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IV

(Pazinojumi)

EIROPAS SAVIENIBAS IESTAZU UN STRUKTURU SNIEGTI PAZINOJUMI

EIROPAS KOMISTJA

Eiropas Savienibas léemumu kopsavilkums par zilu tirdzniecibas atlaujam no 2013. gada 1. augusta
lidz 2013. gada 31. augustam

(publicets saskana ar 13. vai 38. pantu Eiropas Parlamenta un Padomes Regula (EK) Nr. 726/2004 (1))
(2013/C 282/01)

() OV L 136, 30.4.2004, 1. Ipp.



— Tirdzniecibas atlaujas izsniegSana (13. pants Eiropas Parlamenta un Padomes Regula (EK) Nr. 726/2004): Pienemtas

INN (starptautiskais

AKT kods (Anatomiski

Ldémuma Zalu nosaukums nepatentétais Tirdzniecibas atlaujas turétajs leraksta fumurs Kopienas Farmaceitiska forma kimiski terapeitiskais | Pazinojuma datums
atums registra
nosaukums) kods)
5.8.2013 | Pomalidomide Celgene | Pomalidomids Celgene Europe Limited EU[1/13/850 Cietas kapsulas L04AX06 8.8.2013
1 Longwalk Road, Stockley Park, Uxbridge, Middlesex
UB11 1DB, United Kingdom
5.8.2013 | Somatropin somatropins BioPartners GmbH EU/1/13/849 Pulveris un 3kidinatajs | HO1ACO1 8.8.2013
Biopartners (somatropinum) | Kaiserpassage 11, D-72764 Reutlingen, Deutschland ilgstosas darbibas
injekciju suspensijas
pagatavoSanai
12.8.2013 | Voncento cilvéka koagula- | CSL Behring GmbH EU[1/13/857 Pulveris un $kidinatajs | BO2BD06 14.8.2013
cijas faktors VIII/ | Emil-von-Behring-Strafle 76, D-35041 Marburg, injekcijufinfaziju
cilveka Vileb- Deutschland skiduma
randa faktors pagatavosanai
26.8.2013 | AUBAGIO teriflunomidum Sanofi-Aventis groupe EU[1/13/838 Apvalkotas tabletes LO4AA31 29.8.2013
54 rue La Boétie, F-75008 Paris, France
26.8.2013 | Cholib Fenofibrats/Sim- | Abbott Healthcare Products Ltd EU[1/13/866 Apvalkotas tabletes C10BAO4 28.8.2013
vastatins Mansbridge Road, West End Southampton, SO18 3JD,
United Kingdom
26.8.2013 | Nexium Control esomeprazola AstraZeneca AB EU/[1/13/860 Zarnas $kisto$as A02BCO5 29.8.2013
SE-151 85 Sodertilje, Sverige tabletes
26.8.2013 | Stivarga regorafenibs Bayer Pharma AG EU[1/13/858 Apvalkotas tabletes LO1XE21 29.8.2013
D-13342 Berlin, Deutschland
26.8.2013 | Tafinlar DABRAFENIBA GlaxoSmithKline Trading Services Limited EU[1/13/865 Cietas kapsulas LO1XE23 29.8.2013

6900 Cork Airport Business Park, Kinsale Road, Cork,
Ireland
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— Tirdzniecibas atlaujas groziSana (13. pants Eiropas Parlamenta un Padomes Regula (EK) Nr.

726/2004): Pienemtas

Lémuma
datums

Zalu nosaukums

Tirdzniecibas atlaujas turétajs

leraksta numurs Kopienas

registra

Pazinojuma
datums

5.8.2013

Icandra

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/08/484

8.8.2013

5.8.2013

Marixino

Consilient Health Ltd.
Beaux Lane House, Mercer Street Lower,
Dublin 2, Ireland

EU/1/13/820

8.8.2013

5.8.2013

Rasilamlo

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/11/686

8.8.2013

5.8.2013

Xarelto

Bayer Pharma AG
D-13342 Berlin, Deutschland

EU/1/08/472

8.8.2013

5.8.2013

Zomarist

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/08/483

8.8.2013

12.8.2013

Circadin

RAD Neurim Pharmaceuticals EEC
Limited

One Forbury Square, The Forbury,
Reading, Berkshire RG1 3EB,
United Kingdom

EU/1/07/392

14.8.2013

12.8.2013

Pixuvri

CTI Life Sciences Ltd

Biopark, Broadwater Road, Welwyn
Garden City, Hertfordshire AL73AX,
United Kingdom

