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Abilify

2 Care 4

15/06/2009

15 mg

Tablet

28 x 1

EU/1/04/276/012

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland, Romania,
Finland, Iceland

Denmark

26/11/2009

Abilify

2 Care 4

15/06/2009

5 mg

Tablet

28x 1

EU/1/04/276/002

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Iceland, Finland

Denmark

26/11/2009

Abilify

2 Care 4

19/10/2009

10 mg

Tablet

56 x 1

EU/1/04/276/009

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Romania, Spain,
Sweden, The Netherlands, United Kingdom

Denmark

26/11/2009

Abilify

2 Care 4

19/10/2009

15 mg

Tablet

56 x 1

EU/1/04/276/014

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Romania, Spain, Sweden, United
Kingdom

Denmark

26/11/2009

Abilify

2 Care 4

19/10/2009

5 mg

Tablet

56 x1

EU/1/04/276/004

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,

Spain, Sweden, United Kingdom

Denmark

26/11/2009

7 Westferry Circus e Canary Wharf e London E14 4HB e United Kingdom
Telephone +44 (0)20 7418 8400 Facsimile+44 (0)20 7523 7051

E-mail paralleldistribution@ema.europa.eu

Website www.ema.europa.eu

An agency of the European Union -

© European Medicines Agency, 2011. Reproduction is authorised provided the source is acknowledged.




Abilify

2 Care 4

20/10/2009

10 mg

Tablet

28x 1

EU/1/04/276/007

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Romania, Spain, Sweden, United Kingdom

Denmark

26/11/2009

Abilify

Abis-Pharma

14/08/2009

10 mg

Tablet

14x1

EU/1/04/276/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Abilify

Abis-Pharma

14/08/2009

10 mg

Tablet

49 x 1

EU/1/04/276/008

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Abilify

Abis-Pharma

14/08/2009

10 mg

Tablet

98 x 1

EU/1/04/276/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Abilify

Abis-Pharma

14/08/2009

15 mg

Tablet

14x1

EU/1/04/276/011

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden

Germany

12/10/2009

Abilify

Abis-Pharma

14/08/2009

15 mg

Tablet

49x 1

EU/1/04/276/013

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Abilify

Abis-Pharma

14/08/2009

15 mg

Tablet

98 x 1

EU/1/04/276/015

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009
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Abilify Emra-Med 11/09/2008(10 mg Tablet 98 x 1 EU/1/04/276/010 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 08/01/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Abilify EuroPharma 23/03/2009|30 mg Tablet 28x 1 EU/1/04/276/017 |Austria, Belgium, Finland, France, Germany, |Denmark 14/04/2009
DK Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, The Netherlands, United Kingdom
Abilify EuroPharma 23/03/2009(30 mg Tablet 56 x 1 EU/1/04/276/019 |Austria, Belgium, Finland, France, Germany, Denmark 14/04/2009
DK Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, The Netherlands, United Kingdom
Abilify Lexon (UK) 05/08/2009(1 mg/ml Oral solution 1 bottle + 1|EU/1/04/276/034 |Austria, Belgium, Cyprus, Denmark, Finland, [lreland, United | 07/08/2009
Ltd cup +1 France, Germany, Greece, Iceland, Ireland, Kingdom
calibrated Italy, Liechtenstein, Luxembourg, Malta, The
dropper Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Abilify Manichem 16/09/2009(5 mg Tablet 28x 1 EU/1/04/276/002 |Austria, Belgium, Denmark, Finland, France, |United 21/09/2009
Limited Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom,
Malta, Portugal, Spain, Sweden, The Ireland
Netherlands, United Kingdom, Cyprus, Iceland,
Liechtenstein, Norway
Abilify Mevita 29/07/2008(5 mg Tablet 49 x 1 EU/1/04/276/003 |France, Italy, Spain, United Kingdom Germany 29/01/2009
HandelsGmbH
Abilify Milinda 28/08/2009(10 mg Tablet 14 x 1 EU/1/04/276/006 |France, Spain Germany 25/11/2009
Arzneimittel
GmbH
Abilify Milinda 28/08/2009(10 mg Tablet 49 x 1 EU/1/04/276/008 |France, Spain Germany 25/11/2009
Arzneimittel
GmbH
Abilify Milinda 28/08/2009|10 mg Tablet 98 x 1 EU/1/04/276/010 |France, Spain 25/11/2009
Arzneimittel
GmbH
Abilify Milinda 28/08/2009(5 mg Tablet 49 x 1 EU/1/04/276/003 |France, Spain Germany 25/11/2009
Arzneimittel
GmbH
Abilify Orifarm AB 03/07/2009(10 mg Tablet 28 x 1 EU/1/04/276/007 |Austria, Belgium, Denmark, Finland, France, [Sweden 05/08/2009

Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
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Abilify Pharma Gerke 02/05/2008({10 mg Tablet 98 x 1 EU/1/04/276/010 |Austria, Belgium, France, Greece, Italy, The Germany 29/06/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania
Abilify Pharmacodane 09/07/2009(5 mg Tablet 14 x 1 EU/1/04/276/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 02/09/2009
Aps Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Abilify Pharmacodane 09/07/2009(5 mg Tablet 28 x 1 EU/1/04/276/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 02/09/2009
Aps Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Abilify Pharmacodane 09/07/2009(5 mg Tablet 56 x 1 EU/1/04/276/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 02/09/2009
Aps Germany, Greece, Ireland, Iceland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Abilify Swingward Ltd 04/11/2009|5 mg Tablet 56 x 1 EU/1/04/276/004 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 27/11/2009
TA Medihealth France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Abilify Swingward Ltd 04/11/2009|5 mg Tablet 14 x 1 EU/1/04/276/001 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 27/11/2009
TA Medihealth France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Abilify Veron Pharma 27/10/2008(10 mg Tablet 14 x 1 EU/1/04/276/006 |Austria, Belgium, France, Greece, Italy, The Germany 09/02/2009
Netherlands, Portugal, Spain
Abilify Veron Pharma 27/10/2008(10 mg Tablet 49x 1 EU/1/04/276/008 |Austria, Belgium, France, Greece, Italy, The Germany 09/02/2009
Netherlands, Portugal, Spain
Abilify Veron Pharma 27/10/2008(10 mg Tablet 98 x 1 EU/1/04/276/010 |Austria, Belgium, France, Greece, Italy, The Germany 09/02/2009
Netherlands, Portugal, Spain
Abilify Veron Pharma 28/09/2009|5 mg Tablet 49x 1 EU/1/04/276/003 |Austria, Belgium, France, Greece, Italy, The Germany 13/11/2009
Netherlands, Portugal, Spain, United Kingdom
Aclasta Emra-Med 07/09/2009(5 mg/100 ml |(Solution for 1 bottle EU/1/05/308/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 03/11/2009
infusion France, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Aclasta

Kohlpharma
GmbH

18/05/2009

5 mg/100 ml

Solution for
infusion

1 bottle

EU/1/05/308/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/06/2009

Aclasta

Paranova
Danmark AS

26/08/2009

5 mg/100 ml

Solution for
infusion

1 bottle

EU/1/05/308/001

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

26/11/2009

Aclasta

Pharma
Westen GmbH

19/01/2009

5 mg/100 ml

Solution for
infusion

1 bottle

EU/1/05/308/001

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

14/04/2009

Actos

Abis-Pharma

14/08/2009

30 mg

Tablet

28

EU/1/00/150/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Actos

Abis-Pharma

14/08/2009

30 mg

Tablet

98

EU/1/00/150/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Actos

Abis-Pharma

14/08/2009

45 mg

Tablet

28

EU/1/00/150/012

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Actos

Abis-Pharma

14/08/2009

45 mg

Tablet

98

EU/1/00/150/015

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Actos

Beragena
Arzneimittel
GmbH

10/02/2009

15mg

Tablets

28

EU/1/00/150/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

24/03/2009
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Actos Beragena 10/02/2009(15mg Tablets 98 EU/1/00/150/003 |Austria, Belgium, France, Greece, Italy, The Germany 24/03/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
Actos BR Pharma 28/05/2009(15 mg Tablet 98 EU/1/00/150/003 |Austria, Belgium, Denmark, Finland, France, [Germany 30/06/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Malta
Actos BR Pharma 17/08/2009(45 mg Tablet 98 EU/1/00/150/015 |Austria, Belgium, Denmark, Finland, France, [Germany 16/09/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Actos Docpharm 13/03/2009(|15 mg Tablet 28 EU/1/00/150/001 |Austria, Belgium, Denmark, Finland, France, [Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Actos Docpharm 13/03/2009(15 mg Tablet 56 EU/1/00/150/009 |Austria, Belgium, Denmark, Finland, France, |Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Actos Docpharm 13/03/2009(15 mg Tablet 98 EU/1/00/150/003 |Austria, Belgium, Denmark, Finland, France, |Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Actos Docpharm 16/03/2009(30 mg Tablet 28 EU/1/00/150/004 |Austria, Belgium, Denmark, Finland, France, |[Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Actos Docpharm 16/03/2009(30 mg Tablet 56 EU/1/00/150/010 |Austria, Belgium, Denmark, Finland, France, [Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Actos Docpharm 16/03/2009(30 mg Tablet 98 EU/1/00/150/006 |Austria, Belgium, Denmark, Finland, France, [Germany 25/03/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Actos Emra-Med 24/08/2009(45 mg Tablet 98 EU/1/00/150/015 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 27/11/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Actos Ginova Ltd 26/08/2009(30 mg Tablet 28 EU/1/00/150/004 |Austria, Belgium, Cyprus, Denmark, France, United 14/10/2009
Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom

Malta, Norway, Portugal, Spain, Sweden, The
Netherlands
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Actos Kohlpharma 20/10/2009(45 mg Tablet 98 EU/1/00/150/015 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 27/10/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Actos Mediwin Ltd 25/08/2009(15 mg Tablet 28 EU/1/00/150/001 |Austria, Belgium, Denmark, Finland, France, Italy 14/10/2009
Germany, Greece, Ireland, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Actos Milinda 21/08/2009(30 mg Tablet 28 EU/1/00/150/004 |France, Spain Germany 26/11/2009
Arzneimittel
GmbH
Actos Milinda 21/08/2009(30 mg Tablet 98 EU/1/00/150/006 |France, Spain Germany 26/11/2009
Arzneimittel
GmbH
Actos Paranova OY 03/11/2009(15 mg Tablet 98 EU/1/00/150/003 |Austria, Belgium, Denmark, France, Germany, |Finland 27/11/2009
Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Estonia, Latvia
Actos Pharma 02/03/2009(45 mg Tablet 98 EU/1/00/150/015 |Austria, Belgium, Denmark, Finland, France, [Germany 28/05/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Actrapid Euro 28/08/2009(100 1U/ml Solution for 1 vial EU/1/02/230/003 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 07/09/2009
Registratie injection France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Adrovance Medcor 16/03/2009|70 mg / 5600 |Tablet 4 EU/1/06/364/007 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 07/05/2009
Pharmaceutica 1U France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Advagraf BR Pharma 12/08/2008|0.5 mg Prolonged release |50 EU/1/07/387/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 01/04/2009
International capsules, hard France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Advagraf BR Pharma 12/08/2008|1 mg Prolonged release |50 EU/1/07/387/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 01/04/2009

International
Ltd

capsules, hard

France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Advagraf BR Pharma 12/08/2008|1 mg Prolonged release |100 EU/1/07/387/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 01/04/2009
International capsules, hard France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Advagraf BR Pharma 03/10/2008(0.5 mg Prolonged release |100 EU/1/07/387/009 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 01/04/2009
International capsules, hard France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Advagraf BR Pharma 04/11/2009(3 mg Prolonged-release |50 EU/1/07/387/012 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 13/11/2009
International capsules, hard France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Advagraf BR Pharma 11/11/2009|3 mg Prolonged-release |100 EU/1/07/387/013 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 03/12/2009
International capsules, hard France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Advagraf Cross 11/08/2009|0.5 mg Prolonged-release (30 EU/1/07/387/001 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 26/10/2009
Healthcare Ltd capsules, hard France, Germany, Greece, Ireland, Italy, United
Luxembourg, Malta, Poland, Portugal, Spain, [Kingdom
Sweden, The Netherlands, United Kingdom
Advagraf Cross 13/08/2009|1 mg Prolonged-release |30 EU/1/07/387/003 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 26/10/2009
Healthcare Ltd capsules, hard France, Germany, Greece, Ireland, Italy, United
Luxembourg, Malta, Poland, Portugal, Spain, |Kingdom
Sweden, The Netherlands, United Kingdom
Advagraf Cross 02/09/2009(5 mg Prolonged-release |30 EU/1/07/387/007 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 26/10/2009
Healthcare Ltd capsules, hard France, Germany, Greece, Ireland, Italy, United
Luxembourg, Malta, Poland, Portugal, Spain, |Kingdom
Sweden, The Netherlands, United Kingdom
Advagraf Cross 06/10/2009(1 mg Prolonged-release |60 EU/1/07/387/005 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 26/10/2009
Healthcare Ltd capsules, hard France, Germany, Greece, Ireland, Italy, United
Luxembourg, Malta, Poland, Portugal, Spain, |Kingdom
Sweden, The Netherlands, United Kingdom
Advagraf Dr Fisher 23/02/2009(1 mg Prolonged release |60 EU/1/07/387/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 16/04/2009
Farma BV capsules, hard France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011 Page 8/195




Advagraf

Emra-Med

06/11/2008

0.5 mg

Prolonged release
capsules, hard

100

EU/1/07/387/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/03/2009

Advagraf

Emra-Med

26/05/2009

5 mg

Prolonged release
capsules, hard

100

EU/1/07/387/010

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

21/09/2009

Advagraf

Emra-Med

26/05/2009

5 mg

Prolonged release
capsules, hard

50

EU/1/07/387/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

21/09/2009

Advagraf

Euro
Registratie
Collectief BV

27/01/2009

5 mg

Prolonged release
capsules, hard

30

EU/1/07/387/007

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, United
Kingdom

The
Netherlands

17/02/2009

Advagraf

Euro
Registratie
Collectief BV

27/01/2009

5 mg

Prolonged release
capsules, hard

50

EU/1/07/387/008

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, United
Kingdom

The
Netherlands

17/02/2009

Advagraf

Haemato
Pharm AG

03/11/2008

1 mg

Prolonged-release
capsules, hard

50

EU/1/07/387/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

26/01/2009

Advagraf

Haemato
Pharm AG

03/11/2008

5 mg

Prolonged-release
capsules, hard

50

EU/1/07/387/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

26/01/2009

Advagraf

kohlpharma
GmbH

16/11/2009

Prolonged-release
capsules, hard

50

EU/1/07/387/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

04/12/2009
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Advagraf

Medartuum AB

12/01/2009

0.5 mg

Prolonged-release
capsules, hard

50

EU/1/07/387/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia

Sweden

21/01/2009

Advagraf

Medartuum AB

07/09/2009

1 mg

Prolonged-release
capsules, hard

60

EU/1/07/387/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia

Sweden

22/09/2009

Advagraf

NewNeopharm
BV

01/09/2009

1 mg

Prolonged-release
capsules, hard

60

EU/1/07/387/005

Austria, Belgium, Denmark, France, Germany,
Greece, Ireland, Italy, Malta, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

08/09/2009

Advagraf

Pharma
Westen GmbH

18/12/2008

5 mg

Prolonged release
capsules, hard

50

EU/1/07/387/008

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

17/02/2009

Advagraf

Singad
Pharma ApS

06/07/2009

1 mg

Prolonged-release
capsules, hard

50

EU/1/07/387/004

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Denmark

14/09/2009

Advagraf

Singad
Pharma ApS

06/07/2009

5 mg

Prolonged-release
capsules, hard

50

EU/1/07/387/008

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Denmark

14/09/2009

Advagraf

Swingward Ltd
TA Medihealth

08/02/2008

1 mg

Prolonged-release
capsules, hard

30

EU/1/07/387/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, The Netherlands, Portugal,
Spain, Sweden, Malta, Norway

United
Kingdom

16/09/2009

Advagraf

Swingward Ltd
TA Medihealth

08/02/2008

1 mg

Prolonged-release
capsules, hard

60

EU/1/07/387/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

16/09/2009

Advagraf

Swingward Ltd
TA Medihealth

08/02/2008

5 mg

Prolonged-release
capsules, hard

30

EU/1/07/387/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

16/09/2009
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Aerius 2 Care 4 20/05/2009|5 mg Film-coated tablet |30 EU/1/00/160/011 |Austria, Belgium, Czech Republic, France, Denmark 24/06/2009
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Aerius 2 Care 4 08/06/2009(5 mg Film-coated tablet |100 EU/1/00/160/013 |Austria, Belgium, Czech Republic, France, Denmark 22/06/2009
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Sweden, Spain, United Kingdom
Aerius Beragena 06/07/2009(5 mg Film-coated tablet |100 EU/1/00/160/013 |Austria, Belgium, France, Greece, Italy, The Germany 09/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Aerius Beragena 06/07/2009(5 mg Film-coated tablet |50 EU/1/00/160/012 |Austria, Belgium, France, Greece, Italy, The Germany 09/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Aerius Beragena 06/07/2009(5 mg Film-coated tablet |20 EU/1/00/160/009 |Austria, Belgium, France, Greece, Italy, The Germany 09/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Aerius Delfarma 28/11/2008(5 mg Film-coated tablet |30 EU/1/00/160/011 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland , Poland| 12/02/2009
SpZoo Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom
Aerius Delfarma 24/04/2009(0.5 mg/ml Oral solution 1 bottle EU/1/00/160/069 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 19/05/2009
SpZoo Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Aerius Dr Fisher 04/02/2009(0.5mg/ml Oral solution 150ml EU/1/00/160/066 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 20/02/2009
Farma BV France, Germany, Greece, Ireland, Italy, Netherlands
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Aerius Emra-Med 14/05/2009|0.5 mg/ml Oral solution 1 bottle EU/1/00/160/066 |Belgium, Austria, Cyprus, Denmark, Finland, [Germany 09/07/2009

France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Slovak Republic, Slovenia
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Aerius Emra-Med 07/09/2009(0.5 mg/ml Oral solution 1 bottle EU/1/00/160/069 |Austria, Belgium, Cyprus, Finland, France, Germany 05/10/2009
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Denmark
Aerius Eureco- 01/10/2008(5 mg Orodispersible 30 EU/1/00/160/056 |Austria, Belgium, Cyprus, Denmark, Finland, |The 09/02/2009
Pharma B.V. tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Aerius Euro 02/07/2009(0.5 mg/ml Oral solution 1 bottle EU/1/00/160/066 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 15/07/2009
Registratie France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Aerius Kohlpharma 19/01/2009|0.5 mg/mi Oral solution 1 bottle EU/1/00/160/063 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/01/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Aerius O.P.D. 05/06/2009(0.5 mg/ml Oral solution 1 bottle - |EU/1/00/160/065 |Austria, Belgium, Cyprus, Denmark, Finland, [lreland, United | 23/06/2009
Laboratories 120 ml France, Germany, Greece, Ireland, Italy, Kingdom
Ltd Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Aldara EU-Pharma BV 13/03/2009|5% w/w Cream 12 sachets |EU/1/98/080/001 |Austria, Belgium, France, Germany, Greece, The 08/04/2009
Italy, Portugal, Spain, United Kingdom, Ireland|Netherlands
Aldara Mediwin Ltd 02/09/2009(5% w/w Cream 12 sachets |EU/1/98/080/001 |Austria, Belgium, Denmark, Finland, Germany, |France 14/10/2009
Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Alimta Aaston 24/04/2009(500 mg Powder for 1 vial EU/1/04/290/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/08/2009
Healthcare concentrate for France, Greece, Ireland, Italy, Luxembourg,
GmbH solution for Malta, Norway, Portugal, Spain, Sweden, The
infusion Netherlands, United Kingdom
Alimta CC Pharma 22/05/2009|100 mg Powder for 1 vial EU/1/04/290/002 |Austria, Belgium, France, Greece, ltaly, The Germany 16/06/2009
concentrate for Netherlands, Norway, Portugal, Spain, United
solution for Kingdom
infusion
Alimta Haemato 08/12/2008{100mg Powder for 1 vial EU/1/04/290/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 03/03/2009
Pharm AG concentrate for France, Greece, Iceland, Ireland, Italy, Austria
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Germany
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Alimta

