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IV

(Pazinojumi)

EIROPAS SAVIENIBAS IESTAZU UN STRUKTURU SNIEGTI PAZINOJUMI

EIROPAS KOMISIJA

Eiropas Savienibas lemumu kopsavilkums par zalu tirdzniecibas atlaujam no 2014. gada 1. oktobra

lidz 2014. gada 31. oktobrim

(publicéts saskand ar Eiropas Parlamenta un Padomes Regulas (EK) Nr. 726/2004 (*) 13. vai 38. pantu)

(2015/C 071/01)

— Tirdzniecibas atlaujas grozisana (Eiropas Parlamenta un Padomes Regulas (EK) Nr. 726/2004 13. pants): pienemtas

Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas registra datums
15.10.2014. | Advagraf Astellas Pharma Europe B.V. Sylviusweg 62, NL- | EU/1/07/387 17.10.2014.
2333 BE Leiden, Nederland
30.10.2014. | JETREA ThromboGenics NV Gaston Geenslaan 1, B- EU/1/13/819 3.11.2014.
3001 Leuven, Belgi¢
30.10.2014. | NexoBrid MediWound Germany GmbH Eisenstr. 5, D- | EU/[1/12/803 3.11.2014.

65428 Ruesselsheim, Deutschland

Tkvienam, kur$ vélas apskatit publisko novértégjuma zinojumu par attiecigajam zalém un ar tam saistitos lemumus, jasazinas

ar:

The European Medicines Agency
30, Churchill Place, Canary Wharf

UK - LOND

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

ON E14 5EU



C71)2 Eiropas Savienibas Oficialais Veéstnesis 27.2.2015.

Eiropas Savienibas lemumu kopsavilkums par zalu tirdzniecibas atlaujam no 2015. gada 1. janvara
lidz 2015. gada 31. janvarim

(publicéts saskana ar Eiropas Parlamenta un Padomes Regulas (EK) Nr. 726/2004 (') 13. vai 38. pantu)
(2015/C 071/02)

() OV L 136, 30.4.2004, 1. Ipp.
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Eiropas Savienibas Oficialais Veéstnesis

C71/5

— Tirdzniecibas atlaujas groziSana (Eiropas Parlamenta un Padomes Regulas (EK) Nr. 726/2004 13. pants): pienemtas

Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas registra datums
7.1.2015. |ellaOne Laboratoire HRA Pharma EU/[1/09/522 9.1.2015.
15 rue Béranger, F-75003 Paris, France

12.1.2015. | Defitelio Gentium S.p.A. EU[1/13/878 14.1.2015.
Piazza XX Settembre, 2, 1-22079 Villa Guardia
(CO), Italia

12.1.2015. |Emselex Merus Labs Luxco S.a R.L. EU[1/04/294 14.1.2015.
26-28, rue Edward Steichen, L-2540 Luxem-
bourg

12.1.2015. | ProQuad Sanofi Pasteur MSD, SNC EU[1/05/323 14.1.2015.
162 avenue Jean Jaures, 69007 Lyon, France

12.1.2015. | Savene Clinigen Healthcare Limited EU/[1/06/350 14.1.2015.
Pitcairn House, Crown Square, First Avenue,
Burton-on-Trent, Staffordshire DE14 2WW,
United Kingdom

12.1.2015. | Temozolomide Hospira UK Limited EU/1/10/615 14.1.2015.

