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Povzetek sklepov Evropske unije o dovoljenjih za promet z zdravili od 1. decembra 2020 do
31. decembra 2020

(Objavljeno v skladu s clenom 13 ali clenom 38 Uredbe (ES) st. 726/2004 Evropskega parlamenta in Sveta (*))
(2021/C 33/01)

() ULL 136, 30.4.2004, str. 1.



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

Datum INN (mednarodno Registracijska Stevilka ATC (anatomsko Datum
sprejetja Ime zdravila s Imetnik dovoljenja za promet sistracy ; Farmacevtska oblika | terapevtska kemijska .
sklepa nelastnisko ime) v registru Skupnosti oznaka) obvestila
9.12.2020 | Leqvio inklisiran Novartis Europharm Limited EU/[1/20/1494 Rztopina za injicira- | CI0AX16 10.12.2020
Vista Building, Elm Park, Merrion Road, Dublin 4, nje
Ireland
9.12.2020 | TRIXEO AEROS- formoterol | gli- | AstraZeneca AB EU/[1/20/1498 Inhalacijska suspen- |RO3AL11 10.12.2020
PHERE kopironijev bro- | 151 85 Sodertilje, Sverige zija pod tlakom
mid [ budezonid
14.12.2020 | Tecartus avtologne celice |Kite Pharma EU B.V. EU/[1/20/1492 Disperzija za infun- |LO1X 15.12.2020
CD3+, transduci- | Tufsteen 1, 2132 NT Hoofddorp, Nederland diranje
rane z anti-CD19
17.12.2020 | Libmeldy obogatena popu- | Orchard Therapeutics (Netherlands) B.V. EU/1/20/1493 Disperzija za infun- | Pending 18.12.2020

lacija avtolognih
celic CD34+, ki
vsebuje hemato-
poetske mati¢ne
in progenitorske
celice, transduci-
rane ex vivo

z lentivirusnim
vektorjem, ki
kodira gen za
humano arilsul-
fatazo A

Prins Bernhardplein 200, 1097 JB, Noord-Holland,
Amsterdam, Nederland

diranje

afrun aysdoiag sy rupein 4i330)

10T’ 16T



Datum INN (mednarodno Registracijska Stevilka ATC (anatomsko Datum
sprejetja Ime zdravila s Imetnik dovoljenja za promet gistrach ; Farmacevtska oblika | terapevtska kemijska X
sklepa nelastnisko ime) v registru Skupnosti oznaka) obvestila
17.12.2020 | REKAMBYS rilpivirin Janssen-Cilag International NV EU/[1/20/1482 suspenzija za injici- |JO5AGO05 21.12.2020
Turnhoutseweg 30, 2340 Beerse, Belgié ranje s podaljsanim
spros¢anjem
17.12.2020 | Vocabria kabotegravir ViiV Healthcare BV EU/1/20/1481 Filmsko oblozene  |J05AJ04 21.12.2020
Van Asch van Wijckstraat 55H, 3811 LP Amersfoort, tablete
Nederland suspenzija za injici-
ranje s podaljsanim
spros¢anjem
18.12.2020 | Fintepla Fenfluramin Zogenix ROI Limited EU/[1/20/1491 Peroralna raztopina |NO3AX 21.12.2020
Trinity House, Charleston Road, Ranelagh, Dublin 6,
D06 C8X4, Ireland
18.12.2020 | Lenalidomide Mylan |lenalidomid Mylan Ireland Limited EU/[1/20/1490 Kapsula, trda L04AX04 21.12.2020
Unit 35/36 Grange Parade, Baldoyle Industrial Estate,
Dublin 13, Ireland
21.12.2020 | Phesgo pertuzumab | Roche Registration GmbH EU/[1/20/1497 Rztopina za injicira- | LO1XY02 22.12.2020

trastuzumab

Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland

nje

1c0T' 16T
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— Sprememba dovoljenja za promet (Clen 13 Uredbe (ES) §t. 726/2004 Evropskega parlamenta in Sveta): Odobrena

