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28.4.2017 Utedni véstnik Evropské unie C 135/3
— Zména registrace (Clanek 13 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004): Piijaté
Datum ) Naézev lé¢ivého pii- Dritel rozhodnutf o registraci Cislo z:ipisuV do rejstfﬂ<u Datum o’zné-

rozhodnuti pravku Spolecenstvi meni

3.3.2017 |Baraclude Bristol-Myers Squibb Pharma EEIG EU/1/06/343 7.3.2017
Uxbridge Business Park, Sanderson Road,
Uxbridge UB8 1DH, United Kingdom

3.3.2017 | Combivir ViiV Healthcare UK Limited EU/1/98/058 7.3.2017
980 Great West Road, Brentford, Middlesex
TW8 9GS, United Kingdom

3.3.2017 |Deltyba Otsuka Novel Products GmbH EU/1/13/875 7.3.2017
Erika-Mann-Strafse 21, D-80636 Miinchen,
Deutschland

3.3.2017 | Gardasil 9 MSD VACCINS EU/1/15/1007 7.3.2017
162 avenue Jean Jaures, 69007 Lyon, France

3.3.2017 | Synjardy Boehringer Ingelheim International GmbH EU/1/15/1003 7.3.2017
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland

9.3.2017 |Ziagen ViiV Healthcare UK Limited EU[1/99/112 13.3.2017
980 Great West Road, Brentford, Middlesex
TW8 9GS, United Kingdom

17.3.2017 |Fortacin Plethora Solutions Limited EU/1/13/881 21.3.2017
Hampden House, Monument Business Park,
Chalgrove, 0X44 7RW United Kingdom

17.3.2017 |Tybost Gilead Sciences International Limited EU[1/13/872 21.3.2017
Cambridge CB21 6GT, United Kingdom

20.3.2017 |Benlysta Glaxo Group Ltd EU/1/11/700 22.3.2017
980 Great West Road, Brentford, Middlesex,
TW8 9GS, United Kingdom

20.3.2017 |Entacapone Teva |Teva B.V. EU/1/10/665 22.3.2017
Swensweg 5, 2031 GA Haarlem, Nederland

20.3.2017 |Repso Teva B.V. EU/1/11/674 22.3.2017
Swensweg 5, 2031 GA Haarlem, Nederland

20.3.2017 | Telmisartan Teva Teva B.V. EU/1/09/610 22.3.2017
Swensweg 5, 2031 GA Haarlem, Nederland

20.3.2017 | Unituxin United Therapeutics Europe Ltd EU/1/15/1022 22.3.2017
Unither House, Curfew Bell Road, Chertsey,
Surrey KT16 9FG, United Kingdom

20.3.2017 | Xiapex Swedish Orphan Biovitrum AB (publ) EU/1/11/671 22.3.2017
SE-112 76 Stockholm, Sverige

22.3.2017 |BeneFIX Pfizer Limited EU[1/97/047 23.3.2017

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




C 135/4 Utedni véstnik Evropské unie 28.4.2017
Datum | Ndzev 1écivého pii- Drzitel rozhodnutf o registraci Cislo zépisuv do rtajStfﬂ(u Datum oznd-

rozhodnut pravku Spolecenstvi menf

22.3.2017 |Betaferon Bayer AG EU/1/95/003 24.3.2017
D-51368 Leverkusen, Deutschland

22.3.2017 |Briviact UCB Pharma S.A. EU/1/15/1073 24.3.2017
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgi¢

22.3.2017 | Cosentyx Novartis Europharm Limited EU/1/14/980 24.3.2017
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

22.3.2017 |Fluenz Tetra AstraZeneca AB EU[1/13/887 24.3.2017
SE-151 85 Sodertilje, Sverige

22.3.2017 |Ilaris Novartis Europharm Limited EU[1/09/564 24.3.2017
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

22.3.2017 |Jentadueto Boehringer Ingelheim International GmbH EU/[1/12/780 24.3.2017
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland

