DODATEK 1

SEZNAM IMEN, JAKOSTI ZDRAVIL ZA UPORABO V VETERINARSKI
MEDICINI, ZIVALSKIH VRST, NACINOV UPORABE ZDRAVILA,
PRIPOROCENIH ODMERKOV IN IMETNIKOV DOVOLJENJA ZA PROMET Z
ZDRAVILOM V DRZAVAH CLANICAH
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Drzava Imetnik dovoljenja za promet z zdravilom Izmisljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Avstrija Chanelle Animal Health Ltd Animec injection Ivermektin Govedo, Subkutana Govedo:
7 Rodney Street Injektionslong fiir 10 mg/ml prasici 200 pg ivermektina/kg TM
Liverpool Rinder und Schweine
L1 9HZ Prasici:
United Kingdom 300 pg ivermektina/kg TM
Avstrija Cross Vetpharm Group Ltd, Bimectin Ivermektin Govedo, Subkutana Govedo, ovce:
Broomhill Road 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina’kg TM
Avstrija ECO Animal Health Ltd Ecomectin Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
78 Coombe Road 10 mg/ml ovce
New Malden
Surrey KT3 4QS
United Kingdom
Avstrija Laboratorios Calier SA Ivertin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Avstrija MERIAL Ivomec 10 mg/ml Ivermektin Govedo, Subkutana Govedo, ovce:
29 avenue Tony Garnier Injektionssuspension 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
69007 LYON fiir Rinder, Schafe
France und Schweine Prasici:

300 pg ivermektina/kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Avstrija Norbrook Laboratories Limited Noromectin — Ivermektin Govedo, Subkutana Govedo, ovce:
Station Works Injektionslosung fiir 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Camlough Road Tiere
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Avstrija ECO Animal Health Ltd Qualimec Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
78 Coombe Road 10 mg/ml ovce
New Malden
Surrey KT3 4QS
United Kingdom
Avstrija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo, Subkutana Govedo, ovce:
Rua Dionisio Saraiva, Lote 1, Injektionslosung Fiir | 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
1° Andar, Sala 2, Tiere: Rinder,
2080-104 Almeirim Schafe, Schweine Prasici:
Portugal 300 pg ivermektina/kg TM
Avstrija Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works Injektionldsung fiir 5 mg/ml, mg klosantela’kg TM
Camlough Road Rinder klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Belgija Cross Vetpharm Group Ltd, BOVIMEC B Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Broomhill Road 10 mg/ml
Tallaght
Dublin 24
Ireland
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Belgija ECO Animal Health Ltd ECOMECTIN Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10MG/ML 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Belgija Laboratorios Calier SA IVERTIN CATTLE | Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Belgija MERIAL Belgium S.A. IVOMEC F Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Bld Sylvain Dupuis 243 10 mg/ml, mg klorsulona’kg TM
1070 Bruxelles klorsulon
Belgium 100 mg/ml
Belgija Norbrook Laboratories Limited Noromectin Ivermektin Govedo, Subkutana Govedo:
Station Works 10 mg/ml prasici 200 ng ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Belgija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC 1 % Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
Rua Dionisio Saraiva, Lote 1, Solution injectable 10 mg/ml ovce
1° Andar, Sala 2,
2080-104 Almeirim
Portugal
Belgija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC F Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, solution injectable 10 mg/ml, mg klorsulona/kg TM
1° Andar, Sala 2, klorsulon
2080-104 Almeirim 100 mg/ml
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Portugal
Belgija MERIAL Belgium S.A. Ivomec Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
BId Sylvain Dupuis 243 10 mg/ml ovce
1070 Bruxelles
Belgium
Belgija ECO Animal Health Ltd QUALIMEC Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10MG/ML 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina’kg TM
Belgija Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works Oplossing voor 5 mg/ml, mg klosantela’kg TM
Camlough Road Injectie voor rundvee | klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Bolgarija Intervet International B.V. Ivotan LA Ivermektin Govedo, Subkutana Govedo, ovce, koze:
Wim de Korvrstraat 35, 10 mg/ml ovce, koze, 200 pg ivermektina/kg TM
5831 AA, Boxmeer, prasici
The Netherlands Prasici:
300 pg ivermektina/kg TM
Bolgarija Ceva Sante Animale Cevamec 1% Ivermektin Govedo, Subkutana Govedo, ovce, koze:
La Ballastiere injectable solution 10 mg/ml ovce, koze, 200 pg ivermektina’kg TM
B.P. 126 prasici
33501 Libourne Cedex Prasici:
France 300 pg ivermektina’kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Bolgarija Alfasan International B.V., Alfamec 1 % Ivermektin Govedo, Subkutana Govedo:
P.O. Box 78, 10 mg/ml prasici 200 ng ivermektina/kg TM
3440 AB Woerden,
The Netherlands Prasici:
300 pg ivermektina/kg TM
Bolgarija BIOVET JSC Pandex 1 % Ivermektin Govedo, Subkutana Govedo, ovce, koze:
39 Petar Rakov Str. 10 mg/ml ovce, koze, 200 pg ivermektina/kg TM
4550 Pesthera prasici
Bulgaria Prasici:
300 pg ivermektina/kg TM
Bolgarija Centrovet Ltd. Microdes Plus Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM,
Av.Los Cerrilos 602 10 mg/ml, 2 mg klorsulona’kg TM
Santiago, klorsulon
Chile 100 mg/ml
Bolgarija Interchemie werken “de Adelaar” BV Intermectin Ivermektin Govedo, Subkutana Govedo, ovce, koze:
Horsterweg 26A 10 mg/ml ovce, koze, 200 pg ivermektina’kg TM
5811 AC Castenray prasici
The Netherlands Prasici:
300 pg ivermektina’kg TM
Bolgarija Invesa International S.A. Promectine Ivermektin Govedo, Subkutana Govedo:
Esmeralda 19 10 mg/ml prasici 200 pg ivermektina/kg TM
08950 Esplugues de Llobregat
Barcelona Prasici:
Spain 300 pg ivermektina/kg TM
Bolgarija ECO Animal Health Ltd Divamectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Ciper Panchris Feeds Ltd. Bimectin Injection | Ivermektin Govedo, Subkutana Govedo:
P.O.Box 40261, 10 mg/ml prasici 200 ng ivermektina/kg TM
6302 Larnaca
Cyprus Prasici:
300 pg ivermektina/kg TM
Ciper Vetagrica Ltd Ivomec Super Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
3 Othellou Street, Injection for Cattle 10 mg/ml, mg klorsulona’kg TM
2540 Dhali Industrial Estate klorsulon
Nicosia 100 mg/ml
Cyprus
Ciper Spyros Stavrinides Chemicals Ltd Noromectin injection | Ivermektin Govedo, Subkutana Govedo:
28 Stasinou Avenue, 10 mg/ml prasici 200 pg ivermektina’kg TM
1060 Nicosia,
Cyprus Prasici:
300 pg ivermektina’kg TM
Ceska Vétoquinol s.r.o., Biomectin 1 % Ivermektin Govedo, Subkutana Govedo, ovce:
republika Zamecnicka 411, 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
288 02 Nymburk,
Czech Republic Prasici:
300 pg ivermektina/kg TM
Ceska Bremer Pharma GmbH Bremamectin Ivermektin Govedo, Subkutana Govedo:
republika Cherbourger Str. 25 10 mg/ml prasici 200 pg ivermektina/kg TM
27540 Bremerhaven
Germany Prasici:
300 pg ivermektina/kg TM
Ceska CEVA Animal Health Slovakia, spol. s r.0. Cevamec 1 % inj. ad | Ivermektin Govedo, Subkutana Govedo, ovce, koze:
republika Racianska 77 us. vet. 10 mg/ml ovce, koze, 200 pg ivermektina/kg TM
83 102 BRATISLAVA prasici

Slovak Republic

Prasici:
300 pg ivermektina/kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Ceska ECO Animal Health Ltd Ecomectin 1 % Ivermektin Govedo, Subkutana Govedo, ovce:
republika 78 Coombe Road 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Ceska MERIAL Ivomec 1% inj. ad. Ivermektin Govedo, Subkutana Govedo, ovce:
republika 29 avenue Tony Garnier us. vet. 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
69007 LYON
France Prasici:
300 pg ivermektina/kg TM
Ceska MERIAL Ivomec Super inj. Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
republika 29 avenue Tony Garnier a.uv. 10 mg/ml, ovce
69007 LYON klorsulon
France 100 mg/ml
Ceska Norbrook Laboratories Limited Noromectin Inj ad us | Ivermektin Govedo, Subkutana Govedo:
republika Station Works vet 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Ceska VIRBAC DE PORTUGAL Laboratorios Lda | Virbamec inj. ad us. | Ivermektin Govedo, Subkutana Govedo, ovce:
republika Rua Dionisio Saraiva, Lote 1, vet. 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
1° Andar, Sala 2,
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Ceska Bioveta a.s., Biomec 10 mg/ml Ivermektin Govedo, Subkutana Govedo, ovce:
republika Komenského 212 Injekéni roztok 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
683 23 Ivanovice na Hané
Czech Republic Prasici:
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
300 pg ivermektina/kg TM
Ceska Norbrook Laboratories Limited Closamectin injekcéni | Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM,
republika Station Works roztok pro skot 5 mg/ml, 5 mg klosantela/kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Danska Norbrook Laboratories Limited Noromectin Vet Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Station Works 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland
Danska ECO Animal Health Ltd Qualimec Vet Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom
Danska Bimeda (a division of Cross Vetpharm Group Bimec Vet Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Limited) 10 mg/ml
Broombhill Road
Tallaght
Dublin 24
Ireland
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Drzava
¢lanica

Imetnik dovoljenja za promet z zdravilom
in
naslov

IzmiSljeno ime

Jakosti

Zivalske
vrste

Pot uporabe
zdravila

Priporoceni odmerek

Danska

ECO Animal Health Ltd
78 Coombe Road

New Malden

Surrey KT3 4QS
United Kingdom

Ecomec vet.

