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Povzetek sklepov Evropske unije o dovoljenjih za promet z zdravili od 1. januarja 2016 do
31. januarja 2016

(Objavljeno v skladu s clenom 13 ali clenom 38 Uredbe (ES) t. 726/2004 Evropskega parlamenta in Sveta (')
(2016/C 076/01)

() ULL 136, 30.4.2004, str. 1.



26.2.2016

Uradni list Evropske unije

C 76)2

sluerrpuny
-ur ez ourdojzer ez

pueryosIna ‘[PpPaA 0887 ¢-d ‘9 HIsiaredy],

9107 T'S1T ZOXXT0T | 1enuoouoy ez yaserd 2£01/s1/1/n1 | Hqu eredexdferzodg ayosIuIpy Inj 1Jeyods[[oson) depauu ezeuideredse eoads | 9107 T+1
ofuearpunyui/afuer
-pifur ez ourdoizer UORIINSQ ‘BUUA [TTI-V ‘£9 9SSBNSILISNPU]
9107 1'81 $TXX10T| ©z [PY1yoa ur yoserd 0£01/s1/1/n3 HqQuH suopesouu] ejfexeq ezedredsedad redseouQ | 9107141
aR[qel ooueL] 9SILIJ JUIES 00869-1 ‘SOIed SIp [[e /11 eliaeu ueAN
910TT'ST 014VSO[|  dudzo[qo oxswLy £901/s1/1/nd $'V'S ueld | -omdfelraeurdor | naeuoiry/uaeuidoT| 9107 TH1
puePsSINOg
‘UUOIQPYISQ-URPIN €7TS/-A ‘11 Soms3uljrong elqny 3240
910T T'81 Burpuag [ER) 6901/st/t/nd DV U | -Z21q BeNsYd ueAfestdy | 910 T
afuexrpunyur 1[e afuer
-pifur ez eurdoizey
eurdolzer eueIoIdg 18[og ‘[ossnIg 0/0T ‘09 JOAIPYDILIsY
219[qe) [onbi3[og ‘soqexnIg /01 ‘09 AYIIAYIAY ¥ 9P [V
910C I'81 ¢CXVLON QUIZO[qO O¥SWIL] ¢/01/st/1/n3 V'S eulleyd 40N wiejodeteallq Peag | 910CT¥1
wop3gury pajun
alu ‘S0 9T.LY £oxing £9s110yD) “ALIJ POOMS[ITH 000€
9107181 109V+01T| -eaoifur ez eurdoizy vL0T/ST/1/nA panwry 3N sidoorg Sunsureg 1dodroued fedauag | 9TOTT¥I
alu
-eapi(ur ez eurdoizy wop3dury paun JHy [VH Xos
&E&% -9[PPYUA ‘MOIIeH YIION ‘peoy Jouuld 61¢ OSnOoH J3eg
910T'T'¢l 910V10d| -unjur ez eurdoizey s9ot/st/t/nd panwI aIedy[eaH PIodY pueqynds | proddy apneqyndy | 910711
e[ns i (exyeuzo d nsoudnys nnsidar A d (s (ouur oystuIseU edapys ehal
-aaqo wmeq eyysiuoy eysiaader BYI[QO BYS1ADRULIR] e[S eyslioensiSoy 1owold ez elusljosop yrulaur oupoIeUpIL) NNI B[IABIPZ W] -oxds wmeq

-9] OYSWOJeUR) DIV

eudIqopQ :(e30as ur eyuoweed edaysdoiag £00¢/9¢/ I (SA) 2qpain ¢1 uopR) 3owoiad ez efusfjosop efepz] —