EU[1/12/764

14.8.2013

12.8.2013

Signifor

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/12/753

14.8.2013

12.8.2013

Twynsta

Boehringer Ingelheim International
GmbH

Binger Strafle 173, D-55216 Ingelheim
am Rhein, Deutschland

EU/1/10/648

14.8.2013

12.8.2013

Zavesca

Actelion Registration Ltd

Cheswick Tower, 13th floor, 389
Cheswick High Road, London W4 4AL,
United Kingdom

EU/1/02/238

14.8.2013

14.8.2013

Conbriza

Pfizer Limited
Ramsgate Road, Sandwich, Kent CT13
9NJ, United Kingdom

EU/1/09/511

19.8.2013

14.8.2013

FLUENZ

MedImmune, LLC
Lagelandseweg 78, NL-6545 CG
Nijmegen, Nederland

EU/1/10/661

19.8.2013

14.8.2013

I0A

Organon N.V.
Kloosterstraat 6, NL-5349 AB Oss,
Nederland

EU/1/11/689

19.8.2013
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Lémuma
datums

Zalu nosaukums

Tirdzniecibas atlaujas turétajs

leraksta numurs Kopienas

registra

Pazinojuma
datums

26.8.2013

ADCETRIS

Takeda Global Research and
Development Centre (Europe) Ltd
61 Aldwych, London WC2B 4AE,
United Kingdom

EUJ1/12/794

28.8.2013

26.8.2013

Azarga

Alcon Laboratories (UK) Ltd.
Frimley Business Park, Frimley,
Camberley, Surrey, GU16 7SR,
United Kingdom

EU/1/08/482

29.8.2013

26.8.2013

Ceplene

Meda AB
Box 906, SE-170 09 Solna, Sverige

EU[1/08[477

28.8.2013

26.8.2013

Eliquis

Bristol-Myers Squibb/Pfizer EEIG
Bristol-Myers Squibb House, Uxbridge
Business Park, Sanderson Road, Uxbridge,
Middlesex UB8 1DH, United Kingdom

EU/1/11/691

29.8.2013

26.8.2013

Eylea

Bayer Pharma AG
D-13342 Berlin, Deutschland

EU/1/12/797

28.8.2013

26.8.2013

Herceptin

Roche Registration Limited
6 Falcon Way, Shire Park, Welwyn
Garden City, AL7 1TW, United Kingdom

EU/1/00/145

28.8.2013

26.8.2013

Hirobriz Breezhaler

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/09/594

29.8.2013

26.8.2013

Ifirmasta

Krka, d. d., Novo mesto
§marje§ka cesta 6, 8501 Novo mesto,
Slovenija

EU/1/08/480

29.8.2013

26.8.2013

Ilaris

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/09/564

28.8.2013

26.8.2013

Inlyta

Pfizer Limited
Ramsgate Road, Sandwich, Kent CT13
9NJ, United Kingdom

EU[1/12/777

29.8.2013

26.8.2013

Invega

Janssen-Cilag International NV

Turnhoutseweg 30, B-2340 Beerse, Belgié

EU/1/07/395

28.8.2013

26.8.2013

Keppra

UCB Pharma S.A.

Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel,
Belgié

EU/1/00/146

29.8.2013

26.8.2013

Onbrez Breezhaler

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/09/593

29.8.2013

26.8.2013

Oslif Breezhaler

Novartis Europharm Limited
Wimblehurst Road, Horsham, West
Sussex RH12 5AB, United Kingdom

EU/1/09/586

28.8.2013

26.8.2013

Pramipexole Teva

Teva Pharma B.V.
Computerweg 10, NL-3542 DR Utrecht,
Nederland

EU/1/08/490

29.8.2013




27.9.2013.