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Danska

VIRBAC DE PORTUGAL Laboratorios Lda
Rua Dionisio Saraiva, Lote 1,

1° Andar, Sala 2,

2080-104 Almeirim

Portugal

Ivermectin ”Virbac”
Vet.,
injektionsvaske,
oplesning

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Danska

ECO Animal Health Ltd
78 Coombe Road

New Malden

Surrey KT3 4QS

United Kingdom

Coopermec Vet

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Danska

Merial Norden A/S
Mileparken 20 E
2740 Skovlunde
Denmark

Ivomec vet.,
injektionsvaske 10
mg/ml

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

ECO Animal Health Ltd
78 Coombe Road

New Malden

Surrey KT3 4QS
United Kingdom

Ecomectin

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

MERIAL

29 avenue Tony Garnier
69007 LYON

France

Ivomec 1%
injection, siistelahus

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM
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Drzava
¢lanica

Imetnik dovoljenja za promet z zdravilom
in
naslov

IzmiSljeno ime

Jakosti

Zivalske
vrste

Pot uporabe
zdravila

Priporoceni odmerek

Estonija

Bimeda Chemical Export Ltd. (a division of
Cross Vetpharm Group Limited),

Broomhill Road

Tallaght

Dublin 24

Ireland

Bimectin injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

Norbrook Laboratories Limited
Station Works

Camlough Road

Newry BT35 6JP

Country Down

Northern Ireland

Noromectin Multi
Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

Ceva Sante Animale
La Ballastiere

B.P. 126

33501 Libourne Cedex
France

Cevamec 1%
injectable solution

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

Bremer Pharma GmbH
Cherbourger Str. 25
27540 Bremerhaven
Germany

Bremamectin

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Estonija

Vetoquinol Biowet Sp. z o.0.,

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

Poland

Biomectin 1%

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Finska

Scanvet Eldinlddkkeet Oy
PL 27

13721 PAROLA

Finland

Animec vet

Ivermektin
10 mg/ml

Govedo,
jeleni, prasici

Subkutana

Govedo, jeleni:
200 pg ivermektina/kg TM

Prasici:
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
300 pg ivermektina/kg TM
Finska Bimeda (a division of Cross Vetpharm Group Bimectin vet Ivermektin Govedo, Subkutana Govedo, jeleni:
Limited) 10 mg/ml | jeleni, prasici 200 pg ivermektina’kg TM
Broomhill Road
Tallaght Prasici:
Dublin 24 300 pg ivermektina/kg TM
Ireland
Finska MERIAL Ivomec Ivermektin Govedo, Subkutana Govedo, jeleni:
29 avenue Tony Garnier 10 mg/ml vet 10 mg/ml | jeleni, praSici 200 ng ivermektina/kg TM
69007 LYON injektioneste, liuos
France Prasici:
300 pg ivermektina/kg TM
Finska Chanelle Animal Health Ltd Animec injection10 | Ivermektin Govedo, Subkutana Govedo:
7 Rodney Street mg/ml solution for 10 mg/ml prasici 200 pg ivermektina/kg TM
Liverpool injection
L1 9HZ Prasici:
United Kingdom 300 pg ivermektina/kg TM
Finska Norbrook Laboratories Limited Noromectin Vet Ivermektin Govedo, Subkutana Govedo, jeleni:
Station Works 10mg/ml 10 mg/ml | jeleni, prasici 200 pg ivermektina’kg TM
Camlough Road Solution for Injection
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina’kg TM
Northern Ireland
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Finska VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC VET Ivermektin Govedo, Subkutana Govedo, jeleni:
Rua Dionisio Saraiva, Lote 1, 10 mg/ml 10 mg/ml | jeleni, praSici 200 ng ivermektina/kg TM
1° Andar, Sala 2, injektioneste, liuos
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Francija MERIAL Ivomec Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
29 avenue Tony Garnier 10 mg/ml
69007 LYON
France
Francija MERIAL IVOMEC D Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
29 avenue Tony Garnier 10 mg/ml, mg klorsulona’kg TM
69007 LYON klorsulon
France 100 mg/ml
Francija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Rua Dionisio Saraiva, Lote 1, SOLUTION 10 mg/ml
1° Andar, Sala 2, INJECTABLE
2080-104 Almeirim POUR BOVINS
Portugal
Francija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC D Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, SOLUTION 10 mg/ml, mg klorsulona’kg TM
1° Andar, Sala 2, INJECTABLE klorsulon
2080-104 Almeirim 100 mg/ml
Portugal
Francija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo, Subkutana Govedo, ovce:
Rua Dionisio Saraiva, Lote 1, Solution Injectable 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM

1° Andar, Sala 2,
2080-104 Almeirim
Portugal

pour Bovins Porgins
Ovins

Prasici:
300 pg ivermektina/kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Francija ECO Animal Health Ltd IVERMECTINE Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road ECO 10 MG/ML 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
New Malden SOLUTION I
Surrey KT3 4QS NJECTABLE Prasici:
United Kingdom 300 pg ivermektina/kg TM
Francija ECO Animal Health Ltd QUALIMEC 10 Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road MG/ML SOLUTION | 10mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden INJECTABLE
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Francija Laboratorios Calier SA IVERTIN BOVIN Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Francija Cross Vetpharm Group Ltd, CEVAMEC Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
Broombhill Road BOVINS OVINS 10 mg/ml ovce
Tallaght SOLUTION
Dublin 24 INJECTABLE
Ireland
Francija Chanelle Animal Health Ltd Magamectine Ivermektin Govedo, Subkutana Govedo:
7 Rodney Street ilnjectable, solution 10 mg/ml prasici 200 pg ivermektina’kg TM
Liverpool injectable
L19HZ Prasici:
United Kingdom 300 pg ivermektina’kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
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Francija Chanelle Animal Health Ltd Medimec Injectable, | Ivermektin Govedo, Subkutana Govedo:
7 Rodney Street Solution Injectable 10 mg/ml prasici 200 ng ivermektina/kg TM
Liverpool
L1 9HZ Prasici:
United Kingdom 300 pg ivermektina/kg TM

Francija Norbrook Laboratories Limited Noromectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works Solution Injectable 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road Bovine, Porcins
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Francija Norbrook Laboratories Limited Closamectine Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works Solution Injectable 5 mg/ml, mg klosantela’kg TM
Camlough Road pour bovins klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland

Francija ECO Animal Health Ltd Divamectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Nemcija MERIAL GmbH Ivomec Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Am So6ldnermoos 6 10 mg/ml

D-85399 Hallbergmoos
Germany
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Imetnik dovoljenja za promet z zdravilom
in
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IzmiSljeno ime

Jakosti

Zivalske
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zdravila

Priporoceni odmerek

Nemcija

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Chanectin Injektion

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Nemcija

Bimeda Chemical Export Ltd. (a division of
Cross Vetpharm Group Limited),

Broomhill Road

Tallaght

Dublin 24

Ireland

Diapec R

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM

Nemcija

Bimeda Chemical Export Ltd. (a division of
Cross Vetpharm Group Limited),

Broombhill Road

Tallaght

Dublin 24

Ireland

Wedemec R

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM

Nemcija

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Sumex Injektion fiir
Rinder

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Nemcija

ECO Animal Health Ltd
78 Coombe Road

New Malden

Surrey KT3 4QS

United Kingdom

Ecomectin 1%
Injektion

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM
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Nemcija VIRBAC DE PORTUGAL Laboratorios Lda Virbamec Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Rua Dionisio Saraiva, Lote 1, Inektionslosung 10 mg/ml
1° Andar, Sala 2,
2080-104 Almeirim
Portugal
Gréija Norbrook Laboratories Limited Noromectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works 1% Evéoipo Aidhupa | 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Gréija Norbrook Laboratories Limited Paramectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works 1% Evéoipo Aiddupa | 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Grcija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo, Subkutana Govedo:
Rua Dionisio Saraiva, Lote 1, 10 mg/ml prasici 200 pg ivermektina/kg TM
1° Andar, Sala 2,
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Grcija ECO Animal Health Ltd ECOMECTIN Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina’kg TM
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Gréija ECO Animal Health Ltd Qualimec Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Grcija Chanelle Pharmaceuticals Manufacturing Animec Inj. Sol. Ivermektin Govedo, Subkutana Govedo:
Ltd., 10 mg/ml prasici 200 pg ivermektina/kg TM
Loughrea, Co. Galway,
Ireland Prasici:
300 pg ivermektina/kg TM
Grcija VETERIN ABEE VETERMEC Ivermektin Govedo, Subkutana Govedo, ovce:
Aspropyrgos Attikis 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
19300
Greece Prasici: 300 pg ivermektina/kg
™
Grcija PNG Gerolymatos S.A. VALANEQ Ivermektin Govedo, Subkutana Govedo, ovce:
13, Asklipiou 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
145 68 KRYONERI, ATTICA
Greece Prasici:
300 pg ivermektina/kg TM
Gréija Cross Vetpharm Group Ltd, MAXIMEC Ivermektin Govedo, Subkutana Govedo, ovce:
Broomhill Road 10 mg/ml | ovce, prasi¢i 200 pg ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Grcija SCHERING PLOUGH SA TIZOVAL Ivermektin Govedo, Subkutana Govedo:
65,Ag Dimitriou 10 mg/ml prasici 200 pg ivermektina/kg TM
17455, Athens
Greece Prasici:

300 pg ivermektina/kg TM

18/71




Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov

Madzarska Chanelle Pharmaceuticals Manufacturing Animec Injection Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Ltd., 10 mg/ml
Loughrea, Co. Galway,
Ireland

Madzarska Bayer Hungaria Ltd. Baymec Trio 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
H-1123 Budapest 10 mg/ml
Alkotés u. 50.
Hungary

Madzarska Vetoquinol Biowet Sp. z o0.0., Biomectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
ul. Kosynierow Gdynskich 13-14, 10 mg/ml
66-400 Gorzow Wilkp.,
Poland

Madzarska Ceva-Phylaxia Oltéanyagtermeld Zrt. Cevamec 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Szallas u. 5 injekcio A.U.V 10 mg/ml
1107 Budapest
Hungary

Madzarska Divasa Farmavic Hungaria Ltd. ECOMECTIN Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
H-6070 Izsak, Kossuth L. u. 60. 10 mg/ml
Hungary

Madzarska Bremer Pharma GmbH. FROMMECTIN Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Werkstrasse 42 10 mg/ml
34414 Warburg-Scherfede
Germany

Madzarska Invesa International S.A. IVERGEN Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Esmeralda 19 PREMIUM LA 10 mg/ml

08950 Esplugues de Llobregat
Barcelona
Spain
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Madzarska Veterina Polska Sp. Zo.o. Iverktin Injection Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Ul. Mogilska 80, 10 mg/ml
31546 Krakow
Poland

Madzarska Laboratorios Calier SA IVERTIN Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain

