 100 mg/ml tirpalas
girdyti su geriamuoju vandeniu
viStoms ir kalakutams

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Luxembourg

Bayer Belgium

J.E. Mommaertslaan 14
B-1831 Diegem (Machelen)
Belgium

Baytril 10 % solution orale

Enrofloxacin

10 g/100 ml

Oral solution

Oral

Chickens and turkeys

Luxembourg

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Floxacin 100 mg/ml solution orale
pour poulets et dindes

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Luxembourg

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil 100 mg/ml pour poulets et
dindes

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys
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Malta

Industrial Veterinaria S.A.
Esmeralda, 19.

08950 Espluges de Llobregat,
Barcelona

Spain

Ganadexil Enrofloxacino

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broilers

Malta

Laboratorios Syva, s.a.u,

Avenue Parroco Pablo Diez 49-57,
24010 Leon,

Spain

Syvaquinol 10 % oral

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

Malta

S.P. VETERINARIA, S.A.
Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

Floxavex Oral solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Malta

Laboratorios Hipra S.A.
Avda. La Selva 135,
17170 - Amer (Girona)
Spain

Hipralona Enro-S

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Malta

Aerden L VM.D
Hoge Mauw 900
2370 Arendonk
Belgium

Enroveto-20

Enrofloxacin

200 mg/ml

Oral solution

Oral

Chickens and turkeys

Malta

Romvac Co.S.A,

7 Soseaua Centurii,
Voluntari, IF-077190
Romania

Enrofloxarom 10 % solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Malta

Pharmagal spol. s r.o.,
Murgasova 5,

949 01 Nitra,
Slovakia

Enrogal oral solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Netherlands

Bayer B.V.

Animal Health Division
Energieweg 1

3641 RT Mijdrecht
The Netherlands

Baytril 10 % orale oplossing

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Netherlands

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enrox 100 mg/ml orale oplossing

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

¥10T°¢'8C
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Netherlands Laboratorios Karizoo S.A., Kariflox 10 % orale oplossing Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Pol. Ind. La Borda,
Mas Pujades 11-12,
08140 Caldes de Montbui, Barcelona
Spain

Netherlands Vetpharma Animal Health S.L., Lanflox 100 mg/ml orale oplossing | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Les Corts 23,
08028 Barcelona
Spain

Netherlands S.P. VETERINARIA, S.A. Floxamax 10 % orale oplossing Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

Netherlands aniMedica GmbH, Enrotron 100 mg/ml orale Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Im Sidfeld 9, oplossing
48308 Senden-Bosensell
Germany

Poland Przedsi¢biorstwo Farmaceutyczne Enrofloksacyna 10 % plyn, enro- | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Okoniewscy "Vetos-Farma" Sp. z floksacyna 100 mg/ml roztwor
0.0., doustny dla kur i indykéw
ul. Dzierzoniowska 21,
58-260 Bielawa
Poland

Poland Biowet Putawy Sp. z o.0. Enflocyna Sol, 50 mg/ml, roztwér | Enrofloxacin 50 mg/ml Oral solution Oral Cattle, pig, dog, chicken,
ul. Arciucha 2, doustny dla bydla, $win, pséw, kur, turkey and pigeon
24-100 Pulawy indykéw i golebi
Poland

Poland Biofaktor Sp. z o.0., Enrofloxan 10 % roztwoér, enro- Enrofloxacin 100 mg/ml Oral solution for | Oral Pig, chicken (broilers and
ul. Czysta 4, floksacyna 100 mg/ml roztwér do use in drinking laying hens) and pigeon
96-100 Skierniewice, podawania w wodzie do picia dla water
Poland $win, kur i golebi

Poland Laboratorios Calier S.A., Roxacin 10 % oral solution, enro- | Enrofloxacin 100 mg/ml Oral solution Oral Chicken

C/Barcelones, 26 (Pla del Ramassa),
08520 Les Franqueses del Valles,
Barcelona

Spain

floksacyna 100 mg/ml, roztwér
doustny dla kur

0¢/16 D
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Poland Przedsi¢biorstwo Wielobranzowe Enrocin 10 % Oral, enrofloksacyna | Enrofloxacin 10 g/100 ml Oral solution Oral Chicken and pigeon
VET-AGRO Sp. z o.0,, 100 mg/ml, roztwér doustny dla
ul. Gliniana 32, kur i golebi
20-616 Lublin,
Poland