Eiropas Savienibas Oficialais Véstnesis

C 282/5

Ldémuma Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta frumurs Kopienas | Pazinojuma
atums registra datums
26.8.2013 | Tarceva Roche Registration Limited EU[1/05/311 29.8.2013
6 Falcon Way, Shire Park, Welwyn
Garden City, AL7 1TW, United Kingdom
26.8.2013 | Tysabri Biogen Idec Limited EU[1/06/346 29.8.2013
Innovation House, 70 Norden Road,
Maidenhead, Berkshire SL6 4AY,
United Kingdom
26.8.2013 | Ventavis Bayer Pharma AG EU[1/03/255 29.8.2013
D-13342 Berlin, Deutschland
26.8.2013 | XALKORI Pfizer Limited EU[1/12/793 29.8.2013
Ramsgate Road, Sandwich, Kent CT13
9NJ, United Kingdom
26.8.2013 | Zypadhera Eli Lilly Nederland B.V. EU[1/08/479 29.8.2013
Grootslag 1-5, NL-3991 RA Houten,
Nederland

— Tirdzniecibas atlaujas groziSana (38. pants Eiropas Parlamenta un Padomes Regula (EK) Nr.
726/2004): Pienemtas

Ldémuma Zalu nosaukums Tirdzniecibas atlaujas turétajs feraksta furmurs Kopienas | Pazinojuma
atums reglstra datums
5.8.2013 | Econor Novartis Animal Health Austria GmbH | EU/2/98/010 9.8.2013
]}iochemiestrasse 10, A-6250 Kundl,
Osterreich
12.8.2013 | Trocoxil Zoetis Belgium S.A. EU/[2/08/084 14.8.2013
Rue Laid Burniat 1, 1348 Louvain-
La-Neuve, Belgique
14.8.2013 | Cerenia Zoetis Belgium S.A. EU/[2/06/062 19.8.2013
Rue Laid Burniat 1, 1348 Louvain-
La-Neuve, Belgique

Tkvienam, kur§ velas apskatit publisko noveértgjuma zinojumu par attiecigajam zalém un ar tam saistitos

lémumus, jasazinas ar:

The European Medicines Agency
7, Westferry Circus,

Canary Wharf

UK-LONDON E14 4H
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Eiropas Savienibas Oficialais Véstnesis 27.9.2013.

Eiropas Savienibas léemumu kopsavilkums par zilu tirdzniecibas atlaujam no 2013. gada 1. augusta
lidz 2013. gada 31. augustam

(lemumi pienemti saskana ar 34. pantu Direkfiva 2001/83/EK (') vai 38. pantu Direkfiva 2001/82/EK (%))
(2013/C 282/02)

— Valsts tirdzniecibas atlaujas izsniegSana, uzturésana vai groziSana

Lémuma datums Zalu nosaukums(-i) Tirdzniecibas atlaujas turétajs(-i) Attieciga dalibvalsts Pag;r,:sjmu :na
12.8.2013 | Soludox Skatit pielikumu I Skatit pielikumu I 13.8.2013
12.8.2013 | STRENZEN Skatit pielikumu II Skatit pielikumu II 14.8.2013

() OV L 311, 28.11.2001., 67. Ipp.
ov

L 311, 28.11.2001., 1. Ipp.



I PIELIKUMS

VETERINARO ZALU NOSAUKUMU, FARMACEITISKO FORMU, STIPRUMU, DZIVNIEKU SUGU, LIETOSANAS VEIDU,

IESNIEDZEJU/REGISTRACIJAS APLIECIBAS TPASNIEKU SARAKSTS DALIBVALSTIS

Dalibvalsts/EEZ Registracijas apliecibas ipasnicks Pieskirtais nosaukums Aktivas vielas saturs Zalu forma Stiprumu Dzivnicku sugas Lietosanas Veidu

Austrija Eurovet Animal Health BV | Soludox 500 mg/g Pulver doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cakas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 zum Eingeben iiber das dzeramo tdeni
5531 AE Bladel Trinkwasser fiir Schweine
Niderlande und Hiihner

