Lyfjastofnun
Icelandic Medicines Agency

Lyf sem veitt hefur verid islenskt markadsleyfi og eru ekki markadssett,
en eru notud & grundvelli undanpagubeiona sem Lyfjastofnun hefur sampykkt.

20. september 2018

Med dreifibréfi, dags. 7. oktéber 2008, greindi Lyfjastofnun fra peirri &kvordun ad birtur verdi &
heimasidu stofnunarinnar listi yfir lyf sem veitt hefur verid islenskt markadsleyfi og eru ekki
markadssett en eru i notkun & grundvelli undanpagubeidna sem Lyfjastofnun hefur sampykkt.

A listanum hér fyrir nedan eru tilgreind lyf sem framangreint a vid um. Listinn er ekki temandi og
verdur uppfaerdur eftir porfum. ,, X { aftasta dalki t6flunnar taknar ad lyfid var selt hér & landi & pvi
ari sem tilgreint er efst i dalkinum.

Komi til markadssetningar/samhlida innflutnings einhvers eftirtalinna lyfja hérlendis verdur pad fellt
af listanum pegar upplysingar um lyfid hafa verid birtar i lyfjaskrdm og lyfid er faanlegt.

ATC-

flokkur Heiti lyfs Styrkur Lyfjaform Markadsleyfishafi 2017

Menarini
International
Operations
Luxembourg S.A. X
1, Avenue de la
Gare, L-1611
Laxemborg

Filmuhudadar

MO4AA06 Adenuric 80 mg toflur

Menarini
International
Operations
Luxembourg S.A.
1, Avenue de la
Gare, L-1611
Laxemborg

Filmuhudadar

MO4AA06 Adenuric 120 mg t6flur

Laboratorio
Farmaceutico
Specialita Igienico
NO4AA02 Akineton 5 mg/ml Stungulyf, lausn Terapeutiche (S.1.T.) X
Sr.L.

Via Cavour 70 27035
MEDE (PV) italia

Swedish Orphan
Biovitrum
International AB
SE-112 76
StokkhéImur
Svipj6d

A16AX03 Ammonaps 940 mg/g Kyrni

Swedish Orphan
Biovitrum

. International AB
Al16AX03 Ammonaps 500 mg Toflur SE-112 76 X
Stokkholmur

Svipjod
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A10ABO6

Apidra

100 ein.

Stungulyf, lausn i
hettuglasi

Sanofi-Aventis
Deutschland GmbH
D-65926 Frankfurt
am Main
pyskaland.

C09CA04

Aprovel

150 mg

toflur

Sanofi Clir SNC 54
rue La Boétie 75008
Paris - Frakkland

JO7AHO09

Bexsero

Stungulyf, dreifa

GSK Vaccines S.r.l.
Via Fiorentina 1
53100 Siena

italiu

LO1XE26

Cabometyx

60 mg

toflur

Ipsen Pharma

65 quai Georges
Gorse

92100 Boulogne-
Billancourt
Frakkland

LO4AA06

Cellcept

250 mg

Hylki

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

pyskaland

LO4AA06

Cellcept

500 mg

Stofn fyrir
innrennslispykkni,
lausn

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

pyskaland

LO4AA06

Cellcept

200 mg/ml

Mixtaruduft, dreifa

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

pyskaland

C09DA04

CoAprovel

Toflur

Sanofi Clir SNC 54
rue La Boétie 75008
Paris - Frakkland

QNO6AAO4

Clomicalm

20 mg

Tafla

Elanco Europe Ltd.
Lilly House,
Priestley Road
Basingstoke

RG24 9NL
Bretland
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VO03AB33

Cyanokit

5¢

Innrennslisstofn

SERB S.A.
Avenue Louise 480
1050 Brussels
Belgia

NO3AX17

Diacomit

250 mg

Mixtaruduft, dreifa

Biocodex

7 Avenue Galliéni
94250 Gentilly
Frakklandi

NO3AX17

Diacomit

250 mg

Hylki

Biocodex

7 Avenue Galliéni
94250 Gentilly
Frakklandi

JO7AEOQ1

Dukoral

Dreifa og
freydikyrni, fyrir
mixtaru, dreifu

Valneva Sweden AB
S-105 21 Stockholm
Svipjéo

RO1AD58

Dymista

137
mikrég/ 50
mikrog/ska
mmt

Nefuoi, dreifa

Meda AB
P.O. Box 906
170 09 Solna
Svipj6d

L01BB06

Evoltra

1 mg/ml

Innrennslispykkni,
lausn

Genzyme Europe
B.V.