Madzarska VMD Animal Health Ltd. IVERVETo 1 % Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Kozraktar u. 22/b. 1I. 3., 10 mg/ml
1093 Budapest
Hungary

Madzarska MERIAL Ivomec injekciod Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
29 avenue Tony Garnier A.U.V. 10 mg/ml
69007 LYON
France

Madzarska MERIAL Ivomec super Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
29 avenue Tony Garnier injekcid A.U.V. 10 mg/ml, mg klorsulona’kg TM
69007 LYON klorsulon
France 100 mg/ml

Madzarska Norbrook Laboratories Limited Noromectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Station Works 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland
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Madzarska ECO Animal Health Ltd Vetimec 10 mg/ml | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road solution for injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Irska C-Corp, Kilo-mec 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road, Solution for Injection | 10 mg/ml
New Malden,
Surrey KT3 4QS,
United Kingdom

Irska C-Corp, Mastermectin 1 Per | Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
78 Coombe Road, Cent 10 mg/ml
New Malden,
Surrey KT3 4QS,
United Kingdom

Irska C-Corp, Coopermec 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
78 Coombe Road, Solution for Injection | 10 mg/ml
New Malden,
Surrey KT3 4QS,
United Kingdom

Irska VIRBAC DE PORTUGAL Laboratorios Lda | Virbamec Injectable | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Rua Dionisio Saraiva, Lote 1, Solution 10 mg/ml

1° Andar, Sala 2,
2080-104 Almeirim
Portugal
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Irska VIRBAC DE PORTUGAL Laboratorios Lda | Virbamec for Cattle | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Rua Dionisio Saraiva, Lote 1, Swine and Sheep 1% | 10 mg/ml
1° Andar, Sala 2,
2080-104 Almeirim
Portugal

Irska VIRBAC DE PORTUGAL Laboratorios Lda Virbamec Super Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, Solution for Injection | 10 mg/ml, mg klorsulona’kg TM
1° Andar, Sala 2, klorsulon
2080-104 Almeirim 100 mg/ml
Portugal

Irska Merial Animal Health Limited Panomec 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Sandringham House Solution for Injection | 10 mg/ml
Harlow Business Park for Cattle, Sheep and
Harlow Pigs
Essex CM19 5TG
United Kingdom

Irska Merial Animal Health Limited Ivomec Classic Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Sandringham House Injection for Cattle 10 mg/ml
Harlow Business Park and Sheep
Harlow 1% w/v
Essex CM19 5TG
United Kingdom

Irska Merial Animal Health Limited Ivomec Super Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM 2
Sandringham House Injection for Cattle 10 mg/ml, mg klorsulona’kg TM
Harlow Business Park klorsulon
Harlow 100 mg/ml
Essex CM19 5TG
United Kingdom
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Irska ECO Animal Health Ltd Ecomectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Irska ECO Animal Health Ltd Qualimec 10 mg/ml | Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Irska ECO Animal Health Ltd Fatromectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Irska ECO Animal Health Ltd Divamectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom

Irska Chanelle Animal Health Ltd Chanimec Injection | Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
7 Rodney Street 10 mg/ml
Liverpool
L19HZ
United Kingdom

Irska Chanelle Animal Health Ltd Animec 1% solution | Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
7 Rodney Street Injection 10 mg/ml

Liverpool
L19HZ
United Kingdom

23/71




Drzava
¢lanica

Imetnik dovoljenja za promet z zdravilom
in
naslov

IzmiSljeno ime

Jakosti

Zivalske
vrste

Pot uporabe
zdravila

Priporoceni odmerek

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Chanectin Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Sumex Injection for
Cattle, 1%, Solution
for injection for
cattle

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Anisec Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L1 9HZ

United Kingdom

Aniject Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L1 9HZ

United Kingdom

Chaniject Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM
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Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Sumiject Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Medimec Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Chanelle Animal Health Ltd
7 Rodney Street

Liverpool

L19HZ

United Kingdom

Topimec Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Cross Vetpharm Group Ltd,
Broomhill Road

Tallaght

Dublin 24

Ireland

Bimectin 1.0 %w/v
Solution for Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Cross Vetpharm Group Ltd,
Broombhill Road

Tallaght

Dublin 24

Ireland

Mectaject 1.0 %
Solution for Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

Irska

Cross Vetpharm Group Ltd,
Broombhill Road

Tallaght

Dublin 24

Ireland

Bovimectin 1%
solution for injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM

25/71




Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov

Irska Cross Vetpharm Group Ltd, Maximec Injection | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Broomhill Road for Cattle & Sheep 10 mg/ml
Tallaght
Dublin 24
Ireland

Irska Cross Vetpharm Group Ltd, Trimectin Injection | Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Broombhill Road 10 mg/ml
Tallaght
Dublin 24
Ireland

Irska Cross Vetpharm Group Ltd, Bovimec 1.0% w/v | Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Broombhill Road Solution for Injection | 10 mg/ml
Tallaght for Cattle
Dublin 24
Ireland

Irska Norbrook Laboratories Limited Paramectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Station Works Solution for Injection | 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland

Irska Norbrook Laboratories Limited Noromectin Multi Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Station Works Injection 10 mg/ml

Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland
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Irska Norbrook Laboratories Limited Primectin 1% w/v Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Station Works Solution for Injection | 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland

Irska Norbrook Laboratories Limited Closamectin Solution | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works for Injection 5 mg/ml, mg klosantela’kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland

Irska Norbrook Laboratories Limited Enovex Injection 1% | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Station Works w/v 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland

Irska Norbrook Laboratories Limited Noromectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Station Works Solution for Injection | 10 mg/ml
Camlough Road
Newry BT35 6JP
Country Down
Northern Ireland

Irska Norbrook Laboratories Limited Closiver Injection Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works 5 mg/ml, mg klosantela’kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
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Islandija MERIAL Ivomec vet. Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
29 avenue Tony Garnier 10 mg/ml
69007 LYON
France

Italija Norbrook Laboratories Limited Baymec 1% Ivermektin Govedo, Subkutana Govedo:
Station Works Soluzione 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Italija Norbrook Laboratories Limited Noromectin Injection | Ivermektin Govedo, Subkutana Govedo:
Station Works 10 mg/ml prasici 200 pg ivermektina’kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Italija Laboratorios Calier SA Ivertin cattle Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain

Italija INTERVET PRODUCTIONS SRL Ivogell Ivermektin Govedo, Subkutana Govedo, ovce:
Via Nettunense km 20, 300 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM

04011 Aprilia
Italy

Prasici:
300 pg ivermektina/kg TM
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Italija Merial Italia S.p.A. a Socio Unico, Ivomec Ivermektin Govedo, Subkutana Govedo:
Via Vittor Pisani, 16 10 mg/ml prasici 200 ng ivermektina/kg TM
Milano
Italy Prasici:
300 pg ivermektina/kg TM
Italija Merial Italia S.p.A. a Socio Unico, Ivomec Plus Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Via Vittor Pisani, 16 10 mg/ml, mg klorsulona’kg TM
Milano klorsulon
Italy 100 mg/ml
Italija Cross Vetpharm Group Ltd, Maximec iniettable | Ivermektin Govedo, Subkutana Govedo, ovce:
Broombhill Road 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Italija Fatro Tolomec Ivermektin Govedo, Subkutana Govedo, ovce:
Via Emilia, 285 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
40064 Ozzano Emilia (Bologna)
Italy Prasici:
300 pg ivermektina’kg TM
Italija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo, Subkutana Govedo:
Rua Dionisio Saraiva, Lote 1, Soluzione iniettabile | 10 mg/ml prasici 200 pg ivermektina’kg TM

1° Andar, Sala 2,
2080-104 Almeirim
Portugal

Prasici:
300 pg ivermektina/kg TM
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Italija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC F Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, soluzione iniettabile 10 mg/ml, mg klorsulona’kg TM
1° Andar, Sala 2, klorsulon
2080-104 Almeirim 100 mg/ml
Portugal
Italija Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works Soluzione iniettabile 5 mg/ml, mg klosantela’kg TM
Camlough Road per bovini klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Italija ECO Animal Health Ltd Divamectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
78 Coombe Road Solution for Injection | 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom
Latvija Chanelle Pharmaceuticals Manufacturing Animec Injection Ivermektin Govedo, Subkutana Govedo, ovce:
Ltd.,, 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Loughrea, Co. Galway,
Ireland Prasici:
300 pg ivermektina/kg TM
Latvija Bimeda Chemical Export Ltd. (a division of Bimectin Ivermektin Govedo, Subkutana Govedo, ovce:
Cross Vetpharm Group Limited), Injection 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Broombhill Road
Tallaght Prasici:
Dublin 24 300 pg ivermektina/kg TM
Ireland
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Latvija Vetoquinol Biowet Sp. z 0.0., Biomectin 1% Ivermektin Govedo, Subkutana Govedo, ovce:
ul. Kosynierow Gdynskich 13-14, 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
66-400 Gorzow Wlkp.,
Poland Prasici:
300 pg ivermektina/kg TM
Latvija Ceva Sante Animale Cevamec 1% Ivermektin Govedo, Subkutana Govedo, ovce:
La Ballastiere 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
B.P. 126
33501 Libourne Cedex Prasici:
France 300 pg ivermektina’kg TM
Latvija ECO Animal Health Ltd Ecomectin 10 mg/ml | Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici
United Kingdom 300 pg ivermektina/kg TM
Latvija MERIAL IVOMEC 1% Ivermektin Govedo, Subkutana Govedo, ovce:
29 avenue Tony Garnier Injection 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
69007 LYON
France Prasici: 300 pg ivermektina/kg
™
Latvija MERIAL Ivomec Plus Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
29 avenue Tony Garnier 10 mg/ml, mg klorsulona’kg TM
69007 LYON klorsulon
France 100 mg/ml
Latvija Pharmaceutical Company Iwermektyna 1% Ivermektin Govedo, Subkutana Govedo, ovce:
PFO "VETOS-FARMA" sp. z.0.0., Injection 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
Dzierzoniwska street 21
58-260 Bielawa Prasici:
Poland 300 pg ivermektina/kg TM

