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IV

(Teave)

TEAVE EUROOPA LIIDU INSTITUTSIOONIDELT, ORGANITELT JA ASUTUSTELT

EUROOPA KOMISJON

Ravimite miiiigilubasid kisitlevate Euroopa Liidu otsuste kokkuvdte alates 1. septembrist 2015 kuni
30. septembrini 2015

(Avaldatud vastavalt Euroopa Parlamendi ja noukogu mddruse (EU) nr 726/2004 (') artiklile 13 voi 38)
(2015/C 361/01)

() ELT L 136, 30.4.2004, Ik 1.
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30.10.2015

— Miiiigiloa muutmine (Euroopa Parlamendi ja ndukogu miiruse (EU) nr 726/2004 artikkel 13): Heaks kiidetud

Otsuse tege- Ravimi ni e . Kande number tthenduse | Teatamise
. 4 avimi nimetus Miiiigiloa omanik o N
mise kuupdev registris kuupidev

8.9.2015 |ATryn GTC Biotherapeutics UK Limited EU/[1/06/355 10.9.2015
10 Norwich Street, London EC4 A 1BD, United
Kingdom

8.9.2015 |Daklinza Bristol-Myers Squibb Pharma EEIG EU/[1/14/939 10.9.2015
Uxbridge Business Park, Sanderson Road, Ux-
bridge UB8 1DH, United Kingdom

8.9.2015 |Ebixa H. Lundbeck A/[S EU/1/02/219 10.9.2015
Ottiliavej 9, DK-2500 Valby, Danmark

8.9.2015 |Enbrel Pfizer Limited EU/1/99/126 10.9.2015
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom

8.9.2015 |Esbriet Roche Registration Limited EU[1/11/667 10.9.2015
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom

8.9.2015 |Extavia Novartis Europharm Limited EU/[1/08/454 10.9.2015
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

8.9.2015 | Grastofil Apotex Europe B.V. EU/1/13/877 10.9.2015
Darwinweg 20, NL- 2333 CR Leiden, Nederland

8.9.2015 |Hirobriz Breezhaler | Novartis Europharm Limited EU[1/09/594 10.9.2015
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

8.9.2015 |Plegridy Biogen Idec Limited EU[1/14/934 10.9.2015
Innovation House, 70 Norden Road, Maiden-
head, Berkshire SL6 4AY, United Kingdom

8.9.2015 | Xofigo Bayer Pharma AG EU[1/13/873 10.9.2015
D-13342 Berlin, Deutschland

8.9.2015 | Xyrem UCB Pharma Ltd EU/[1/05/312 10.9.2015
208 Bath Road, Slough, Berkshire SL1 3WE,
United Kingdom

10.9.2015 | ADCETRIS Takeda Pharma A/S EU/1/12/794 14.9.2015
Dybendal Alle 10, 2630 Taastrup, Danmark

14.9.2015 |Betmiga Astellas Pharma Europe B.V. EU/1/12/809 16.9.2015
Sylviusweg 62, NL-2333 BE Leiden, Nederland

14.9.2015 |Elaprase Shire Human Genetic Therapies AB EU/1/06/365 16.9.2015
Svirdvigen 11D, SE-182 33 Danderyd, Sverige