Inopha GmbH

17/03/2009

500 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/04/290/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom, The
Netherlands, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Germany

25/03/2009

Alimta

MedicoPharm
AG

13/03/2009

500 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/04/290/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Norway

Germany

30/04/2009

alli

Doncaster
Pharmaceutica
Is Group Ltd

11/05/2009

60 mg

Capsule, hard

42

EU/1/07/401/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,
United
Kingdom

17/06/2009

alli

Doncaster
Pharmaceutica
Is Group Ltd

12/05/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,
United
Kingdom

17/06/2009

alli

Emra-Med

17/11/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/11/2009

alli

Emra-Med

17/11/2009

60 mg

Capsule, hard

42

EU/1/07/401/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/11/2009

alli

Euro
Registratie
Collectief BV

10/08/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

24/08/2009

alli

Ginova Ltd

07/10/2009

60 mg

Capsule, hard

42

EU/1/07/401/007

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands

United
Kingdom

20/10/2009

alli

Medcor
Pharmaceutica
Is BV

14/08/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

25/09/2009
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alli

Orifarm AB

28/09/2009

60 mg

Capsule, hard

42

EU/1/07/401/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

22/10/2009

alli

Orifarm AB

28/09/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

22/10/2009

alli

Orifarm AS

02/10/2009

60 mg

Capsule, hard

84

EU/1/07/401/009

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

28/10/2009

Apidra

CC Pharma

15/10/2009

100 Units/ml

Solution for
injection

5 vials

EU/1/04/285/004

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

27/11/2009

Apidra

Dr Fisher
Farma BV

15/12/2008

100 Units/ml

Solution for
injection

5 pre-filled
pens

EU/1/04/285/032

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

16/02/2009

Apidra

Euro
Registratie
Collectief BV

27/01/2009

100U/ml

Solution for
injection in a pre-
filled pen

5x3ml

EU/1/04/285/032

Austria, Belgium, France, Germany, Greece,
Italy, Ireland, Portugal, Spain, United Kingdom

The
Netherlands

17/02/2009

Apidra

Pharma Gerke
GmbH

27/02/2008

100 Units/ml

Solution for
injection

3 cartridges

EU/1/04/285/006

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

28/05/2009

Apidra Solostar

Eureco-
Pharma B.V.

12/01/2009

100 Units/ml

Solution for
injection

5 pre-filled
pens

EU/1/04/285/032

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

21/04/2009

Aprovel

2 Care 4

10/11/2008

300mg

Film-coated tablets

28

Austria, Belgium, France, Greece, Ireland,
Italy, Luxembourg, Malta, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Denmark

26/01/2009

Aprovel

BCN Farma SL

08/10/2008

150 mg

Film-coated tablet

28

EU/1/97/046/022

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, United Kingdom

Spain

12/01/2009
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Aprovel Emra-Med 24/08/2009|300 mg Film-coated tablet |56 EU/1/97/046/028 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/11/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Aprovel Emra-Med 24/08/2009|300 mg Film-coated tablet |98 EU/1/97/046/030 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/11/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Aprovel Emra-Med 24/08/2009|300 mg Film-coated tablet |28 EU/1/97/046/027 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/11/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Aprovel 0O.P.D. 17/06/2005|150 mg Film-coated tablet |28 EU/1/97/046/022 |Austria, Belgium, France, Germany, Greece, United 12/08/2009
Laboratories Italy, The Netherlands, Portugal, Spain Kingdom
Ltd
Aprovel O.P.D. 17/06/2005(300 mg Film-coated tablet (28 EU/1/97/046/027 |Austria, Belgium, France, Germany, Greece, United 12/08/2009
Laboratories Italy, The Netherlands, Portugal, Spain Kingdom
Ltd
Aprovel O.P.D. 17/06/2005(75 mg Film-coated tablet |28 EU/1/97/046/017 |Austria, Belgium, France, Germany, Greece, United 12/08/2009
Laboratories Italy, The Netherlands, Portugal, Spain Kingdom
Ltd
Aprovel 0O.P.D. 06/04/2009(75 mg Film-coated tablet |90 EU/1/97/046/037 |Austria, Belgium, Cyprus, Denmark, Finland, |United 12/08/2009
Laboratories France, Germany, Greece, Ireland, Italy, Kingdom
Ltd Malta, The Netherlands, Norway, Portugal,
Spain, Sweden
Aprovel Pharma 09/03/2009(300 mg Film-coated tablet |98 EU/1/97/046/030 |Austria, Belgium, Denmark, Finland, France, |Germany 30/03/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Slovak Republic
Aprovel Pharma 04/12/2009(75 mg Film-coated tablet |98 EU/1/97/046/020 |Austria, Belgium, Denmark, Finland, France, |Germany 15/12/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Aptivus CC Pharma 16/01/2009|250 mg Capsule, soft 120 EU/1/05/315/001 |Norway, Austria, Belgium, France, Greece, Germany 28/01/2009

Italy, The Netherlands, Portugal, Spain, United

Kingdom
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Aranesp

Haemato
Pharm AG

12/11/2008

150 ng

Solution for
injection

4 pre-filled
syringes

EU/1/01/185/020

Austria, Belgium, Cyprus, Denmark, Finland,
France, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Bulgaria, Czech Republic, Germany, Greece,
Hungary, Estonia, Lithuania, Latvia, Romania,
Poland, Slovenia, Slovak Republic

Germany,
Austria

21/01/2009

Aranesp

Haemato
Pharm AG

21/08/2009

300 pg

Solution for
injection

1 pre-filled
syringe

EU/1/01/185/021

Austria, Belgium, Cyprus, Denmark, Finland,
France, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Bulgaria, Czech
Republic, Hungary, Germany, Greece, Estonia,
Latvia, Lithuania, Liechtenstein, Romania,
Poland, Slovenia, Slovak Republic

Germany,
Austria

22/10/2009

Aranesp

Haemato
Pharm AG

21/08/2009

500 ug

Solution for
injection

1 pre-filled
syringe

EU/1/01/185/031

Austria, Belgium, Cyprus, Denmark, Finland,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, The Netherlands, United Kingdom,
Bulgaria, Czech Republic, Hungary, Germany,
France, Estonia, Latvia, Lithuania, Romania,
Poland, Slovenia, Slovak Republic

Germany,
Austria

22/10/2009

Aranesp

MedicoPharm
AG

26/10/2009

500 pg

Solution for
injection

1 pre-filled
syringe

EU/1/01/185/031

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Germany

27/11/2009

Arava

Delfarma
SpZoo

16/01/2009

10 mg

Film-coated tablet

30

EU/1/99/118/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

23/02/2009

Arava

InPharm
Spzoo

08/05/2009

20 mg

Film-coated tablet

EU/1/99/118/007

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

01/07/2009

Arava

PCO
Manufacturing

07/05/2009

20 mg

Film-coated tablet

30

EU/1/99/118/007

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta, Spain,
Sweden, The Netherlands, United Kingdom,
Portugal, Italy

Ireland, United
Kingdom

17/06/2009
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Arava

PCO
Manufacturing

09/06/2009

10 mg

Film-coated tablet

30

EU/1/99/118/003

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta, The

Netherlands, Portugal, Spain, Sweden, United

Kingdom, ltaly

Ireland, United
Kingdom

12/11/2009

Arixtra

Abacus
Medicine A/S

05/06/2009

2.5 mg/0.5 ml

Solution for
injection

10 pre-filled
syringes

EU/1/02/206/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

29/06/2009

Arixtra

Abacus
Medicine A/S

05/06/2009

2.5 mg/0.5 ml

Solution for
injection

20 pre-filled
syringes

EU/1/02/206/004

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

29/06/2009

Arixtra

Abacus
Medicine A/S

02/09/2009

1.5 mg/0.3 ml

Solution for
injection

7 pre-filled
syringes

EU/1/02/206/006

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

07/09/2009

Arixtra

Abacus
Medicine A/S

02/09/2009

10 mg/0.8 ml

Solution for
injection

10 pre-filled
syringes

EU/1/02/206/017

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

07/09/2009

Arixtra

Abacus
Medicine A/S

02/09/2009

5 mg/0.4 ml

Solution for
injection

10 pre-filled
syringes

EU/1/02/206/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

07/09/2009

Arixtra

Abacus
Medicine A/S

02/09/2009

7.5 mg/0.6 ml

Solution for
injection

10 pre-filled
syringes

EU/1/02/206/014

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

07/09/2009

Arixtra

Dr Fisher
Farma BV

05/02/2009

2.5 mg/0.5 ml

Solution for
injection in a pre-
filled syringe

10

EU/1/02/206/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

16/04/2009

Atriance

Haemato
Pharm AG

02/10/2009

5 mg/ml

Solution for
infusion

6 vials

EU/1/07/403/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

22/10/2009

Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011

Page 17/195




Atripla Aaston 27/04/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 19/05/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Atripla Abacus 10/06/2009|600mg/200mg|Film-coated tablet (30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 30/06/2009
Medicine A/S /245mg Germany, Greece, Ireland, Iceland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Atripla Beragena 15/06/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, France, Greece, Italy, The Germany 08/07/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Atripla Beragena 15/06/2009|-- Film-coated tablet |3 x 30 EU/1/07/430/002 |Austria, Belgium, France, Greece, Italy, The Germany 08/07/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Atripla CC Pharma 30/12/2008|-- Film-coated tablet |30 EU/1/07/430/001 |Norway, The Netherlands, United Kingdom Germany 31/03/2009
Atripla CC Pharma 30/12/2008|-- Film-coated tablet |3 x 30 EU/1/07/430/002 |The Netherlands, United Kingdom, Austria, Germany 12/03/2009
Belgium, France, Greece, Italy, Norway,
Portugal, Spain
Atripla Dr Fisher 15/12/2008|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 18/02/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Atripla Euro 18/02/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, France, Germany, Greece, The 13/03/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
Atripla Haemato 02/03/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 11/03/2009
Pharm AG France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Germany, Estonia, Latvia,
Lithuania, Romania, Poland, Slovenia, Slovak
Republic
Atripla Haemato 29/06/2009(600mg/200mg |Film-coated tablet |3 x 30 EU/1/07/430/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 15/07/2009
Pharm AG /245mg France, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
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Atripla Kohlpharma 02/07/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 10/07/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Atripla MedicoPharm 30/04/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/05/2009
AG France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Atripla Pharma Gerke 08/01/2009|-- Film-coated tablet |30 EU/1/07/430/001 |Austria, Belgium, France, Greece, Italy, Germany 24/02/2009
GmbH Norway, Portugal, Spain, The Netherlands,
United Kingdom
Atripla Pharma Gerke 08/01/2009|-- Film-coated tablet |3 x 30 EU/1/07/430/002 |Austria, Belgium, France, Greece, Italy, Germany 24/02/2009
GmbH Norway, Portugal, Spain, The Netherlands,
United Kingdom
Atripla Pharma 19/01/2009|600mg/200mg|Film-coated tablet (30 EU/1/07/430/001 |Austria, Belgium, Denmark, Finland, France, |Germany 06/05/2009
Westen GmbH /245mg Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Avamys 2 Care 4 28/09/2009|27.5 Nasal spray, 1 bottle EU/1/07/434/003 |Austria, Belgium, Finland, France, Germany, Denmark 08/10/2009
micrograms/sp|suspension Greece, Iceland, Ireland, Italy, Luxembourg,
ray Malta, The Netherlands, Norway, Poland,
Portugal, Spain, Sweden, United Kingdom,
Czech Republic
Avamys B&S 08/09/2009(27.5 Nasal spray, 1 bottle EU/1/07/434/003 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 22/09/2009
Healthcare Ltd micrograms/sp|suspension Republic, Denmark, Estonia, Finland, France, |Kingdom
ray Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom
Avamys Euro 17/06/2009|27.5 Nasal spray, 1 bottle EU/1/07/434/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 08/09/2009
Registratie micrograms/sp|suspension France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV ray Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland
Avamys Medcor 10/08/2009|27.5 Nasal spray, 1 bottle EU/1/07/434/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 28/08/2009
Pharmaceutica micrograms/sp|suspension France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV ray Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom, Czech Republic
Avamys Singad 27/11/2009(27.5 Nasal spray, 1 bottle EU/1/07/434/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 16/12/2009
Pharma ApS micrograms/sp|suspension Germany, Greece, Ireland, Italy, Luxembourg,

ray

Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Poland, Czech
Republic
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Avandamet

2 Care 4

20/10/2009

4 mg/1000 mg

Film-coated tablet

56

EU/1/03/258/012

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Denmark

03/11/2009

Avandamet

BR Pharma
International
Ltd

16/01/2009

4 mg/1000 mg

Film-coated tablet

112

EU/1/03/258/014

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Poland, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

15/09/2009

Avandamet

Chemilines Ltd

06/11/2009

2 mg/1000 mg

Film-coated tablet

168

EU/1/03/258/017

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, lreland, Italy, The
Netherlands, Portugal, Spain, Sweden

Ireland, United
Kingdom

15/12/2009

Avandamet

Chemilines Ltd

06/11/2009

4 mg/1000 mg

Film-coated tablet

168

EU/1/03/258/018

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, lreland, ltaly, The
Netherlands, Portugal, Spain, Sweden

Ireland, United
Kingdom

15/12/2009

Avandamet

GenPlus Ltd

03/04/2009

2 mg/500 mg

Film-coated tablet

56

EU/1/03/258/005

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Cyprus, Iceland,
Liechtenstein, Norway

United
Kingdom,
Ireland

15/04/2009

Avandamet

Ginova Ltd

24/12/2008

2/500mg

Film-coated tablets

56

EU/1/03/258/005

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden

United
Kingdom

20/01/2009

Avandamet

Haemato
Pharm AG

12/02/2009

2 mg/1000 mg

Film-coated tablet

112 (2x56)

EU/1/03/258/013

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Greece

Germany

17/03/2009

Avandamet

Haemato
Pharm AG

12/02/2009

4 mg/1000 mg

Film-coated tablet

112 (2x56)

EU/1/03/258/014

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

17/03/2009

Avandamet

Medartuum AB

05/03/2009

4 mg/1000 mg

Film-coated tablet

112

EU/1/03/258/014

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Sweden

07/04/2009

Avandamet

Orifarm OY

08/05/2009

4 mg/1000 mg

Film-coated tablet

112

EU/1/03/258/014

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Finland

13/05/2009
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Avandamet

Pharma Gerke
GmbH

14/07/2008

2 mg/500 mg

Film-coated tablet

112

EU/1/03/258/006

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

13/03/2009

Avandamet

Pharmacodane

Aps

27/11/2008

4/100mg

Film-coated tablets

56

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

19/01/2009

Avandia

CC Pharma

15/10/2009

4 mg

Film-coated tablet

28

EU/1/00/137/006

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Germany

01/12/2009

Avandia

CC Pharma

15/10/2009

4 mg

Film-coated tablet

112

EU/1/00/137/008

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Germany

01/12/2009

Avandia

CC Pharma

15/10/2009

8 mg

Film-coated tablet

28

EU/1/00/137/011

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

01/12/2009

Avandia

CC Pharma

15/10/2009

8 mg

Film-coated tablet

112

EU/1/00/137/012

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

01/12/2009

Avandia

Crystal
Pharma Ltd

01/07/2009

4 mg

Film-coated tablet

28

EU/1/00/137/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Romania,
Spain, Sweden