3171




Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Latvija Norbrook Laboratories Limited Noromectin Injection | Ivermektin Govedo, Subkutana Govedo, ovce:
Station Works 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Litva MERIAL IVOMEC PLUS, Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
29 avenue Tony Garnier injekcinis tirpalas 10 mg/ml, ovce
69007 LYON klorsulon
France 100 mg/ml
Litva MERIAL IVOMEC 1%, Ivermektin Govedo, Subkutana Govedo, ovce:
29 avenue Tony Garnier injekcinis tirpalas 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
69007 LYON
France Prasici:
300 pg ivermektina/kg TM
Litva Vetoquinol Biowet Sp. z 0.0., Biomectin 1%, Ivermektin Govedo, Subkutana Govedo, ovce:
ul. Kosynierow Gdynskich 13-14, injekcinis tirpalas 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
66-400 Gorzow Wilkp.,
Poland Prasici:
300 pg ivermektina/kg TM
Litva Ceva Sante Animale Cevamec 1%, Ivermektin Govedo, Subkutana Govedo, ovce, koze:
La Ballastiere injekcinis tirpalas 10 mg/ml ovce, koze, 200 pg ivermektina/kg TM
B.P. 126 prasici
33501 Libourne Cedex Prasici:
France 300 pg ivermektina/kg TM
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Litva Norbrook Laboratories Limited Noromectin Ivermektin Govedo, Subkutana Govedo:
Station Works Injekcinis tirpalas 10 mg/ml prasici 200 ng ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Litva Invesa International S.A. PROMECTINE Ivermektin Govedo, Subkutana Govedo:
Esmeralda 19 10 mg/ml prasici 200 pg ivermektina’kg TM
08950 Esplugues de Llobregat
Barcelona Prasici:
Spain 300 pg ivermektina/kg TM
Litva Bimeda Chemical Export Ltd. (a division of BIMECTIN Ivermektin Govedo, Subkutana Govedo, ovce:
Cross Vetpharm Group Limited), 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Broomhill Road
Tallaght Prasici:
Dublin 24 300 pg ivermektina/kg TM
Ireland
Litva ECO Animal Health Ltd ECOMECTIN Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road 10 mg/ml 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Luksemburg | MERIAL Belgium S.A. Ivomec solution pour | Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
Bld Sylvain Dupuis 243 injection 10 mg/ml ovce
1070 Bruxelles
Belgium
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Luksemburg | ECO Animal Health Ltd Ecomectin 1% Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
78 Coombe Road 10 mg/ml ovce
New Malden
Surrey KT3 4QS
United Kingdom

Luksemburg | Norbrook Laboratories Limited Noromectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works inj.sol. bovine and 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road porcine
Newry BT35 6JP Prasici
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Luksemburg | Norbrook Laboratories Limited Paramectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works solution for injection | 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Luksemburg | ECO Animal Health Ltd Qualimec 1% Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
78 Coombe Road solution for injection | 10 mg/ml ovce
New Malden
Surrey KT3 4QS
United Kingdom

Luksemburg | VIRBAC DE PORTUGAL Laboratorios Lda Virbamec solution Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Rua Dionisio Saraiva, Lote 1, pour injection bovine | 10 mg/ml

1° Andar, Sala 2,
2080-104 Almeirim
Portugal
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Malta Cross Vetpharm Group Ltd, Bimectin Ivermektin Govedo, Subkutana Govedo:
Broomhill Road 10 mg/ml prasici 200 ng ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Malta Laboratorios HIPRA S.A. Iveripra-I Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Avda. La Selva, 135 10 mg/ml
17170 Amer, Girona
Spain
Malta Interchemie werken “de Adelaar” BV Intermectin Ivermektin Govedo, Subkutana Govedo, ovce, koze:
Horsterweg 26A 10 mg/ml ovce, koze, 200 pg ivermektina’kg TM
5811 AC Castenray prasici
The Netherlands Prasici:
300 pg ivermektina/kg TM
Malta Norbrook Laboratories Limited Noromectin Multi Ivermektin Govedo, Subkutana Govedo, ovce:
Station Works Injection 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Malta INDUSTRIAL VETERINARIA, S.A. Promectine Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
C/ Esmeralda, 19 10 mg/ml

08950 Esplugues de Llobregat
Barcelona
Spain
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Nizozemska | Merial B.V. Ivomec Ivermektin Govedo, Subkutana Govedo, ovce:
Kleermakerstraat 10 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
1991 JL Velserbroek
The Netherlands Prasici: 300 pg ivermektina/kg
™
Nizozemska | Merial B.V. Ivomec Plus Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Kleermakerstraat 10 10 mg/ml, mg klorsulona’kg TM
1991 JL Velserbroek klorsulon
The Netherlands 100 mg/ml
Nizozemska | Merial B.V. Panomec Ivermektin Govedo, Subkutana Govedo, ovce:
Kleermakerstraat 10 Injectievloeistof 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
1991 JL Velserbroek
The Netherlands Prasici:
300 pg ivermektina/kg TM
Nizozemska | Chanelle Animal Health Ltd Animec Injection Ivermektin Govedo, Subkutana Govedo:
7 Rodney Street 10 mg/ml prasici 200 pg ivermektina/kg TM
Liverpool
L1 9HZ Prasici:
United Kingdom 300 pg ivermektina/kg TM
Nizozemska | Cross Vetpharm Group Ltd, Euromec Injectie Ivermektin Govedo, Subkutana Govedo:
Broomhill Road 10 mg/ml prasici 200 pg ivermektina’kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina’kg TM
Nizozemska | Norbrook Laboratories Limited Paramectin Injectie Ivermektin Govedo, Subkutana Govedo:
Station Works 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
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Nizozemska | Norbrook Laboratories Limited Noromectin Injectiec | Ivermektin Govedo, Subkutana Govedo:
Station Works 10 mg/ml prasici 200 ng ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Nizozemska | Cross Vetpharm Group Ltd, Maximec Injectie Ivermektin Govedo, Subkutana Govedo:
Broomhill Road 10 mg/ml prasici 200 pg ivermektina’kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Nizozemska | Laboratorios Calier SA Ivertin Cattle Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Nizozemska | Cross Vetpharm Group Ltd, Bimectin Injectie Ivermektin Govedo, Subkutana Govedo:
Broomhill Road 10 mg/ml prasici 200 ng ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Nizozemska | VIRBAC DE PORTUGAL Laboratorios Lda Virbamec F Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, 10 mg/ml, mg klorsulona’kg TM
1° Andar, Sala 2, klorsulon
2080-104 Almeirim 100 mg/ml

Portugal
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Nizozemska | ECO Animal Health Ltd Ges-o-mec 10mg/ml | Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road oplossing voor 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
New Malden injectie
Surrey KT3 4QS Prasici: 300 pg ivermektina/kg
United Kingdom ™
Nizozemska | ECO Animal Health Ltd Qualimec 10mg/g Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road solution for injection | 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Nizozemska | Dopharma Research B.V. Iverveto 1% Ivermektin Govedo, Subkutana Govedo, ovce:
Zalmweg 24 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
4941 VX Raamsdonksveer
Nizozemska Prasici:
300 pg ivermektina/kg TM
Norveska MERIAL Ivomec vet, Ivermektin Govedo, Subkutana Govedo, ovce, jeleni:
29 avenue Tony Garnier injeksjonsvaske, 10 mg/ml | ovece, jeleni, 200 pg ivermektina’kg TM
69007 LYON opplesning 10 mg/ml prasici
France Prasici: 300 pg ivermektina/kg
™
Norveska Norbrook Laboratories Limited Noromectin Vet Ivermektin Govedo, Subkutana Govedo, ovce:
Station Works Injection 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
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Norveska VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC VET Ivermektin Govedo, Subkutana Govedo, ovce:
Rua Dionisio Saraiva, Lote 1, 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
1° Andar, Sala 2,
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Poljska Vetoquinol Biowet Sp. z o.0., Biomectin 1% Ivermektin Govedo, Subkutana Govedo, ovce:
ul. Kosynierow Gdynskich 13-14, 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
66-400 Gorzow Wlkp.,
Poland Prasici:
300 pg ivermektina’kg TM
Poljska Ceva Sante Animale Cevamec 1% Ivermektin Govedo, Subkutana Govedo, ovce:
La Ballastiere 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
B.P. 126
33501 Libourne Cedex Prasici:
France 300 pg ivermektina/kg TM
Poljska Drwalewskie Zaktady Przemystu Ivermina 1% Inj Ivermektin Govedo, Subkutana Govedo:
Bioweterynaryjnego S.A. 10 mg/ml prasici 200 pg ivermektina/kg TM
ul. Grojecka 6
05-651 Drwalew Prasici:
Poland 300 pg ivermektina/kg TM
Poljska Pharmaceutical Company Iwermektyna 1% Ivermektin Govedo, Subkutana Govedo, ovce:
PFO "VETOS-FARMA" sp. z.0.0., Iniekcja 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Dzierzoniwska street 21
58-260 Bielawa Prasici:
Poland 300 pg ivermektina’kg TM
Poljska Agri- Biovet Sp. z 0.0. Pandex 1% Ivermektin Govedo, Subkutana Govedo, ovce:
ul. Smocza 27 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM

01-048 Warsaw
Poland

Prasici:
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300 pg ivermektina/kg TM
Poljska Scan Vet Poland Sp. z o.0. Paramectin 1% Ivermektin Govedo, Subkutana Govedo, ovce:
Skiereszewo, ul. Kiszkowska 9 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
62-200 Gniezno
Poland Prasici:
300 pg ivermektina/kg TM
Poljska Przedsigbiorstwo Wielobranzowe Vet Agro Vetamectin Ivermektin Govedo, Subkutana Govedo, ovce:
Sp. z 0.0. 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
ul. Gliniana 32
20-616 Lublin Prasici:
Poland 300 pg ivermektina’kg TM
Portugalska | Bimeda (a division of Cross Vetpharm Group | Tizoval Bovinos 1% | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Limited) 10 mg/ml
Broomhill Road
Tallaght
Dublin 24
Ireland
Portugalska | Calier Portugal S.A Ivertin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Centro Empresarial Sintra-Estoril 11, Ed. C, 10 mg/ml

R. P¢é de Mouro
Estrada de Albarraque
2710 - 335 Sintra
Portugal
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Portugalska | Chanelle Animal Health Ltd Chanectin Injectavel | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
7 Rodney Street 10 mg/ml
Liverpool
L19HZ
United Kingdom
Portugalska | Cross Vetpharm Group Ltd, Maximec Injectavel | Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
Broombhill Road para bovinos e 10 mg/ml ovce
Tallaght ovinos 1%
Dublin 24
Ireland
Portugalska ECO Animal Health Ltd Ecomectin 1% Sol Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road Injectavel 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Portugalska | ECO Animal Health Ltd Vectimax 10 mg/M1 | Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road Sol. Inj. 10 mg/ml | ovce, prasic¢i 200 ng ivermektina/kg TM
New Malden Este ¢
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Portugalska | Merial Portuguesa - Saide Animal, Lda Ivomec F Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
AV Maria Lamas, Lote 19 - BL - A Piso 2 10 mg/ml, mg klorsulona’kg TM
Parque Industrial Comercial Serra das Minas klorsulon
2635-432 Rio de Mouro 100 mg/ml