Datum

o~ . . o Registracijska $tevilk Dat
S}S)Ii]eé;tia Ime zdravila Imetnik dovoljenja za promet Veil:sgirsiigssliuspigst? obgel;gia

1.12.2020 | Vimpat UCB Pharma S.A. EU/1/08/470 2.12.2020
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgi¢

1.12.2020 |Zonisamide Mylan |Mylan S.A.S. EU/1/16/1093 4.12.2020
117 allée des Parcs, 69800 Saint Priest, France

9.12.2020 | Aldara Meda AB EU/[1/98/080 11.12.2020
Pipers vig 2A, 170 73 Solna, Sverige

9.12.2020 | Caspofungin Ac- | Accord Healthcare S.L.U. EU/1/15/1081 11.12.2020

cord World Trade Center, Moll de Barcelona, s/n, Edi-

fici Est 6* planta, 08039 Barcelona, Espafia

9.12.2020 |Epidyolex GW Pharma (International) B.V. EU/1/19/1389 11.12.2020
Databankweg 26, 3821AL Amersfoort, Neder-
land

9.12.2020 |Inlyta Pfizer Europe MA EEIG EU[1/12[777 11.12.2020
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgi¢

9.12.2020 |Kadcyla Roche Registration GmbH EU[1/13/885 10.12.2020
Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland

9.12.2020 |Lucentis Novartis Europharm Limited EU/[1/06/374 10.12.2020
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

9.12.2020 | MAVENCLAD Merck Europe B.V. EU[1/17/1212 11.1.2021
Gustav Mahlerplein 102, 1082 MA Amsterdam,
Nederland

9.12.2020 |Miglustat Di- Dipharma B.V. EU[1/18/1346 10.12.2020

pharma Prins Bernhardplein 200, 1097 JB Amsterdam,

Nederland

9.12.2020 |Neofordex Laboratoires CTRS EU/1/15/1053 11.12.2020
63 rue de I'Est, 92100 Boulogne-Billancourt,
France

9.12.2020 | Olazax Disperzi Glenmark Pharmaceuticals s.r.o. EU/1/09/592 11.12.2020
Hvézdova 1716/2b, 14078 Praha 4, Ceskd
republika

9.12.2020 | Onbrez Breezhaler |Novartis Europharm Limited EU[1/09/593 10.12.2020
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

9.12.2020 | Orbactiv Menarini International Operations Luxembourg |EU/1/15/989 10.12.2020

S.A.
1 avenue de la Gare, 1611 Luxembourg,
Luxembourg
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Datum
sprejetja

sklepa

Ime zdravila

Imetnik dovoljenja za promet

Registracijska $tevilka
v registru Skupnosti

Datum
obvestila

9.12.2020

Orencia

Bristol-Myers Squibb Pharma EEIG
Plaza 254, Blanchardstown Corporate Park 2,
D15 T867, Dublin 15, Ireland

EU/1/07/389

10.12.2020

9.12.2020

Polivy

Roche Registration GmbH
Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen,
Deutschland

EU/1/19/1388

10.12.2020

9.12.2020

SCENESSE

Clinuvel Europe Limited
10 Earlsfort Terrace, Dublin 2, D02 T380,
Ireland

EU/1/14/969

10.12.2020

9.12.2020

Seebri Breezhaler

Novartis Europharm Limited
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

EU/1/12/788

10.12.2020

9.12.2020

Tovanor Breezhaler

Novartis Europharm Limited
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

EU/1/12/790

6.1.2021

14.12.2020

ADCETRIS

Takeda Pharma A/S
Delta Park 45, 2665 Vallensbaek Strand, Dan-
mark

EU/1/12/794

15.12.2020

14.12.2020

Bosulif

Pfizer Europe MA EEIG
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgi¢

EU/1/13/818

15.12.2020

14.12.2020

Gilenya

Novartis Europharm Limited
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

EUJ1/11/677

15.12.2020

14.12.2020

Hirobriz Breezhaler

Novartis Europharm Limited
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

EU/1/09/594

17.12.2020

14.12.2020

Jakavi

Novartis Europharm Limited
Vista Building, ElIm Park, Merrion Road, Dublin
4, Ireland