C76/3

Uradni list Evropske unije

26.2.2016

afuerrpunjur ez ourd

pues ‘anpiofjreuyeq 07z ‘8/-9/ Indoamyaey4Aoy

910C'1°1C +OVEI0T| -03Zel BZ 181UDUOY €901/s1/1/na Jy2 D1d dnoin siaepy posyomowad | S1ABDY paxandwad | 9107 T°S1T
aluerrpuny wopdury paun JHy [VH XoS
-ur ez ourdojzel ez -J[PPIA ‘MOLIEH IION ‘PeOY Jouuld 61¢ ‘OSnoH a3es
9107°1°0¢ $OVA10T | 7enu0uoy Z Jaseld 1/01/s1/1/na POIWIT AIBJYI[EIH PIOIDY pasyonowad | pI020y paxanduwRd | 9107 1°S1T
e[ns i (exyeuzo d : N nsoudnys nnsigar A d (slion (ouur oystuIseU A edapys ehal
-9AQ0 wnje( OISR BASIASCLL PIIGO BYSIAIBULIES eY[1Aa1s BYS(DBIISIZY 1OUIOICE B2 BU[OAOP Aithot] oupoIeupaw) NNI FIABIpZ St -a1ds winleq

-2) OYSWOlBUE) DIV




C 76/4

Uradni list Evropske unije

26.2.2016

— Sprememba dovoljenja za promet (Clen 13 Uredbe (ES) §t. 726/2004 Evropskega parlamenta in Sveta): Odobrena

Datum spre- . . o Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
7.1.2016 |Bosulif Pfizer Limited EU[1/13/818 11.1.2016
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom
7.1.2016 |Kuvan BioMarin International Limited EU/[1/08/481 11.1.2016
Shanbally, Ringaskiddy, County Cork, Ireland
7.1.2016 | Sildenafil Teva Teva B.V. EU[1/09/584 11.1.2016
Swensweg 5, 2031 GA Haarlem, Nederland
7.1.2016 | Sirturo Janssen-Cilag International NV EU/1/13/901 11.1.2016
Turnhoutseweg 30, B-2340 Beerse, Belgi¢
11.1.2016 |Cometriq TMC Pharma Services Ltd EU/1/13/890 13.1.2016
Lodge Farm Barn, Elvetham Park Estate, Fleet
Road, Hartley Wintney, Hampshire RG27 8AS,
United Kingdom
11.1.2016 |Latuda Takeda Pharma A/S EU[1/14/913 13.1.2016
Dybendal Alle 10, 2630 Taastrup, Danmark
11.1.2016 |Sivextro Merck Sharp & Dohme Limited EU/1/15/991 13.1.2016
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom
11.1.2016 |Yellox PharmaSwiss Ceskd republika s.r.o. EU[1/11/692 13.1.2016
Jankovcova 1569/2c 17000 Praha 7 Ceskd
republika
11.1.2016 |Zinforo AstraZeneca AB EU/[1/12/785 13.1.2016
SE-151 85 Sodertilje, Sverige
12.1.2016 | Atriance Novartis Europharm Limited EU/1/07/403 14.1.2016
Frimley Business Park, Camberley GU16 7SR,
United Kingdom
12.1.2016 | Cervarix GlaxoSmithKline Biologicals S.A. EU/1/07/419 14.1.2016
rue de I'Institut 89, 1330 Rixensart, Belgique
12.1.2016 |Gardasil Sanofi Pasteur MSD SNC EU/1/06/357 14.1.2016
162 avenue Jean Jaures, 69007 Lyon, France
12.1.2016 |Gardasil 9 Sanofi Pasteur MSD SNC EU/1/15/1007 14.1.2016
162 avenue Jean Jaures, 69007 Lyon, France
12.1.2016 |Silgard Merck Sharp & Dohme Limited EU/1/06/358 14.1.2016
Hertford Road, Hoddesdon, Hertfordshire
EN11 9BU, United Kingdom
14.1.2016 |Bronchitol Pharmaxis Pharmaceuticals Limited EU/1/12/760 18.1.2016
25 Moorgate, London, EC2R 6AY, United
Kingdom.
14.1.2016 | Caprelsa AstraZeneca AB EU[1/11/749 18.1.2016

SE-151 85 Sodertilje, Sverige
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Datum spre- . . . Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
14.1.2016 |Eliquis Bristol-Myers Squibb/Pfizer EEIG EU/1/11/691 18.1.2016
Bristol-Myers Squibb House, Uxbridge Business
Park, Sanderson Road, Uxbridge, Middlesex
UB8 1DH, United Kingdom