Portugal
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Portugalska | Merial Portuguesa - Satde Animal, Lda Ivomec 1% Bovinos, | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
AV Maria Lamas, Lote 19 - BL - A Piso 2 Solugdo Injectavel 10 mg/ml
Parque Industrial Comercial Serra das Minas
2635-432 Rio de Mouro
Portugal

Portugalska Norbrook Laboratories Limited Paramectin Injectavel | Ivermektin Govedo, Subkutana Govedo:
Station Works 1% 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Portugalska | Norbrook Laboratories Limited Noromectin Ivermektin Govedo, Subkutana Govedo:
Station Works Injectavel 1% 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Portugalska | VIRBAC DE PORTUGAL Laboratorios Lda | Virbamec F, Solu¢do | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Rua Dionisio Saraiva, Lote 1, Injectavel 10 mg/ml, mg klorsulona’kg TM
1° Andar, Sala 2, Img/ml klorsulon
2080-104 Almeirim 100 mg/ml

Portugal
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Portugalska | VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC, Ivermektin Govedo, Subkutana Govedo, ovce:
Rua Dionisio Saraiva, Lote 1, Solugdo injectavel 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
1° Andar, Sala 2,
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Portugalska | Norbrook Laboratories Limited Closamectin FF, Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
Station Works solucdo injectavel 5 mg/ml, mg klosantela’kg TM
Camlough Road para bovinos klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Romunija ANTIBIOTICE IASI S.A. Ivermectina 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Str. Valea Lupului, nr. 1, Iasi, jud. Iasi 10 mg/ml
Romania
Romunija BIOWET GORZOW Biomectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
PHARMACEUTICALS 10 mg/ml
COMPANY- Kosynierow Gdynskich 13/14
ST., Gorzow WLPK
Poland
Romunija BIOVET JSC Pandex 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
39 Petar Rakov Str. 10 mg/ml
4550 Pesthera
Bulgaria
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Romunija Bioveta a.s., Biomec inj. Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Komenského 212 10 mg/ml
683 23 Ivanovice na Hané
Czech Republic

Romunija Bremer Pharma GmbH Bremamectin Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Cherbourger Str. 25 10 mg/ml
27540 Bremerhaven
Germany

Romunija CEVA SANTE ANIMALE Cevamec 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Str. Chindiei, nr. 5 10 mg/ml
Sector 4
040185 Bucuresti
Romania

Romunija DAR AL DAWA VETERINARY & Ivodad 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
AGRICULTURAL INDUSTRIAL Co. LTD. 10 mg/ml
Jordan NA UR 11710 PO BOX 285
Jordania

Romunija DUTCH FARM VETERINARY Dufamec 1% inj. Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
PHARMACEUTICALS 10 mg/ml
B.V.
Veemweg 1-3771 MT BARNEVELEND
The Netherlands

Romunija ECO Animal Health Ltd Ecomectin 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
78 Coombe Road injection 10 mg/ml
New Malden
Surrey KT3 4QS
United Kingdom
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Romunija FARMAVET S.A. Ivermectina 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Str. Petricani 198, 10 mg/ml
Chisinau
Republica Moldova

Romunija HEMOFARM — HEMOVET Ivermektin S Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Beogradski Put BB 10 mg/ml
Vrsac
Serbia

Romunija Laboratorios HIPRA S.A. Iveripra I Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Avda. La Selva, 135 10 mg/ml
17170 Amer, Girona
Spain

Romunija Interchemie werken “de Adelaar” BV Intermectin Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Horsterweg 26A 10 mg/ml
5811 AC Castenray
The Netherlands

Romunija INTERVET PRODUCTIONS SRL Ivogell Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Via Nettunense km 20, 300 10 mg/ml
04011 Aprilia
Italy

Romunija INTERVET ROMANIA S.R.L. Ivotan LA Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Soseaua de Centura, nr. 27-28, 10 mg/ml
077040 Chiajna, Ilfov
Romania

Romunija MERIAL Ivomec 1% Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
29 avenue Tony Garnier 10 mg/ml
69007 LYON
France
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Romunija PANTEX Panmectin 10 Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Ganzestaartsedijk 8 — 5525 KC Duizel 10 mg/ml
The Netherlands
Romunija PASTEUR - Filiala Filipesti Evomec Ivermektin Govedo Subkutana 200 ng ivermektina/kg TM
Str. Principala, nr. 944, Filipestii de Padure, 10 mg/ml
Jud. Prahova
Romania
Romunija S.C. ROMVAC COMPANY S.A. Romivermectin B, Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Sos. Centurii, nr. 7, Voluntari 1% 10 mg/ml
Romania
Romunija SYVA Zoomectin Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Av. Parroco Pablo Diez, 49 — 57 10 mg/ml
24010 — Leon
Spain
Romunija VMD Animal Health Ltd. Iverveto 1% Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Koézraktar u. 22/b. 11. 3., Injection 10 mg/ml
1093 Budapest
Hungary
Slovaska Vétoquinol s.r.o., Biomectin Ivermektin Govedo, Subkutana Govedo, ovce:
republika Zamecnicka 411, 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
288 02 Nymburk,
Czech Republic Prasici:
300 pg ivermektina/kg TM
Slovaska CEVA Animal Health Slovakia, spol. s r.0. Cevamec 1 % inj. ad | Ivermektin Govedo, Subkutana Govedo, ovce, koze:
republika Racianska 77 us. vet. 10 mg/ml ovce, koze, 200 pg ivermektina/kg TM
83 102 BRATISLAVA prasici

Slovak Republic

Prasici:
300 pg ivermektina/kg TM
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Slovaska Norbrook Laboratories Limited Noromectin Injection | Ivermektin Govedo, Subkutana Govedo, ovce:
republika Station Works ad us vet 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Slovaska MERIAL Ivomec 1% inj. ad Ivermektin Govedo, Subkutana Govedo, ovce:
republika 29 avenue Tony Garnier us.vet. 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
69007 LYON
France Prasici:
300 pg ivermektina’kg TM
Slovaska MERIAL Ivomec Super inj. ad | Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
republika 29 avenue Tony Garnier us.vet. 10 mg/ml, ovce
69007 LYON klorsulon
France 100 mg/ml
Slovaska ECO Animal Health Ltd Ecomectin Ivermektin Govedo, Subkutana Govedo, ovce:
republika 78 Coombe Road 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Slovaska Pharmagal spol.s.r.o. Galmectin Ivermektin Govedo, Subkutana Govedo, ovce:
republika Murgasova 5 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
949 01 Nitra
Slovak Republic Prasici:
300 pg ivermektina’kg TM
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Slovaska Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
republika Station Works injek¢ny roztok pre 5 mg/ml, mg klosantela’kg TM
Camlough Road hovédzi dobytok klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Slovenija VET4VET d.o.o. Animec Injection Ivermektin Govedo, Subkutana Govedo, ovce:
Gerbiceva 50, 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
1000 Ljubljana
Slovenia Prasici:
300 pg ivermektina’kg TM
Slovenija VETERINA Plus d.o.0.,Dunajska 51, IVERKTIN 1% Ivermektin Govedo, Subkutana Govedo, ovce:
1000 Ljubljana, solution for injection | 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Slovenia
Prasici:
300 pg ivermektina/kg TM
Slovenija MERIAL IVOMEC solution Ivermektin Govedo, Subkutana Govedo, ovce:
29 avenue Tony Garnier for injection 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
69007 LYON
France Prasici:
300 pg ivermektina’kg TM
Spanija DIVASA FARMAVIC, S.A. DIVAMECTIN 1% | Ivermektin Govedo, Subkutana 200 pg ivermektina/kg TM
Ctra. Sant Hipolit, km 71 SOLUCION 10 mg/ml ovce

08503 — Gurb-Vic
Barcelona
Spain
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov

Spanija Norbrook Laboratories Limited Noromectin 1% Ivermektin Govedo, Subkutana Govedo:
Station Works Solution Inyectable 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road para Bovino y
Newry BT35 6JP Porcino Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland

Spanija VIRBAC DE PORTUGAL Laboratorios Lda VIRBAMEC Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Rua Dionisio Saraiva, Lote 1, SOLUCION 10 mg/ml
1° Andar, Sala 2, INYECTABLE
2080-104 Almeirim PARA BOVINOS
Portugal

Spanija Cross Vetpharm Group Ltd, TIZOVAL Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Broombhill Road VACUNO 10 mg/ml
Tallaght INYECTABLE
Dublin 24
Ireland

Spanija Chanelle Animal Health Ltd CHANECTIN Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
7 Rodney Street INYECTABLE 10 mg/ml
Liverpool
L19HZ
United Kingdom

Spanija Norbrook Laboratories Limited Paramectin Ivermektin Govedo, Subkutana Govedo:
Station Works Inyectable 10 mg/ml prasici 200 pg ivermektina/kg TM
Camlough Road
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Spanija Laboratorios Calier SA IVERTIN BOVINO | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Spanija INDUSTRIAL VETERINARIA, S.A. PROMECTINE Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
C/ Esmeralda, 19 10 mg/ml
08950 Esplugues de Llobregat
Barcelona
Spain
Spanija Chanelle Animal Health Ltd SUMEX Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
7 Rodney Street INYECTABLE 10 mg/ml
Liverpool BOVINO
L19HZ
United Kingdom
Spanija Laboratorios HIPRA S.A. IVERIPRA-I Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Avda. La Selva, 135 10 mg/ml
17170 Amer, Girona
Spain
Spanija ECO Animal Health Ltd ECOMECTIN 10 Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road MG/ML SOLUCION | 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden INYECTABLE
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Spanija Chemo Iberica BOVECTIN Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM
Gran Via Carlos III, 98 — 7°th floor. 10 mg/ml