Poland Drwalewskie Zaklady Przemystu ENROFLOKSACYNA 10 %, enro- | Enrofloxacin 100 mg/ml Oral solution Oral Chicken, turkey and pigeon
Bioweterynaryjnego S.A. floksacyna 100 mg/ml roztwor
ul. Gréjecka 6, doustny dla kur, indykéw i golebi
05-651 Drwalew,
Poland

Poland Vetoquinol Biowet Sp. z.0.0., Enrobioflox 10 %, 100 mg/ml, Enrofloxacin 100 mg/ml Oral solution Oral Chicken, cattle, pig, dog, cat
ul. Kosynieréw Gdynskich 13-14, roztwér doustny dla kur, bydta, and pigeon
66-400 Gorzoéw Wikp., $win, pséw, kotoéw i golebi
Poland

Poland Scan Vet Poland Sp. z o.0. Scanoflox 10 % Oral Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Skiereszowo, (broilers); pigeons not
ul. Kiszkowska 9, intended for human
62-200 Gniezno consumption
Poland

Poland Ceva Santé Animale, Quinoex-10, 100 mg/ml roztwér | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
10 avenue de La Ballastiére, doustny dla kur i indykéw
33500 Libourne
France

Poland Vetpharma Animal Health S.L, Unisol 10 % roztwor doustny do | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Les Corts 23, podania w wodzie do picia dla
08028 Barcelona kurczat i indykéw
Spain

Poland Laboratorios Karizoo S.A., ENRO-K roztwor doustny Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Pol. Ind. La Borda,
Mas Pujades 11-12,
08140 Caldes de Montbui, Barcelona
Spain

Poland MEDIVET S.A., MEDOXIL ORAL 100 mg/ml Enrofloxacin 100 mg/ml Oral solution Oral Chickens and rabbits

ul. Szkolpa 17,
63-100 Srem
Poland

roztwér doustny dla kur i krélikow

¥10T°¢'8C
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Poland Global Vet Health S.L. Floxacin 100 mg/ml koncentrat do | Enrofloxacin 100 mg/ml Concentrate for | Oral Chickens and turkeys
C/Capcanes, 12-bajos sporzadzania roztworu doustnego oral solution
Poligono Agro-Reus dla kur i indykéw
43206-Reus
Tarragona
Spain

Poland Laboratorios Hipra S.A. Spectron 100 mg/ml roztwér do | Enrofloxacin 100 mg/ml Solution for use | Oral Chickens and turkeys
Avda. La Selva 135, podawania w wodzie do picia dla in drinking water
17170 - Amer (Girona) kurczat i indykéw
Spain

Poland Global Vet Health S.L. Quinoflox Enrofloxacin 100 mg/ml Solution for use | Oral Chicken (broilers,
C/Capcanes, 12-bajos in drinking water replacement chickens, broiler
Poligono Agro-Reus breeders), rabbit
43206-Reus
Tarragona
Spain

Poland Krka d.d. Novo mesto, Enroxil 10 % Oral Enrofloxacin 100 mg/ml Solution for use | Oral Chicken
Smarjeska cesta 6 in drinking water
8501 Novo Mesto
Slovenia

Portugal Global Vet Health S.L. Quinoflox 100 mg/ml solugdo para | Enrofloxacin 100 mg/ml Concentrate for | Oral Chickens (broilers,
C/Capcanes, 12-bajos administracdo na dgua de bebida oral solution for replacement chickens, broiler
Poligono Agro-Reus para frangos e coelhos use in drinking breeders) and rabbits
43206-Reus water
Tarragona
Spain

Portugal Vetpharma Animal Health S.L., Levoflok 100 mg/ml solugdo oral | Enrofloxacin 100 mg/ml Oral solution to | Oral Chicken - broilers and rabbits
Les Corts 23, para frangos de carne e coelhos be administered
08028 Barcelona (niflox) in drinking water
Spain