United
Kingdom

28/08/2009

Avandia

Euro
Registratie
Collectief BV

14/08/2009

4 mg

Film-coated tablet

84

EU/1/00/137/014

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

15/09/2009

Avandia

G-Pharma Ltd

25/11/2009

8 mg

Film-coated tablet

84

EU/1/00/137/015

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, Romania

United
Kingdom

10/12/2009

Avandia

Interport Ltd

02/09/2009

4 mg

Film-coated tablet

84

EU/1/00/137/014

Austria, Belgium, France, Germany, Greece,
Italy, Portugal, Spain

United
Kingdom

15/09/2009

Avandia

Interport Ltd

02/09/2009

8 mg

Film-coated tablet

84

EU/1/00/137/015

Austria, Belgium, France, Germany, Greece,
Italy, Portugal, Spain

United
Kingdom

15/09/2009
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Avastin Inopha GmbH 18/02/2009|25 mg/ml Concentrate for 1 vial EU/1/04/300/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 14/04/2009
solution for France, Greece, Iceland, Ireland, Italy, Austria
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia,
Germany
Avastin Pharma 28/05/2009(25 mg/ml Concentrate for 1 vial EU/1/04/300/001 |Austria, Belgium, Denmark, Finland, France, [Germany 27/07/2009
Westen GmbH solution for Greece, Iceland, Ireland, Italy, Luxembourg,
infusion The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania
Avonex Aaston 16/03/2009|30 pg (6 Powder and 4 vials with |EU/1/97/033/002 |Austria, Belgium, Denmark, Finland, France, |Germany 24/06/2009
Healthcare million 1U) solvent for solution [Bioset Greece, Ireland, Italy, Luxembourg, The
GmbH for injection device +4 Netherlands, Norway, Portugal, Spain,
pre-filled Sweden, United Kingdom, Bulgaria, Czech
syringes Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
Avonex Axicorp 06/07/2009|30 pg/0.5 ml |[Solution for 12 pre-filled|[EU/1/97/033/004 |Austria, Belgium, Denmark, Finland, France, |Germany 15/09/2009
Pharma GmbH (6 million 1U) [injection syringes + Greece, Hungary, Iceland, Ireland, Italy,
12 needles Lithuania, Luxembourg, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Avonex Beragena 11/03/2008|30 pg/0.5 ml |Solution for 12 pre-filled|EU/1/97/033/004 |Austria, Belgium, France, Greece, Italy, The Germany 06/01/2009
Arzneimittel (6 million IU) [injection syringes + Netherlands, Portugal, Spain, United Kingdom
GmbH 12 needles
Avonex Haemato 14/08/2009|30 pg/0.5 ml |Solution for 12 pre-filled|EU/1/97/033/004 |Austria, Belgium, Cyprus, Czech Republic, Germany 16/10/2009
Pharm AG (6 million 1U) [injection syringes + Denmark, Finland, France, Greece, Iceland,
12 needles Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom
Avonex Inopha GmbH 30/11/2009|30 pg/0.5 ml |Solution for 4 pre-filled |EU/1/97/033/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 11/12/2009
(6 million 1U) [injection syringes + France, Greece, Iceland, Ireland, Italy,
4 needles Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Avonex Kohlpharma 14/08/2009|30 pg/0.5 ml |Solution for 12 pre-filled|EU/1/97/033/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 15/09/2009
GmbH (6 million 1U) [injection syringes + France, Greece, Iceland, Ireland, Italy,
12 needles Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Avonex Mevita 12/01/2009|30 pg/0.5 ml |Solution for 4 pre-filled |[EU/1/97/033/003 |Belgium, France, Greece, ltaly, The Germany 04/06/2009
HandelsGmbH (6 million 1U) [injection syringes + Netherlands, Portugal, Spain, United Kingdom
4 needles
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Avonex Pharma Gerke 26/02/2009(30 pg/0.5 ml  [Solution for 12 pre-filled|EU/1/97/033/004 |Austria, Belgium, Czech Republic, France, Germany 12/08/2009
GmbH (6 million 1U) [injection syringes + Greece, ltaly, Norway, Portugal, Slovak
12 needles Republic, Spain, The Netherlands, United
Kingdom, Slovenia
Azarga Doncaster 28/09/2009(10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 12/10/2009
Pharmaceutica mg/ml suspension France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
Azarga Eureco- 14/08/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 22/09/2009
Pharma B.V. mg/ml suspension France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Azarga Euro 14/08/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 15/09/2009
Registratie mg/ml suspension France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Azarga Interport Ltd 10/09/2009|10 mg/ml / 5 |[Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, France, Germany, Greece, United 17/09/2009
mg/ml suspension Italy, Portugal, Spain Kingdom
Azarga Kohlpharma 16/11/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/12/2009
GmbH mg/ml suspension France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Azarga Medartuum AB 03/11/2009|10 mg/ml / 5 |Eye drops, 3 bottles EU/1/08/482/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 27/11/2009
mg/ml suspension France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
Azarga Medcor 14/08/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 22/09/2009
Pharmaceutica mg/ml suspension France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Azarga Pharmachim 10/08/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, France, Germany, Greece, Sweden 29/09/2009
AB mg/ml suspension Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Azarga Pharmachim 10/08/2009|10 mg/ml / 5 |Eye drops, 3 bottles EU/1/08/482/002 |Austria, Belgium, France, Germany, Greece, Sweden 29/09/2009
AB mg/ml suspension Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Azarga Waymade PLC 23/09/2009|10 mg/ml / 5 |Eye drops, 1 bottle EU/1/08/482/001 |Austria, Belgium, Denmark, Finland, France, United 05/10/2009
mg/ml suspension Germany, Greece, Iceland, Ireland, Italy, The |Kingdom,
Netherlands, Norway, Portugal, Spain, Malta, Ireland
Sweden, Malta, United Kingdom
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AZILECT 2 Care 4 13/05/2009|1 mg Tablet 28 EU/1/04/304/003 |Austria, Belgium, France, Germany, Greece, Denmark 28/05/2009
Hungary, Ireland, Italy, Luxembourg, Malta,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic
AZILECT 2 Care 4 12/06/2009|1 mg Tablet 112 EU/1/04/304/006 |Austria, Belgium, France, Germany, Greece, Denmark 26/06/2009
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic
AZILECT AXxicorp 13/11/2009|1 mg Tablet 30 EU/1/04/304/004 |Austria, Belgium, Denmark, Finland, France, [Germany 04/12/2009
Pharma GmbH Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
AZILECT AXxicorp 13/11/2009|1 mg Tablet 100 EU/1/04/304/005 |Austria, Belgium, Denmark, Finland, France, [Germany 04/12/2009
Pharma GmbH Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
AZILECT Beragena 14/04/2009|1 mg Tablet 30 EU/1/04/304/004 |Austria, Belgium, France, Greece, Italy, The Germany 12/06/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
AZILECT Beragena 14/04/2009|1 mg Tablet 100 EU/1/04/304/005 |Austria, Belgium, France, Greece, Italy, The Germany 22/06/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
AZILECT BR Pharma 05/03/2009(1 mg Tablet 100 EU/1/04/304/005 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 22/04/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Azilect CC Pharma 16/01/2009|1mg Tablets 100 EU/1/04/304/005 |Norway, Austria, Belgium, France, Greece, Germany 28/01/2009
Italy, The Netherlands, Portugal, Spain, United
Kingdom, Czech Republic, Denmark, Finland,
Sweden
Azilect CC Pharma 04/02/2009(1mg Tablets 30 EU/1/04/304/004 |Norway, Austria, Belgium, France, Greece, Germany 20/02/2009
Italy, The Netherlands, Portugal, Spain, United
Kingdom, Czech Republic, Denmark, Finland,
Sweden
Azilect Docpharm 22/12/2008|1mg Tablets 28 Austria, Belgium, Denmark, Finland, France, |Germany 28/01/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Azilect Docpharm 22/12/2008(1mg Tablets 30 Austria, Belgium, Denmark, Finland, France, |Germany 28/01/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
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Azilect

Docpharm
GmbH&CoKGa
A

22/12/2008

1img

Tablets

100

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, Malta,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

28/01/2009

AZILECT

Emra-Med

26/05/2009

1 mg

Tablet

100

EU/1/04/304/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Romania, Poland, Slovak Republic, Slovenia

Germany

30/06/2009

AZILECT

Emra-Med

26/05/2009

1 mg

Tablet

30

EU/1/04/304/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovenia, Slovak Republic

Germany

30/06/2009

Azilect

Paranova
Danmark AS

06/05/2009

1 mg

Tablet

28

EU/1/04/304/003

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom, Romania

Denmark

26/06/2009

AZILECT

PCO
Manufacturing

09/06/2009

1 mg

Tablet

28

EU/1/04/304/003

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Italy

Ireland, United
Kingdom

22/06/2009

AZILECT

Pharma
Westen GmbH

26/11/2008

1 mg

Tablet

100

EU/1/04/304/005

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Germany

28/01/2009

Azilect

Pharma
Westen GmbH

26/11/2008

img

Tablets

30

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Germany

28/01/2009

AZILECT

Veron Pharma

16/03/2009

1 mg

Tablet

30

EU/1/04/304/004

Belgium, Austria, France, Greece, Italy, The
Netherlands, Portugal, Spain, United Kingdom

Germany

27/03/2009

AZILECT

Veron Pharma

16/03/2009

1 mg

Tablet

100

EU/1/04/304/005

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

27/03/2009

Azopt

2 Care 4

22/10/2009

10 mg/ml

Eye drops,
suspension

1 bottle

EU/1/00/129/001

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

10/12/2009
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Azopt 2 Care 4 22/10/2009|10 mg/ml Eye drops, 3 bottles EU/1/00/129/003 |Austria, Belgium, Finland, France, Germany, Denmark 10/12/2009
suspension Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Azopt Abis-Pharma 14/08/2009|10 mg/ml Eye drops, 1 bottle EU/1/00/129/001 |Austria, Belgium, Cyprus, Czech Republic, Germany 12/10/2009
suspension Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
Azopt Abis-Pharma 14/08/2009|10 mg/ml Eye drops, 3 bottles EU/1/00/129/003 |Austria, Belgium, Cyprus, Czech Republic, Germany 12/10/2009
suspension Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
Azopt Beragena 04/09/2009(10 mg/ml Eye drops, 1 bottle EU/1/00/129/001 |Austria, Belgium, France, Greece, ltaly, The Germany 07/10/2009
Arzneimittel suspension Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Azopt Beragena 04/09/2009(10 mg/ml Eye drops, 3 bottles EU/1/00/129/003 |Austria, Belgium, France, Greece, Italy, The Germany 07/10/2009
Arzneimittel suspension Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Azopt Emra-Med 04/06/2009(10 mg/ml Eye drops, 1 bottle EU/1/00/129/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 03/09/2009
suspension France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Slovak
Republic
Azopt Mediwin Ltd 22/05/2009|10 mg/ml Eye drops, 1 bottle EU/1/00/129/001 |Austria, Belgium, Denmark, Finland, Germany, |France 15/06/2009
suspension Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Azopt Milinda 26/08/2009(10 mg/ml Eye drops, 3 bottles EU/1/00/129/003 |Ireland, Portugal, United Kingdom, Italy Germany 25/11/2009
Arzneimittel suspension
GmbH
Azopt Orifarm AS 27/10/2009|10 mg/ml Eye drops, 3 bottles EU/1/00/129/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 09/11/2009
suspension Germany, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovenia, Slovak Republic, Czech Republic
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Azopt

Paranova
Danmark AS

17/06/2009

10 mg/ml

Eye drops,
suspension

3 bottles

EU/1/00/129/003

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

12/10/2009

Azopt

Paranova
Lakemedel AB

21/04/2009

10 mg/ml

Eye drops,
suspension

3 bottles

EU/1/00/129/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom

Sweden

27/04/2009

Baraclude

CC Pharma

17/02/2009

0.5 mg

Film-coated tablet

30x1

EU/1/06/343/003

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Czech Republic, Denmark, Finland,
Sweden

Germany

14/05/2009

Baraclude

CC Pharma

17/02/2009

1 mg

Film-coated tablet

30x1

EU/1/06/343/004

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Czech Republic

Germany

14/05/2009

Baraclude

CC Pharma

24/08/2009

0.5 mg

Film-coated tablet

90 x 1

EU/1/06/343/006

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

04/09/2009

Baraclude

CC Pharma

24/08/2009

1 mg

Film-coated tablet

90 x 1

EU/1/06/343/007

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

04/09/2009

Baraclude

Emra-Med

29/09/2008

0.5 mg

Film-coated tablet

90 x 1

EU/1/06/343/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

27/01/2009

Baraclude

Haemato
Pharm AG

02/10/2009

0.5 mg

Film-coated tablet

30x1

EU/1/06/343/003

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Norway, Portugal, Slovak Republic,
Spain, Sweden, The Netherlands, United
Kingdom, Germany

Germany,
Austria

22/10/2009

Baraclude

Haemato
Pharm AG

02/10/2009

1 mg

Film-coated tablet

30x1

EU/1/06/343/004

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Norway, Portugal, Slovak Republic,
Spain, Sweden, The Netherlands, United
Kingdom, Germany

Germany,
Austria

22/10/2009
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Baraclude Haemato 13/10/2009|0.5 mg Film-coated tablet |90 x 1 EU/1/06/343/006 |Austria, Belgium, Cyprus, Czech Republic, Germany 22/10/2009
Pharm AG Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Norway, Portugal, Slovak Republic,
Spain, Sweden, The Netherlands, United
Kingdom
Baraclude Haemato 13/10/2009|1 mg Film-coated tablet |90 x 1 EU/1/06/343/007 |Austria, Belgium, Cyprus, Czech Republic, Germany 22/10/2009
Pharm AG Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Norway, Portugal, Slovak Republic,
Spain, Sweden, The Netherlands, United
Kingdom
Betaferon Aaston 23/03/2009(0.25 mg/ml Powder and 15 x (1 vial |EU/1/95/003/005 |Austria, Belgium, Denmark, Finland, France, [Germany 06/05/2009
Healthcare solvent for solution |+ 1 pre- Greece, Ireland, Italy, Luxembourg, Norway,
GmbH for injection filled Portugal, Spain, Sweden, The Netherlands,
syringe + 1 United Kingdom, Bulgaria, Czech Republic,
vial adapter Estonia, Hungary, Latvia, Lithuania, Poland,
with needle Romania, Slovak Republic, Slovenia
+ 2 alcohol
wipes)
Betaferon AXxicorp 30/01/2009(0.25 mg/ml Powder and 15 x (1 vial |EU/1/95/003/005 |Austria, Belgium, Denmark, Finland, France, [Germany 06/04/2009
Pharma GmbH solvent for solution |+ 1 pre- Greece, Hungary, Iceland, Ireland, Italy,
for injection filled Lithuania, Luxembourg, Norway, Portugal,
syringe + 1 Spain, Sweden, United Kingdom, The
vial adapter Netherlands, Bulgaria, Poland, Romania
with needle
+ 2 alcohol
wipes)
Betaferon Beragena 16/04/2009|0.25 mg/ml Powder and 15 x (1 vial |EU/1/95/003/005 |Austria, Belgium, France, Greece, ltaly, The Germany 04/06/2009
Arzneimittel solvent for solution |+ 1 pre- Netherlands, Portugal, Spain, United Kingdom,
GmbH for injection filled Poland, Bulgaria
syringe + 1
vial adapter
with needle
+ 2 alcohol
wipes)
Betaferon CC Pharma 12/05/2009|0.25 mg/ml Powder and 3 x 15 x (1 [EU/1/95/003/007 |Bulgaria, Hungary, Poland, Sweden, United Germany 22/07/2009
solvent for solution |vial + 1 Kingdom, Austria, Belgium, France, Greece,
for injection pre-filled Italy, The Netherlands, Norway, Portugal,

syringe + 1
vial adapter
with needle
+ 2 alcohol

wipes)

Spain, Romania, Finland
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Betaferon CC Pharma 27/11/2009|0.25 mg/ml Powder and 14 x (1 vial |EU/1/95/003/009 |Austria, Belgium, France, Greece, Italy, The Germany 07/12/2009
solvent for solution |+ 1 pre- Netherlands, Norway, Portugal, Spain, United
for injection filled Kingdom, Finland, Sweden, Lithuania, Slovak
syringe + 1 Republic, Romania, Slovenia, Poland
vial adapter
with needle
+ 2 alcohol
wipes)
Betaferon CC Pharma 27/11/2009|0.25 mg/ml Powder and 3 x 14 x (1 [EU/1/95/003/010 |Austria, Belgium, France, Italy, Greece, The Germany 07/12/2009
solvent for solution |vial + 1 Netherlands, Norway, Portugal, Spain, United
for injection pre-filled Kingdom, Finland, Sweden, Lithuania, Slovak
syringe + 1 Republic, Romania, Slovenia, Poland
vial adapter
with needle
+ 2 alcohol
wipes)
Betaferon Emra-Med 21/10/2009|0.25 mg/ml Powder and 3 x 15 x (1 [EU/1/95/003/007 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany 02/12/2009
solvent for solution |vial + 1 Republic, Denmark, Estonia, Finland, France,
for injection pre-filled Greece, Hungary, Iceland, Ireland, Italy,
syringe + 1 Latvia, Liechtenstein, Lithuania, Luxembourg,
vial adapter Malta, Norway, Poland, Portugal, Romania,
with needle Slovak Republic, Slovenia, Spain, Sweden, The
+ 2 alcohol Netherlands, United Kingdom
wipes)
Betaferon Haemato 06/04/2009(0.25 mg/ml Powder and 15 x (1 vial |EU/1/95/003/005 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 11/06/2009
Pharm AG solvent for solution |+ 1 pre- France, Greece, Iceland, Italy, Ireland, Austria
for injection filled Liechtenstein, Luxembourg, Malta, The
syringe + 1 Netherlands, Norway, Portugal, Spain,
vial adapter Sweden, United Kingdom, Bulgaria, Czech
with needle Republic, Estonia, Hungary, Latvia, Lithuania,
+ 2 alcohol Poland, Romania, Slovak Republic, Slovenia,
wipes) Germany
Betaferon Kohlpharma 15/04/2009|0.25 mg/ml Powder and 3 x 15 x (1 [EU/1/95/003/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 07/05/2009
GmbH solvent for solution |vial + 1 France, Greece, Iceland, Ireland, Italy,
for injection pre-filled Liechtenstein, Lithuania, Luxembourg, Malta,

syringe + 1
vial adapter
with needle
+ 2 alcohol

wipes)

The Netherlands, Norway, Poland, Portugal,
Spain, Sweden, United Kingdom
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Betaferon Kohlpharma 21/09/2009(0.25 mg/ml Powder and 3 x14 x (1 [EU/1/95/003/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/11/2009
GmbH solvent for solution|vial + 1 France, Greece, Iceland, Ireland, Italy,
for injection pre-filled Liechtenstein, Lithuania, Luxembourg, Malta,
syringe + 1 The Netherlands, Norway, Poland, Portugal,
vial adapter Spain, Sweden, United Kingdom, Slovak
with needle Republic
+ 2 alcohol
wipes)
Betaferon MedicoPharm 16/04/2009|0.25 mg/ml Powder and 3 x 15 x (1 [EU/1/95/003/007 |Austria, Belgium, Cyprus, Czech Republic, Germany 11/08/2009
AG solvent for solution |vial + 1 Denmark, Finland, France, Greece, Hungary,
for injection pre-filled Ireland, Italy, Latvia, Lithuania, Luxembourg,
syringe + 1 Malta, The Netherlands, Norway, Poland,
vial adapter Portugal, Slovak Republic, Slovenia, Spain,
with needle Sweden, United Kingdom
+ 2 alcohol
wipes)
Betaferon Pharma Gerke 20/08/2007(0.25 mg/ml Powder and 15 x (1 vial |EU/1/95/003/005 |Austria, Belgium, Bulgaria, France, Greece, Germany 18/02/2009
GmbH solvent for solution |+ 1 pre- Italy, Lithuania, The Netherlands, Norway,
for injection filled Portugal, Spain, United Kingdom, Romania,
syringe + 1 Finland, Poland, Latvia
vial adapter
with needle
+ 2 alcohol
wipes)
Betaferon Pharma Gerke 22/06/2009(0.25 mg/ml Powder and 3 x 15 x (1 [EU/1/95/003/007 |Austria, Belgium, Bulgaria, Finland, France, Germany 08/12/2009
GmbH solvent for solution |vial + 1 Greece, Hungary, Italy, Lithuania, The
for injection pre-filled Netherlands, Norway, Portugal, Spain, United
syringe + 1 Kingdom, Romania, Poland
vial adapter
with needle
+ 2 alcohol
wipes)
Betaferon Pharma Gerke 26/11/2009(0.25 mg/ml Powder and 3 x14 x (1 [EU/1/95/003/010 |Austria, Belgium, Bulgaria, Finland, France, Germany 21/12/2009
GmbH solvent for solution |vial + 1 Greece, Hungary, Italy, Lithuania, The
for injection pre-filled Netherlands, Norway, Poland, Portugal,

syringe + 1
vial adapter
with needle
+ 2 alcohol

wipes)

Romania, Spain, United Kingdom, Slovak
Republic, Czech Republic
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Betaferon

Pharma Gerke
GmbH

26/11/2009

0.25 mg/ml

Powder and
solvent for solution
for injection

14 x (1 vial
+ 1 pre-
filled
syringe + 1
vial adapter
with needle
+ 2 alcohol
wipes)

EU/1/95/003/009

Austria, Belgium, Bulgaria, Finland, France,
Greece, Hungary, ltaly, Lithuania, The
Netherlands, Norway, Poland, Portugal,
Romania, Spain, United Kingdom