Hospira Queensway, Royal Leamington Spa, Warwicks-

hire CV31 3RW, United Kingdom

12.1.2015. | Tracleer Actelion Registration Ltd EU/1/02/220 14.1.2015.
Chiswick Tower, 13th floor, 389 Chiswick High
Road, London W4 4AL, United Kingdom

12.1.2015. | Zostavax Sanofi Pasteur MSD, SNC EU/1/06/341 14.1.2015.
162 avenue Jean Jaures, 69007 Lyon, France

15.1.2015. | Advate Baxter AG ) EU[1/03/271 19.1.2015.
Industriestrafle 67, A-1221 Wien, Osterreich

15.1.2015. |Byetta AstraZeneca AB EU/[1/06/362 19.1.2015.
SE-151 85 Sodertilje, Sverige

15.1.2015. | Caprelsa AstraZeneca AB EU/1/11/749 19.1.2015.
SE-151 85 Sodertilje, Sverige

15.1.2015. | Cholib Abbott Healthcare Products Ltd EU/1/13/866 19.1.2015.
Abbott House, Vanwall Business Park, Vanwall
Road, Maidenhead SL6 4XE, United Kingdom

15.1.2015. | Corlentor Les Laboratoires Servier EU[1/05/317 19.1.2015.
50 rue Carnot, F-92284 Suresnes CEDEX,
France

15.1.2015. | Focetria Novartis Vaccines and Diagnostics S.r.l. EU/1/07/385 19.1.2015.
Via Fiorentina, 1, 53100 Siena, Italia

15.1.2015. | Iclusig ARIAD Pharma Ltd EU[1/13/839 19.1.2015.
Riverbridge House, Guildford Road, Leather-
head, Surrey KT22 9AD, United Kingdom

15.1.2015. |Incresync Takeda Pharma A[S EU/1/13/842 19.1.2015.

Dybendal Alle 10, 2630 Taastrup, Danmark




C71/6 Eiropas Savienibas Oficialais Veéstnesis 27.2.2015.
Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas reglstra datums
15.1.2015. |Latuda Takeda Pharma A[S EU/1/14/913 19.1.2015.
Dybendal Alle 10, 2630 Taastrup, Danmark

15.1.2015. | Matever Pharmathen S.A. EU[1/11/711 19.1.2015.
6 Dervenakion, 15351 Pallini Attiki, EN\ada

15.1.2015. |Memantine ratiop- | ratiopharm GmbH EU/1/13/836 19.1.2015.

harm Graf-Arco-Strae 3, D-89079 Ulm, Deutschland

15.1.2015. | Nivestim Hospira UK Limited EU[1/10/631 19.1.2015.
Queensway, Royal Leamington Spa, Warwicks-
hire CV31 3RW, United Kingdom

15.1.2015. | Opsumit Actelion Registration Ltd EU/1/13/893 17.1.2015.
Chiswick Tower, 13th floor, 389 Chiswick High
Road, London W4 4AL, United Kingdom

15.1.2015. |Picato Leo Pharma A[S EU[1/12/796 19.1.2015.
Industriparken 55, DK-2750 Ballerup, Danmark

15.1.2015. | Procoralan Les Laboratoires Servier EU/1/05/316 19.1.2015.
50 rue Carnot, F-92284 Suresnes CEDEX,
France

15.1.2015. |Prolia Amgen Europe B.V. EU/1/10/618 19.1.2015.
Minervum 7061, NL-4817 ZK Breda, Nederland

15.1.2015. |Revolade GlaxoSmithKline Trading Services Limited EU/1/10/612 19.1.2015.
Currabinny, Carrigaline, County Cork, Ireland

15.1.2015. | SANCUSO ProStrakan Limited EU[1/12/766 19.1.2015.
Galabank Business Park, Galashiels TD1 1QH,
United Kingdom

15.1.2015. | Simponi Janssen Biologics B.V. EU/[1/09/546 19.1.2015.
Einsteinweg 101, NL-2333 CB Leiden, Neder-
land

15.1.2015. | TOBI Podhaler Novartis Europharm Limited EU/1/10/652 19.1.2015.
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

15.1.2015. | Vipdomet Takeda Pharma A/S EU/1/13/843 19.1.2015.
Dybendal Alle 10, 2630 Taastrup, Danmark

15.1.2015. |Vipidia Takeda Pharma A/S EU[1/13/844 19.1.2015.
Dybendal Alle 10, 2630 Taastrup, Danmark

15.1.2015. | Votrient Glaxo Group Ltd EU/1/10/628 19.1.2015.
980 Great West Road, Brentford, Middlesex,
TW8 9GS, United Kingdom

15.1.2015. | Zoledronic acid medac Gesellschaft fiir klinische Spezialprapa- |EU[1/12[779 19.1.2015.

medac rate mbH

Theaterstr. 6, D-22880 Wedel, Deutschland

19.1.2015. | Aclasta Novartis Europharm Limited EU/1/05/308 21.1.2015.

