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EVROPSKA KOMISE

Souhrn rozhodnuti Evropské unie o registracich 1é¢ivych pfipravkd od 1 September 2015 do
30 September 2015

(Zvetejnéno podle cldanku 13 nebo cldnku 38 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004 ("))
(2015/C 361/01)

(") UFE vést. L 136, 30.4.2004, s. 1.



30.10.2015

,

fedni véstnik Evropské unie

U

S10T°6°1C

¢0OVT0D

-aznopoid s £191qeL,

wiueAoy[oAn wAu

ovoT/sT/1/Nnd

pueII
‘¢ urgnq ‘snd
-WED) SSaUISNg Jsom
-K1D) “[ep JoATY ¢
PoIWIT PUBI] S[BD
-INYOBULIEYJ IS

upoejuens

Alunju|

SI0T6'L1

S10T°6'91

Y0VdI101

9ZNJUI [UZOU2ARIIU]

yeo1/s1/1/na

pUe[IopaN
‘U9INOH VY 166¢
-IN ‘-1 Se[s10015
‘Nd

puepopaN A[[FT 1[4

poxanowad

AJ[rT paxanauwdg

SI0T6v1

S10C6°01

LON

J9[qE] PUBAOYEIO]

0zot1/s1/1/nd

pue[yasIN_g
YorLIOT 6£56/ ‘8
ISSBIIS AIN)-ILIBIN
HQuD (puepyd
-SINJ(]) S[edNNd
-euLIRy] BIOYIURS

uouagapr

suoxey

S10C6'8

S10T°6°01

LTdAT0D

BJ9[qel eUBAOYELIO]

Iy01/s1/1/nd

eys]

-0J ‘BMBZSIEA\ 9€T
-¢0 ‘g9 [odouuy ‘m
V'S 9UZo£INad
-BLUIR] OMISIOIQITS
-pozid WIVHAINY

WNUTIPEIqeAT

ey
-duy surpeiqea]

S10T°6'8

Iuoweuzo wnjed

(poy
Lypruayp-oxpunadera)

-oxprwojeue) DIV poy

BULIOJ BAOYY]

1A15U929[0dg Ny
-msfex op nsidez ofs)

DRIISIZI O
INUPOYZOI [PUZI

(adzeu Augueryd
-3u JupoIeUIZowW) NNI

nyaerd
-14d OUPARI] AdZEN

nupoyzol wnyeq

C 361)2

eld :(+00¢/92, 2 (s3) Apeyd e muowepred oyoysdoiaq JUSZIIEU ¢ YOUE[R) ILIISISAX IUEPAA —



C 361[3

¢ unie

,

fedni véstnik Evropsk

U

30.10.2015

Quel] ‘sued 800S/
-] ‘Ongog ®7 onl §¢
adnoid

S10T°6°ST 01D 30301 Juyaluf 1€01/s1/1/04 SHuLAy-ljoues wnqewndodie juenyeld S10T6°¢C
wop3ury
panun LLE AyDH
‘UOpuoT ‘QUEBT UBMS
7 “OSNOH YUBQIAATY oYNZ
Pr1 YN | -9]PZ nueuonp xaid
S10T°6'8¢ AVEOA E19[qE) EUBAOYERIO] 6£01/s1/1/nd ewreydorg x£1oy W03y JUQBUIPIOOY] OLIIX9] S10T6'¢T
wopgury paiun
‘Ng6 TINF HYyspIoj
Ny031Z0J -JI9H ‘UOpsSappoH
oyruznjur naerdyd ‘peoy piopioH
o1d myenuadUoy powIT owy wnuejoeq
S10T°6°CT ys1arol | naexdud oxd yaspig zeot/s1/1/nd | -0 % dreys YPIBW | -0Ze)/WNURZO[0}JD exXeqIaz S107°6°81
puesINAQ
‘wYdRY ‘0TS
- ‘9 2ssensIoSaIZ
S10T°6°CC ¢OHVION e19[qe) Ju[pASUI[qNS ror/si/i/nd HQUH [eqauatnin wnjiuejueing OSIA[®YZ S10T6°81
Ny031Z0J YI1R1ISQ
oyruznjur naerdyd TPuny 0$79-V ‘01
o1d myenuadUoy 9SSBIISAANPOIY
S10T6'€T yova101 | naesdnd oid yoseiq L€01/s1/1/na Hquo zopues wnpaxanownd | ZOpues paxandWd] S1076'81

Iuowguzo wnjeq

(Poy
Lpruwayd-oxydnnadera)

-o3dIWoIeUE) DLV POy

BULIOJ BAOYYT]