22.3.2017 |Latuda Sunovion Pharmaceuticals Europe Ltd EU/[1/14/913 24.3.2017
First Floor, Southside, 97-105 Victoria Street,
London SW1E 6QT, United Kingdom

22.3.2017 |Pixuvri CTI Life Sciences Ltd EU/1/12/764 24.3.2017
Highland House, Basingstoke Road, Spencers
Wood, Reading, Berkshire RG7 1NT, United
Kingdom

22.3.2017 | TAGRISSO AstraZeneca AB EU[1/16/1086 24.3.2017
Girtunavagen, SE-151 85 Sodertilje, Sverige

22.3.2017 | Zyclara Meda AB EU[1/12/783 24.3.2017
Pipers vdg 2 A, SE-170 73 Solna, Sverige

24.3.2017 | Bosulif Pfizer Limited EU/1/13/818 28.3.2017
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom

24.3.2017 | Caelyx Janssen-Cilag International NV EU/[1/96/011 28.3.2017
Turnhoutseweg 30, B-2340 Beerse, Belgi¢

24.3.2017 | Genvoya Gilead Sciences International Limited EU/1/15/1061 28.3.2017
Cambridge CB21 6GT, United Kingdom

24.3.2017 |Humira AbbVie Ltd EU/1/03/256 28.3.2017
Maidenhead, SL6 4UB, United Kingdom

2432017 |JEVTANA Sanofi-Aventis groupe EU[1/11/676 28.3.2017
54 rue La Boétie, F-75008 Paris, France

24.3.2017 | Nemdatine Actavis Group PTC ehf. ) EU/1/13/824 28.3.2017
Reykjavikurvegi 76-78, 220 Hafnarfjérour, Ice-
land




28.4.2017 Utedni véstnik Evropské unie C 135/5
Datum | Ndzev 1écivého pii- Drzitel rozhodnutf o registraci Cislo zépisuV do rejstffku Datum oznd-
rozhodnut pravku Spolecenstvi menf
24.3.2017 |Nevirapine Teva | Teva B.V. EU/[1/09/598 28.3.2017
Swensweg 5, 2031 GA Haarlem, Nederland
24.3.2017 |NULOJIX Bristol-Myers Squibb Pharma EEIG EU[1/11/694 28.3.2017
Uxbridge Business Park, Sanderson Road,
Uxbridge UB8 1DH, United Kingdom
24.3.2017 | Odefsey Gilead Sciences International Limited EU/1/16/1112 28.3.2017
Cambridge CB21 6GT, United Kingdom
24.3.2017 | Opdivo Bristol-Myers Squibb Pharma EEIG EU/1/15/1014 28.3.2017
Uxbridge Business Park, Sanderson Road,
Uxbridge UB8 1DH, United Kingdom
24.3.2017 |Pandemic in- Nanotherapeutics UK Limited EU/[1/09/571 28.3.2017
fluenza vaccine 10 Chiswell Street, London, EC1Y 4UQ, United
H5N1 BAXTER Kingdom
24.3.2017 |Truvada Gilead Sciences International Ltd. EU/1/04/305 28.3.2017
Cambridge, CB21 6GT, United Kingdom
24.3.2017 | Vimpat UCB Pharma S.A. EU[1/08/470 28.3.2017
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgi¢
27.3.2017 | Mekinist Novartis Europharm Limited EU/[1/14/931 29.3.2017
Frimley Business Park, Camberley GU16 7SR,
United Kingdom
29.3.2017 | Clopidogrel/Acetyl- | Sanofi-Aventis groupe EU/1/10/623 31.3.2017
salicylic acid Ze- | 54 rue La Boétie, F-75008 Paris, France
ntiva
29.3.2017 | Descovy Gilead Sciences International Limited EU/[1/16/1099 31.3.2017
Cambridge CB21 6GT, United Kingdom
29.3.2017 | EVARREST Omrix Biopharmaceuticals N.V. EU[1/13/868 31.3.2017
Leonardo Da Vincilaan 15, B-1831 Diegem,
Belgié
29.3.2017 |Iressa AstraZeneca AB EU/[1/09/526 31.3.2017
SE-151 85 Sodertilje, Sverige
29.3.2017 |Levitra Bayer AG EU/1/03[248 31.3.2017
D-51368 Leverkusen, Deutschland
29.3.2017 | Plavix Sanofi Clir SNC EU[1/98/069 31.3.2017
54 rue La Boétie, F-75008 Paris, France
29.3.2017 | Tafinlar Novartis Europharm Limited EU/[1/13/865 31.3.2017