Gooimeer 10
1411DD Naarden
Holland

BO6AC02

Firazyr

30 mg

Stungulyf, lausn

Shire
Pharmaceuticals
Ireland Limited
Block 2 & 3 Miesian
Plaza

50 — 58 Baggot
Street Lower

Dublin 2

irland

V03AB25

Flumazenil B.

Braun

0,1 mg/ml

Stungulyf, lausn

B. Braun Melsungen
AG

Carl Braun Strasse 1
Melsungen
pyskaland

LO1XX17

Hycamtin

1mg

Hart hylki

Novartis
Europharm Limited
Vista Building

Elm Park, Merrion
Road

Dublin 4

irland
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AO4AD12

Ivemend

150 mg

Innrennslisstofn,
lausn

Merck Sharp &
Dohme B.V.
Waarderweg 39
2031 BN Haarlem
Holland

JO7BA02

Ixiaro

Stungulyf, dreifa

Valneva Austria
GmbH

Campus Vienna
Biocenter 3
A-1030 Vinarborg
Austurriki

RO7AX02

Kalydeco

150 mg

Filmuhaoud tafla

Vertex
Pharmaceuticals
(U.K.) Limited
Cardinal Point
Park Road
Rickmansworth
Herts WD3 1RE
Bretland

BO1AC25

Kengrexal

50 mg

Stungulyfsstofn

Chiesi Farmaceutici
S.p.A

Via Palermo 26/A
43122 Parma

italia

NO5AEQ5

Latuda

Filmuhaoud tafla

Aziende Chimiche
Riunite Angelini
Francesco —
A.C.RAF.SpA.
Viale Amelia 70,
00181

Rom - Italia

GO04BE09

Levitra

20 mg

Tafla

Bayer AG
51368 Leverkusen
pyskalandi

SO1LA04

Lucentis

10 mg/ml

Stungulyf, lausn

Novartis Europharm
Limited

Vista Building

Elm Park, Merrion
Road

Dublin 4

irland

CO09DAO07

Micardis Plus

40+12,5
mg

Tafla

Boehringer
Ingelheim
International GmbH
Binger Str. 173
D-55216 Ingelheim
am Rhein
pyskaland.
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N02CCO07

Migard

2,5mg

Filmuhaoud tafla

Menarini
International
O.L.S.A.

1, Avenue de la Gare
L-1611

LUxemborg

N04BC09

Neupro

Fordaplastur

UCB Pharma S.A.
Allée de la
Recherche 60
B-1070 Bruxelles
Belgia

NO3AX12

Neurontin

100 mg

Hylki, hart

Pfizer ApS
Lautrupvang 8,
DK 2750 Ballerup
Danmork

BO6AB

Normosang

25 mg/ml

Innrennslispykkni,
lausn

Orphan Europe
SARL

Immeuble “Le
Wilson”

70 avenue du
Général de Gaulle
F-92800 Puteaux
Frakkland

JOSAEQ3

Norvir

100 mg

Filmuhaduo tafla

AbbVie Deutschland
GmbH & Co. KG
Knollstrasse

67061 Ludwigshafen
pyskaland.

AO05AA04

Ocaliva

5mg

Tafla

Intercept Pharma
Ltd.

2 Pancras Square
London, N1C 4AG
11

Bretland

LO4AA37

Olumiant

2mg

Filmuhadud tafla

Eli Lilly Nederland
B.V,
Papendorpseweg 83,
3528BJ Utrecht,
Holland.

Ongentys

50 mg

Hylki

Bial - Portela & C?,
S.A.

A Av. da Siderurgia
Nacional

4745-457 S. Mamede
do Coronado
Portugal
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V08DAO1

Optison

0,19 mg/mi

Stungulyf, ordreifa

GE Healthcare AS
Nycovejen 1-2
NO-0401

Osld

Noregi

MO1AEO1

Pedea

5 mg/ml

Stungulyf, lausn

Orphan Europe
SARL

Immeuble “Le
Wilson”

70 avenue du
Général de Gaulle
F-92800 Puteaux
Frakkland

QMO1AH90

Previcox

57 mg

Tuggutafla

MERIAL

29 avenue Tony
Garnier
FR-69007 Lyon
Frakkland

QMO1AH90

Previcox

227 mg

Tuggutafla

MERIAL

29 avenue Tony
Garnier
FR-69007 Lyon
Frakkland

G04BX14

Priligy

30 mg

Filmuhaoud tafla

Berlin-Chemie AG
Glienicker Weg 125
12489 Berlin
pyskalandi

C09XA02

Rasilez

300 mg

Tafla

Noden Pharma DAC
D'Olier Chambers
16A D'Olier Street
Dublin 2

irland

A06AHO1

Relistor

20 mg/ml

Stungulyf, lausn

PharmaSwiss Ceska
republika s.r.o.
Jankovcova 1569/2¢
170 00, Praha 7
Tékkland

AOBAX05

Resolor

2mg

Filmuhaduo tafla

Shire
Pharmaceuticals
Ireland Limited
5 Riverwalk
Citywest
Campus
Dublin 24
irland