08028 Barcelona,
Spain
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Spanija MERIAL LABORATORIOS S.A Ivomec Inyectable Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
Tarragona, 161-Locales D/E Para Vacuno 10 mg/ml
08014 Barcelona
Spain
Spanija MERIAL LABORATORIOS S.A Ivomec F Inyectable | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 2
Tarragona, 161-Locales D/E Para Vacuno 10 mg/ml, mg klorsulona’kg TM
08014 Barcelona klorsulon
Spain 100 mg/ml
Spanija Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina’kg TM, 5
Station Works Solucion inyectable 5 mg/ml, mg klosantela’kg TM
Camlough Road para bovino klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Svedska MERIAL Ivomec® vet. Ivermektin Govedo, Subkutana Govedo, jeleni:
29 avenue Tony Garnier 10 mg/ml | jeleni, prasici 200 pg ivermektina/kg TM
69007 LYON
France Prasici:
300 pg ivermektina/kg TM
Svedska VIRBAC DE PORTUGAL Laboratorios Lda Virbamec vet. 10 Ivermektin Govedo, Subkutana Govedo, jeleni:
Rua Dionisio Saraiva, Lote 1, mg/ml 10 mg/ml | jeleni, prasici 200 pg ivermektina’kg TM
1° Andar, Sala 2 injektionsvitska,
2080-104 Almeirim 16sning Prasici:
Portugal 300 pg ivermektina’kg TM
Svedska Bimeda (a division of Cross Vetpharm Group Bimectin® vet. Ivermektin Govedo, Subkutana Govedo, jeleni:
Limited) 10 mg/ml | jeleni, prasici 200 pg ivermektina’kg TM
Broomhill Road
Tallaght Prasici:
Dublin 24 300 pg ivermektina’kg TM
Ireland

51/71




Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Svedska Norbrook Laboratories Limited Noromectin vet Ivermektin Govedo, Subkutana Govedo, jeleni:
Station Works Solution for Injection | 10 mg/ml | jeleni, prasici 200 ng ivermektina/kg TM
Camlough Road 10mg/ml
Newry BT35 6JP Prasici:
Country Down 300 pg ivermektina/kg TM
Northern Ireland
Svedska ECO Animal Health Ltd Ecomectin, 10 Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road mg/ml, 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden Injektionsvitska,
Surrey KT3 4QS 16sning Prasici:
United Kingdom 300 pg ivermektina/kg TM
Svedska ECO Animal Health Ltd Qualimec, 10 mg/ml, | Ivermektin Govedo, Subkutana Govedo, ovce:
78 Coombe Road Injektionsvitska, 10 mg/ml | ovce, prasici 200 ng ivermektina/kg TM
New Malden 16sning
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Zdruzeno Laboratorios Calier SA Ivertin Cattle Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM
kraljestvo Barcelones 10 mg/ml
26 (Pla del Ramassa)
08520 Les Franqueses del Valles
Barcelona
Spain
Zdruzeno Merial Animal Health Limited Ivomec Classic Ivermektin Govedo, Subkutana 200 pg ivermektina’kg TM
kraljestvo Sandringham House Injection for Cattle 10 mg/ml ovce
Harlow Business Park and Sheep
Harlow
Essex CM19 5TG
United Kingdom
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
ZdruZeno Merial Animal Health Limited Ivomec Super Ivermektin Govedo Subkutana 200 pg ivermektina/’kg TM, 5
kraljestvo Sandringham House Injection for Cattle 10 mg/ml, mg klorsulona’kg TM
Harlow Business Park klorsulon
Harlow 100 mg/ml
Essex CM19 5TG
United Kingdom
Zdruzeno Merial Animal Health Limited Panomec Injection Ivermektin Govedo, Subkutana Govedo, ovce:
kraljestvo Sandringham House for Cattle, Sheep and | 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
Harlow Business Park Pigs
Harlow Prasici:
Essex CM19 5TG 300 pg ivermektina/kg TM
United Kingdom
ZdruZeno Chanelle Animal Health Ltd Animec Injection Ivermektin Govedo, Subkutana Govedo:
kraljestvo 7 Rodney Street 10 mg/ml prasici 200 ng ivermektina/kg TM
Liverpool
L1 9HZ Prasici:
United Kingdom 300 pg ivermektina/kg TM
Zdruzeno VIRBAC DE PORTUGAL Laboratorios Lda | Virbamec Injectable | Ivermektin Govedo, Subkutana Govedo:
kraljestvo Rua Dionisio Saraiva, Lote 1, Solution For Cattle 10 mg/ml prasici 200 pg ivermektina’kg TM
1° Andar, Sala 2, and Swine
2080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
Zdruzeno VIRBAC DE PORTUGAL Laboratorios Virbamec Injectable | Ivermektin Govedo, Subkutana Govedo, ovce:
kraljestvo LdaRua Dionisio Saraiva, Lote 1, Solution for Cattle, 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
1° Andar, Sala, Swine and Sheep
22080-104 Almeirim Prasici:
Portugal 300 pg ivermektina/kg TM
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Drzava
¢lanica

Imetnik dovoljenja za promet z zdravilom
in
naslov

IzmiSljeno ime

Jakosti

Zivalske
vrste

Pot uporabe
zdravila

Priporoceni odmerek

ZdruZeno
kraljestvo

VIRBAC DE PORTUGAL Laboratorios Lda
Rua Dionisio Saraiva, Lote 1,

1° Andar, Sala 2,

2080-104 Almeirim

Portugal

Virbamec Super

Ivermektin
10 mg/ml,
klorsulon

100 mg/ml

Govedo

Subkutana

200 pg ivermektina/kg TM, 2
mg klorsulona’kg TM

Zdruzeno
kraljestvo

Norbrook Laboratories Limited
Station Works

Camlough Road

Newry BT35 6JP

Country Down

Northern Ireland

Enovex Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM

Zdruzeno
kraljestvo

Norbrook Laboratories Limited
Station Works

Camlough Road

Newry BT35 6JP

Country Down

Northern Ireland

Noromectin Multi
Injection

Ivermektin
10 mg/ml

Govedo,
ovce, prasici

Subkutana

Govedo, ovce:

200 pg ivermektina/kg TM
Prasici:

300 pg ivermektina/kg TM

Zdruzeno
kraljestvo

Norbrook Laboratories Limited
Station Works

Camlough Road

Newry BT35 6JP

Country Down

Northern Ireland

Paramectin Injection

Ivermektin
10 mg/ml

Govedo

Subkutana

200 ng ivermektina/kg TM

Zdruzeno
kraljestvo

Norbrook Laboratories Limited
Station Works

Camlough Road

Newry BT35 6JP

Country Down

Northern Ireland

Paramectin Multi
Injection 1% w/v
Solution for Injection
for Cattle, Sheep and
Pigs

Ivermektin
10 mg/ml

Govedo,
ovce, prasici

Subkutana

Govedo, ovce:

200 pg ivermektina/kg TM
Prasici:

300 pg ivermektina/kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Zdruzeno Cross Vetpharm Group Ltd, Bimectin 1% w/v Ivermektin Govedo, Subkutana Govedo, ovce:
kraljestvo Broomhill Road Solution for Injection | 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Zdruzeno Cross Vetpharm Group Ltd, Ecomec 1% Injection | Ivermektin Govedo, Subkutana Govedo:
kraljestvo Broombhill Road 10 mg/ml prasici 200 pg ivermektina/kg TM
Tallaght
Dublin 24 Prasici:
Ireland 300 pg ivermektina/kg TM
Zdruzeno Cross Vetpharm Group Ltd, Broombhill Qualimintic 1% Ivermektin Govedo, Subkutana Govedo:
kraljestvo RoadTallaghtDublin 24Ireland Injection 10 mg/ml prasici 200 pg ivermektina’kg TM
Prasici:
300 pg ivermektina/kg TM
Zdruzeno Alstoe Ltd Alstomec Ivermektin Govedo, Subkutana Govedo:
kraljestvo Sheriff Hutton Industrial Park 10 mg/ml prasici 200 pg ivermektina/kg TM
Sheriff Hutton
York Prasici:
YO60 6RZ 300 pg ivermektina/kg TM
United Kingdom
Zdruzeno ECO Animal Health Ltd Ecomectin 10 mg/ml | Ivermektin Govedo, Subkutana Govedo, ovce:
kraljestvo 78 Coombe Road Solution for Injection | 10 mg/ml | ovce, prasici 200 pg ivermektina’kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
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Drzava Imetnik dovoljenja za promet z zdravilom IzmiSljeno ime Jakosti Zivalske Pot uporabe Priporoceni odmerek
¢lanica in vrste zdravila
naslov
Zdruzeno ECO Animal Health Ltd Qualimec 10 mg/ml | Ivermektin Govedo, Subkutana Govedo, ovce:
kraljestvo 78 Coombe Road Solution for Injection | 10 mg/ml | ovce, prasici 200 pg ivermektina/kg TM
New Malden
Surrey KT3 4QS Prasici:
United Kingdom 300 pg ivermektina/kg TM
Zdruzeno Norbrook Laboratories Limited Closamectin Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
kraljestvo Station Works Injection 5 mg/ml, mg klosantela’kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Zdruzeno Norbrook Laboratories Limited Closiver Injection Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
kraljestvo Station Works 5 mg/ml, mg klosantela’kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland
Zdruzeno Norbrook Laboratories Limited Norofas Solution for | Ivermektin Govedo Subkutana 200 pg ivermektina/kg TM, 5
kraljestvo Station Works Injection 5 mg/ml, mg klosantela’kg TM
Camlough Road klosantel
Newry BT35 6JP 125 mg/ml
Country Down
Northern Ireland

56/71




DODATEK II
ZNANSTVENI ZAKLJUCKI IN PODLAGA ZA DOPOLNILO POVZETKA

GLAVNIH ZNACILNOSTI ZDRAVILA, OZNACEVANJA IN NAVODIL ZA
UPORABO
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SPLOSNI POVZETEK ZNANSTVENEGA VREDNOTENJA VETERINARSKIH
ZDRAVIL ZA INJICIRANJE, KI VSEBUJEJO IVERMEKTIN

1. Uvod

Ivermektin je endektocid Sirokega spektra iz druzine avermektinov. Pri govedu se zdravila za
injiciranje, ki vsebujejo ivermektin kot edino zdravilno uinkovino ali v kombinaciji z drugo,
uporabljajo za infestacije z endoparaziti in ektoparaziti z dajanjem subkutano 200 pg ivermektina/kg
TM.