Germany

21/12/2009

Bondronat

Abacus
Medicine A/S

22/05/2009

50 mg

Film-coated tablet

28

EU/1/96/012/009

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

16/06/2009

Bondronat

Abacus
Medicine A/S

22/05/2009

50 mg

Film-coated tablet

84

EU/1/96/012/010

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

16/06/2009

Bondronat

Haemato
Pharm AG

01/06/2009

6mg/6 ml

Concentrate for
solution for
infusion

1 vial

EU/1/96/012/011

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany,
Austria

09/06/2009

Bondronat

Haemato
Pharm AG

29/06/2009

6mg/6 ml

Concentrate for
solution for
infusion

5 vials

EU/1/96/012/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/07/2009

Bondronat

Kohlpharma
GmbH

16/03/2009

50 mg

Film-coated tablet

EU/1/96/012/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

25/03/2009

Bondronat

Kohlpharma
GmbH

16/03/2009

50 mg

Film-coated tablet

EU/1/96/012/010

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

25/03/2009

Bondronat

Kohlpharma
GmbH

03/08/2009

6mg/6 ml

Concentrate for
solution for
infusion

1 vial

EU/1/96/012/011

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic

Germany

16/09/2009
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Bondronat Parallell 13/07/2009|50 mg Film-coated tablet |28 EU/1/96/012/009 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 11/09/2009
Pharma AB France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, United Kingdom
Bondronat Paranova 04/12/2009(50 mg Film-coated tablet |84 EU/1/96/012/010 |Austria, Belgium, Finland, France, Germany, Denmark 16/12/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Bondronat Paranova 07/12/2009(50 mg Film-coated tablet |28 EU/1/96/012/009 |Austria, Belgium, Finland, France, Germany, Denmark 16/12/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Bondronat Paranova 22/05/2009(50 mg Film-coated tablet |84 EU/1/96/012/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 30/06/2009
Lakemedel AB France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
Bondronat Singad 14/07/2009|50 mg Film-coated tablet |28 EU/1/96/012/009 |Austria, Belgium, Cyprus, Finland, France, Denmark 30/11/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Bondronat Singad 20/07/2009(50 mg Film-coated tablet |84 EU/1/96/012/010 |Austria, Belgium, Cyprus, Finland, France, Denmark 30/11/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Bonviva AXxicorp 26/01/2009(3 mg/3ml Solution for 1 pre-filled |EU/1/03/265/005 |Austria, Belgium, Denmark, Finland, France, [Germany 16/02/2009
Pharma GmbH injection syringe Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic
Bonviva B&S 01/04/2009(3 mg/3ml Solution for 1 pre-filled |EU/1/03/265/005 |Austria, Belgium, Bulgaria, Cyprus, Czech United 26/05/2009
Healthcare Ltd injection syringe Republic, Denmark, Estonia, Finland, France, |Kingdom,
Germany, Hungary, Greece, Iceland, Ireland, |lreland
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Bonviva Beragena 28/07/2009(150 mg Film-coated tablet |1 EU/1/03/265/003 |Austria, Belgium, France, Greece, Italy, The Germany 12/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Bonviva Beragena 28/07/2009(150 mg Film-coated tablet |3 EU/1/03/265/004 |Austria, Belgium, France, Greece, Italy, The Germany 12/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
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Bonviva Delfarma 18/06/2009|3 mg/3ml Solution for 1 pre-filled |EU/1/03/265/005 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 13/08/2009
SpZoo injection syringe Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom
Bonviva Europharma 26/08/2008|150mg Film-coated tablets |1 Austria, Belgium, Finland, France, Germany, |Denmark 29/01/2009
DK Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Bonviva Europharma 26/08/2008({150mg Film-coated tablets|3 Austria, Belgium, Finland, France, Germany, Denmark 29/01/2009
DK Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Bonviva Polyfarma Ltd 13/08/2007|150 mg Film-coated tablet |1 EU/1/03/265/003 |Austria, Belgium, France, Germany, Greece, Ireland, United | 03/12/2009
Ireland, Italy, Poland, Portugal, Spain, The Kingdom
Netherlands
Bonviva Singad 05/05/2008({150 mg Film-coated tablet |1 EU/1/03/265/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 19/05/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Busilvex CC Pharma 04/08/2009|6 mg/ml Concentrate for 8 vials EU/1/03/254/002 |Austria, Belgium, France, Greece, ltaly, The Germany 28/08/2009
solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom
BYETTA Kohlpharma 15/04/2009|10 Solution for 1 pre-filled |EU/1/06/362/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/06/2009
GmbH micrograms injection pen France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
BYETTA Kohlpharma 15/04/2009|10 Solution for 3 pre-filled [EU/1/06/362/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 22/06/2009
GmbH micrograms injection pens France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
BYETTA Kohlpharma 15/04/2009|5 micrograms |Solution for 1 pre-filled |EU/1/06/362/001 [|Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/06/2009
GmbH injection pen France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Caelyx Aaston 09/04/2009(2.0 mg/ml Concentrate for 1 vial EU/1/96/011/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/05/2009
Healthcare solution for France, Greece, Ireland, Italy, Luxembourg,
GmbH infusion Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
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Caelyx Delfarma 18/06/2009|2.0 mg/ml Concentrate for 1 vial EU/1/96/011/001 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 28/08/2009
SpZoo solution for Republic, Denmark, Estonia, Finland, France,
infusion Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom
Caelyx Inopha GmbH 29/12/2008|2.0 mg/ml Concentrate for 1 vial EU/1/96/011/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/03/2009
solution for France, Greece, Ireland, Italy, Iceland,
infusion Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia
Caelyx Inopha GmbH 28/07/2009|2.0 mg/ml Concentrate for 1 vial EU/1/96/011/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 30/07/2009
solution for France, Greece, Iceland, Ireland, Italy, Austria
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia,
Germany
Caelyx MedicoPharm 24/06/2009(2.0 mg/ml Concentrate for 1 vial EU/1/96/011/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 20/07/2009
AG solution for France, Greece, Ireland, Italy, Luxembourg,
infusion Malta, Norway, The Netherlands, Portugal,
Spain, Sweden, United Kingdom
Cancidas CC Pharma 20/01/2009|50mg Powder for 1 EU/1/01/196/001 |Norway, Austria, Belgium, France, Greece, Germany 25/02/2009
concentrate for Italy, The Netherlands, Portugal, Spain, United
solution for Kingdom, Romania
infusion
Cancidas CC Pharma 20/01/2009|70mg Powder for 1 EU/1/01/196/003 |Norway, Austria, Belgium, France, Greece, Germany 25/02/2009
concentrate for Italy, The Netherlands, Portugal, Spain, United
solution for Kingdom, Romania
infusion
Cancidas Orifarm AS 05/05/2009(50 mg Powder for 1 vial EU/1/01/196/001 |Austria, Belgium, Finland, France, Germany, Denmark 17/06/2009
concentrate for Greece, Iceland, Ireland, Italy, Liechtenstein,
solution for Luxembourg, Malta, Norway, Portugal, Spain,
infusion Sweden, The Netherlands, United Kingdom,
Romania, Cyprus, Lithuania
Cancidas Orifarm AS 05/05/2009(70 mg Powder for 1 vial EU/1/01/196/003 |Austria, Belgium, Finland, France, Germany, Denmark 17/06/2009
concentrate for Greece, Iceland, Ireland, Italy, Liechtenstein,
solution for Luxembourg, Malta, Norway, Portugal, Spain,
infusion Sweden, The Netherlands, United Kingdom,

Romania, Cyprus
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Cancidas Pharma Gerke 02/09/2009(50 mg Powder for 1 vial EU/1/01/196/001 |Austria, Belgium, France, Finland, Greece, Germany 26/11/2009
GmbH concentrate for Italy, The Netherlands, Norway, Portugal,
solution for Romania, Spain, United Kingdom
infusion
CellCept Beragena 14/04/2009|500 mg Film-coated tablet |50 EU/1/96/005/002 |Austria, Belgium, France, Greece, Italy, The Germany 22/06/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
CellCept Beragena 14/04/2009|500 mg Film-coated tablet |150 EU/1/96/005/004 |Austria, Belgium, France, Greece, Italy, The Germany 22/06/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
CellCept BR Pharma 09/02/2009(250 mg Capsule, hard 100 EU/1/96/005/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 25/02/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CellCept BR Pharma 09/02/2009(500 mg Film-coated tablet |50 EU/1/96/005/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 25/02/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CellCept BR Pharma 31/03/2009(500 mg Film-coated tablet |150 EU/1/96/005/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/04/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CellCept BR Pharma 01/04/2009(250 mg Capsule, hard 300 EU/1/96/005/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 16/04/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CellCept Combiphar 22/01/2009(500 mg Film-coated tablet |50 EU/1/96/005/002 |Austria, Belgium, Denmark, Finland, France, |The 06/05/2009
Europe BV Germany, Greece, Ireland, Italy, Norway, Netherlands
Portugal, Spain, Sweden, United Kingdom
CellCept Haemato 13/08/2009|250 mg Capsule, hard 100 EU/1/96/005/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/08/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Estonia, Latvia, Lithuania,
Romania, Poland, Slovenia, Slovak Republic
Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011 Page 35/195




CellCept Haemato 07/09/2009(500 mg Film-coated tablet |50 EU/1/96/005/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 03/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Estonia, Latvia, Lithuania,
Romania, Poland, Slovenia, Slovak Republic
CellCept Haemato 07/09/2009(500 mg Film-coated tablet |150 EU/1/96/005/004 |Denmark, Finland, France, Greece, Iceland, Germany, 03/11/2009
Pharm AG Ireland, Italy, Liechtenstein, Luxembourg, Austria
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Austria,
Belgium, Bulgaria, Cyprus, Czech Repubilic,
Hungary, Germany, Estonia, Latvia, Lithuania,
Romania, Poland, Slovenia, Slovak Republic
CellCept Haemato 11/09/2009|250 mg Capsule, hard 300 EU/1/96/005/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/09/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Estonia, Latvia, Lithuania,
Romania, Poland, Slovenia, Slovak Republic
CellCept Imed 17/04/2009|250 mg Capsule, hard 100 EU/1/96/005/001 |United Kingdom, Belgium, Cyprus, Denmark, |lreland, Malta, | 30/04/2009
Healthcare Ltd Finland, France, Germany, lIceland, Ireland, United
Italy, Luxembourg, Malta, Norway, Portugal, |Kingdom
Sweden, The Netherlands
CellCept Kohlpharma 27/10/2009(1 g/5 ml Powder for oral 1 bottle EU/1/96/005/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 09/11/2009
GmbH suspension France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CellCept Milinda 22/10/2009(500 mg Film-coated tablet |50 EU/1/96/005/002 |lreland, United Kingdom Germany 30/11/2009
Arzneimittel
GmbH
CellCept Milinda 22/10/2009(500 mg Film-coated tablet |150 EU/1/96/005/004 |lreland, United Kingdom Germany 30/11/2009
Arzneimittel
GmbH
CellCept Orifarm AS 02/07/2009(250 mg Capsule, hard 300 EU/1/96/005/003 |Austria, Belgium, Finland, France, Germany, Denmark 28/08/2009
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Romania
CellCept Paranova 21/09/2009(500 mg Film-coated tablet |150 EU/1/96/005/004 |Austria, Belgium, Finland, France, Germany, Denmark 07/10/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
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CellCept Pharma Gerke 23/12/2008(500 mg Film-coated tablet |150 EU/1/96/005/004 |Austria, Belgium, France, Greece, Italy, The Germany 02/02/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom, Poland, Romania
CellCept Pharma Gerke 09/02/2009(250 mg Capsule, hard 300 EU/1/96/005/003 |Austria, Belgium, France, Greece, Italy, The Germany 23/02/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Celsentri CC Pharma 19/01/2009|150 mg Film-coated tablet |60 EU/1/07/418/003 |Norway, United Kingdom, Austria, Belgium, Germany 27/01/2009
France, Greece, Italy, The Netherlands,
Portugal, Spain
Celsentri CC Pharma 19/01/2009|300 mg Film-coated tablet |60 EU/1/07/418/008 |Norway, United Kingdom, Austria, Belgium, Germany 27/01/2009
France, Greece, Italy, The Netherlands,
Portugal, Spain, Czech Republic
Celsentri Haemato 01/10/2009{150 mg Film-coated tablet |60 EU/1/07/418/003 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany, 23/10/2009
Pharm AG Republic, Denmark, Estonia, Finland, France, |Austria
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom, Germany
Celsentri Haemato 01/10/2009(300 mg Film-coated tablet |60 EU/1/07/418/008 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany, 23/10/2009
Pharm AG Republic, Denmark, Estonia, Finland, France, |Austria
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom, Germany
Celsentri Kohlpharma 15/06/2009|150 mg Film-coated tablet |60 EU/1/07/418/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 22/09/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Celsentri Kohlpharma 20/07/2009(300 mg Film-coated tablet |60 EU/1/07/418/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 22/09/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Celsentri Medcor 30/03/2009({150 mg Film-coated tablet |60 EU/1/07/418/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 08/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Malta, Norway, Portugal,
Spain, Sweden, United Kingdom
Celsentri Pharma Gerke 26/10/2009(150 mg Film-coated tablet |60 EU/1/07/418/003 |Austria, Belgium, Finland, France, Greece, Germany 03/11/2009
GmbH Italy, Norway, Portugal, Spain, The
Netherlands, United Kingdom
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Cervarix CC Pharma 09/03/2009|- - Suspension for 1 pre-filled |EU/1/07/419/005 |Austria, Belgium, France, Greece, Italy, The Germany 20/04/2009
injection syringe + 2 Netherlands, Norway, Portugal, Spain, United
needles Kingdom
Cervarix Dr Fisher 12/05/2009|- - Suspension for 1 pre-filled |EU/1/07/419/004 |Austria, Belgium, Cyprus, Denmark, Finland, (The 18/09/2009
Farma BV injection syringe + 1 France, Germany, Greece, Iceland, Ireland, Netherlands
needle Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Cervarix Kohlpharma 24/03/2009|- - Suspension for 1 pre-filled |EU/1/07/419/004 |Austria, Belgium, Cyprus, Czech Republic, Germany 20/04/2009
GmbH injection syringe + 1 Denmark, Finland, France, Greece, Iceland,
needle Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Portugal, Norway, Spain, Sweden, The
Netherlands, United Kingdom
Cervarix Pharma 27/01/2009|- - Suspension for 10 pre-filled|EU/1/07/419/006 |Austria, Belgium, Denmark, Finland, France, [Germany 11/02/2009
Westen GmbH injection syringes + Greece, Iceland, Ireland, Italy, Luxembourg,
10 needles The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Slovenia, Slovak
Republic, Czech Republic
Champix Extrapharm 26/03/2009(0.5 mg Film-coated tablet |56 (bottle) |EU/1/06/360/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/05/2009
BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Champix Extrapharm 26/03/2009(1.0 mg Film-coated tablet |56 (blister) |EU/1/06/360/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/05/2009
BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Champix G-Pharma Ltd 10/06/2009|1.0 mg Film-coated tablet |28 EU/1/06/360/004 |Austria, Belgium, Cyprus, Denmark, Finland, |United 05/08/2009
France, Germany, Greece, Iceland, Ireland, Kingdom,
Italy, Liechtenstein, Luxembourg, Malta, The |lreland, Malta
Netherlands, Norway, Poland, Portugal, Spain,
Sweden, United Kingdom
Champix Kohlpharma 30/11/2009(1.0 mg Film-coated tablet |28 EU/1/06/360/004 |Austria, Belgium, Cyprus, Czech Republic, Germany 11/12/2009
GmbH Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Spain, Sweden, United Kingdom
Champix Medcor 26/05/2009(0.5 mg and Film-coated tablet |11 x 0.5 mg|EU/1/06/360/012 |Austria, Belgium, Cyprus, Denmark, Finland, |The 06/08/2009
Pharmaceutica 1.0 mg +14x1 France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV mg plus Italy, Liechtenstein, Luxembourg, Malta,
28 x 1mg Norway, Portugal, Spain, Sweden, United
Kingdom, Poland
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Champix Medcor 26/05/2009(1.0 mg Film-coated tablet |56 EU/1/06/360/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 06/08/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom, Poland
Champix MPT Pharma 25/02/2009|0.5 mg and Film-coated tablet |11 x 0.5 mg|EU/1/06/360/003 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 01/04/2009
1.0 mg +14x1 Republic, Denmark, Hungary, Greece, Kingdom
mg Germany, France, Finland, Estonia, Iceland,
Ireland, Italy, Latvia, Liechtenstein, Lithuania,
Romania, Portugal, Poland, Norway, Malta,
Luxembourg, United Kingdom, The
Netherlands, Sweden, Spain
Champix O.P.D. 03/12/2007(0.5mg Film-coated tablets |56 EU/1/06/360/001 |Austria, Belgium, Cyprus, Denmark, France, United 03/12/2009
Laboratories Germany, Greece, Ireland, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Champix O.P.D. 03/12/2007(0.5mg + 1mg |Film-coated tablets|11+14 EU/1/06/360/003 |Austria, Belgium, Cyprus, Denmark, France, United 03/12/2009
Laboratories Germany, Greece, Ireland, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Champix 0O.P.D. 03/12/2007|{1mg Film-coated tablets|28 EU/1/06/360/004 |Austria, Belgium, Cyprus, Denmark, France, United 03/12/2009
Laboratories Germany, Greece, Ireland, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Champix O.P.D. 03/12/2007({1mg Film-coated tablets |56 EU/1/06/360/005 |Austria, Belgium, Cyprus, Denmark, France, United 03/12/2009
Laboratories Germany, Greece, Ireland, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Champix Orifarm AB 23/11/2009|0.5 mg and Film-coated tablet |11 x 0.5 mg|EU/1/06/360/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 08/12/2009
1.0 mg +14x1 France, Germany, Greece, Iceland, Ireland,
mg Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
United Kingdom
Champix Orifarm AB 23/11/2009|0.5 mg and Film-coated tablet |11 x 0.5 mg|EU/1/06/360/012 |Austria, Belgium, Denmark, Finland, France, [Sweden 08/12/2009
1.0 mg + 14 x 1 Germany, Greece, Iceland, Ireland, Italy,
mg plus Liechtenstein, Luxembourg, Malta, The
28 x 1mg Netherlands, Norway, Poland, Portugal, Spain,
United Kingdom
Champix Orifarm AB 23/11/2009(1.0 mg Film-coated tablet |28 EU/1/06/360/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 08/12/2009
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
United Kingdom
Champix Orifarm AB 23/11/2009(1.0 mg Film-coated tablet |28 EU/1/06/360/009 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 08/12/2009
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
United Kingdom
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Champix Orifarm AB 23/11/2009(1.0 mg Film-coated tablet [112 EU/1/06/360/011 |Austria, Belgium, Denmark, Finland, France, [Sweden 08/12/2009
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
United Kingdom, Cyprus
Champix PCO 30/09/2008(0.5 mg and Film-coated tablet |11 x 0.5 mg|EU/1/06/360/003 |Austria, Belgium, Cyprus, Denmark, France, United 08/04/2009
Manufacturing 1.0 mg +14x1 Germany, Greece, Luxembourg, Malta, The Kingdom,
mg Netherlands, Portugal, Spain, Sweden, United |lreland
Kingdom, ltaly
Champix PCO 30/09/2008(1.0 mg Film-coated tablet |28 EU/1/06/360/004 |Austria, Belgium, Cyprus, Denmark, France, United 08/04/2009
Manufacturing Germany, Greece, Luxembourg, Malta, The Kingdom,
Netherlands, Portugal, Spain, Sweden, United |lreland
Kingdom, Italy
Champix PCO 06/07/2009(1.0 mg Film-coated tablet |56 EU/1/06/360/005 |Austria, Belgium, Cyprus, Denmark, France, Ireland, United | 20/07/2009
Manufacturing Germany, Greece, Italy, Luxembourg, Malta, |Kingdom
The Netherlands, Portugal, Spain, Sweden,
United Kingdom
Champix Pharma 27/03/2009(1.0 mg Film-coated tablet |56 (blister |[EU/1/06/360/005 |Austria, Belgium, Denmark, Finland, France, |Germany 07/05/2009
Westen GmbH in a card) Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Poland, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Champix Polyfarma Ltd 03/10/2007(1.0 mg Film-coated tablet |28 EU/1/06/360/004 |Austria, Belgium, France, Germany, Greece, United 11/03/2009
Ireland, Italy, The Netherlands, Portugal, Kingdom,
Spain Ireland
Champix Waymade PLC 19/03/2009|1.0 mg Film-coated tablet |28 in a EU/1/06/360/009 |Austria, Belgium, Denmark, Finland, France, United 08/05/2009
carton Germany, Greece, ltaly, The Netherlands, Kingdom
Norway, Poland, Portugal, Spain, Sweden
Cholestagel Docpharm 31/07/2009(625 mg Film-coated tablet |180 EU/1/03/268/004 |Austria, Belgium, Denmark, Finland, France, |Germany 18/09/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Cholestagel Kohlpharma 17/10/2008|625 mg Film-coated tablet |180 EU/1/03/268/003 |Austria, Belgium, France, Greece, Ireland, Germany 10/02/2009
GmbH Italy, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Cholestagel Kohlpharma 02/06/2009(625 mg Film-coated tablet |180 (no EU/1/03/268/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 09/07/2009
GmbH outer France, Greece, Iceland, Ireland, Italy,
carton) Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Cialis 2 Care 4 14/09/2009|10 mg Film-coated tablet |4 EU/1/02/237/001 |Austria, Belgium, Finland, France, Germany, Denmark 03/12/2009
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
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Cialis

2 Care 4

14/09/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Denmark

03/12/2009

Cialis

2 Care 4

02/10/2009

20 mg

Film-coated tablet

EU/1/02/237/004

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Denmark

03/12/2009

Cialis

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Cialis

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

EU/1/02/237/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Cialis

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

12

EU/1/02/237/005

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Cialis

AN Pharmacy
Sp. z 0.0.