14.1.2016 |Evoltra Genzyme Europe B.V. EU/[1/06/334 18.1.2016
Gooimeer 10, NL-1411 DD Naarden, Nederland

14.1.2016 | Glivec Novartis Europharm Limited EU[1/01/198 18.1.2016
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

14.1.2016 |Leganto UCB Manufacturing Ireland Ltd EU/1/11/695 19.1.2016
Shannon Industrial Estate, Co, Clare, Ireland

14.1.2016 |Lumigan Allergan Pharmaceuticals Ireland EU[1/02/205 18.1.2016
Castlebar Road, Westport, County Mayo, Ireland

14.1.2016 |Pravafenix LABORATOIRES SMB SA EU[1/11/679 18.1.2016
26-28 rue de la Pastorale/26-28 Herderslied-
straat, 1080 Brussel/Bruxelles, Belgique/Belgié

14.1.2016 |Rotarix GlaxoSmithKline Biologicals S.A. EU/[1/05/330 18.1.2016
rue de I'Institut 89, 1330 Rixensart, Belgique

14.1.2016 | Torisel Pfizer Limited EU[1/07/424 18.1.2016
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom

14.1.2016 |Trobalt Glaxo Group Ltd EU[1/11/681 18.1.2016
980 Great West Road, Brentford, Middlesex,
TW8 9GS, United Kingdom

14.1.2016 |VELCADE Janssen-Cilag International NV EU[1/04/274 18.1.2016
Turnhoutseweg 30, B-2340 Beerse, Belgi¢

14.1.2016 |Xeloda Roche Registration Limited EU/1/00/163 18.1.2016
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom

18.1.2016 |Repso Teva B.V. EU[1/11/674 20.1.2016
Swensweg 5, 2031 GA Haarlem, Nederland

18.1.2016 |Xagrid Shire Pharmaceutical Contracts Ltd EU/1/04/295 20.1.2016
Hampshire International Business Park, Chine-
ham, Basingstoke, Hampshire RG24 8EP, United
Kingdom

18.1.2016 |Xiapex Swedish Orphan Biovitrum AB (publ) EU/1/11/671 20.1.2016
SE-112 76 Stockholm, Sverige

22.1.2016 |Clopidogrel Teva |Teva B.V. EU/1/09/561 26.1.2016
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Datum spre- . . . Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
22.1.2016 |Kadcyla Roche Registration Limited EU[1/13/885 26.1.2016
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom

22.1.2016 |Levitra Bayer Pharma AG EU/[1/03/248 26.1.2016
D-13342 Berlin, Deutschland

22.1.2016 |Levodopa/Carbido- | Orion Corporation EU/1/11/706 26.1.2016

pa/Entacapone Orionintie 1, FI-02200 Espoo, Suomi
Orion

22.1.2016 |Neupro UCB Manufacturing Ireland Ltd EU/[1/05/331 26.1.2016
Shannon Industrial Estate, Co, Clare, Ireland

22.1.2016 |Nplate Amgen Europe B.V. EU/1/08/497 26.1.2016
Minervum 7061, NL-4817 ZK Breda, Nederland

22.1.2016 | Ofev Boehringer Ingelheim International GmbH EU[1/14/979 26.1.2016
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland

22.1.2016 | Optaflu Novartis Influenza Vaccines Marburg GmbH EU[1/07/394 26.1.2016
Emil-von-Behring-Strafle 76, D-35041 Marburg,
Deutschland

22.1.2016 | Topotecan Actavis | Actavis Group PTC ehf. EU/[1/09/536 27.1.2016
Reykjavikurvegur 76-78, 220 Hafnarfj6rour,
[sland

22.1.2016 |Ulunar Breezhaler |Novartis Europharm Limited EU[1/14/917 26.1.2016
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

22.1.2016 |Viagra Pfizer Limited EU/1/98/077 26.1.2016
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom

22.1.2016 |Vivanza Bayer Pharma AG EU/[1/03/249 26.1.2016
D-13342 Berlin, Deutschland

25.1.2016 | Corlentor Les Laboratoires Servier EU[1/05/317 27.1.2016
50 rue Carnot, F-92284 Suresnes Cedex, France