CVMP je ivermektin Ze ovrednotil, da bi dolo¢il najvisje mejne vrednosti zaostankov zdravila (MRL).
Na podlagi odmerka brez opaznega ucinka (NOEL) 0,5 mg/kg TM/dan, ugotovljenega v 14-tedenski
Studiji na psih, je bil z uporabo varnostnega faktorja 50 dolocen toksikolosko sprejemljiv dnevni vnos
(ADI) 10 pg/kg TM/dan (600 pg/osebo dnevno).

Ivermektin je trenutno vkljucen v Dodatku I Uredbe Sveta (EGS) st. 2377/90, v katerem so dolo¢ene
MRL za vse zivalske vrste za proizvodnjo zivil, in sicer:

Farmakoloska Oznacevalec Zivalska vrsta MRL Ciljna Druge dolocbe
zdravilna ostanka tkiva
ucinkovina
Ivermektin 22,23-dihidro- | Vse vrste 100 pg/kg | Mascoba | Ni za uporabo
avermektin Bla | sesalcev za 100 pg/kg | Jetra pri zivalih za
proizvodnjo 30 ug/kg | Ledvice proizvodnjo
zivil mleka za

prehrano ljudi.

Na podlagi teh MRL bo dnevni vnos skupnih ostankov obsegal priblizno 15 % ADI.

Dovoljenja za promet z zdravili za injiciranje, ki vsebujejo ivermektin, za uporabo pri govedu so bila
odobrena v vseh drzavah clanicah Evropske unije po razli¢nih postopkih odobritve (postopki
medsebojnega priznavanja in nacionalni postopki) ter na razli¢nih pravnih podlagah (popolna,
generi¢na, bibliografska, privoljenje po pojasnilu).

Zdruzeno kraljestvo je izrazilo zadrzek, da lahko razlike v karencah, ki veljajo v Evropski uniji za
zadevna zdravila, predstavljajo potencialno resno tveganje za Clovesko zdravje, zato je zaprosilo
Odbor za zdravila za uporabo v veterinarski medicini (CVMP), naj poda svoje mnenje glede omenjene
zadeve.

Postopek je vkljuCeval 293 odobrenih veterinarskih zdravil za injiciranje, ki vsebujejo ivermektin
(glejte Dodatek I)
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2. Razprava o specifi¢nih vprasanjih, zastavljenih med prijavo napotitvega postopka

Od vseh podatkov, ki so jih imetniki dovoljenj za promet z zdravilom predlozili nacionalnim
pristojnim organom drzav ¢lanic, je le 11 Studij o izloCanju ostankov ivermektina bilo primerno
kakovostnih za izra¢un karenc, ker so v teh Studijah vzeli vzorce primernih tkiv, vkljuno z mesti
injiciranja, ter jih analizirali. Ugotovili so, da so nekatere Studije identi¢ne, vendar so jih predlozili
razli¢ni imetniki dovoljenj za promet z zdravilom.

Kjer je bilo mogoce, je CVMP uporabil statisticno metodo za izratun posameznih karenc na podlagi
posameznih §tudij, vendar v skladu z Navodili CVMP: pristop k wusklajevanju karenc
(EMEA/CVMP/036/95)"; kjer se za potrebne parametre ni dokazala veljavnost za statisti¢no analizo,
so za izracun karenc uporabili alternativni pristop.

Ker za ivermektin ni MRL v miSi¢nem tkivu, so pristop na podlagi ADI uporabili za vrednotenje
skupnega dnevnega vnosa zaostankov, ki lahko nastane zaradi uporabe tkiv posamezne Zzivali
(EMEA/CVMP/542/03-Final)*.

Ce se je uporabil alternativni pristop za podatke posameznih $tudij zaostankov, so karenco izpeljali iz
prve ¢asovne tocke, v kateri so bili vsi izra¢unani vnosi pod ADI po dodatku varnostnega faktorja.
Zaradi velike variacije vrednosti vnosa, ki je bila zlasti posledica variacije zaostankov na mestih
injiciranja, so uporabili varnostni faktor 30 %.

CVMP je na podlagi 11 predlozenih §tudij izloCanja ostankov ivermektina z zadostno kakovostjo
izracunal karence za 12 zdravil. Posamezne karence, ki jih je izracunal CVMP, so znasale od 21 dni do
78 dni. Poleg tega je za dodatnih 11 zdravil, za katera so bili predlozeni podatki o izlocanju ostankov,
zakljucil, da zaradi nezadostnosti predlozenih podatkov, ki so specifi¢ni za to zdravilo, posameznih
karenc ni mogoce izracunati.

Klju¢no vpraSanje, zastavljeno v tem napotitvenem postopku, je, ali obstaja ucinek formulacije na
izlo¢anje ostankov iz tkiv, zlasti iz mesta injiciranja. Da bi odgovorili na to vprasanje, so strokovnjaki
za kakovost pregledali kakovostno in koli¢insko sestavo vseh 293 zdravil, ki vsebujejo ivermektin in
so vkljucena v ta napotitveni postopek, ter zdruzili zdravila, ki jih lahko Stejemo za enaka ali bistveno
enaka. Na ta nacin so sestavili 13 formulacijskih skupin. Vsaka skupina je vsebovala zdravila, ki v
okviru formulacije veljajo za bistveno enaka.

' Navodila CVMP: Pristop k usklajevanju karenc http://www.emea.europa.eu/pdfs/vet/swp/003695en.pdf

> Smernica CVMP glede ostankov na mestih injiciranja. Objavljeno na spletis¢u EMEA,
http://www.emea.europa.eu/pdfs/vet/swp/003695en.pdf
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V spodnji preglednici je navedeno teh 13 formulacijskih skupin s Stevilom zdravil v vsaki skupini,
Stevilom razpolozljivih §tudij za vsako skupino in posameznimi karencami, izraCunanimi za razlicna
zdravila, za katera so bili dostopni primerno kakovostni podatki. Steviléenje formulacijskih skupin je
samovoljno.

Preglednica 1. Formulacijske skupine za 293 zdravil, ki so vkljucena v ta napotitveni postopek.

Formulacija | Stevilo zdravil [ Stevilo sprejemljivih Posamezne karence (v dneh),
skupina Studij o izlocanju izpeljane iz Studij ostankov
ostankov ivermektina
1 108 5 21, 23, 37,47,>49
2 45 1 46
3 18 1 42
4 58 1 29
5 3 Ni primernih podatkov -
6 22 1 78
7 1 Ni primernih podatkov -
8 1 Ni primernih podatkov -
9 2 Ni primernih podatkov -
10 19 1 55
11 13 1 29
12 2 Ni primernih podatkov -
13 1 Ni primernih podatkov -

Iz preglednice 1 zgoraj je razvidno, da je za skupino 1, za katero je bilo na voljo ve¢ Studij, razpon
izraCunanih karenc precej variiral (od 21 do >49 dni). Variabilnost izracunanih karenc odraza
variabilnost profilov izloCanja in zlasti variabilnost izloCanja zaostankov z mesta injiciranja.
Upostevati je potrebno, da je bila za ve€ino Studij razprSenost podatkov tolik$na, da ni bilo mogoce
uporabiti usklajene statisticne metode za dolocitev karence ter da je karenca, ki se izraCuna z
alternativno metodo, vedno zelo odvisna od izbire ¢asovnih tock.

vvvvv

krivulj izloCanja in katerim koli izmed naslednjih parametrov: formulacijsko skupino, telesno maso,
pasmo, spolom, starostjo in injiciranim volumnom. V razpoloZzljivih podatkih niso nasli korelacij, ki bi
lahko pojasnile razlike v profilih izlocanja ali ocenjenih karencah, hkrati pa se noben ugotovljen
parameter ni pokazal kot velik in edini vir variacije.

Ceprav ostajajo to¢ni viri variacije neznani, je verjetno pomemben faktor postopek vzor&enja; tezko je
zagotoviti, da se natan¢no odvzame vzorec iz podrocja z najvisjo koncentracijo zaostankov, zlasti pri
podkoznem injiciranju. Visoka raven variacije koncentracij ostankov ter profilov izloCanja, ki je
opazna znotraj formulacijskih skupin in med njimi, lahko enostavno zakrije ucinek formulacije. Na
splosno na podlagi pregledanih podatkov ni mozno potrditi ali zavreci prisotnosti uc¢inka formulacije.
Zato so glede izloCanja zaostankov in karenc kot pomembnejSe od formulacije Steli druge vire
variacije, povezane s podkozno uporabo ivermektina.
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Vendar podatki iz literature kazejo, da lahko formulacija vpliva na hitrost absorpcije avermektinov z
mest injiciranja. TakSen ucinek je v izkustvenih Studijah dokazalo ve¢ razli¢nih skupin (Lo et al.,
1985°; Wicks et al., 1993*; Lifschitz et al. 1999°, Lifschitz et al., 20046). V teh Studijah so razli¢ne
formulacije pokazale razli¢ne vzorce absorpcije avermektinov (vklju¢no z ivermektinom), medtem ko
so bili drugi parametri enaki (kot so Zivalska vrsta, pasma, telesna masa in mesto injiciranja). Tak$na
opazanja podpirajo mnenje, da so bili v Studijah, predlozenih CVMP, prisotni viri variacije, ki so
pomembnejsi od u¢inkov formulacije.

Upostevati je treba, da nacelno pri zdravilih z dokazano bioekvivalenco definicija bioekvivalence ne
zagotavlja enakih ravni zaostankov na mestu injiciranja na ¢asovnih toCkah dolgo po odvzemu
vzorcev plazme. Dejansko lahko manj$a in farmakolosko nepomembna razlika v absorbirani frakciji
(npr. 99,5 % namesto 99,9 %) na doloceni ¢asovni tocki povzro¢i pomembno razliko v koli€ini, ki je
preostala na mestu injiciranja (v tem primeru faktor 5).

Ker ekvivalence lokalnih ravni zaostankov na mestu injiciranja ni mogoce predvideti na podlagi
plazemske bioekvivalence in ker objavljeni podatki kazejo, da ima lahko formulacija vpliv na profile
izloCanja ostankov ivermektina, je CVMP ugotovil, da na splosno kljub dokazani plazemski
bioekvivalenci ni podlage za samodejno ekstrapolacijo karence, ki je ugotovljena pri eni formulaciji,
na drugo formulacijo.