07/04/2009

20 mg

Film-coated tablet

EU/1/02/237/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

06/05/2009

Cialis

AN Pharmacy
Sp. z 0.0.

07/04/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

06/05/2009
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Cialis

AN Pharmacy
Sp. z 0.0.

07/04/2009(20 mg

Film-coated tablet

EU/1/02/237/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

06/05/2009

Cialis

AN Pharmacy
Sp. z 0.0.

07/04/2009(20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Spain, Sweden, The
Netherlands, United Kingdom

Slovenia

06/05/2009

Cialis

AN Pharmacy
Sp. z 0.0.

24/08/2009|20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Austria,
Germany

26/11/2009

Cialis

AN Pharmacy
Sp. z 0.0.

24/08/2009(20 mg

Film-coated tablet

EU/1/02/237/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Austria,
Germany

26/11/2009

Cialis

BR Lewis Ltd 04/12/2008(20 mg

Film-coated tablet

EU/1/02/237/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Romania, Spain, Sweden, United
Kingdom

United
Kingdom,
Ireland, Malta

27/04/2009

Cialis

Docpharm
GmbH&CoKGa
A

05/03/2009|10 mg

Film-coated tablet

EU/1/02/237/001

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

31/03/2009

Cialis

Dr Fisher
Farma BV

27/04/2009|20 mg

Film-coated tablet

EU/1/02/237/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

05/05/2009

Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011

Page 42/195




Cialis

Emra-Med

08/05/2009

20 mg

Film-coated tablet

EU/1/02/237/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Romania,
Poland, Slovak Republic, Slovenia

Germany

18/09/2009

Cialis

Emra-Med

18/08/2009

5 mg

Film-coated tablet

EU/1/02/237/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

18/09/2009

Cialis

Extrapharm
BV

20/04/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

13/05/2009

Cialis

Gervasi
Farmacia SL

24/11/2008

20mg

Film-coated tablets

N

EU/1/02/237/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Sweden, United
Kingdom

Spain

26/02/2009

Cialis

Gervasi
Farmacia SL

24/11/2008

20mg

Film-coated tablets

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Sweden, United
Kingdom

Spain

26/02/2009

Cialis

Gervasi
Farmacia SL

24/11/2008

20mg

Film-coated tablets

EU/1/02/237/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, lreland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Sweden, United
Kingdom

Spain

26/02/2009

Cialis

Ichem SpZoo

18/03/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

16/06/2009
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Cialis

InPharm
Spzoo

01/04/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

11/05/2009

Cialis

Kohlpharma
GmbH

22/12/2008

5 mg

Film-coated tablet

EU/1/02/237/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

27/01/2009

Cialis

MedicoPharm
AG

08/07/2009

20 mg

Film-coated tablet

EU/1/02/237/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,

Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

28/08/2009

Cialis

Pharma
Westen GmbH

10/02/2009

10mg

Film-coated tablets

EU/1/02/237/001

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Germany

27/02/2009

Circadin

B&S
Healthcare Ltd

21/08/2009

2 mg

Prolonged-release
tablet

EU/1/07/392/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Ireland, United
Kingdom

09/09/2009

Circadin

BR Lewis Ltd

16/12/2008

2 mg

Prolonged-release
tablet

EU/1/07/392/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

United
Kingdom,
Ireland, Malta

06/01/2009

Circadin

CC Pharma

01/06/2009

2 mg

Prolonged release
tablet

21

EU/1/07/392/001

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

09/07/2009

Circadin

Eureco-
Pharma B.V.

15/06/2009

2 mg

Prolonged release
tablet

21

EU/1/07/392/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

29/06/2009

Circadin

Kohlpharma
GmbH

31/03/2009

2 mg

Prolonged release
tablet

21

EU/1/07/392/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Norway, Portugal,
Spain, Sweden, United Kingdom, The
Netherlands, Malta

Germany

12/05/2009
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Circadin O.P.D. 12/02/2009|2mg Prolonged released |21 EU/1/07/392/001 |Austria, Belgium, Cyprus, Denmark, Finland, |United 27/02/2009
Laboratories tablets France, Germany, Greece, Ireland, Italy, Kingdom
Ltd Malta, The Netherlands, Norway, Portugal,
Spain, Sweden
Circadin Swingward Ltd 03/06/2009(2 mg Prolonged release |21 EU/1/07/392/001 |Austria, Belgium, Bulgaria, Cyprus, Czech United 03/07/2009
TA Medihealth tablet Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands
Circadin Waymade PLC 13/08/2009|2 mg Prolonged-release |21 EU/1/07/392/001 |Austria, Belgium, Denmark, Finland, France, United 28/08/2009
tablet Germany, Greece, Iceland, Italy, The Kingdom,
Netherlands, Norway, Portugal, Spain, Ireland, Malta
Sweden, Ireland, Malta, United Kingdom
CoAprovel 2 Care 4 02/06/2009(300 mg/12.50 |Film-coated tablet |98 EU/1/98/086/020 |Austria, Belgium, France, Germany, Greece, Denmark 07/08/2009
mg Hungary, Ireland, Italy, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
CoAprovel 2 Care 4 02/06/2009(300 mg/25 mg|Film-coated tablet |98 EU/1/98/086/027 |Austria, Belgium, France, Germany, Greece, Denmark 07/08/2009
Hungary, Ireland, Italy, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
CoAprovel 2 Care 4 23/06/2009|150 mg/12.50 |Film-coated tablet (98 EU/1/98/086/015 |Austria, Belgium, Finland, France, Germany, Denmark 07/08/2009
mg Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
CoAprovel Docpharm 12/06/2009|150 mg/12.50 |Film-coated tablet (28 EU/1/98/086/012 |Austria, Belgium, Denmark, Finland, France, |Germany 28/08/2009
GmbH&CoKGa mg Greece, ltaly, Ireland, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
CoAprovel Docpharm 12/06/2009(150 mg/12.50 |Film-coated tablet |56 EU/1/98/086/013 |Austria, Belgium, Denmark, Finland, France, |Germany 28/08/2009
GmbH&CoKGa mg Greece, ltaly, Ireland, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
CoAprovel Docpharm 12/06/2009(150 mg/12.50 |Film-coated tablet |98 EU/1/98/086/015 |Austria, Belgium, Denmark, Finland, France, |Germany 28/08/2009
GmbH&CoKGa mg Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
CoAprovel Emra-Med 14/05/2009|150 mg/12.50 [Film-coated tablet |56 EU/1/98/086/013 |Belgium, Austria, Cyprus, Denmark, Finland, |Germany 15/06/2009
mg France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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CoAprovel Emra-Med 14/05/2009|150 mg/12.50 [Film-coated tablet |28 EU/1/98/086/012 |Belgium, Austria, Cyprus, Denmark, Finland, |Germany 15/06/2009
mg France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CoAprovel Emra-Med 14/05/2009|150 mg/12.50 |[Film-coated tablet |98 EU/1/98/086/015 |Belgium, Austria, Cyprus, Denmark, Finland, |Germany 15/06/2009
mg France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
CoAprovel Emra-Med 06/07/2009(300 mg/25 mg|Film-coated tablet |98 EU/1/98/086/027 |Austria, Belgium, Cyprus, Czech Republic, Germany 17/07/2009
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
CoAprovel Emra-Med 06/07/2009(300 mg/25 mg|Film-coated tablet |56 EU/1/98/086/025 |Austria, Belgium, Cyprus, Czech Republic, Germany 17/07/2009
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
CoAprovel Euro 14/10/2008(150/12.5mg |Film-coated tablets |30 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Euro 14/10/2008|150/12.5mg |Film-coated tablets |90 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Euro 14/10/2008|300/12.5mg |Film-coated tablets |30 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Euro 14/10/2008(300/12.5mg |Film-coated tablets |90 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Euro 14/10/2008|300/25mg Film-coated tablets|30 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Euro 14/10/2008|300/25mg Film-coated tablets |90 Austria, Belgium, France, Germany, Greece, The 15/01/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
CoAprovel Pharma 19/01/2009|300 mg/12.50 |Film-coated tablet (98 EU/1/98/086/020 |Austria, Belgium, Denmark, Finland, France, |Germany 19/05/2009

Westen GmbH

mg

Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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CoAprovel

Pharma
Westen GmbH

28/05/2009

150 mg/12.50
mg

Tablet

98

EU/1/98/086/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

23/07/2009

CoAprovel

Swingward Ltd
TA Medihealth

01/02/2008

300 mg/12.50
mg

Tablet

28

EU/1/98/086/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

26/05/2009

Combivir

Aaston
Healthcare
GmbH

01/04/2009

150 mg/300
mg

Film-coated tablet

60

EU/1/98/058/001

Austria, Belgium, Cyprus, Denmark, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, France,
Bulgaria, Czech Republic, Estonia, Hungary,
Latvia, Lithuania, Poland, Romania, Slovenia,
Slovak Republic

Germany

13/05/2009

Combivir

InPharm
Spzoo

09/07/2009

150 mg/300
mg

Film-coated tablet

60

EU/1/98/058/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

31/07/2009

Combivir

SIA 'Elpis’

12/01/2009

150 mg/300
mg

Film-coated tablet

60

EU/1/98/058/001

Austria, Belgium, Bulgaria, Czech Republic,
Estonia, Finland, France, Germany, Greece,
Hungary, Ireland, Italy, Liechtenstein,
Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom

Latvia

24/03/2009

Competact

B&S
Healthcare Ltd

01/09/2009

15 mg/850 mg

Film-coated tablet

60

EU/1/06/354/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Ireland, United
Kingdom

25/11/2009

Competact

CC Pharma

08/06/2009

15 mg/850 mg

Film-coated tablet

98

EU/1/06/354/008

Austria, Belgium, France, Greece, ltaly,
Norway, The Netherlands, Portugal, Spain,
United Kingdom

Germany

11/06/2009

Competact

Chemilines Ltd

03/08/2009

15 mg/850 mg

Film-coated tablet

56

EU/1/06/354/005

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, The
Netherlands, Portugal, Spain, Sweden

Ireland, United
Kingdom

15/09/2009
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Competact Doncaster 22/07/2009(15 mg/850 mg|Film-coated tablet |56 EU/1/06/354/005 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 03/09/2009
Pharmaceutica France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, Portugal, Spain, Kingdom
Sweden, The Netherlands, United Kingdom
Competact Emra-Med 11/11/2009|15 mg/850 mg|Film-coated tablet (98 EU/1/06/354/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/11/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Competact Interport Ltd 08/09/2009(15 mg/850 mg|Film-coated tablet |56 EU/1/06/354/005 |Austria, Belgium, France, Germany, Greece, United 14/10/2009
Italy, Portugal, Spain Kingdom
Competact Kohlpharma 28/09/2009(15 mg/850 mg|Film-coated tablet |98 EU/1/06/354/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 14/10/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Competact Lexon (UK) 16/04/2009(15 mg/850 mg|Film-coated tablet |56 EU/1/06/354/005 |Austria, Belgium, Denmark, Finland, France, Ireland, United | 24/04/2009
Ltd Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom
The Netherlands, Portugal, Spain, Sweden,
United Kingdom
Competact Pharma 27/04/2009(15 mg/850 mg|Film-coated tablet |98 EU/1/06/354/008 |Austria, Belgium, Denmark, Finland, France, [Germany 02/06/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Competact Swingward Ltd 12/02/2009|15 mg/850 mg|Film-coated tablet (56 EU/1/06/354/005 |Austria, Belgium, Bulgaria, Cyprus, Czech United 24/03/2009
TA Medihealth Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden
Competact Waymade PLC 17/12/2008(15/850mg Film-coated tablets |56 Austria, Belgium, Denmark, Finland, France, |United 13/01/2009
Germany, Greece, ltaly, The Netherlands, Kingdom
Norway, Portugal, Spain, Sweden
Comtess AXicorp 13/08/2009|200 mg Film-coated tablet |100 EU/1/98/082/003 |Austria, Belgium, Denmark, Finland, France, |Germany 06/10/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Comtess CC Pharma 19/01/2009|200 mg Film-coated tablet {100 EU/1/98/082/003 |United Kingdom, Italy Germany 27/01/2009
Comtess Euro 18/03/2009|200 mg Film-coated tablet |30 EU/1/98/082/001 |Austria, Belgium, France, Germany, Ireland, |The 27/03/2009
Registratie Italy, Greece, Norway, Portugal, Spain, Netherlands
Collectief BV Sweden, United Kingdom
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Comtess PCO 12/05/2009|200 mg Film-coated tablet |100 EU/1/98/082/003 |Austria, Belgium, Cyprus, France, Germany, United 15/10/2009
Manufacturing Greece, Luxembourg, Malta, The Netherlands, |Kingdom,
Portugal, Spain, Sweden, United Kingdom, Ireland
Denmark, Italy
Comtess Pharma Gerke 15/01/2009|200mg Film-coated tablets|100 Austria, Belgium, France, Greece, Italy, The Germany 23/01/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Cymbalta Aaston 06/04/2009(30 mg Gastro-resistant 28 EU/1/04/296/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 19/05/2009
Healthcare capsule, hard France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Cymbalta AXxicorp 03/04/2009(30 mg Gastro-resistant 98 EU/1/04/296/009 |Austria, Belgium, Denmark, Finland, France, [Germany 07/05/2009
Pharma GmbH capsule, hard Greece, Hungary, Iceland, Ireland, Italy,
Lithuania, Luxembourg, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Cymbalta B&S 02/07/2009(30 mg Gastro-resistant 7 EU/1/04/296/006 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 28/08/2009
Healthcare Ltd capsule, hard Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Cymbalta Beragena 22/05/2009(30 mg Gastro-resistant 98 EU/1/04/296/009 |Austria, Belgium, France, Greece, Italy, The Germany 11/06/2009
Arzneimittel capsule, hard Netherlands, Portugal, Spain, United Kingdom
GmbH
Cymbalta Beragena 22/05/2009(60 mg Gastro-resistant 98 EU/1/04/296/004 |Austria, Belgium, France, Greece, ltaly, The Germany 11/06/2009
Arzneimittel capsule, hard Netherlands, Portugal, Spain, United Kingdom
GmbH
Cymbalta Emra-Med 06/04/2009(30 mg Gastro-resistant 98 EU/1/04/296/009 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 22/07/2009
capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Cymbalta Haemato 12/11/2008(30 mg Gastro-resistant 28 EU/1/04/296/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/02/2009
Pharm AG capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Cymbalta Haemato 12/11/2008|60 mg Gastro-resistant 28 EU/1/04/296/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/02/2009
Pharm AG capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011 Page 49/195




Cymbalta Haemato 12/11/2008|60 mg Gastro-resistant 98 EU/1/04/296/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/02/2009
Pharm AG capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Cymbalta Interport Ltd 08/12/2008(30 mg Gastro-resistant 7 EU/1/04/296/006 |Austria, Belgium, France, Germany, Greece, United 03/02/2009
capsule, hard Italy, The Netherlands, Portugal, Spain Kingdom
Cymbalta Mevita 06/04/2009(30 mg Gastro-resistant 28 EU/1/04/296/001 |Austria, Belgium, France, Greece, ltaly, The Germany 29/04/2009
HandelsGmbH capsule, hard Netherlands, Portugal, Spain, United Kingdom
Cymbalta Mevita 06/04/2009(60 mg Gastro-resistant 28 EU/1/04/296/002 |Austria, Belgium, France, Greece, Italy, The Germany 29/04/2009
HandelsGmbH capsule, hard Netherlands, Portugal, Spain, United Kingdom
Cymbalta Milinda 04/09/2009(30 mg Gastro-resistant 28 EU/1/04/296/001 |France, Ireland, Italy, United Kingdom Germany 27/11/2009
Arzneimittel capsule, hard
GmbH
Cymbalta Milinda 04/09/2009(30 mg Gastro-resistant 98 EU/1/04/296/009 |France, Ireland, Italy, United Kingdom Germany 27/11/2009
Arzneimittel capsule, hard
GmbH
Cymbalta Milinda 04/09/2009(60 mg Gastro-resistant 28 EU/1/04/296/002 |France, Ireland, Italy, Portugal, Spain, United |Germany 27/11/2009
Arzneimittel capsule, hard Kingdom
GmbH
Cymbalta Milinda 04/09/2009(60 mg Gastro-resistant 98 EU/1/04/296/004 |France, Ireland, Italy, Portugal, Spain, United |Germany 27/11/2009
Arzneimittel capsule, hard Kingdom
GmbH
Cymbalta O.P.D. 27/10/2009(30 mg Gastro-resistant 7 EU/1/04/296/006 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 03/11/2009
Laboratories capsule, hard France, Germany, Greece, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Cymbalta PCO 07/05/2009(60 mg Gastro-resistant 28 EU/1/04/296/002 |Austria, Belgium, Cyprus, Denmark, France, Ireland, United | 29/05/2009
Manufacturing capsule, hard Germany, Greece, Luxembourg, Malta, Kingdom
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, ltaly
Cymbalta PCO 08/06/2009(30 mg Gastro-resistant 28 EU/1/04/296/001 |Austria, Belgium, Cyprus, Denmark, France, Ireland, United | 02/07/2009
Manufacturing capsule, hard Germany, Greece, Italy, Luxembourg, Malta, |Kingdom
The Netherlands, Portugal, Spain, Sweden,
United Kingdom
Cymbalta Pharma Gerke 27/05/2008(30 mg Gastro-resistant 98 EU/1/04/296/009 |Austria, Belgium, France, Greece, Italy, The Germany 06/07/2009
GmbH capsule, hard Netherlands, Norway, Portugal, Spain, United
Kingdom, Finland, Ireland, Sweden
Cymbalta Veron Pharma 13/02/2009|30mg Gastro-resistant 28 EU/1/04/296/001 |Austria, Belgium, France, Greece, Ireland, Germany 27/02/2009