14.9.2015 | Quinsair Aptalis Pharma SAS EU/[1/14/973 16.9.2015

Route de Bii, F-78550 Houdan, France
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Otsuse tege- Ravimi ni e . Kande number ithenduse | Teatamise
. 2 avimi nimetus Miitigiloa omanik o .
mise kuupdev registris kuupiev
18.9.2015 |Evoltra Genzyme Europe B.V. EU/1/06/334 22.9.2015
Gooimeer 10, NL-1411 DD Naarden, Nederland
18.9.2015 |Iclusig ARIAD Pharma Ltd EU/1/13/839 22.9.2015
Riverbridge House, Guildford Road, Leatherhead,
Surrey KT22 9AD, United Kingdom
18.9.2015 |Imvanex Bavarian Nordic A[S EU/1/13/855 22.9.2015
Hejreskovvej 10a, DK-3490 Kvistgaard, Danmark
18.9.2015 |INOmax Linde Healthcare AB EU[1/01/194 22.9.2015
SE-181 81 Liding®, Sverige
18.9.2015 |Metalyse Boehringer Ingelheim International GmbH EU/1/00/169 22.9.2015
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland
18.9.2015 |Perjeta Roche Registration Limited EU[1/13/813 22.9.2015
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom
18.9.2015 |Ruconest Pharming Group N.V. EU/1/10/641 22.9.2015
Darwinweg 24, NL-2333 CR Leiden, Nederland
18.9.2015 | Sebivo Novartis Europharm Limited EU/1/07/388 22.9.2015
Frimley Business Park, Camberley GU16 7SR,
United Kingdom
18.9.2015 |Spedra Menarini International Operations Luxembourg |EU/1/13/841 22.9.2015
S.A.
1 avenue de la Gare, L-1611 Luxembourg,
Grand-Duché de Luxembourg
18.9.2015 |TachoSil Takeda Austria GmbH ) EU/[1/04/277 22.9.2015
St.-Peter-Strasse 25, A-4020 Linz, Osterreich
18.9.2015 |Visudyne Novartis Europharm Limited EU/1/00/140 22.9.2015
Frimley Business Park, Camberley GU16 7SR,
United Kingdom
23.9.2015 |Ilaris Novartis Europharm Limited EU/[1/09/564 28.10.2015
Frimley Business Park, Camberley GU16 7SR,
United Kingdom
23.9.2015 |Inflectra Hospira UK Limited EU[1/13/854 25.9.2015
Horizon, Honey Lane, Hurley, Maidenhead,
SL6 6R], United Kingdom
23.9.2015 | Toviaz Pfizer Limited EU/1/07/386 25.9.2015

Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom
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Otsuse tege- Ravimi ni e . Kande number ithenduse | Teatamise
. 2 avimi nimetus Miitigiloa omanik o .
mise kuupdev registris kuupiev
23.9.2015 |Trajenta Boehringer Ingelheim International GmbH EU/1/11/707 25.9.2015
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland
23.9.2015 | Viagra Pfizer Limited EU/[1/98/077 28.9.2015
Ramsgate Road, Sandwich, Kent CT13 9NJ,
United Kingdom
30.9.2015 | Arixtra Aspen Pharma Trading Limited EU/[1/02/206 2.10.2015
3016 Lake Drive Citywest Business Campus
Dublin 24 Ireland
30.9.2015 |Iasibon Pharmathen S.A. EU[1/10/659 2.10.2015
6 Dervenakion, 15351 Pallini Attiki, EN\ada
30.9.2015 | Sifrol Boehringer Ingelheim International GmbH EU/[1/97/050 2.10.2015
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland
30.9.2015 | Vibativ Clinigen Healthcare Limited EU[1/11/705 2.10.2015
Pitcairn House, Crown Square, First Avenue,
Burton-on-Trent, Staffordshire DE14 2WW,
United Kingdom
— Miiiigiloa tithistamine (Euroopa Parlamendi ja ndukogu mairuse (EU) nr 7262004 artikkel 13)
Otsuse tege- Ravimi ni L . Kande number tthenduse | Teatamise
. % avimi nimetus Miiiigiloa omanik oo .
mise kuupdev registris kuupdev
23.9.2015 |Biograstim AbZ-Pharma GmbH EU/[1/08/450 25.9.2015

Graf-Arco-Strale 3, D-89079 Ulm, Deutschland
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30.10.2015

— Miiiigiloa muutmine (Euroopa Parlamendi ja ndukogu mairuse (EU) nr 726/2004 artikkel 38): Heaks kiidetud

Otsuse tege- Ravimi ni L . Kande number tthenduse | Teatamise
<o KUUDA avimi nimetus Miitigiloa omanik oo KuUpd
mise kuupiev registris uupéev
8.9.2015 |BTVPUR AlSap 1 |Merial EU/2/10/112 10.9.2015
29 avenue Tony Garnier, F-69007 Lyon, France
8.9.2015 |BTVPUR AlSap 1- |Merial EU/2/10/113 10.9.2015
8 29 avenue Tony Garnier, F-69007 Lyon, France
8.9.2015 | Meloxoral Le Vet B.V. EU/[2/10/111 10.9.2015
Wilgenweg 7, NL-3421 TV Oudewater, Neder-
land
18.9.2015 | Onsior Elanco Europe Ltd. EU/2/08/089 22.9.2015

Lilly House, Priestley Road, Basingstoke,
Hampshire, RG 24 9NL, United Kingdom

Konealuseid ravimeid kisitleva avaliku hindamisaruandega ja vastavate otsustega tutvuda soovijatel palutakse poorduda:

The European Medicines Agency
7, Westferry Circus, Canary Wharf
UK — LONDON E14 4H







ISSN 1977-0898 (elektrooniline véljaanne)
ISSN 1725-5171 (paberviljaanne)

Euroopa Liidu Véljaannete Talitus
2985 Luxembourg
LUKSEMBURG
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