Po drugi strani pa ni znanstvene razlage za razlike med karencami za formulacije, ki so enake ali
bistveno enake. Ceprav so podatki, ki jih je pregledal CVMP, dali izratune razli¢nih karenc za
zdravila, ki so bistveno enaka, velja, da ta variabilnost ne odraza za zdravilo specificnih ucinkov,
ampak je posledica na¢ina uporabe zdravil (tj. variacija je posledica razlik v telesni masi zivali, pasmi,
spolu, starosti, injiciranem volumnu in postopku vzorcenja).

CVMP ugotavlja, da bi morala imeti bistveno enaka zdravila (v smislu formulacije) enako karenco. Za
namene tega napotitvenega postopka to pomeni, da bi morale biti karence enake za vsa zdravila v
posamezni formulacijski skupini. Ker je variacija profilov ostankov zaradi virov variacije, ki so
povezani s podkozno uporabo ivermektina, veliko ve¢ja od ucinka formulacije, je Odbor zakljucil, da
bi bilo primerno upostevati skupne podatke o ostankih ivermektina iz vseh formulacijskih skupin za
izpeljavo enotne usklajene karence.

3 Lo, P-K.A., Fink, D.W., Williams, J.B., Blondinger, J. (1985) Pharmacokinetic studies of ivermectin: effects of
formulation. Vet. Res. Comm. 9: 251-268

* Wicks, S.R., Kaye, B., Weatherley, A.J., Lewis, D., Davison, E., Gibson, S.P., Smith, D.G. (1993) Effect of
formulation on the pharmacokinetics and efficacy of doramectin. Vet. Parasitol. 49: 17-26

> Lifschitz, A., Virkel, G. Pis, A., Imperiale, F., Sanchez, S., Alvarez, L., Kujanek, R, Lanusse, C. (1999)
Ivermectin disposition kinetics after subcutaneous and intramuscular administration of an oil-based formulation
to cattle. Vet. Parasitol. 86: 203-215

S Lifschitz, A., Sallovitz, J., Imperiale, F., Pis, A., Jauregui Lorda, J., Lanusse, C. (2004) Pharmacokinetic
evaluation of four ivermectin generic formulations in calves. Vet. Parasitol. 119: 247-257
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2.1 Izracun usklajene karence za zdravila za injiciranje, ki vsebujejo ivermektin, za uporabo pri
govedu

Spodnja slika prikazuje vse razpoloZljive podatke o skupnem vnosu ostankov ivermektina v primerjavi
z ADL

vsi podatki o vhosu za ivermektin
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Slika 1. Logaritemska vrednost skupnega vnosa zaostankov ivermektina (pug) za potroSnika,
izraCunana iz podatkov za vsako Zival (podatkovne tocke), v primerjavi z ADI (ug/osebo, vodoravna
érta).

Statisticne metode za analizo teh zdruzenih podatkov ni bilo mogoce uporabiti, ker ni bilo izpolnjenih
ve¢ pomembnih statisticnih predpostavk. Vendar je Odbor ugotovil, da z uporabo alternativnega
pristopa (prva ¢asovna tocka pod ADI z dodatkom varnostnega razpona) ne bi zadostno upostevali
velike koli¢ine podatkov (280 podatkovnih to¢k), razpolozljivih v tem primeru. Odbor je menil, da bi
na podlagi celotnega nabora podatkov in dejstva, da na 49. dan in po njem izracun vnosa ostane nad
ADI le pri dveh zivalih, 49-dnevna karenca zagotovila raven varnosti, ki je primerljiva z ravnjo
varnosti, izpeljano s statisti¢nim pristopom (in karenco na podlagi 95-odstotne meje tolerance). Zato je
Odbor zakljucil, da se lahko za ivermektinsko komponento vseh zdravil za injiciranje z ivermektinom,
ki se uporabljajo za govedo, doloci usklajena karenca 49 dni.
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2.2 Izpeljava karence za zdravila v veterinarski medicini za injiciranje z ivermektinom ter
drugo zdravilno u¢inkovino (kombinacijska zdravila)

Usklajena karenca v trajanju 49 dni velja le za ivermektinsko komponento zdravil za injiciranje. Pri
zdravilih za injiciranje z ivermektinom v kombinaciji z drugo zdravilno uc¢inkovino je potrebno
upostevati tudi izlo¢anje zaostankov druge zdravilne u¢inkovine. Karenca za zdravilo je enaka daljsi
vrednosti od obeh karenc, sicer ugotovljeni za posamezni komponenti. Ce je karenca, dolo¢ena na
osnovi podatkov izloCanja ostankov druge zdravilne ucinkovine, krajSa od 49 dni, se za zdravilo
dolo¢i karenca v trajanju 49 dni. Ce pa je karenca, dolodena na osnovi podatkov izlo¢anja ostankov
druge zdravilne ucinkovine, daljSa od 49 dni, se za zdravilo dolo¢i karenca na osnovi izlo¢anja
ostankov druge zdravilne ucinkovine. Zato imajo kombinacijska zdravila v vseh primerih karenco
najmanj 49 dni.

Kombinirana zdravila so bila v dveh formulacijskih skupinah, v katere so bila zdravila razporejena v
okviru tega postopka; v eni skupini so bila zdravila z zdravilnima uéinkovinama ivermektin in
klorsulon, v drugi skupini pa zdravila z zdravilnima u¢inkovinama ivermektin in klosantel.

Vsa zdravila, ki vsebujejo ivermektin in klorsulon, so imela podobne formulacije in v tej skupini je
bilo predloZenih ve¢ $tudij izlodanja ostankov za klorsulonsko komponento. Studije so bile dobro
izvedene in so zajele precej ¢asovnih totk. Ce upostevamo celoten nabor podatkov o izlodanju
zaostankov klorsulona, ni mozno uporabiti statisticne metode za izracun karenc, saj niso izpolnjene
ustrezne statisti¢ne predpostavke. Ce upostevamo podatke o izloGanju ostankov iz §tudij, je 60 dni
prva tocka, pri kateri vrednosti ne presezejo ravni MRL za klorsulon. Z alternativnim pristopom in
uporabo varnostnega faktorja 10 % so izpeljali karenco 66 dni. Ker so bile Studije velike in robustne,
se je za primernega Stel 10-odstotni varnostni faktor.

Ker karenca, izraCunana za klorsulonsko komponento teh zdravil, presega 49-dnevno karenco,
izpeljano za ivermektinsko komponento, se za kombinirana zdravila z ivermektinom in klorsulonom
doloca karenca 66 dni.

Iz podatkov o izlo¢anju ostankov, predlozenih za formulacijsko skupino z ivermektinom in
klosantelom, so za klosantel z alternativnim pristopom in uporabo varnostnega faktorja 30 %
izracunali karenco 36 dni. Ker je ta karenca krajSa od mejnih 49 dni za ivermektinsko komponento, se
za kombinirana zdravila z ivermektinom in klosantelom doloc¢a karenca 49 dni.
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PODLAGA ZA DOPOLNILO POVZETKA GLAVNIH ZNACILNOSTI ZDRAVILA
Ob upostevanju naslednjega:

e CVMP je ovrednotil izvirne podatke, ki so bili predlozeni v tem napotitvenem postopku, ter
zakljucil, da na podlagi teh podatkov ni mozno dokazati vpliva formulacije na izloCanje
ostankov, ter da je variabilnost podatkov lahko zakrila ucinek formulacije na izloCanje
ostankov;

e CVMP je uposteval, da so prisotni viri variacij, povezani s podkozno uporabo ivermektina pri
govedu, ki povzrocajo razli¢ne profile izloCanja v Studijah ostankov, ter da je ta variacija
veliko pomembnejSa od vseh variacij, ki so morda posledica razlik v formulacijah. Te razlike
se pricakujejo tudi v praksi;

e CVMP je ob upostevanju ugotovljene velike variacije menil, da je potrebno na podlagi vseh
razpolozljivih podatkov o vnosu ostankov dolociti enotno, usklajeno karenco za vsa zadevna
zdravila, ki vsebujejo ivermektin kot edino zdravilno uc¢inkovino.

e CVMP je menil, da je treba pri dolocanju karence za kombinirana zdravila z ivermektinom in
drugo zdravilno uc¢inkovino upostevati tudi izlo¢anje ostankov druge zdravilne uc¢inkovine in
da je karenca za zdravilo daljsa karenca, dolocena za posamezni komponenti.

CVMP priporoca dopolnilo dovoljenj za promet za vsa v Dodatku I navedena zdravila za injiciranje, ki

vsebujejo ivermektin in se uporabljajo pri govedu ter imajo v Dodatku III opredeljene povzetek
glavnih znacilnosti zdravila, oznacevanje in navodila za uporabo.
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DODATEK III

DOPOLNILO POVZETKA GLAVNIH ZNACILNOSTI ZDRAVILA,
OZNACEVANJA IN NAVODIL ZA UPORABO
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DOPOLNILA, KI SE VKLJUCILJ O V USTREZNA POGLAVJA POVZETKA
GLAVNIH ZNACILNOSTI ZDRAVILA
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A. Za zdravila iz Dodatka 1. ki kot zdravilni uéinkovini vsebujejo ivermektin in klorsulon:

4.11 Karenca(-e)
Govedo: Meso in drobovina - 66 dni.

B. Za zdravila iz Dodatka I. ki vsebujejo ivermektin kot edino zdravilno u¢inkovino ali v kombinaciji
s klosantelom:

4.11 Karenca(-e)

Govedo: Meso in drobovina - 49 dni
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DOPOLNILA, KI SE VKLJUCIJO V USTREZNA POGLAVJA OZNACEVANJA
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A. Za zdravila iz Dodatka 1. ki kot zdravilni uéinkovini vsebujejo ivermektin in klorsulon:

8. KARENCA

Govedo: Meso in drobovina - 66 dni.

B. Za zdravila iz Dodatka I. ki vsebujejo ivermektin kot edino zdravilno u¢inkovino ali v kombinaciji
s klosantelom:

8. KARENCA

Govedo: Meso in drobovina - 49 dni.
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DOPOLNILA, KI SE VKLJUCIJO V USTREZNA POGLAVJA
NAVODIL ZA UPORABO
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A. Za zdravila iz Dodatka I. ki kot zdravilni u¢inkovini vsebujejo ivermektin in klorsulon:

10. KARENCA

Govedo: Meso in drobovina - 66 dni.

B. Za zdravila iz Dodatka I. ki vsebujejo ivermektin kot edino zdravilno u¢inkovino ali v kombinaciji
s klosantelom:

10. KARENCA

Govedo: Meso in drobovina - 49 dni
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