capsules

Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom, Sweden, Finland
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Cymbalta Veron Pharma 07/04/2009(60 mg Gastro-resistant 28 EU/1/04/296/002 |Austria, Belgium, France, Greece, Ireland, Germany 15/05/2009
capsule, hard Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom, Finland, Sweden
Cymbalta Veron Pharma 08/04/2009(60 mg Gastro-resistant 98 EU/1/04/296/004 |Austria, Belgium, France, Greece, Ireland, Germany 15/05/2009
capsule, hard Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom, Finland, Sweden
Dukoral Eurim-Pharm 05/06/2008|- Suspension of 2x1 Italy Germany 29/01/2009
vaccine and
effervescent
granules for oral
solution
Dukoral Kohlpharma 19/02/2009|- - Suspension of 2 x 1 dose |[EU/1/03/263/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 23/03/2009
GmbH vaccine and France, Greece, Iceland, Ireland, Italy,
effervescent Liechtenstein, Luxembourg, Malta, The
granules for oral Netherlands, Norway, Portugal, Spain, United
solution Kingdom, Sweden
DuoTrav B&S 23/01/2009(40 pg /ml + 5|Eye drops, solution|1 bottle EU/1/06/338/001 |Austria, Belgium, Bulgaria, Cyprus, Czech United 21/07/2009
Healthcare Ltd mg/ml Republic, Denmark, Estonia, Finland, France, |Kingdom,
Germany, Greece, Hungary, Iceland, Ireland, |lreland
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
DuoTrav Kohlpharma 08/05/2009(40 pg /ml + 5|Eye drops, solution|1 bottle EU/1/06/338/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/06/2009
GmbH mg/ml France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Poland
DuoTrav Kohlpharma 15/06/2009|40 ug /ml + 5|Eye drops, solution |3 bottles EU/1/06/338/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/07/2009
GmbH mg/ml France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Poland
DuoTrav Medartuum AB 24/02/2009|40 pg /ml + 5|Eye drops, solution |3 bottles EU/1/06/338/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 26/03/2009
mg/ml France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
Dynastat CC Pharma 23/06/2009(40 mg Powder for solution|10 vials EU/1/02/209/005 |Austria, Belgium, France, Greece, ltaly, The Germany 21/09/2009
for injection Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania
Dynepo Kohlpharma 04/11/2008(3.0001U Solution for 6 Austria, Belgium, France, Greece, Ireland, Germany 12/01/2009
GmbH injection in a pre- Italy, The Netherlands, Norway, Portugal,

filled syringe

Spain, Sweden, United Kingdom
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Dynepo Kohlpharma 04/11/2008(6.0001U Solution for 6 Austria, Belgium, France, Greece, Ireland, Germany 12/01/2009
GmbH injection in a pre- Italy, The Netherlands, Norway, Portugal,
filled syringe Spain, Sweden, United Kingdom
Ebixa BR Pharma 29/10/2008(10 mg Film-coated tablet |28 EU/1/02/219/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Poland 06/02/2009
International France, Germany, Greece, Iceland, Ireland,
Ltd Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
ECALTA Haemato 01/10/2009{100 mg Powder and 1vial +1 |EU/1/07/416/001 |Austria, Belgium, Cyprus, Czech Republic, Germany 09/11/2009
Pharm AG solvent for vial Denmark, Finland, France, Greece, Iceland,
concentrate for Ireland, Italy, Liechtenstein, Luxembourg,
solution for Malta, Norway, Portugal, Romania, Slovak
infusion Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom
Efient Docpharm 10/08/2009(10 mg Film-coated tablet |28 EU/1/08/503/009 |Austria, Belgium, Denmark, Finland, France, |Germany 16/09/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Efient Docpharm 10/08/2009(10 mg Film-coated tablet (98 EU/1/08/503/014 |Austria, Belgium, Denmark, Finland, France, |Germany 16/09/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Efient Docpharm 10/08/2009|5 mg Film-coated tablet (28 EU/1/08/503/002 |Austria, Belgium, Denmark, Finland, France, |Germany 16/09/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Efient Docpharm 10/08/2009|5 mg Film-coated tablet |98 EU/1/08/503/007 |Austria, Belgium, Denmark, Finland, France, |Germany 16/09/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Efient Pharma 02/07/2009(10 mg Film-coated tablet |98 EU/1/08/503/014 |Austria, Belgium, Denmark, Finland, France, |Germany 28/08/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Elaprase CC Pharma 08/06/2009|2 mg/ml Concentrate for 1 vial EU/1/06/365/001 |Austria, Belgium, France, Greece, Italy, The Germany 11/06/2009
solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom
Emend Abacus 22/05/2009(125 mg + 80 |Capsule, hard 1 (125 mg)|EU/1/03/262/006 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/07/2009
Medicine A/S mg + 2 (80 Germany, Greece, Iceland, Ireland, Italy,
mg) Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic
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Emend

Dr Fisher
Farma BV

11/11/2009

80 mg

Capsule, hard

EU/1/03/262/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Malta, Norway, Portugal,
Spain, Sweden, United Kingdom, Luxembourg

The
Netherlands

24/11/2009

Emend

Medcor
Pharmaceutica
Is BV

15/10/2008

80 mg

Capsule, hard

EU/1/03/262/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

05/02/2009

Emend

PCO
Manufacturing

01/12/2009

125 mg + 80
mg

Capsule, hard

1 (125 mg)
+ 2 (80
mg)

EU/1/03/262/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, ltaly, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Ireland, United
Kingdom

18/12/2009

Emselex

CC Pharma

01/10/2009

15 mg

Prolonged-release
tablet

28

EU/1/04/294/023

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

12/10/2009

Emselex

CC Pharma

01/10/2009

15 mg

Prolonged-release
tablet

98

EU/1/04/294/026

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

12/10/2009

Emselex

CC Pharma

01/10/2009

7.5 mg

Prolonged-release
tablet

28

EU/1/04/294/017

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

12/10/2009

Emselex

CC Pharma

01/10/2009

7.5 mg

Prolonged-release
tablet

98

EU/1/04/294/020

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

12/10/2009

Emselex

Emra-Med

08/05/2009

15 mg

Prolonged release
tablet

49

EU/1/04/294/024

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/05/2009

Emselex

Emra-Med

08/05/2009

15 mg

Prolonged release
tablet

28

EU/1/04/294/023

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/05/2009

Emselex

Emra-Med

08/05/2009

7.5 mg

Prolonged release
tablet

28

EU/1/04/294/017

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/05/2009

Emselex

Emra-Med

08/05/2009

7.5 mg

Prolonged release
tablet

49

EU/1/04/294/018

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/05/2009
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Emselex Kohlpharma 31/03/2009(7.5 mg Prolonged release |28 EU/1/04/294/017 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Emselex Kohlpharma 31/03/2009|(7.5 mg Prolonged release |49 EU/1/04/294/018 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Emselex Pharma 18/02/2009(|15 mg Prolonged release |98 EU/1/04/294/026 |Austria, Belgium, Denmark, Finland, France, [Germany 13/03/2009
Westen GmbH tablet Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Emselex VVeron Pharma 12/06/2009|15 mg Prolonged release |28 EU/1/04/294/023 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
tablet Netherlands, Portugal, Spain, United Kingdom
Emselex VVeron Pharma 12/06/2009|15 mg Prolonged release |49 EU/1/04/294/024 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
tablet Netherlands, Portugal, Spain, United Kingdom
Emselex Veron Pharma 12/06/2009|15 mg Prolonged release |98 EU/1/04/294/026 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
tablet Netherlands, Portugal, Spain, United Kingdom
Emselex Veron Pharma 12/06/2009|7.5 mg Prolonged release |28 EU/1/04/294/017 |Austria, Belgium, France, Greece, Italy, Germany 21/09/2009
tablet Portugal, The Netherlands, Spain, United
Kingdom
Emselex VVeron Pharma 12/06/2009|7.5 mg Prolonged release |49 EU/1/04/294/018 |Austria, Belgium, France, Italy, Portugal, Germany 21/09/2009
tablet Spain, The Netherlands, United Kingdom,
Greece
Emselex VVeron Pharma 12/06/2009|7.5 mg Prolonged release |98 EU/1/04/294/020 |Austria, Belgium, France, Greece, Italy, Germany 21/09/2009
tablet Portugal, The Netherlands, Spain, United
Kingdom
Emtriva SIA 'Elpis’ 10/02/2009|200 mg Capsule, hard 30 EU/1/03/261/001 |Austria, Belgium, Cyprus, Czech Republic, Latvia 06/04/2009
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy,
Liechtenstein, Lithuania, Luxembourg, The
Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom
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Enbrel Aaston 20/04/2009(25 mg Solution for 4 pre-filled |EU/1/99/126/013 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 06/07/2009
Healthcare injection in pre- syringes + France, Greece, Italy, Ireland, Luxembourg,
GmbH filled syringe 8 alcohol Malta, The Netherlands, Norway, Portugal,
swabs Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Enbrel Abacus 13/07/2009|25 mg Solution for 4 pre-filled |EU/1/99/126/013 |Austria, Belgium, Cyprus, Finland, France, Denmark 23/07/2009
Medicine A/S injection in pre- syringes + Germany, Greece, Iceland, Ireland, Italy,
filled syringe 8 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Abacus 13/07/2009(50 mg Solution for 4 pre-filled |EU/1/99/126/017 |Austria, Belgium, Cyprus, Finland, France, Denmark 23/07/2009
Medicine A/S injection in pre- syringes + Germany, Greece, Iceland, Ireland, Italy,
filled syringe 8 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Dr Fisher 10/02/2009(50 mg Solution for 4 pre-filled |EU/1/99/126/017 |Austria, Belgium, Cyprus, Denmark, Finland, |The 02/07/2009
Farma BV injection in a pre- |[syringes + France, Germany, Greece, Iceland, Ireland, Netherlands
filled syringe 8 alcohol Italy, Liechtenstein, Luxembourg, Malta,
swabs Norway, Portugal, Spain, Sweden, United
Kingdom
Enbrel Emra-Med 01/04/2008(25mg Solution for 8+16 Austria, Belgium, Cyprus, Denmark, Finland, |Germany 07/01/2009
injection in a pre- France, Greece, Ireland, Iceland, Italy,
filled syringe Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Emra-Med 01/04/2008(25mg Solution for 24+48 Austria, Belgium, Cyprus, Denmark, Finland, |Germany 07/01/2009
injection in a pre- France, Greece, Ireland, Iceland, Italy,
filled syringe Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel EuroPharma 01/06/2009(50 mg Solution for 4 pre-filled |EU/1/99/126/017 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/09/2009
DK injection in pre- syringes + Germany, Greece, Iceland, Ireland, Italy,
filled syringe 8 alcohol Liechtenstein, Luxembourg, Malta, Norway,
swabs Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Enbrel Haemato 30/09/2008(50 mg Solution for 4 pre-filled |EU/1/99/126/017 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 16/02/2009
Pharm AG injection in a pre- |syringes + France, Greece, Iceland, Ireland, Italy, Austria
filled syringe 8 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Germany
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Enbrel Haemato 07/11/2008(25 mg Solution for 4 pre-filled |EU/1/99/126/013 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 02/03/2009
Pharm AG injection in a pre- |[syringes + France, Greece, Iceland, Ireland, Italy, Austria
filled syringe 8 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Germany
Enbrel Haemato 02/12/2009(25 mg Solution for 24 pre-filled|[EU/1/99/126/015 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 16/12/2009
Pharm AG injection in pre- syringes + France, Greece, Iceland, Ireland, Italy, Austria
filled syringe 48 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Haemato 02/12/2009(25 mg Solution for 8 pre-filled [EU/1/99/126/014 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 16/12/2009
Pharm AG injection in pre- syringes + France, Greece, Iceland, Ireland, Italy, Austria
filled syringe 16 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Haemato 02/12/2009(50 mg Solution for 12 pre-filled|EU/1/99/126/018 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 16/12/2009
Pharm AG injection in pre- syringes + France, Greece, Iceland, Ireland, Italy, Austria
filled syringe 24 alcohol Liechtenstein, Luxembourg, Malta, The
swabs Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Enbrel Kohlpharma 11/11/2009|25 mg Powder and 4 vials + 4 |EU/1/99/126/012 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/11/2009
GmbH solvent for solution [pre-filled France, Greece, Iceland, Ireland, Italy,
for injection for syringes + Liechtenstein, Luxembourg, Malta, The
paediatric use 8 syringes Netherlands, Norway, Portugal, Spain,
+ 20 Sweden, United Kingdom
needles +
24 alcohol
swabs
Enbrel r.p. pharma 25/06/2008(50 mg Solution for 4 pre-filled |[EU/1/99/126/017 |Austria, Belgium, France, Greece, ltaly, Germany 12/01/2009
GmbH injection in pre- syringes + Portugal, Spain
filled syringe 8 alcohol
swabs
Enbrel Veron Pharma 20/04/2009|25 mg Solution for 4 pre-filled |EU/1/99/126/013 |Austria, Belgium, France, Greece, lreland, Germany 13/10/2009
injection in pre- syringes + Italy, Luxembourg, The Netherlands, Portugal,
filled syringe 8 alcohol Spain, United Kingdom
swabs
Epivir Haemato 09/10/2009(300 mg Film-coated tablet |30 EU/1/96/015/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 20/10/2009
Pharm AG France, Greece, Iceland, Ireland, Italy, Austria

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Latvia, Lithuania,
Slovenia, Bulgaria, Czech Republic, Estonia,
Hungary, Poland, Romania, Slovak Republic
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Epivir

Haemato
Pharm AG

09/11/2009

150 mg

Film-coated tablet

EU/1/96/015/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy, Latvia,
Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Portugal, Slovenia,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Poland,
Romania, Slovak Republic

Germany,
Austria

25/11/2009

Erbitux

Aaston
Healthcare
GmbH

09/04/2009

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia

Germany

27/05/2009

Erbitux

Aaston
Healthcare
GmbH

08/06/2009

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

15/06/2009

Erbitux

Inopha GmbH

28/07/2009

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

04/08/2009

Erbitux

Paranova
Danmark AS

02/10/2009

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/005

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

11/11/2009

Eucreas

Dr Fisher
Farma BV

30/03/2009

50 mg / 1000
mg

Film-coated tablet

60

EU/1/07/425/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

07/05/2009

Eucreas

Dr Fisher
Farma BV

30/03/2009

50 mg / 850
mg

Film-coated tablet

60

EU/1/07/425/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Iceland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

23/04/2009

Eucreas

Dr Fisher
Farma BV

22/06/2009

50 mg / 1000
mg

Film-coated tablet

30

EU/1/07/425/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

27/07/2009

Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011

Page 57/195




Eucreas

Dr Fisher
Farma BV

22/06/2009

50 mg / 850
mg

Film-coated tablet

30

EU/1/07/425/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

27/07/2009

Eucreas

Pharmachim
AB

31/12/2008

50 mg / 1000
mg

Film-coated tablet

60

EU/1/07/425/009

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

27/02/2009

Eucreas

Pharmachim
AB

31/12/2008

50 mg / 850
mg

Film-coated tablet

60

EU/1/07/425/003

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

27/02/2009

Evista

BR Pharma
International
Ltd

14/09/2009

60 mg

Film-coated tablet

84

EU/1/98/073/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom

Germany

22/09/2009

Evista

CC Pharma

24/07/2009

60 mg

Film-coated tablet

28

EU/1/98/073/002

Austria, Belgium, France, Greece, Italy,
Norway, Portugal, Spain, The Netherlands,
United Kingdom, Romania

Germany

02/09/2009

Evista

CC Pharma

24/07/2009

60 mg

Film-coated tablet

84

EU/1/98/073/003

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom, Romania

Germany

02/09/2009

EVRA

Emra-Med

07/09/2009

Transdermal patch

9
transdermal
patches

EU/1/02/223/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/09/2009

Exelon

2 Care 4

06/11/2008

1.5 mg

Capsule, hard

56

EU/1/98/066/002

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Portugal, Spain, United Kingdom,
Norway, Sweden, Finland, Iceland

Denmark

16/01/2009

Exelon

2 Care 4

13/11/2008

1.5 mg

Capsule, hard

112

EU/1/98/066/003

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Portugal, Spain, United Kingdom,
Norway, Sweden, Finland, Iceland

Denmark

16/01/2009

Exelon

B&S
Healthcare Ltd

15/09/2009

4.6 mg / 24
hours

Transdermal patch

20 sachets

EU/1/98/066/020

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Ireland, United
Kingdom

05/10/2009

Initial Notices for Parallel Distribution — August 2011

EMA/742248/2011

Page 58/195




Exelon

B&S
Healthcare Ltd

11/11/2009

9.5mg/ 24
hours

Transdermal patch

30 sachets

EU/1/98/066/024

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Ireland, United
Kingdom

26/11/2009

Exelon

BR Lewis Ltd

27/02/2009

9.5mg/ 24
hours

Transdermal patch

30 sachets

EU/1/98/066/024

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,
United
Kingdom

12/05/2009

Exelon

CC Pharma

19/01/2009

1.5mg

Hard capsules

56

EU/1/98/066/002

Spain, Austria, Belgium, France, Greece, ltaly,
The Netherlands, Norway, Portugal, United
Kingdom

Germany

27/01/2009

Exelon

Delfarma
SpZoo

16/11/2009

1.5 mg

Capsule, hard

56

EU/1/98/066/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

25/11/2009

Exelon

Dr Fisher
Farma BV

01/09/2009

4.5 mg

Capsule, hard

28

EU/1/98/066/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

The
Netherlands

09/09/2009

Exelon

Euro
Registratie
Collectief BV

17/12/2008

9.5 mg/24 h

Transdermal
patches

30

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, United
Kingdom

The
Netherlands

12/01/2009

Exelon

EuroPharma
DK

04/06/2009

1.5 mg

Capsule, hard

28

EU/1/98/066/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

01/07/2009

Exelon

EuroPharma
DK

04/06/2009

1.5 mg

Capsule, hard

56

EU/1/98/066/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

01/07/2009

Exelon

EuroPharma
DK

04/06/2009

1.5 mg

Capsule, hard

112

EU/1/98/066/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

Denmark

01/07/2009

Initial Notices for Parallel Distribution — August 2011

EMA/742248/2011

Page 59/195




Exelon

Kohlpharma
GmbH

04/02/2009

6 mg

Capsule, hard

112

EU/1/98/066/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Iceland

Germany

07/04/2009

Exelon

Kohlpharma
GmbH

04/02/2009

9.5mg/ 24
hours

Transdermal patch

60 sachets
(30 x2
sachets)

EU/1/98/066/025

Austria, Belgium, France, Greece, lreland,
Italy, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Cyprus,
Denmark, Finland, Iceland, Liechtenstein,
Luxembourg, Malta

Germany

15/04/2009

Exelon

Kohlpharma
GmbH

04/02/2009

9.5mg/ 24
hours

Transdermal patch

90 sachets
(30x3
sachets)

EU/1/98/066/026

Austria, Belgium, France, Greece, lreland,
Italy, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Cyprus,
Denmark, Finland, Iceland, Liechtenstein,
Luxembourg, Malta