Frimley Business Park, Camberley GU16 7SR,
United Kingdom
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— StaZeni registrace (Clanek 13 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004)

Datum ) Nézev lé¢ivého pii- Dr¥itel rozhoduut{ o registraci Cislo zépisuV do rejstfﬂ(u Datum o’zné-
rozhodnuti pravku Spolecenstvi menf
20.3.2017 | Unituxin United Therapeutics Europe Ltd EU[1/15/1022 22.3.2017

Unither House, Curfew Bell Road, Chertsey,
Surrey KT16 9FG, United Kingdom
— Zména registrace (Clanek 38 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004): Pfijaté
Datum Nidzev lé¢ivého pri- o . N Cislo zdpisu do rejstitku | Datum ozni-
. Drzitel rozhodnuti o registraci . 7 p
rozhodnut{ pravku Spolecenstvi menf
6.3.2017 |Rabigen SAG2 VIRBAC S.A. EU/2/00/021 8.3.2017
lére Avenue — 2065 m — L.I.D., F-06516 Carros
Cedex, France
13.3.2017 |Nobivac L4 Intervet International B.V. EU/[2/12[143 15.3.2017
Wim de Korverstraat 35, NL-5831 AN Boxmeer,
Nederland
29.3.2017 | Dexdomitor Orion Corporation EU/2/02/033 31.3.2017
Orionintie 1, FI-02200 Espoo, Suomi
29.3.2017 | Porcilis ColiClos Intervet International B.V. EU/2/12/141 31.3.2017

Wim de Korverstraat 35, NL-5831 AN Boxmeer,
Nederland

Chcete-li se seznamit s vefejnou zpravou o hodnoceni doty¢nych lécivych piipravki a se souvisejicimi rozhodnutimi,
obratte se na:

European Medicines Agency
30 Churchill Place

Canary Wharf

London E14 5EU

United Kingdom
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Souhrn rozhodnuti Evropské unie o registracich 1é¢ivych pfipravkii od 1. bfezna 2017 do 31. bfezna
2017

(Rozhodnuti pFijatd na zdkladé clanku 34 smérnice 2001/83/ES () nebo cldnku 38 smérnice 2001/82/ES (%))

(2017/C 135/02)

— Vydéni, zachovéini nebo zména vnitrostitni registrace

Datum Nézev nebo nazvy 1é¢ivého | INN (mezindrodni ne- | Drzitel nebo drzitelé Dotéent & , .| Datum ozni-
. - PRSP . . . oteny clensky stat p
rozhodnuti piipravku chranény ndzev) rozhodnuti o registraci meni
9.3.2017 |Lovenox and associated | enoxaparin Viz piiloha I Viz piiloha I 10.3.2017
names
22.3.2017 |dienogest/ethinylestra- | dienogest/ethinyle- | Viz piiloha II Viz piiloha II 23.3.2017
diol stradiol
13.9.2017 |Iron IV ferric carboxymal- | Viz piiloha III Viz ptiloha III 20.3.2017
Corrigendum tose, iron sucrose

complex, sodium fer-
ric gluconate com-
plex, iron(II)
isomaltoside com-
plex, iron(Ill)-hydro-
xide dextran complex

() Uk vést. L 311, 28.11.2001, s. 67.
() Uf vest. L 311, 28.11.2001, s. 1.
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