EUJ1/12/773

17.12.2020

14.12.2020

JEVTANA

Sanofi-Aventis groupe
54 rue La Boétie, 75008 Paris, France

EU/1/11/676

17.12.2020

14.12.2020

Lonsurf

Les Laboratoires Servier
50 rue Carnot, 92284 Suresnes CEDEX, France

EU/1/16/1096

15.12.2020

14.12.2020

Plegridy

Biogen Netherlands B.V.
Prins Mauritslaan 13, 1171 LP Badhoevedorp,
Nederland

EU/1/14/934

15.12.2020

14.12.2020

Revatio

Upjohn EESV
Rivium Westlaan 142, 2909 LD Capelle aan den
[Jssel, Nederland

EU/1/05/318

21.12.2020

14.12.2020

Uptravi

Janssen-Cilag International NV
Turnhoutseweg 30, 2340 Beerse, Belgié

EU/1/15/1083

16.12.2020
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Datum Registracijska $tevilka Datum
sprejetja Ime zdravila Imetnik dovoljenja za promet gistracy K : byestil
sklepa v registru Skupnosti obvestila

14.12.2020 | Zyclara Meda AB EU/1/12/783 17.12.2020
Pipers vdg 2A, 170 73 Solna, Sverige

17.12.2020 | Empliciti Bristol-Myers Squibb Pharma EEIG EU/1/16/1088 19.12.2020
Plaza 254, Blanchardstown Corporate Park 2,
D15 T867, Dublin 15, Ireland

17.12.2020 | Halimatoz Sandoz GmbH EU[1/18/1288 7.1.2021
Biochemiestrasse 10, 6250 Kundl, Osterreich

17.12.2020 | Keppra UCB Pharma S.A. EU/1/00/146 21.12.2020
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgi¢

17.12.2020 | Kyprolis Amgen Europe B.V. EU/1/15/1060 18.12.2020
Minervum 7061, 4817 ZK Breda, Nederland

17.12.2020 | Lorviqua Pfizer Europe MA EEIG EU/1/19/1355 18.12.2020
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgié

17.12.2020 | Rubraca Clovis Oncology Ireland Limited EU/1/17/1250 21.12.2020
Regus Dublin Airport, Skybridge House — Dublin
Airport, Swords, Co. Dublin, K67 P6K2, Ireland

17.12.2020 | Taltz Eli Lilly Nederland B.V. EU/1/15/1085 22.12.2020
Papendorpseweg 83, 3528 BJ Utrecht, Nederland

17.12.2020 | Truberzi Allergan Pharmaceuticals International Limited |EU/[1/16/1126 30.12.2020
Clonshaugh Business & Technology Park, Dublin
17, D17 E400, Ireland

17.12.2020 | Verzenios Eli Lilly Nederland B.V. EU/1/18/1307 22.12.2020
Papendorpseweg 83, 3528 BJ Utrecht, Nederland

17.12.2020 | Votrient Novartis Europharm Limited EU[1/10/628 20.12.2020
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland

17.12.2020 | Wakix Bioprojet Pharma EU/[1/15/1068 6.1.2021
9 rue Rameau, 75002 Paris, France

17.12.2020 | Xyrem UCB Pharma S.A. EU/[1/05/312 18.12.2020
Allée de la Recherche 60, 1070 Bruxelles,
Belgique/Researchdreef 60, 1070 Brussel, Belgi¢

17.12.2020 | Ziextenzo Sandoz GmbH EU/1/18/1327 7.1.2021
Biochemiestrasse 10, 6250 Kundl, Osterreich