Wimblehurst Road, Horsham, West Sussex
RH12 5AB, United Kingdom




27.2.2015. Eiropas Savienibas Oficialais Veéstnesis Cc71/7
Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas registra datums
19.1.2015. | BYDUREON AstraZeneca AB EU[1/11/696 21.1.2015.
SE-151 85 Sodertilje, Sverige

19.1.2015. | Cometriq TMC Pharma Services Ltd EU/[1/13/890 21.1.2015.
Lodge Farm Barn, Elvetham Park Estate, Fleet
Road, Hartley Wintney, Hampshire RG27 8AS,
United Kingdom

19.1.2015. | Gliolan medac Gesellschaft fiir klinische Spezialpripa- |EU/[1/07[413 21.1.2015.
rate mbH
Theaterstr. 6, D-22880 Wedel, Deutschland

19.1.2015. | Optaflu Novartis Vaccines and Diagnostics GmbH EU/1/07/394 21.1.2015.
Emil-von-Behring-Strafle 76, D-35041 Marburg,
Deutschland

19.1.2015. | Sirturo Janssen-Cilag International NV EU/[1/13/901 21.1.2015.
Turnhoutseweg 30, B-2340 Beerse, Belgié

22.1.2015. |Atripla Bristol-Myers Squibb and Gilead Sciences Limi- | EU/1/07/430 26.1.2015.
ted
IDA Business & Technology Park, Carrigtohill,
Co. Cork, Ireland

22.1.2015. |Incivo Janssen-Cilag International NV EU[1/11/720 26.1.2015.
Turnhoutseweg 30, B-2340 Beerse, Belgié

22.1.2015. |Lyrica Pfizer Limited EU/1/04/279 26.1.2015.
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom

22.1.2015. |Spedra Menarini International Operations Luxembourg | EU[1/13/841 26.1.2015.
S.A.
1 avenue de la Gare, L-1611 Luxembourg,
Grand-Duché de Luxembourg

27.1.2015. |Evicel Omrix Biopharmaceuticals N.V. EU/1/08/473 29.1.2015.
Leonardo Da Vincilaan 15, B-1831 Diegem,
Belgié¢

27.1.2015. |Levetiracetam Teva | Teva Pharma B.V. EU[1/11/701 30.1.2015.
Computerweg 10, NL-3542 DR Utrecht, Ne-
derland

27.1.2015. |Myfenax Teva B.V. EU/1/07/438 30.1.2015.
Swensweg 5, 2031 GA Haarlem, Nederland

27.1.2015. | Myocet Teva B.V. EU/1/00/141 30.1.2015.
Swensweg 5, 2031 GA Haarlem, Nederland

27.1.2015. |Pramipexole Teva |Teva B.V. EU/[1/08/490 30.1.2015.
Swensweg 5, 2031 GA Haarlem, Nederland

27.1.2015. | VPRIV Shire Pharmaceuticals Ireland Limited EU/[1/10/646 29.1.2015.
5 River Walk, Citywest Business Campus,
Dublin 24, Ireland

27.1.2015. | Yellox PharmaSwiss Ceskd republika s.r.o. EU[1/11/692 29.1.2015.

Jankovcova 1569/2c 17000 Praha 7 Czech
Republic




C71/8 Eiropas Savienibas Oficialais Veéstnesis 27.2.2015.
Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas registra datums
30.1.2015. | Clopidogrel Teva | Teva B.V. EU/1/09/540 3.2.2015.