25.1.2016 | Cyramza Eli Lilly Nederland B.V. EU/1/14/957 27.1.2016
Grootslag 1-5, NL-3991 RA Houten, Nederland

25.1.2016 |Entacapone Orion |Orion Corporation EU[1/11/708 27.1.2016
Orionintie 1, FI-02200 Espoo, Suomi

25.1.2016 |Exviera AbbVie Ltd EU[1/14/983 27.1.2016
Maidenhead, SL6 4UB, United Kingdom

25.1.2016 | GILENYA Novartis Europharm Limited EU[1/11/677 27.1.2016

Frimley Business Park, Camberley GU16 7SR,
United Kingdom
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Datum spre- . . . Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
25.1.2016 | NovoRapid Novo Nordisk A/S EU/1/99/119 27.1.2016
Novo Allé, DK-2880 Bagsvaerd, Danmark

25.1.2016 |Procoralan Les Laboratoires Servier EU/1/05/316 27.1.2016
50 rue Carnot, F-92284 Suresnes Cedex, France

25.1.2016 |SANCUSO ProStrakan Limited EU[1/12/766 27.1.2016
Galabank Business Park, Galashiels TD1 1QH,
United Kingdom

25.1.2016 | Sildenafil Actavis | Actavis Group PTC ehf. EU/[1/09/595 27.1.2016
Reykjavikurvegur 76-78, 220 Hafnarfjordur,
Island

25.1.2016 | Sildenafil ratio- ratiopharm GmbH EU/1/09/603 28.1.2016

pharm Graf-Arco-Strale 3, D-89079 Ulm, Deutschland

25.1.2016 | Stalevo Orion Corporation EU[1/03/260 27.1.2016
Orionintie 1, FI-02200 Espoo, Suomi

25.1.2016 | Tarceva Roche Registration Limited EU/1/05/311 27.1.2016
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom

25.1.2016 |Travatan Alcon Laboratories (UK) Ltd EU/[1/01/199 27.1.2016
Frimley Business Park, Frimley, Camberley,
Surrey, GU16 7SR, United Kingdom

25.1.2016 | VELCADE Janssen-Cilag International NV EU[1/04/274 27.1.2016
Turnhoutseweg 30, B-2340 Beerse, Belgié

25.1.2016 | Viekirax AbbVie Ltd EU/[1/14/982 27.1.2016
Maidenhead, SL6 4UB, United Kingdom

28.1.2016 |Bexsero GlaxoSmithKline Vaccines S.r.l. EU[1/12/812 1.2.2016
Via Fiorentina, 1, 53100 Siena, Italia

28.1.2016 | Clopidogrel Acino |Acino AG EU[1/09/532 1.2.2016
Am Windfeld 35, 83714 D-Miesbach, Deutsch-
land

28.1.2016 | Comtess Orion Corporation EU/[1/98/082 1.2.2016
Orionintie 1, FI-02200 Espoo, Suomi

28.1.2016 | Daklinza Bristol-Myers Squibb Pharma EEIG EU/[1/14/939 1.2.2016
Uxbridge Business Park, Sanderson Road, Ux-
bridge UB8 1DH, United Kingdom

28.1.2016 | Defitelio Gentium S.p.A. EU[1/13/878 1.2.2016
Piazza XX Settembre, 2, 1-22079 Villa Guardia
(CO), Italia

28.1.2016 | Nonafact Sanquin Plasma Products B.V. EU/[1/01/186 1.2.2016

Plesmanlaan 125, NL-1066 CX Amsterdam,
Nederland
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Datum spre- . . . Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
28.1.2016 |Relistor PharmaSwiss Ceskd republika s.ro. EU/1/08/463 1.2.2016
Jankovcova 1569/2c 17000 Praha 7 Ceskd
republika

28.1.2016 |Revolade Novartis Europharm Limited EU/1/10/612 1.2.2016
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

28.1.2016 | Sovaldi Gilead Sciences International Limited EU/1/13/894 1.2.2016
Cambridge CB21 6GT, United Kingdom

28.1.2016 | Ultibro Breezhaler |Novartis Europharm Limited EU/1/13/862 1.2.2016
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