18.12.2020 | Cerezyme Genzyme Europe B.V. EU/[1/97/053 21.12.2020

Paasheuvelweg 25, 1105 BP Amsterdam, Ne-
derland
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Datum Registracijska tevilk Dat
sprejetja Ime zdravila Imetnik dovoljenja za promet cgistracyjsea stevika atum
sklepa v registru Skupnosti obvestila

18.12.2020 | Galvus Novartis Europharm Limited EU[1/07/414 6.1.2021
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland
18.12.2020 |Jalra Novartis Europharm Limited EU/[1/08/485 6.1.2021
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland
18.12.2020 | Jivi Bayer AG EU[1/18/1324 22.12.2020
D-51368 Leverkusen, Deutschland
18.12.2020 | Pixuvri Les Laboratoires Servier EU/[1/12/764 22.12.2020
50 rue Carnot, 92284 Suresnes Cedex, France
18.12.2020 | Rixubis Baxalta Innovations GmbH EU/1/14/970 22.12.2020
Industriestrafe 67, 1221 Wien, Osterreich
18.12.2020 | Veklury Gilead Sciences Ireland UC EU/1/20/1459 21.12.2020
Carrigtohill, County Cork, T45 DP77, Ireland
18.12.2020 | Xiliarx Novartis Europharm Limited EU/[1/08/486 6.1.2021
Vista Building, Elm Park, Merrion Road, Dublin
4, Ireland
21.12.2020 | Veklury Gilead Sciences Ireland UC EU/1/20/1459 22.12.2020
Carrigtohill, County Cork, T45 DP77, Ireland
22.12.2020 | BLINCYTO Amgen Europe B.V. EU[1/15/1047 25.12.2020
Minervum 7061, 4817 ZK Breda, Nederland
22.12.2020 | Zirabev Pfizer Europe MA EEIG EU[1/18/1344 23.12.2020
Boulevard de la Plaine 17, 1050 Bruxelles,
Belgique/ Pleinlaan 17, 1050 Brussel, Belgi¢
— Ukinitev dovoljenja za promet (¢len 13 Uredbe (ES) st. 726/2004 Evropskega parlamenta in Sveta)
Datum Registracijska stevilk Dat
sprejetja Ime zdravila Imetnik dovoljenja za promet egistracys li stevitka ba urq
sklepa v registru Skupnosti obvestila
17.12.2020 | Prepandrix GlaxoSmithKline Biologicals S.A. EU[1/08/453 4.1.2021
rue de I'Institut 89, 1330 Rixensart, Belgique
18.12.2020 | Halimatoz Sandoz GmbH EU/1/18/1288 8.1.2021
Biochemiestrasse 10, 6250 Kundl, Osterreich
18.12.2020 | Truberzi Allergan Pharmaceuticals International Limited |EU/[1/16/1126 5.1.2021

Clonshaugh Business & Technology Park, Dublin
17, D17 E400, Ireland




— Izdaja dovoljenja za promet (Clen 38 Uredbe (ES) $t. 726/2004 Evropskega parlamenta in Sveta): Odobrena

Datum
sprejetja
sklepa

Ime zdravila

INN (mednarodno
nelastnisko ime)

Imetnik dovoljenja za promet

Registracijska Stevilka
v registru Skupnosti

Farmacevtska oblika

ATC (anatomsko
terapevtska kemijska
oznaka)

Datum
obvestila

3.12.2020

REXXOLIDE

tulatromicin

Dechra Regulatory B.V.
Handelsweg 25, 5531 AE Bladel, Nederland

EU/2/20/263

Rztopina za injicira-
nje

QJO1FA94

9.12.2020

9.12.2020

CircoMax Myco

Cepivo prasicje-
ga cirko virusa
(inaktiviran, re-
kombinanten) in
cepivo Myco-
plasma hyop-
neumoniae
(inaktivirana)