1A15U929[0dg Ny
-msfox op nsidez ofs)

1DBNSIZI O
INUpOYZol [MZIJ

(adzeu Augueryd
-3u [upoJeuIZow) NNI

nyaerd
-14d OYPARY[ AdZEN

Inupoyzol wneq




C361/4 Ufednf véstnik Evropské unie 30.10.2015
— Zména registrace (Clinek 13 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004): Pfijaté
Datum ) Nézev lé¢ivého pii- Drzitel rozhodnutf o registraci Cislo zépisuV do rejstfﬂ<u Datum o)zné-

rozhodnuti pravku Spolecenstvi meni

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,
Uxbridge 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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Datum
rozhodnuti

Nézev lé¢ivého pii-
pravku

Drzitel rozhodnuti o registraci

Cislo zdpisu do rejstitku

Spolecenstvi

Datum ozna-
meni

18.9.2015

Evoltra

Genzyme Europe B.V.
Gooimeer 10, NL-1411 DD Naarden, Nederland

EU/1/06/334

22.9.2015

18.9.2015

Iclusig

ARIAD Pharma Ltd
Riverbridge House, Guildford Road, Leatherhead,
Surrey KT22 9AD, United Kingdom

EU/1/13/839

22.9.2015

18.9.2015

Imvanex

Bavarian Nordic A[S
Hejreskovvej 10a, DK-3490 Kvistgaard, Danmark

EUJ1/13/855

22.9.2015

18.9.2015

INOmax

Linde Healthcare AB
SE-181 81 Liding®, Sverige

EU/1/01/194

22.9.2015

18.9.2015

Metalyse

Boehringer Ingelheim International GmbH
Binger Straffe 173, D-55216 Ingelheim am
Rhein, Deutschland

EU/1/00/169

22.9.2015

18.9.2015

Perjeta

Roche Registration Limited
6 Falcon Way, Shire Park, Welwyn Garden City,
AL7 1TW, United Kingdom

EU/1/13/813

22.9.2015

18.9.2015

Ruconest

Pharming Group N.V.
Darwinweg 24, NL-2333 CR Leiden, Nederland

EU/1/10/641

22.9.2015

18.9.2015

Sebivo

Novartis Europharm Limited
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

EU/1/07/388

22.9.2015

18.9.2015

Spedra

Menarini International Operations Luxembourg
S.A.

1 avenue de la Gare, L-1611 Luxembourg,
Grand-Duché de Luxembourg

EU/1/13/841

22.9.2015

18.9.2015

TachoSil

Takeda Austria GmbH )
St.-Peter-Strasse 25, A-4020 Linz, Osterreich

EU/1/04/277

22.9.2015

18.9.2015

Visudyne

Novartis Europharm Limited
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

EU/1/00/140

22.9.2015

23.9.2015

Iaris

Novartis Europharm Limited
Frimley Business Park, Camberley GU16 7SR,
United Kingdom

EU/1/09/564

28.10.2015

23.9.2015

Inflectra

Hospira UK Limited
Horizon, Honey Lane, Hurley, Maidenhead,
SL6 6R], United Kingdom

EU/1/13/854

25.9.2015

23.9.2015

Toviaz

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

EU/1/07/386

25.9.2015




C 361/6 Ufednf véstnik Evropské unie 30.10.2015
Datum | Ndzev 1écivého pii- Drzitel rozhodnutf o registraci Cislo zépisuV do rejstffku Datum oznd-

rozhodnut pravku Spolecenstvi menf

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

— StaZeni registrace (Clinek 13 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004)
Datum Naézev 1écivého pii- Dr¥itel rozhodut{ o registraci Cislo zépisuV do rejstfﬂ(u Datum oznd-
rozhodnuti pravku Spolecenstvi menf
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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C 361/8

Ufedn{ véstnik Evropské unie 30.10.2015
— Zména registrace (Clinek 38 nafizeni Evropského parlamentu a Rady (ES) ¢. 726/2004): Pfijaté
Datum ) Nézev lé¢ivého pii- Dr¥itel rozhoduut{ o registraci Cislo zépisuV do rejstfﬂ(u Datum o’zné-
rozhodnuti pravku Spolecenstvi meni
8.9.2015 |BTVPUR AlSap 1 |Merial EUJ2/10/112 10.9.2015
29 avenue Tony Garnier, F-69007 Lyon, France
8.9.2015 |BTVPUR AlSap 1-8 | Merial EU/2/10/113 10.9.2015
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

Chcete-li se sezndmit s vefejnou zprdvou o hodnoceni doty¢nych 1écivych pripravkil a se souvisejicimi rozhodnutimi,

obrafte se na:

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