Portugal Laboratorios Karizoo S.A., K-Flok 100 mg/ml solugdo oral Enrofloxacin 100 mg/ml Oral solution to | Oral Chicken - broilers and rabbits
Pol. Ind. La Borda, para frangos de carne e coelhos be administered
Mas Pujades 11-12, in drinking water
08140 Caldes de Montbui, Barcelona
Spain

Portugal VETLIMA - Soc. distribuidora de Vetaflox 100 mg/ml solugdo oral | Enrofloxacin 100 mg/ml Oral solution Oral Chicken - broilers and rabbits

produtos agro-pecudrios, LDA
Av. 5 de Outubro, 35-3° Esq.
1050-047 Lisboa

Portugal

para frangos de engorda e coelhos
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Portugal

Prodivet-Zn, Nutri¢do e Comércio de
Produtos Quimicos, Farmacéuticos e
Cosméticos, SA

Av. Infante D. Henrique n® 333 H
3° Piso Esc. 41

1800-282 Lisboa

Portugal

Prodirox 100 mg/ml solugdo oral
para frangos e coelhos

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chicken - broilers and rabbits

Portugal

ESTEVE FARMA, LDA

Av. Do Forte 3 - Edificio Suécia II,
Piso 4A

2794-044 Carnaxide

Portugal

ALSIR 100 mg/ml solugdo oral
para frangos, galinhas e perus

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Portugal

Bayer Portugal S.A.

Rua Quinta do Pinheiro 5
2794-003 Carnaxide
Portugal

Baytril 10 % sol. oral

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens

Portugal

Calier Portugal, S.A

Centro Empresarial Sintra Estoril I,
Ed. C,

R. Pé do Mouro Estrada de
Albarraque

2710-335 Sintra

Portugal

Roxacin oral, enrofloxacina 100 g/l
solugdo oral

Enrofloxacin

100 g/ 1L

Oral solution.

Oral

Chickens (broilers)

Portugal

Representagro — Representacoes
LDA

Estrada da Lapa 1,

2665-540 Venda do Pinheiro,
Portugal

COLMYC-P solugdo oral 10 % para
frangos de carne

Enrofloxacin

10 g/100 ml

Oral solution

Oral

Broilers

Portugal

CENAVISA, S.A,

Cami Pedra Estela s/n,
43205 Reus (Tarragona)
Spain

ACROLIN 10 solugdo oral para
frangos de carne

Enrofloxacin

100 mg/ml

Oral solution

Oral

Broilers

Portugal

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Floxacin 100 mg/ml concentrado
para solucdo oral, para frangos e
perts

Enrofloxacin

100 mg/ml

Concentrate for
oral solution

Oral

Chickens and turkeys
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Romania

INVESA

C| Esmeralda 19-21

08950 Esplugues de Llobregat,
Barcelona

Spain

Ganadexil Enrofloxacina

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

Romania

S.C. Romvac Company S.A.
Sos. Centurii, nr. 7, Voluntari
Romania

Enrofloxarom 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

S.C. CRIDA PHARM S.R.L.
Str. Stadionului nr. 1, Oltenita
Romania

Enroflox lich. 10 %

Enrofloxacin

100 mg/g

Oral solution

Oral

Poultry and pigs

Romania

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

Baytril 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

DIVASA - FARMAVIC, S.A.
Ctra Sant Hipolit Km 71
08503 Gurb-Vic

Barcelona

Spain

Enrovet 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

Laboratorios Syva, s.a.u,

Avenue Parroco Pablo Diez 49-57,
24010 Leon

Spain

Syvaquinol 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry

Romania

Lavet Pharmaceuticals Ltd.,
Ott6é u. 14.,

1161 Budapest,

Hungary

Enrocin 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

Hipra Laboratorios
Avda. La Selva, 135,
17170 Amer (Girona)
Spain

Hipralona Enro S

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry (chicken)
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Romania

S.CCMARAVET SRL
9 Europa,
Baia Mare
Romania

Anka-floxacin 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

UNIVERSAL PHARMA
Gran Via Carlos 1II 98-7a
08028-Barcelona

Spain

Lanflox 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

Romania

CEVA SANTE ANIMALE
71 Tres le Bois - BP 372
22603 Loudeac Cedex
France

Quinoex 10

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry (broiler chickens,
breeder hens, turkeys, breeder
turkeys)