Zoetis Belgium S.A.
rue Laid Burniat 1, 1348 Louvain-la-Neuve, Belgique

EU[2/20/264

emulzija za injicira-
nje

QIO9AL08

11.12.2020

9.12.2020

Enteroporc Coli AC

Cepivo proti ne-
onatalni koliba-
cilozi pri
prasickih (re-
kombinantno,
inaktivirano) in
proti bakteriji
Clostridium per-
fringens (inakti-
virano)

IDT Biologika GmbH
Am Pharmapark, 06861 Dessau-Rosslau, Deutschland

EU/2/20/262

Liofilizat in suspen-
zija za suspenzijo za
injiciranje

Pending

10.12.2020

9.12.2020

Nobivac DP Plus

Cepivo pasje ku-
ge (zivi oslabljeni
virus) in pasji
parvovirus (Zivi,
rekombinantni)

Intervet International B.V.
Wim de Korverstraat 35, 5831 AN Boxmeer, Nederland

EU/2/20/265

Liofilizat in topilo —
vbrizgljiva suspenzi-
ja

QI07AD03

10.12.2020

afrun aysdoiag sy rupein 8/¢€ D

10T’ 16T



ATC (anatomsko

Datum INN (mednarodno Registracijska Stevilka Datum

sprejetja Ime zdravila lastnizko i Imetnik dovoljenja za promet sistracy K ; Farmacevtska oblika | terapevtska kemijska byvestil

sklepa nelastnisko ime) v registru Skupnosti oznaka) obvestila
9.12.2020 |Vectormune FP ILT | Cepivo (Zivo, re- | Ceva-Phylaxia Co. Ltd. EU/2/20/266 Liofilizat in topilo — | Pending 10.12.2020

kombinatno)
proti virusu ko-
kogjih osepnic,
infekcioznemu
laringotraheitisu
perutnine

Széllds u. 5, 1107 Budapest, Magyarorszag

vbrizgljiva suspenzi-
ja

1c0T' 16T

15 |

afrun aysdoiag sy rupein

6/c€ D
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— Sprememba dovoljenja za promet (Clen 38 Uredbe (ES) §t. 726/2004 Evropskega parlamenta in Sveta): Odobrena

Datum

o . . - Registracijska stevilk: Dat
s;s)liieé;tia Ime zdravila Imetnik dovoljenja za promet vegrisgirsiigssliuslger:gs tia obielslg;a
3.12.2020 |Bravecto Plus Intervet International B.V. EU/[2/18/224 4.12.2020
Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland

3.12.2020 |Exzolt Intervet International B.V. EU/2/17[212 4.12.2020
Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland

9.12.2020 |Bravecto Intervet International B.V. EU/2/13/158 10.12.2020
Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland

9.12.2020 | Circovac Ceva-Phylaxia Zrt. EU/[2/07/075 11.12.2020
Széllds u. 5, 1107 Budapest, Magyarorszag

9.12.2020 | Zulvac SBV Zoetis Belgium S.A. EU/[2/14/178 11.12.2020
rue Laid Burniat 1, 1348 Louvain-la-Neuve,
Belgique

11.12.2020 | Onsior Elanco GmbH EU/2/08/089 14.12.2020
Heinz-Lohmann-Strafle 4, 27472 Cuxhaven,
Deutschland

17.12.2020 | Nobilis IB 4-91 Intervet International B.V. EU/[2/98/006 21.12.2020

Wim de Korverstraat 35, 5831 AN Boxmeer,
Nederland

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
Domenico Scarlattilaan 6
1083 HS Amsterdam
NIZOZEMSKA



	Povzetek sklepov Evropske unije o dovoljenjih za promet z zdravili od 1. decembra 2020 do 31. decembra 2020 (Objavljeno v skladu s členom 13 ali členom 38 Uredbe (ES) št. 726/2004 Evropskega parlamenta in Sveta)