Cehijas Republika | Eurovet Animal Health BV Soludox 500 mg/g prasek doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cikas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 pro podani v pitné vodé pro dzeramo tideni
5531 AE Bladel prasata
Niderlande

Igaunija Eurovet Animal Health BV Soludox 500 mg/g doxycycline hyclate Pulveris lietoanai ar 500 mg/g Ciikas un vistas lekskigi: Ar dzeramo tideni
Handelsweg 25 suukaudse lahuse pulber dzeramo wideni
5531 AE Bladel sigadele ja kanadele
Niderlande

Somija Eurovet Animal Health BV | Soludox 500 mg/g jauhe doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cikas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 juomaveteen sekoitettavaksi dzeramo tdeni
5531 AE Bladel sioille ja kanoille
Niderlande

Francija Eurovet Animal Health BV Soludox 433 mg/g poudre doxycycline hyclate Pulveris lietosanai ar 500 mg/g Ciikas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 pour administration dans dzeramo tideni
5531 AE Bladel l'eau de boisson des porcs et
Niderlande des poulets

Vacija Eurovet Animal Health BV Soludox 500 mg/g Pulver doxycycline hyclate Pulveris lietoSanai ar 500 mg/g Ciikas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 zum Eingeben iiber das dzeramo ideni
5531 AE Bladel Trinkwasser fiir Schweine
Niderlande und Hiihner

Griekija Eurovet Animal Health BV | Soludox 500 mg/g umo doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cukas un vistas lekskigi: Ar dzeramo tdeni

Handelsweg 25
5531 AE Bladel
Niderlande

HOPQT oKOVIG Yia Xprior o€
TIOGLHO VEPO Yia XOIPOUG Kait
KoTOMouAat

dzeramo tideni
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Dalibvalsts/EEZ Registracijas apliecibas ipasnieks Pieskirtais nosaukums Aktivas vielas saturs Zalu forma Stiprumu Dzivnieku sugas Lietosanas Veidu

Italija Eurovet Animal Health BV | Soludox 500 mg/g polvere | doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cukas un vistas lekskigi: Ar dzeramo tideni
Handelsweg 25 da somministrare nell'acqua dzeramo #deni
5531 AE Bladel da bere per suini e polli
Niderlande

Italija Eurovet Animal Health BV | Acquadox 500 mgfg polvere | doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cukas un vistas lekskigi: Ar dzeramo deni
Handelsweg 25 da somministrare nell'acqua dzeramo tdeni
5531 AE Bladel da bere per suini e polli
Niderlande

Latvija Eurovet Animal Health BV | Soludox 500 mg/g pulveris | doxycycline hyclate Pulveris lietoSanai ar 500 mg/g Cukas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 lietoSanai ar dzeramo tdeni dzeramo Gdeni
5531 AE Bladel cikam un vistam
Niderlande

Niderlande Eurovet Animal Health BV | Soludox 500 mg/g poeder doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cikas un vistas lekskigi: Ar dzeramo deni
Handelsweg 25 voor toediening via het dzeramo Gdeni
5531 AE Bladel drinkwater voor varkens en
Niderlande kippen

Slovakija Eurovet Animal Health BV | Soludox 500 mg/g prasok na | doxycycline hyclate Pulveris lietosanai ar 500 mg/g Cikas un vistas lekskigi: Ar dzeramo tdeni
Handelsweg 25 pouzitie v pitnej vode pre dzeramo tdeni
5531 AE Bladel odipané
Niderlande

Spanija Eurovet Animal Health BV | Soludox 500 mg/g polvo doxycycline hyclate Pulveris lietodanai ar 500 mg/g Cikas un vistas Iekskigi: Ar dzeramo ddeni
Handelsweg 25 para administraciéon en agua dzeramo Tdeni
5531 AE Bladel de bebida para porcino y
Niderlande pollos

Apvienota Eurovet Animal Health BV | Soludox 500 mg/g powder | doxycycline hyclate Pulveris lietoSanai ar 500 mg/g Cikas un vistas lekskigi: Ar dzeramo tdeni