Romania

DELOS IMPEX’ 96 SRL
Str. Horia, Closca si Crisan,
nr. 81, Otopeni, Jud. Ilfov,
Romania

Enrodem 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry, pigs

Romania

Global Vet Health S.L.
C|Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Quinoflox 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry, rabbits

Romania

Vetoquinol Biowet Sp. z.0.0.,

ul. Kosynieréw Gdynskich 13-14,
66-400 Gorzéw Wikp.,

Poland

Enrobioflox 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry (broilers), bovine
(calves), pigs

Romania

Pasteur - Filiala Filipesti SRL

Str. Principala nr. 944

Filipestii de Padure, Jud. Prahova,
Romania

Enrofloxacina 10 %

Enrofloxacin

100 mg/ml

Oral solution

Oral

Calves, lambs, kids, piglets,
poultry, dogs, cats

Romania

Global Vet Health S.L.
C/Capcanes, 12-bajos
Poligono Agro-Reus
43206-Reus
Tarragona

Spain

Floxacin 100 mg/ml

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys
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Slovakia Pharmagal spol. s r.o., Enrogal 100 mg/ml perorilny Enrofloxacin 100 mg/ml Oral solution for | Oral Pigs, calves, lambs, kids,
Murgasova 5, roztok use in drinking poultry (chicken and turkey)
949 01 Nitra, water
Slovakia

Slovakia Krka d.d. Novo mesto, Enroxil 10 % sol. ad us.vet. Enrofloxacin 100 mg/ml Oral solution for | Oral Chickens and turkeys
Smarjeska cesta 6 use in drinking
8501 Novo Mesto water
Slovenia

Slovakia Ceva Animal Health Slovakia, spol s | Quinoex 100 mg/ml perordlny Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
r.o., roztok
Racianska 77,
831 02 Bratislava,
Slovakia

Slovakia Laboratorios Calier S.A., Roxacin 100 mg/ml peroralny Enrofloxacin 100 mg/ml Oral solution Oral Chicken
C[Barcelones, 26 (Pla del Ramassa), | roztok
08520 Les Franqueses del Valles,
Barcelona
Spain

Slovakia Laboratorios Hipra S.A. Spectron 100 mg/ml roytok na Enrofloxacin 100 mg/ml Solution for use | Oral Chickens and turkeys
Avda. La Selva 135, pouzitie v pitnej vode pre kurcatd a in drinking water
17170 - Amer (Girona) morkz
Spain

Slovakia Vetpharma Animal Health S.L., Unisol 100 mg/ml peroralny Enrofloxacin 100 mg Oral solution Oral Chickens and turkeys
Les Corts 23, roztok na pouzitie v pitnej vode
08028 Barcelona pre kurcatd a morky
Spain

Slovenia Bayer d.o.o., BAYTRIL 10 % peroralna raztopina | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Bravnicarjeva 13
Ljubljana
Slovenia

Slovenia Krka d.d. Novo mesto, ENROX 100 mg/ml peroralna Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Smarjeska cesta 6 raztopina
8501 Novo Mesto
Slovenia

Slovenia Krka d.d. Novo mesto, ENROXIL 100 mg/ml peroralna Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys

Smarjeska cesta 6
8501 Novo Mesto
Slovenia

raztopina za perutnino
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Slovenia GENERA SI d.o.0., VETOFLOK 10 % peroralna Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
Dunajska 51, raztopina
1000 Ljubljana
Slovenia
Slovenia Ceva Santé Animale, QUINOFLOX 100 mg/ml peroralna | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys
10 avenue de La Ballastiere, raztopina
33500 Libourne
France
Spain Laboratorios Ovejero, S.A. QUINOVET F Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens and turkeys
Ctra Leén - Vilecha n° 30, be administered
24192 Lebn via drinking
Spain water
Spain Labiana Life Sciences, S.A. KIN-O-FLOX Enrofloxacin 100 g/11 Oral solution Oral Poultry (broilers)
C| Venus, 26
Can Parellada Industrial
08228 Tarrassa
Spain
Spain MEVET S.A.U. ENROVALL ORAL Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens (broilers)
Poligono Industrial El Segre, P. 410. be administered
25191 Lérida via drinking
Spain water
Spain Laboratorios Calier S.A., ROXACIN SOLUCION ORAL Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens (broilers)
C/Barcelones, 26 (Pla del Ramassa), be administered
08520 Les Franqueses del Valles, via drinking
Barcelona water
Spain
Spain Laboratorio JAER. SORANOX Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens and turkeys
C/Barcelona 411. be administered
08620 Sant Vicenc del Horts, via drinking
Barcelona water
Spain
Spain DIVASA - FARMAVIC, S.A. ENROVET 10 % Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys

Ctra Sant Hipolit Km 71
08503 Gurb-Vic
Barcelona

Spain
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Spain POLICHEM, S.A. POLISTAR Enrofloxacin 100 g/l Oral solution to | Oral Chickens (broilers)
Ctra Reus- Cambrils, Km 3. be administered
43206 Reus. Tarragona via drinking
Spain water
Spain Industrial Veterinaria S.A. FENUTIN Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens (broilers)
Esmeralda, 19. be administered
08950 Espluges de Llobregat, via drinking
Barcelona water
Spain
Spain CHEMO IBERICA, S.A. ENROFLOXACINO CHEMO Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens (broilers)
Gran Via Carlos III 98 - 7a, 100 mg/ml be administered
08028 Barcelona via drinking
Spain water
Spain Laboratorios Karizoo S.A., CONFLOX 100 mg/ml solucion Enrofloxacin 100 mg/ml Oral solution to | Oral Chickens (broilers)
Pol. Ind. La Borda, oral para pollos be administered
Mas Pujades, 11-12, via drinking
08140 Caldes de Montbui, Barcelona water
Spain
Spain Industrial Veterinaria S.A. Ganadexil enrofloxacino solucion | Enrofloxacin 100 mg/ml Oral solution to | Oral Chicken - broilers and rabbits
Esmeralda, 19 oral be administered
08950 Espluges de Llobregat, via drinking
Barcelona water
Spain
Spain Laboratorios Karizoo S.A., K-FLOX 100 mg/ml solucion oral | Enrofloxacin 100 mg/ml Oral solution to | Oral Chicken - broilers and rabbits
Pol. Ind. La Borda, para pollos y conejos be administered
Mas Pujades 11-12, via drinking
08140 Caldes de Montbui, Barcelona water
Spain
Spain Universal Farma, S.L., Enrofloxacino Universal Enrofloxacin 100 mg/ml Oral solution to | Oral Chicken - broilers and rabbits
Gran Via Carlos III 98 - 7a, 100 mg/ml solucion oral para be administered
08028 Barcelona pollos y conejos via drinking
Spain water
Spain S.P. VETERINARIA, S.A. FLOXAVEX 100 mg/ml Enrofloxacin 10 % wlv Concentrate for | Oral Chickens and turkeys

Ctra. Reus - Vinyols Km 4,1
Riudoms 43330 (Tarragona)
Spain

concentrado para solucion oral
pollos y pavos

oral solution
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Spain Global Vet Health S.L. FLOXACIN 100 mg/ml Enrofloxacin 100 mg/ml Concentrate for | Oral Chickens and turkeys
C/Capcanes, 12-bajos concentrado para solucion oral oral solution
Poligono Agro-Reus pollos y pavos
43206-Reus
Tarragona
Spain

Spain Global Vet Health S.L. AQUAFLOX 100 mg/ml solucion | Enrofloxacin 100 mg/ml Solution for use | Oral Chickens (broilers,
C/Capcanes, 12-bajos para administracion en agua de in drinking replacement chickens, broiler
Poligono Agro-Reus bebida water. breeders) and rabbits
43206-Reus
Tarragona
Spain

Spain Laboratorios Syva, s.a.u, SYVAQUINOL 10 % oral Enrofloxacin 100 mg/ml Oral solution Oral Poultry (broilers)
Avenue Parroco Pablo Diez 49-57,
24010 Leon,
Spain