Swensweg 5, 2031 GA Haarlem, Nederland
30.1.2015. |Pioglitazone Teva |Teva B.V. EU[1/12757 3.2.2015.
Swensweg 5, 2031 GA Haarlem, Nederland
30.1.2015. |Pioglitazone Teva |Teva B.V. EU[1/12/758 3.2.2015.
Pharma Swensweg 5, 2031 GA Haarlem, Nederland
30.1.2015. | Tresiba Novo Nordisk A[S EU[1/12/807 3.2.2015.
Novo All¢, DK-2880 Bagsvaerd, Danmark
30.1.2015. | Trisenox Teva B.V. EU/[1/02/204 5.2.2015.
Swensweg 5, 2031 GA Haarlem, Nederland
30.1.2015. | VELCADE Janssen-Cilag International NV EU/[1/04/274 3.2.2015.
Turnhoutseweg 30, B-2340 Beerse, Belgi¢
30.1.2015. | Xiapex Swedish Orphan Biovitrum AB (publ) EU/1/11/671 3.2.2015.

SE-112 76 Stockholm, Sverige
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C71/10 Eiropas Savienibas Oficialais Veéstnesis 27.2.2015.

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

Lémuma da- leraksta numurs Kopie- | Pazinojuma

Zalu nosaukums Tirdzniecibas atlaujas turétajs P
tums nas reglstra datums

12.1.2015. | Coxevac CEVA SANTE ANIMALE EU/2/10/110 14.1.2015.
10 avenue de la Ballastiére, F-33500 Libourne,
France

15.1.2015. | BLUEVAC BTVS CZ Veterinaria, S.A. EU/2/11/122 19.1.2015.
La Relva s/n, P.O. Box 16, E-36400 Porrifio,
Espafia

30.1.2015. |Emdocam Emdoka bvba EU/2/11/128 3.2.2015.

J. Lijsenstraat 16, B-2321 Hoogstraten, Belgié

— Tirdzniecibas atlaujas iznemsSana no aprites (Eiropas Parlamenta un Padomes Regulas (EK) Nr. 726/2004 38. pants)

Lemuma da- Zalu nosaukums Tirdzniecibas atlaujas turétajs leraksta numurs Kopie- | Pazipojuma
tums nas reglstra datums
15.1.2015. | Slentrol Zoetis Belgium S.A. EU/[2/07/071 19.1.2015.

Rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique
15.1.2015. | TruScient Zoetis Belgium S.A. EU/2/11/136 19.1.2015.
Rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique

Tkvienam, kur§ vélas apskatit publisko novértéjuma zinojumu par attiecigajam zalém un ar tam saistitos lemumus, jasazinas
ar:

The European Medicines Agency
30, Churchill Place, Canary Wharf
UK - LONDON E14 5EU
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Eiropas Savienibas Oficialais Veéstnesis
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Eiropas Savienibas lemumu kopsavilkums par zalu tirdzniecibas atlaujam no 2015. gada 1. janvara
lidz 2015. gada 31. janvarim

(Iemumi pienemti saskand ar Direktivas 2001/83/EK (') 34. pantu vai Direktivas 2001/82/EK (°) 38. pantu)

(2015/C 071/03)

— Valsts tirdzniecibas atlaujas izsnieg$ana, uzturéSana vai grozisana

Lémuma da- Zalu nosaukums(-) INN (sEarPtautiskais ne- Tirdzniec_ib_a}s e}tlaujas Attieciga dalibvalsts Pazinojuma
tums patentétais nosaukums) turétajs(-i) datums
12.1.2015. | Seasonique Skatit pielikumu I Skatit pielikumu I Skatit pielikumu I 13.1.2015.
19.1.2015. |Nasonex Skatit pielikumu II | Skatit pielikumu II | Skatit pielikumu II 20.1.2015.
12.1.2015. | Dexrazonane Dexrazoxane Nav piemeérojams Nav piemérojams 13.1.2015.

() OVL311, 28.11.2001, 67. Ipp.
() OVL 311, 28.11.2001, 1. Ipp.
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