Karaliste Handelsweg 25 for use in drinking water for dzeramo tdeni

5531 AE Bladel
Niderlande

pigs and chickens
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II PIELIKUMS

VETERINARO ZALU NOSAUKUMU, FARMACEITISKAS FORMAS, STIPRUMA, DZIVNIEKU SUGU,
LIETOSANAS VEIDA, PIETEIKUMA IESNIEDZEJA DALIBVALSTIS SARAKSTS

Dalibvalsts

EU/EEA Pieteikuma iesniedzéjs dalibvalstis Nosaukums INN Zalu forma Aktivas vielas saturs Dzivnieku sugas LietoSanas veids

Austrija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lieto3anai 500/125 mg[g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 Pulver zum Eingeben iiber dzeramaja tdeni
CH-4058 Basel das Trinkwasser fur
Sveice Schweine

Cehijas Republika | Novartis Animal Health Inc. | STRENZEN 500/125 mg/g Amoxicillin, clavulanic acid | Pulveris lietosanai 500/125 mg[g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 prasek pro podani v pitné dzeramaja tdeni
CH-4058 Basel vodé pro prasata
Sveice

Danija Novartis Animal Health Inc. | STRENZEN 500/125 mg Amoxicillin, clavulanic acid | Pulveris lietosanai 500/125 mg[g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 pulver til anvendelse i dzeramaja tdent
CH-4058 Basel drikkevand til svin
Sveice

Francija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lietoSanai 500/125 mg[g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 poudre pour eau de boisson dzeramaja adent
CH-4058 Basel porcs
Sveice

Vacija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lietoSanai 500/125 mg[g Ciikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 Pulver zum Eingeben iiber dzeramaja tdeni
CH-4058 Basel das Trinkwasser fir
Sveice Schweine

Irija Novartis Animal Health Inc. | STRENZEN 500/125 mgfg | Amoxicillin, clavulanic acid | Pulveris lietosanai 500/125 mg/g Cikas Perorali: dzeramaja tdeni

Schwarzwaldallee 215
CH-4058 Basel
Sveice

powder for use in drinking
water for pigs

dzeramaja tdeni
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Dalibvalsts

EU/EEA Pieteikuma iesniedzéjs dalibvalstis Nosaukums INN Zalu forma Aktivas vielas saturs Dzivnieku sugas Lietosanas veids

Italija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lieto3anai 500/125 mg/g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 polvere per dzeramaja tdeni
CH-4058 Basel somministrazione in acqua
Sveice da bere per suini

Niderlande Novartis Animal Health Inc. | STRENZEN 500/125 mg/g Amoxicillin, clavulanic acid | Pulveris lietosanai 500/125 mg/g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 poeder voor gebruik in dzeramaja tdeni
CH-4058 Basel drinkwater voor varkens.
Sveice

Portugale Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lieto3anai 500/125 mg/g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 pé para utilizagdo na dgua dzeramaja tdeni
CH-4058 Basel de bebida em suinos
Sveice

Spanija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lietosanai 500/125 mg[g Cikas Perorali: dzeramaja tdeni
Schwarzwaldallee 215 polvo para uso en agua de dzeramaja tdeni
CH-4058 Basel bebida para porcino
Sveice

Lielbritanija Novartis Animal Health Inc. | STRENZEN 500/125 mg/g | Amoxicillin, clavulanic acid | Pulveris lietoSanai 500/125 mg[g Cikas Perorali: dzeramaja tdeni

Schwarzwaldallee 215
CH-4058 Basel
Sveice

powder for use in drinking
water for pigs

dzeramaja tdeni
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EUR-Lex (http://new.eur-lex.europa.eu) piedava tieSu bezmaksas piekluvi Eiropas Savienibas tiesibu
aktiem. Saja vietné iespéjams iepazities ar Eiropas Savienibas Oficialo Véstnesi, un taja ir ieklauti
ar ligumi, tiesibu akti, tiesu prakse un sagatavosana esosie tiesibu akti.

Lai uzzinatu vairak par Eiropas Savienibu, skatit: http://europa.eu

Eiropas Savienibas Publikaciju birojs
2985 Luksemburga
LUKSEMBURGA
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