Spain S.P. VETERINARIA, S.A. COLMYC-C Enrofloxacin 100 mg/ml Oral solution to | Oral Poultry (broilers and fattened
Ctra. Reus - Vinyols Km 4,1 be administered turkeys), rabbits
Riudoms 43330 (Tarragona) via drinking
Spain water

Spain Laboratorios Hipra S.A. HIPRALONA ENRO-S Enrofloxacin 100 mg/ml Oral solution to | Oral Poultry (broilers and fattened
Avda. La Selva 135, be administered turkeys), rabbits
17170 - Amer (Girona) via drinking
Spain water

Spain Laboratorios Maymo, S.A., QUIMIOCOLI Enrofloxacin 10 g/100 ml Oral solution Oral Poultry (broilers)
Via Augusta 302,
08017 Barcelona
Spain

Spain LABORATORIOS E INDUSTRIAS FLOXACIVEN Enrofloxacin 10 ¢/100 ml Oral solution Oral Poultry (broilers)
IVEN, S.A.
C[Luis I 56
28031 Madrid
Spain

Spain LABORATORIOS DR ESTEVE ALSIR 10 % solucion oral Enrofloxacin 10 g/100 ml Oral solution Oral Poultry (broilers, replacement

Avda. Madre de Déu de Montserrat
221

08041 Barcelona

Spain

chickens, broiler breeders and
turkeys)
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Spain

CENAVISA, S.A,,

Cami Pedra Estela s/n,
43205 Reus (Tarragona)
Spain

FLOXICEN

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry (broilers)

Spain

Laboratorios Serra Pamies, S.A.
Crta de Castellvell, 24

43206 Reus (Tarragona)

Spain

E-FLOX solucion oral

Enrofloxacin

100 mg/ml

Oral solution to
be administered
via drinking
water

Oral

Poultry (broilers)

Spain

CEVA SALUD ANIMAL,
Carabela La Nifia 12, 5%
08017 Barcelona

Spain

QUINOEX-10

Enrofloxacin

100 mg/ml

Oral solution

Oral

Poultry (broilers and broiler

breeders)

Sweden

Bayer Animal Health GmbH,
51368 Leverkusen,
Germany

Baytril vet.

Enrofloxacin

100 mg/ml

Solution for use
in water

Oral

Poultry

Sweden

aniMedica GmbH,

Im Siidfeld 9,

48308 Senden-Bosensell
Germany

Enrotron

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

United Kingdom

Bayer plc

Animal Health Division
Bayer House
Strawberry Hill
Newbury RG14 1JA
Berkshire

United Kingdom

Baytril 10 % Oral Solution

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

United Kingdom

Krka d.d. Novo mesto,
Smarjeska cesta 6
8501 Novo Mesto
Slovenia

Enroxil 100 mg/ml Oral Solution
for Chickens and Turkeys

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys

United Kingdom

Vetpharma Animal Health S.L.,
Les Corts 23,

08028 Barcelona

Spain

Lanflox 100 mg/ml Solution for
Use in Drinking Water for
Chickens and Turkeys

Enrofloxacin

100 mg/ml

Oral solution

Oral

Chickens and turkeys
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United Kingdom Global Vet Health S.L. Quinoflox 100 mg/ml Solution for | Enrofloxacin 100 mg/ml Oral solution Oral ChickensRabbits
C/Capcanes, 12-bajos Use in Drinking Water, Chicken
Poligono Agro-Reus and Rabbits
43206-Reus
Tarragona
Spain
United Kingdom | Vetpharma Animal Health S.L., Unisol 100 mg/ml Oral Solution | Enrofloxacin 100 mg/ml Oral solution Oral Chickens and turkeys

Les Corts 23,
08028 Barcelona
Spain

for use in Drinking Water for
Chickens and Turkeys

¥10T°¢'8C

[NE ]

uoru() ueadong ays jo [euInof [0

1+/16 D



	Summary of European Union decisions on marketing authorisations in respect of medicinal products from 1 to 28 February 2014  (decisions taken pursuant to Article 34 of Directive 2001/83/EC  or Article 38 of Directive 2001/82/EC )  (2014/C 91/03)