28.1.2016 | Vorikonazol Hos- | Hospira UK Limited EU/1/15/1004 1.2.2016

pira Queensway, Royal Leamington Spa, Warwicks-

hire CV31 3RW, United Kingdom

28.1.2016 | Xoterna Breezhaler | Novartis Europharm Limited EU/1/13/863 1.2.2016

Frimley Business Park, Camberley GU16 7SR,
United Kingdom

— Sprememba dovoljenja za promet (¢len 38 Uredbe (ES) §t. 726/2004 Evropskega parlamenta in Sveta): Odobrena

Datum spre- . . - Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila
7.1.2016 | Activyl Intervet International B.V. EU/2/10/118 11.1.2016
Wim de Korverstraat 35, NL-5831 AN Boxmeer,
Nederland

7.1.2016 | CaniLeish VIRBAC S.A. EU/[2/11/121 11.1.2016
lere Avenue — 2065 m — L.LD., F-06516 Carros
Cedex, France

7.1.2016 | Cimalgex Vétoquinol SA EU/2/10/119 11.1.2016
Magny-Vernois, F-70200 Lure, France

7.1.2016 | Comfortis Eli Lilly and Company Ltd, Elanco Animal Health | EU/2/10/115 11.1.2016
Lilly House Priestley Road, Basingstoke, Hamps-
hire, RG24 9NL, United Kingdom

7.1.2016 |Melosus CP-Pharma Handelsgesellschaft mbH EU/2/10/116 11.1.2016
Ostlandring 13, D-31303 Burgdorf, Deutschland

7.1.2016 | Neocolipor Merial EU/[2/98/008 11.1.2016
29 avenue Tony Garnier, F-69007 Lyon, France
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Datum spre- . . . Registracijska stevilka | Datum obve-
jetja sklepa Ime zdravila Imetnik dovoljenja za promet v registru Skupnosti stila

7.1.2016 | Veraflox Bayer Animal Health GmbH EU/2/10/107 11.1.2016
D-51368 Leverkusen, Deutschland

7.1.2016 |Zulvac 1 + 8 Ovis | Zoetis Belgium S.A. EU/[2/11/120 11.1.2016
Rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique

14.1.2016 |Procox Bayer Animal Health GmbH EU/[2/11/123 18.1.2016
D-51368 Leverkusen, Deutschland

22.1.2016 |ERYSENG PARVO |Laboratorios Hipra, S.A. EU/[2/14[167 26.1.2016
Avda. La Selva, 135, E-17170- Amer (Girona),
Esparia

22.1.2016 |Purevax RCPCh Merial EU/2/04/047 26.1.2016

FelLV

29 avenue Tony Garnier, F-69007 Lyon, France

Kdor Zeli dobiti vpogled v javno porocilo o oceni zadevnih zdravil ter o zadevnih sklepih o zdravilih, se lahko obrne na

naslov:

European Medicines Agency
30 Churchill Place

Canary Wharf

London E14 5EU

United Kingdom
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Povzetek sklepov Evropske unije o dovoljenjih za promet z zdravili od 1. januarja 2016 do
31. januarja 2016
(Sklepi, sprejeti na podlagi clena 34 Direktive 2001/83/ES () ali ¢lena 38 Direktive 2001/82/ES ()
(2016/C 076/02)
— Izdaja, ohranjanje ali sprememba nacionalnega dovoljenja za promet

Datum spre- . INN (mednarodno ne- | Imetnik dovoljenja za S Datum obve-

L Ime zdravila I Zadevna drzava clanica .

jetja sklepa lastnisko ime) promet stila

7.1.2016 | Solamocta Glej Prilogo I Glej Prilogo I Glej Prilogo I 8.1.2016

14.1.2016 | Ambroxol or Bromhe- | Glej Prilogo II Glej Prilogo 1I Glej Prilogo I 15.1.2016

xine
18.1.2016 |Bimatoprost Bimatoprost Ni relevantno Ni relevantno 19.1.2016

Glej Prilogo

Ti sklepi so naslovljeni na drzave clanice.

()
5]

UL L 311, 28.11.01, str. 67.

UL L 311, 28.11.01, str. 1.
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