Business

GO04BEO3

Revatio

0,8 mg/ml

Stungulyf, lausn

Pfizer Europe MA
EEIG

Boulevard de la
Plaine 17

1050 Bruxelles
Belgia.

JO7BHO1

Rotarix

Mixtlra, dreifa

GlaxoSmithKline
Biologicals s.a.
Rue de [‘Institut 89
B-1330 Rixensart
Belgia




Lyfjastofnun
Icelandic Medicines Agency

JO7BHO02

Rotateq

Mixtara, lausn

MSD VACCINS
162 avenue Jean
Jaures

69007 Lyon
Frakkland

VO3AF02

Savene

20 mg/ml

Stofn og leysir fyrir
innrennslispykkni,
lausn

Clinigen Healthcare
Ltd

Pitcairn House
Crown Square, First
Avenue
Burton-on-Trent,
Staffordshire

DE14 2wWW
Bretland

BO5BA02

SMOFlipid

20%

Innrennslislyf,
fleyti

Fresenius Kabi AB
S-751 74 Uppsala
Svipjod

LO4AA25

Soliris

300 mg

Innrennslispykkni,
lausn

Alexion Europe SAS
25 Boulevard de
1°Amiral Bruix
75016 Paris
Frakkland

VO8DA

SonoVue

8 mikro-
litrar/ml

Stungulyfsstofn og
leysir, drdreifa

Bracco International
B.V.

Strawinskylaan 3051
NL-1077 ZX
Amsterdam

Hollandi

NO5AHO05

Sycrest

10 mg

Tunguroétartafla

N.V. Organon,
Kloosterstraat 6, NL-
5349 AB Oss,
Holland

JO6BB16

Synagis

100 mg/ml

Stungulyf, lausn

AbbVie Deutschland
GmbH & Co. KG
Knollstrasse

67061 Ludwigshafen
pyskaland

LO1XX25

Targretin

75 mg

Hylki

Eisai Ltd.
European
Knowledge Center
Mosquito Way
Hertfordshire
AL10 9SN
Bretland

LO1XE35

Tagrisso

80 mg

Filmuhaduo tafla

AstraZeneca AB
SE-151 85 Sodertalje
Svipj6d

N04BX01

Tasmar

100 mg

Filmuhaoud tafla

Meda AB
Pipers vag 2A
S-170 09 Solna
Svipj6d

LO1ACO1

Tepadina

15 mg

Innrennslisstofn,
lausn

ADIENNE S.r.1.
Via Broseta 64/B
24128 Bergamo
italia
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LO1XX27

Trisenox

10 mg/mi

Innrennslispykkni,
lausn

TevaB.V.
Swensweg 5

2031 GA Haarlem
Holland

BO1AC27

Uptravi

200 ng
800 g
1200 pg
1400 pg
1600 pg

Filmuhudadar
toflur

Actelion Registration
Ltd Chiswick Tower
13th Floor 389
Chiswick High Road
London W4 4AL
Bretland

N01BB02

Versatis

5%

Lyfjapléstur

Grinenthal GmbH
Zieglerstrasse 6
D-52078 Aachen
pyskaland

SO01LAO01

Visudyne

15 mg

Innrennslisstofn,
lausn

Novartis Europharm
Limited

Vista Building

Elm Park, Merrion
Road

Dublin 4

irland

N04BDO03

Xadago

Filmuhaoud tafla

Zambon S.p.A.

Via Lillo del Duca
10

20091 Bresso (M) -
italia

JO1XA04

Xydalba

500 mg

Stofn fyrir
innrennslispykkni,
lausn

Allergan
Pharmaceuticals
International Ltd.,
Clonshaugh
Industrial Estate,
Coolock,

Dublin 17,

irland

JOSAF05

Zeffix

100 mg

FilmuhUdadar
toflur

Glaxo Group Limited
Glaxo Wellcome
House

Berkeley Avenue
Greenford

UB6 ONN Middlesex
Bretland

LO01XX54

Zejula

100 mg

Hart hylki

TESARO UK
LIMITED

55 Baker Street
London

W1U 7EU
Bretland

JO7BK02

Zostavax

Stungulyfsstofn og
leysir

MSD VACCINS
162 avenue Jean
Jaures

69007 Lyon
Frakkland