Germany

15/04/2009

Exelon

Kohlpharma
GmbH

06/05/2009

4.6 mg / 24
hours

Transdermal patch

90 (30 x 3)
sachets

EU/1/98/066/022

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

02/06/2009

Exelon

Lexon (UK)
Ltd

31/03/2009

4.6 mg / 24
hours

Transdermal patch

20 sachets

EU/1/98/066/020

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

Ireland, United
Kingdom

21/05/2009

Exelon

Lexon (UK)
Ltd

31/03/2009

9.5mg/ 24
hours

Transdermal patch

30 sachets

EU/1/98/066/024

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

United
Kingdom,
Ireland

21/05/2009

Exelon

Paranova
Danmark AS

17/08/2009

4.6 mg / 24
hours

Transdermal patch

30 sachets

EU/1/98/066/020

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom

Denmark

03/11/2009

Exelon

Paranova
Danmark AS

28/08/2009

9.5mg/ 24
hours

Transdermal patch

30 sachets

EU/1/98/066/024

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom

Denmark

03/11/2009

Exelon

Paranova
Danmark AS

02/09/2009

6 mg

Capsule, hard

112

EU/1/98/066/012

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

05/10/2009

Exelon

Swingward Ltd
TA Medihealth

13/02/2009

4.6 mg/24 h

Transdermal
patches

30

EU/1/98/066/020

Austria, Belgium, Bulgaria, Cyprus, Denmark,
Finland, France, Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden

United
Kingdom

10/03/2009
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Exelon Swingward Ltd 13/02/2009|9.5 mg / 24  |Transdermal patch (30 sachets |EU/1/98/066/024 |Austria, Belgium, Bulgaria, Cyprus, Denmark, |United 10/03/2009
TA Medihealth hours Finland, France, Germany, Greece, Iceland, Kingdom
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden
Exelon Swingward Ltd 28/04/2009(6 mg Capsule, hard 56 EU/1/98/066/011 |Austria, Belgium, France, Germany, Greece, United 06/07/2009
TA Medihealth Ireland, Italy, The Netherlands, Portugal, Kingdom
Spain
Exelon Waymade PLC 01/12/2009(4.6 mg / 24  |Transdermal patch |30 sachets |[EU/1/98/066/020 |Austria, Belgium, Denmark, Finland, France, Malta, Ireland, | 16/12/2009
hours Germany, Greece, Iceland, Ireland, Italy, United
Malta, The Netherlands, Norway, Portugal, Kingdom
Spain, Sweden, United Kingdom
Exelon Waymade PLC 01/12/2009(9.5 mg / 24  |Transdermal patch |30 sachets |[EU/1/98/066/024 |Austria, Belgium, Denmark, Finland, France, Malta, Ireland, | 16/12/2009
hours Germany, Greece, Iceland, Ireland, Italy, United
Malta, The Netherlands, Norway, Portugal, Kingdom
Spain, Sweden, United Kingdom
Exforge B&S 04/03/2009(5 mg/160 mg |Film-coated tablet |28 EU/1/06/370/011 |Austria, Belgium, Cyprus, Bulgaria, Czech Ireland, United | 24/03/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Exforge B&S 07/09/2009(10 mg/160 mg|Film-coated tablet |30 EU/1/06/370/020 |Austria, Belgium, Bulgaria, Cyprus, Czech United 17/09/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, |Kingdom,
Germany, Greece, Hungary, Iceland, Ireland, |lreland
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Exforge Dr Fisher 16/03/2009|5 mg/80 mg |Film-coated tablet (14 EU/1/06/370/002 |Austria, Belgium, Cyprus, Denmark, Finland, |The 15/04/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Exforge Eureco- 20/04/2009(10 mg/160 mg|Film-coated tablet |28 EU/1/06/370/019 |Belgium, Cyprus, Denmark, Finland, France, The 03/06/2009
Pharma B.V. Germany, Greece, Iceland, Ireland, Italy, Netherlands
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom
Exforge Eureco- 20/04/2009(5 mg/160 mg |Film-coated tablet |28 EU/1/06/370/011 |Belgium, Cyprus, Denmark, Finland, France, The 03/06/2009
Pharma B.V. Germany, Greece, Iceland, Ireland, Italy, Netherlands

Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom
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Exforge Eureco- 20/04/20095 mg/80 mg |Film-coated tablet |28 EU/1/06/370/003 |Belgium, Cyprus, Denmark, Finland, France, The 03/06/2009
Pharma B.V. Germany, Greece, Iceland, Ireland, Italy, Netherlands
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom
Exforge EuroPharma 01/06/2009(10 mg/160 mg|Film-coated tablet |30 EU/1/06/370/020 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/07/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Exforge EuroPharma 01/06/2009(5 mg/160 mg |Film-coated tablet |30 EU/1/06/370/012 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/07/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Exforge EuroPharma 01/06/2009(5 mg/160 mg |Film-coated tablet |90 EU/1/06/370/014 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/07/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Exforge EuroPharma 02/06/2009(10 mg/160 mg|Film-coated tablet |90 EU/1/06/370/022 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/07/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Exforge Kohlpharma 18/05/2009|10 mg/160 mg|Film-coated tablet (28 EU/1/06/370/019 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 29/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Exforge Kohlpharma 18/05/2009|10 mg/160 mg|Film-coated tablet (56 EU/1/06/370/021 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 29/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Exforge Kohlpharma 18/05/2009|10 mg/160 mg|Film-coated tablet (98 EU/1/06/370/023 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 29/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Exforge Kohlpharma 18/05/2009|5 mg/160 mg |Film-coated tablet |28 EU/1/06/370/011 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 29/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Exforge

Kohlpharma
GmbH

18/05/2009

5 mg/160 mg

Film-coated tablet

56

EU/1/06/370/013

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/06/2009

Exforge

Kohlpharma
GmbH

18/05/2009

5 mg/160 mg

Film-coated tablet

98

EU/1/06/370/015

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/06/2009

Exforge

Kohlpharma
GmbH

18/05/2009

5 mg/80 mg

Film-coated tablet

56

EU/1/06/370/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/06/2009

Exforge

Kohlpharma
GmbH

18/05/2009

5 mg/80 mg

Film-coated tablet

98

EU/1/06/370/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/06/2009

Exforge

Orifarm AS

18/04/2008

10/160mg

Film-coated tablets

28

EU/1/06/370/019

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/03/2009

Exforge

Orifarm AS

18/04/2008

10/160mg

Film-coated tablets

98

EU/1/06/370/023

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/03/2009

Exforge

Orifarm AS

18/04/2008

5/160mg

Film-coated tablets

28

EU/1/06/370/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/03/2009

Exforge

Orifarm AS

18/04/2008

5/160mg

Film-coated tablets

98

EU/1/06/370/015

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/03/2009

Exforge

Pharma
Westen GmbH

25/06/2009

10 mg/160 mg

Film-coated tablet

98

EU/1/06/370/023

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

23/07/2009
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Exforge

Pharma
Westen GmbH

25/06/2009

5 mg/160 mg

Film-coated tablet

98

EU/1/06/370/015

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

23/07/2009

Exjade

CC Pharma

16/01/2009

125 mg

Dispersible tablet

EU/1/06/356/002

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Spain, United
Kingdom, Denmark

Germany

15/05/2009

Exjade

CC Pharma

16/01/2009

250 mg

Dispersible tablet

EU/1/06/356/004

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Spain, United
Kingdom, Denmark, Slovak Republic, Sweden,
Finland

Germany

15/05/2009

Exjade

CC Pharma

16/01/2009

500 mg

Dispersible tablet

EU/1/06/356/006

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, United
Kingdom, Romania, Denmark, Finland, Spain,
Sweden, Slovak Republic

Germany

15/05/2009

Exjade

Combiphar
Europe BV

20/07/2009

500 mg

Dispersible tablet

28

EU/1/06/356/005

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Norway,
Portugal, Spain, Sweden, United Kingdom

The
Netherlands

26/11/2009

Exjade

Emra-Med

24/10/2008

500 mg

Dispersible tablet

84

EU/1/06/356/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

27/04/2009

Exjade

Haemato
Pharm AG

01/06/2009

250 mg

Dispersible tablet

84

EU/1/06/356/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Romania,
Slovak Republic, Slovenia, Poland

Germany

15/06/2009

Exjade

Haemato
Pharm AG

01/06/2009

500 mg

Dispersible tablet

84

EU/1/06/356/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Germany, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany,
Austria

15/06/2009

Exjade

Kohlpharma
GmbH

20/07/2009

500 mg

Dispersible tablet

84

EU/1/06/356/006

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

27/07/2009
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Exjade Pharma 29/04/2009(500 mg Dispersible tablet |84 EU/1/06/356/006 |Austria, Belgium, Denmark, Finland, France, |Germany 13/05/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic
Extavia CC Pharma 22/05/2009|250 pg / mi Powder and 15 vials + |EU/1/08/454/002 |[Norway, Poland, Austria, Belgium, France, Germany 23/06/2009
solvent for solution|15 pre-filled Greece, Italy, The Netherlands, Portugal,
for injection syringes Spain, United Kingdom, Latvia, Czech
Republic, Bulgaria, Slovak Republic, Denmark,
Sweden, Finland
Extavia Emra-Med 27/04/2009(250 ug / ml Powder and 15 vials + |EU/1/08/454/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 16/07/2009
solvent for solution |15 pre-filled France, Greece, Iceland, Ireland, Italy,
for injection syringes Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Estonia, Latvia, Lithuania,
Romania, Poland, Slovenia, Slovak Republic
Extavia Haemato 16/10/2009|250 pg / mi Powder and 15 vials + |EU/1/08/454/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 10/11/2009
Pharm AG solvent for solution 15 pre-filled France, Greece, Iceland, Ireland, Italy, Austria
for injection syringes Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Germany, Estonia, Latvia,
Lithuania, Romania, Poland, Slovenia, Slovak
Republic
Extavia Haemato 26/11/2009(250 ug / ml Powder and 3 x 15 vials [EU/1/08/454/005 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany, 17/12/2009
Pharm AG solvent for solution |+ 3 x 15 Republic, Denmark, Estonia, Finland, France, |Austria
for injection pre-filled Greece, Hungary, Iceland, Ireland, Italy,
syringes Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom
Extavia Kohlpharma 06/07/2009(250 g / ml Powder and 15 vials + |EU/1/08/454/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/07/2009
GmbH solvent for solution |15 pre-filled France, Greece, Iceland, Ireland, Italy,
for injection syringes Liechtenstein, Luxembourg, Malta, Norway,
Poland, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Czech Republic
Extavia Pharma Gerke 18/05/2009|250 pug / mi Powder and 15 vials + |EU/1/08/454/002 |Austria, Belgium, France, Greece, ltaly, The Germany 01/10/2009
GmbH solvent for solution |15 pre-filled Netherlands, Norway, Portugal, Spain, United
for injection syringes Kingdom, Poland, Lithuania, Slovak Republic,
Romania, Czech Republic
Extavia Pharma Gerke 02/09/2009(250 pg / ml Powder and 3 x 15 vials [EU/1/08/454/005 |Austria, Belgium, Finland, France, Greece, Germany 01/10/2009

GmbH solvent for solution|+ 3 x 15 Italy, The Netherlands, Norway, Poland,
for injection pre-filled Portugal, Spain, United Kingdom, Slovak
syringes Republic, Romania, Czech Republic
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Fabrazyme Abacus 05/05/2009(35 mg Powder for 1 vial EU/1/01/188/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/05/2009
Medicine A/S concentrate for Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Fabrazyme Abacus 05/05/2009(5 mg Powder for 1 vial EU/1/01/188/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/05/2009
Medicine A/S concentrate for Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Fabrazyme CC Pharma 05/02/2009(35mg Powder for 5 EU/1/01/188/002 |Austria, Belgium, France, Greece, Italy, The Germany 25/06/2009
concentrate for Netherlands, Norway, Portugal, Spain, United
solution for Kingdom
infusion
Faslodex Haemato 01/06/2009(250 mg/5 ml |[Solution for 1 pre-filled |EU/1/03/269/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 09/06/2009
Pharm AG injection syringe + 1 France, Greece, Iceland, Ireland, Italy, Austria
safety Liechtenstein, Luxembourg, Malta, Norway,
needle Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia, Germany
Faslodex Kohlpharma 16/02/2009|250 mg/5 ml |Solution for 1 pre-filled |EU/1/03/269/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/05/2009
GmbH injection syringe + 1 France, Greece, Iceland, Ireland, Italy,
safety Liechtenstein, Luxembourg, Malta, The
needle Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Hungary
Faslodex Pharma 04/02/2009(250 mg/5 ml |[Solution for 1 pre-filled |EU/1/03/269/001 |Austria, Belgium, Denmark, Finland, France, [Germany 06/04/2009
Westen GmbH injection syringe + 1 Greece, Iceland, Ireland, Italy, Luxembourg,
safety The Netherlands, Norway, Portugal, Spain,
needle Sweden, United Kingdom, Czech Republic,
Hungary, Lithuania, Bulgaria
Firazyr CC Pharma 29/06/2009(30 mg Solution for 1 pre-filled |EU/1/08/461/001 |Austria, Belgium, France, Greece, Italy, Germany 06/08/2009
injection syringe + 1 Norway, Portugal, Spain, The Netherlands,
needle United Kingdom
Fosavance CC Pharma 29/06/2009|70 mg / 5600 |Tablet 12 EU/1/05/310/008 |Austria, Belgium, France, Greece, Italy, Germany 28/08/2009
1U Norway, Portugal, Spain, The Netherlands,
United Kingdom, Denmark, Hungary, Finland,
Sweden
Fosavance CC Pharma 29/06/2009|70 mg / 5600 |Tablet 4 EU/1/05/310/007 |Austria, Belgium, France, Greece, Italy, Germany 28/08/2009
1U Norway, Portugal, Spain, The Netherlands,

United Kingdom, Denmark, Finland, Hungary,
Sweden
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FOSAVANCE

Emra-Med

09/06/2008

70 mg/2800
V]

Tablet

1x4

EU/1/05/310/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

14/01/2009

FOSAVANCE

Emra-Med

09/06/2008

70 mg/2800
v

Tablet

3x4

EU/1/05/310/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

14/01/2009

Fosavance

Emra-Med

24/06/2009

70 mg / 5600
v

Tablet

EU/1/05/310/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

09/07/2009

Fosavance

Emra-Med

24/06/2009

70 mg / 5600
U

Tablet

12

EU/1/05/310/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

09/07/2009

Fosavance

Eureco-
Pharma B.V.

15/06/2009

70 mg / 5600
1U

Tablet

EU/1/05/310/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

18/06/2009

Fosavance

Eureco-
Pharma B.V.

15/06/2009

70 mg / 5600
v

Tablet

12

EU/1/05/310/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

18/06/2009

Fosavance

Euro
Registratie
Collectief BV

14/08/2009

70 mg / 5600
U

Tablet

EU/1/05/310/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

15/09/2009

Fosavance

Europharma
DK

22/09/2008

70 mg/2800
1y

Tablets

12

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Denmark

12/01/2009
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Fosavance Europharma 22/09/2008(70 mg/2800 |Tablets 4 Austria, Belgium, Finland, France, Germany, Denmark 12/01/2009
DK 1U Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Fosavance Europharma 26/01/2009(70 mg/2800 (Tablet 3x4 EU/1/05/310/004 |Austria, Belgium, France, Germany, Greece, Sweden 24/03/2009
Sverige AB 1U Ireland, Italy, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Fosavance Kohlpharma 02/07/2009(70 mg / 5600 (Tablet 4 EU/1/05/310/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 10/07/2009
GmbH 1U France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Fosavance Kohlpharma 02/07/2009(70 mg / 5600 (Tablet 12 EU/1/05/310/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 10/07/2009
GmbH 1U France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Fosavance Lex ano UAB 23/01/2009|70 mg / 5600 |Tablet 4 EU/1/05/310/007 |Bulgaria, Cyprus, Czech Republic, Denmark, Lithuania 25/03/2009
1U Estonia, Finland, France, Germany, Greece,
Hungary, Italy, Latvia, Malta, The Netherlands,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom
Fosavance Mediwin Ltd 11/02/2009|70 mg/2800 |[Tablet 3x4 EU/1/05/310/004 |Austria, Belgium, Denmark, Finland, Germany, |France 06/05/2009
1U Greece, Italy, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Fosavance Mediwin Ltd 11/02/2009|70 mg/5600 |Tablets 12 EU/1/05/310/008 |Austria, Belgium, Denmark, Finland, Germany, |France 06/05/2009
1U Greece, ltaly, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Fosavance MPT Pharma 30/03/2009|70 mg/2800 |Tablet 1x4 EU/1/05/310/002 |Austria, Belgium, Bulgaria, Cyprus, Czech United 11/05/2009
1U Republic, Denmark, Estonia, Finland, France, |Kingdom,
Germany, Greece, Hungary, Iceland, Ireland, |lreland
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic, Slovenia
FOSAVANCE Paranova 16/12/2008|70 mg/2800 |Tablet 3x4 EU/1/05/310/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 06/01/2009
Lakemedel AB U France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom, Iceland,
Liechtenstein
Fosavance Pharma Gerke 05/02/2009(70 mg/2800 (Tablet 3x4 EU/1/05/310/004 |Austria, Belgium, France, Greece, ltaly, The Germany 14/04/2009
GmbH 1U Netherlands, Norway, Portugal, Spain, United

Kingdom, Bulgaria
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Fosavance Pharma Lab 09/02/2009|70 mg/2800 |Tablets 12 EU/1/05/310/004 |Austria, Belgium, Denmark, Finland, Germany, |France 13/08/2009
1U Greece, Ireland, Italy, Luxembourg, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Fosavance Pharma Lab 30/06/2009|70 mg / 5600 |Tablet 4 EU/1/05/310/007 |Austria, Belgium, Cyprus, Denmark, Finland, |France 05/08/2009
1U Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
FOSAVANCE Pharma 12/12/2008|70 mg / 5600 |Tablet 12 EU/1/05/310/008 |Austria, Belgium, Denmark, Finland, France, [Germany 12/01/2009
Westen GmbH 1U Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Fosavance SIA 'Elpis’ 27/10/2008|70 mg/2800 |Tablet 1x4 EU/1/05/310/002 |Austria, Belgium, Bulgaria, Cyprus, Czech Latvia 06/04/2009
1U Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Lithuania, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom
Fuzeon CC Pharma 19/01/2009|90 mg/ml Powder and 60 vials + |[EU/1/03/252/001 |Norway, Austria, Belgium, France, Greece, Germany 27/01/2009
solvent for solution (60 vials + Italy, Romania, The Netherlands, Portugal,
for injection 60 3 ml Spain, United Kingdom
syringes +
60 1 ml
syringes
Fuzeon Haemato 01/10/2009(90 mg/ml Powder and 60 vials + [EU/1/03/252/001 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany, 25/11/2009
Pharm AG solvent for solution (60 vials + Republic, Denmark, Estonia, Finland, France, |Austria
for injection 60 3 ml Greece, Iceland, Ireland, Italy, Latvia,
syringes + Liechtenstein, Lithuania, Luxembourg, Malta,
60 1 ml The Netherlands, Norway, Poland, Portugal,
syringes Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom, Germany
Galvus CC Pharma 01/06/2009(50 mg Tablet 90 EU/1/07/414/007 |Austria, Belgium, France, Greece, Italy, Germany 01/07/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Galvus Extrapharm 18/03/2009(50 mg Tablet 56 EU/1/07/414/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/04/2009
BV France, Germany, Greece, Iceland, Ireland, Netherlands

Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
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Ganfort

2 Care 4

26/10/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

3 bottles

EU/1/06/340/002

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Romania, Spain, Sweden, United Kingdom,
Poland

Denmark

10/12/2009

Ganfort

2 Care 4

26/10/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

1 bottle

EU/1/06/340/001

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Romania, Spain, Sweden, United Kingdom,
Poland

Denmark

10/12/2009

Ganfort

Amimed Direct
Ltd

09/07/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

1 bottle

EU/1/06/340/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom

United
Kingdom,
Ireland, Malta

09/09/2009

Ganfort

B&S
Healthcare Ltd

23/01/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

1 bottle

EU/1/06/340/001

Austria, Belgium, Bulgaria, Cyprus, Denmark,
Czech Republic, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

United
Kingdom,
Ireland

04/06/2009

Ganfort

Cross Pharma
AB

29/10/2008

300 pg/ml + 5
mg/ml

Eye drops,

solution

3 bottles

EU/1/06/340/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

12/02/2009

Ganfort

Parallell
Pharma AB

01/04/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

3 bottles

EU/1/06/340/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, ltaly, Ireland,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, United Kingdom

Sweden

29/07/2009

Ganfort

Paranova
Danmark AS

07/10/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

1 bottle

EU/1/06/340/001

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom

Denmark

03/11/2009

Ganfort

Pharmachim
AB

06/05/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

1 bottle

EU/1/06/340/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom, Poland

Sweden

30/06/2009

Ganfort

Pharmachim
AB

06/05/2009

300 pg/ml + 5
mg/ml

Eye drops,

solution

3 bottles

EU/1/06/340/002

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom, Poland

Sweden

26/06/2009
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Gardasil Aaston 23/04/2009|- Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 29/06/2009
Healthcare injection syringe + 2 France, Greece, Ireland, Italy, Luxembourg,
GmbH needles Malta, Norway, The Netherlands, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Gardasil CC Pharma 22/12/2008|- Suspension for 10 pre-filled|EU/1/06/357/016 |Norway Germany 17/02/2009
injection syringes
with needle
guard + 20
needles
Gardasil CC Pharma 22/12/2008|- Suspension for 1 pre-filled |EU/1/06/357/015 |Norway Germany 17/02/2009
injection syringe with
needle
guard + 2
needles
Gardasil CC Pharma 08/06/2009|- Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, France, Greece, Italy, The Germany 11/06/2009
injection syringe + 2 Netherlands, Norway, Portugal, Spain, United
needles Kingdom
Gardasil Emra-Med 01/12/2008|- Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 29/01/2009
injection syringe + 2 France, Greece, Iceland, Ireland, Italy,
needles Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Gardasil Haemato 24/10/2008|- Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 08/01/2009
Pharm AG injection syringe + 2 France, Greece, Iceland, Ireland, Italy, Austria
needles Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Lithuania, Latvia, Norway, Poland,
Romania, Slovenia, Slovak Republic, Germany
Gardasil Haemato 11/05/2009|- Suspension for 10 pre-filled|EU/1/06/357/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 03/06/2009
Pharm AG injection syringes + France, Greece, Iceland, Ireland, Italy,
20 needles Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Lithuania, Latvia, Poland, Romania,
Slovenia, Slovak Republic, Norway
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Gardasil Medartuum AB 30/01/2009|- - Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 26/05/2009
injection syringe + 2 France, Germany, Greece, Iceland, Ireland,
needles Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia
Gardasil MedicoPharm 12/10/2009|- - Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 28/10/2009
AG injection syringe + 2 France, Greece, Ireland, Italy, Luxembourg,
needles Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Gardasil Orifarm AS 22/12/2008|- - Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/01/2009
injection syringe + 2 Germany, Greece, Iceland, Ireland, Italy,
needles Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Gardasil Paranova 22/05/2009|- - Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Finland, France, Germany, Denmark 02/07/2009
Danmark AS injection syringe + 2 Greece, Ireland, Italy, The Netherlands,
needles Norway, Portugal, Spain, Sweden, United
Kingdom
Gardasil Paranova 09/03/2009|- - Suspension for 1 pre-filled |EU/1/06/357/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 10/06/2009
Lakemedel AB injection syringe + 2 France, Germany, Greece, Ireland, Italy,
needles Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Gardasil Pharma 21/01/2009|- - Suspension for 10 pre-filled|EU/1/06/357/008 |Austria, Belgium, Denmark, Finland, France, [Germany 12/02/2009
Westen GmbH injection syringes + Greece, Iceland, Ireland, Italy, Luxembourg,
20 needles The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Glivec Abacus 05/05/2009({100 mg Film-coated tablet |60 film- EU/1/01/198/008 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/05/2009
Medicine A/S coated Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Romania,
Slovak Republic
Glivec Abacus 05/05/2009(400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/05/2009
Medicine A/S coated Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Romania,
Slovak Republic
Glivec Beragena 06/04/2009(400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, France, Greece, Italy, The Germany 15/04/2009
Arzneimittel coated Netherlands, Portugal, Spain, United Kingdom
GmbH
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Glivec Beragena 06/04/2009(400 mg Film-coated tablet |90 film- EU/1/01/198/013 |Austria, Belgium, France, Greece, Italy, The Germany 15/04/2009
Arzneimittel coated Netherlands, Portugal, Spain, United Kingdom
GmbH
Glivec Combiphar 27/07/2009|100 mg Film-coated tablet |60 film- EU/1/01/198/008 |Austria, Belgium, Denmark, Finland, France, |The 15/09/2009
Europe BV coated Germany, Greece, Ireland, Italy, Norway, Netherlands
Portugal, Spain, Sweden, United Kingdom
Glivec Delphi 22/07/2009(400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, France, Germany, Greece, The 11/09/2009
Pharmaceutica coated Ireland, Italy, Luxembourg, Portugal, Spain, Netherlands
Is BV United Kingdom
Glivec Docpharm 10/08/2009|100 mg Film-coated tablet |20 film- EU/1/01/198/007 |Austria, Belgium, Denmark, Finland, France, |Germany 28/09/2009
GmbH&CoKGa coated Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Glivec Docpharm 10/08/2009|100 mg Film-coated tablet |60 film- EU/1/01/198/008 |Austria, Belgium, Denmark, Finland, France, |Germany 28/09/2009
GmbH&CoKGa coated Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Glivec Dr Fisher 12/01/2009|100 mg Film-coated tablet |60 film- EU/1/01/198/008 |Austria, Belgium, Cyprus, Denmark, Finland, |The 27/01/2009
Farma BV coated France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Glivec Dr Fisher 12/01/2009|400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, Cyprus, Denmark, Finland, |The 27/01/2009
Farma BV coated France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Glivec Emra-Med 24/10/2008({400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/02/2009
coated France, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Glivec Emra-Med 24/10/2008({400 mg Film-coated tablet |90 film- EU/1/01/198/013 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/02/2009
coated France, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Glivec Haemato 25/08/2009(400 mg Film-coated tablet |90 film- EU/1/01/198/013 |Austria, Belgium, Cyprus, Czech Republic, Germany 26/11/2009
Pharm AG coated Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Spain, Sweden, United Kingdom
Glivec Paranova 06/05/2009(400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, Finland, France, Germany, Denmark 30/06/2009
Danmark AS coated Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom
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Glivec Pharma Gerke 12/12/2008|400 mg Film-coated tablet |90 film- EU/1/01/198/013 |Austria, Belgium, France, Greece, Italy, The Germany 13/01/2009
GmbH coated Netherlands, Norway, Portugal, Spain, United
Kingdom, Poland
Glivec Pharma Gerke 12/12/2008|400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, France, Greece, Italy, The Germany 13/01/2009
GmbH coated Netherlands, Norway, Portugal, Spain, United
Kingdom, Poland
Glivec Pharma 19/01/2009|400 mg Film-coated tablet |30 film- EU/1/01/198/010 |Austria, Belgium, Denmark, Finland, France, |Germany 03/02/2009
Westen GmbH coated Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic
Glivec Pharmachim 09/12/2008{400mg Film-coated tablets|30 Austria, Belgium, France, Germany, Greece, Sweden 05/01/2009
AB Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Glivec Pharmachim 22/12/2008{100mg Film-coated tablets |60 Austria, Belgium, France, Germany, Greece, Sweden 19/01/2009
AB Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Glivec Pharmachim 22/01/2009(100 mg Film-coated tablet |120 film- EU/1/01/198/011 |Austria, Belgium, France, Germany, Greece, Sweden 03/02/2009
AB coated Ireland, Italy, The NetherlandsPortugal, The
Netherlands, Portugal, Spain, United Kingdom
Gonal-f CC Pharma 06/11/2008(300 1U/0.5 ml (Solution for 1+5 EU/1/95/001/033 |The Netherlands, Italy, Norway, Austria, Germany 04/09/2009
injection in a pre- Belgium, France, Greece, Portugal, Spain,
filled pen United Kingdom, Denmark, Finland, Poland,
Sweden
Gonal-f CC Pharma 12/01/2009|450 1U/0.5 ml |powder and 1+1+6 EU/1/95/001/031 |Norway, Austria, Belgium, France, Greece, Germany 29/01/2009
solvent for solution Italy, The Netherlands, Portugal, Spain, United
for injection Kingdom
GONAL-f CC Pharma 25/08/2009|75 IU (5.5 Powder and 1vial +1 |EU/1/95/001/025 [Austria, Belgium, France, Greece, Italy, The Germany 12/10/2009
micrograms) |solvent for solution|pre-filled Netherlands, Norway, Portugal, Spain, United
for injection syringe Kingdom
Gonal-f Emra-Med 28/01/2008|900 1U/1.5 ml |Solution for 1+14 Austria, Belgium, Cyprus, Denmark, Finland, |Germany 29/01/2009
injection in a pre- France, Greece, Iceland, Ireland, Italy,
filled pen Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
GONAL-f Emra-Med 16/10/2008|450 1U/0.75 |Solution for 1 pre-filled |EU/1/95/001/034 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 29/01/2009
ml (33 injection in pre- pen + 7 France, Greece, Iceland, Ireland, Italy,
micrograms/0. [filled pen needles Liechtenstein, Luxembourg, Malta, The
75 ml) Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
GONAL-f Emra-Med 01/05/2009(300 1U/0.5 ml (Solution for 1 pre-filled |EU/1/95/001/033 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 19/05/2009
(22 injection in pre- pen + 5 France, Greece, Iceland, Ireland, Italy,
micrograms/0. (filled pen needles Liechtenstein, Luxembourg, Malta, The

5 ml)

Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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GONAL-f Emra-Med 28/05/2009(1050 1U/1.75 |Powder and 1vial +1 |EU/1/95/001/021 |Austria, Belgium, Cyprus, Finland, France, Germany 30/06/2009
ml (77 solvent for solution [pre-filled Greece, Iceland, Ireland, Italy, Liechtenstein,
micrograms/1. |for injection syringe + Luxembourg, Malta, The Netherlands, Norway,
75 ml) 15 Portugal, Spain, Sweden, United Kingdom
disposable
syringes
GONAL-f Kohlpharma 19/12/2008|1050 1U/1.75 |Powder and 1vial +1 |EU/1/95/001/021 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 12/02/2009
GmbH ml (77 solvent for solution [pre-filled France, Greece, Iceland, Ireland, Italy,
micrograms/1. |for injection syringe + Liechtenstein, Luxembourg, Malta, The
75 ml) 15 Netherlands, Norway, Portugal, Spain,
disposable Sweden, United Kingdom
syringes
GONAL-f Kohlpharma 04/02/2009(450 1U/0.75 |Powder and 1vial +1 |EU/1/95/001/031 |Austria, Belgium, France, Greece, Ireland, Germany 07/04/2009
GmbH ml (33 solvent for solution [pre-filled Italy, The Netherlands, Norway, Portugal,
micrograms/0. |for injection syringe + 6 Spain, Sweden, United Kingdom, Cyprus,
75 ml) disposable Denmark, Finland, Iceland, Liechtenstein,
syringes Luxembourg, Malta
GONAL-f Orifarm AS 26/01/2009|900 1U/1.5 ml |Solution for 1 pre-filled |EU/1/95/001/035 |Austria, Belgium, Finland, France, Germany, Denmark 13/03/2009
(66 injection in a pre- |pen + 14 Greece, Ireland, Italy, The Netherlands,
micrograms/1. [filled pen needles Portugal, Spain, Sweden, Cyprus, Iceland,
5 ml) Liechtenstein, Luxembourg, Malta, United
Kingdom, Czech Republic, Hungary, Lithuania,
Poland, Romania
GONAL-f Orifarm AS 17/06/2009|300 1U/0.5 ml [Solution for 1 pre-filled |EU/1/95/001/033 |Austria, Belgium, Cyprus, Finland, France, Denmark 23/09/2009
(22 injection in pre- pen + 5 Germany, Greece, Iceland, Ireland, Italy,
micrograms/0. (filled pen needles Liechtenstein, Luxembourg, Malta, The
5 ml) Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
GONAL-f Orifarm AS 17/06/2009|450 1U/0.75 |[Solution for 1 pre-filled |EU/1/95/001/034 |Austria, Belgium, Cyprus, Finland, France, Denmark 23/09/2009
ml (33 injection in pre- pen + 7 Germany, Greece, Iceland, Ireland, Italy,
micrograms/0. [filled pen needles Liechtenstein, Luxembourg, Malta, The
75 ml) Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
HBVAXPRO Dr Fisher 03/03/2009(40 pg/ml Suspension for 1 vial EU/1/01/183/015 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 31/03/2009
Farma BV injection France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
HBVAXPRO Emra-Med 21/08/2008|5 pg/0.5 ml Suspension for 1 vial EU/1/01/183/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/01/2009
injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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HBVAXPRO

Emra-Med

21/08/2008

5pg/0.5ml

Suspension for
injection in a vial

10

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

09/01/2009

Hepsera

Delphi
Pharmaceutica
Is BV

22/07/2009

10 mg

Tablet

30

EU/1/03/251/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Portugal, Spain,
United Kingdom

The
Netherlands

30/07/2009

Hepsera

Dr Fisher
Farma BV

04/12/2009

10 mg

Tablet

30

EU/1/03/251/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

15/12/2009

Hepsera

Haemato
Pharm AG

29/06/2009

10 mg

Tablet

3x30

EU/1/03/251/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

16/09/2009

Hepsera

Inopha GmbH

24/03/2009

10 mg

Tablet

30

EU/1/03/251/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia, Germany

Germany,
Austria

30/04/2009

Hepsera

Kohlpharma
GmbH

15/06/2009

10 mg

Tablet

3x30

EU/1/03/251/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/06/2009

Hepsera

Orifarm AS

10/08/2009

10 mg

Tablet

30

EU/1/03/251/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

14/08/2009

Hepsera

Pharma
Westen GmbH

04/02/2009

10 mg

Tablet

3x30

EU/1/03/251/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

12/03/2009

Herceptin

Aaston
Healthcare
GmbH

17/03/2009

150 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/00/145/001

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Romania, Slovak
Republic, Slovenia

Germany

06/04/2009
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Humalog CC Pharma 29/09/2008|100 U/ml Solution for 1 vial EU/1/96/007/002 |[Spain, Italy, Austria, Belgium, France, Greece, |[Germany 05/02/2009
injection The Netherlands, Norway, Portugal, United
Kingdom
Humalog CC Pharma 04/02/2009({100 U/ml Solution for 5 x 1 vial EU/1/96/007/021 |ltaly, Spain, Austria, Belgium, France, Greece, |[Germany 16/02/2009
injection The Netherlands, Norway, Portugal, United
Kingdom
Humalog Pharma 03/03/2009{100 U/ml Solution for 5 cartridges [EU/1/96/007/004 |Austria, Belgium, Denmark, Finland, France, |Germany 18/05/2009
Westen GmbH injection Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria
Humalog Pharma 03/03/2009{100 U/ml Solution for 2x5 EU/1/96/007/023 |Austria, Belgium, Denmark, Finland, France, |Germany 18/05/2009
Westen GmbH injection cartridges Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria
Humalog Swingward Ltd 26/03/2009(100 U/ml Solution for 1 vial EU/1/96/007/002 |Austria, Belgium, Cyprus, Denmark, Finland, |United 17/04/2009
TA Medihealth injection France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands
Humalog KwikPen [CC Pharma 04/11/2009|100 U/ml Solution for 5 pens EU/1/96/007/031 |Austria, Belgium, France, Greece, Italy, The Germany 26/11/2009
injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog KwikPen [CC Pharma 04/11/2009|100 U/ml Solution for 2 x 5 pens [EU/1/96/007/032 |Austria, Belgium, France, Greece, Italy, The Germany 27/11/2009
injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog KwikPen [Kohlpharma 21/09/2009{100 U/ml Solution for 5 pens EU/1/96/007/031 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 27/11/2009
GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humalog KwikPen [Kohlpharma 21/09/2009{100 U/ml Solution for 2 x 5 pens |[EU/1/96/007/032 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 27/11/2009
GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humalog Mix 25 |[CC Pharma 04/11/2009{100 U/ml Suspension for 5 pens EU/1/96/007/033 |Austria, Belgium, France, Greece, Italy, The Germany 27/11/2009
KwikPen injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix 25 |[CC Pharma 04/11/2009{100 U/ml Suspension for 2 x 5 pens [EU/1/96/007/034 |Austria, Belgium, France, Greece, Italy, The Germany 27/11/2009
KwikPen injection Netherlands, Norway, Portugal, Spain, United
Kingdom
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Humalog Mix 25 |[Emra-Med 21/09/2009{100 U/ml Suspension for 2 x 5 pens [EU/1/96/007/027 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 13/11/2009
Pen injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Humalog Mix 25 [Pharma 02/04/2009{100 U/ml Suspension for 5 pens EU/1/96/007/016 |Austria, Belgium, Denmark, Finland, France, [Germany 14/05/2009
Pen Westen GmbH injection Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Humalog Mix 50 [CC Pharma 04/11/2009{100 U/ml Suspension for 2 x 5 pens |[EU/1/96/007/036 |Austria, Belgium, France, Greece, Italy, The Germany 27/11/2009
KwikPen injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix 50 [CC Pharma 04/11/2009{100 U/ml Suspension for 5 pens EU/1/96/007/035 |Austria, Belgium, France, Greece, Italy, The Germany 27/11/2009
KwikPen injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix 50 [Cross 26/08/2008({100 U/ml Suspension for 5 pens EU/1/96/007/017 |Austria, Belgium, Denmark, Finland, France, United 09/02/2009
Pen Healthcare Ltd injection Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom,
Malta, The Netherlands, Portugal, Spain, Ireland, Malta
Sweden, United Kingdom
Humalog Mix25 CC Pharma 03/08/2009{100 U/ml Suspension for 5 pens EU/1/96/007/016 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix25 CC Pharma 03/08/2009({100 U/ml Suspension for 5 cartridges [EU/1/96/007/008 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix25 Kohlpharma 21/09/2009({100 U/ml Suspension for 5 pens EU/1/96/007/033 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 27/11/2009
KwikPen GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humalog Mix25 Kohlpharma 21/09/2009{100 U/ml Suspension for 2 x 5 pens |[EU/1/96/007/034 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 27/11/2009
KwikPen GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humalog Mix50 CC Pharma 03/08/2009(100 U/ml Suspension for 5 pens EU/1/96/007/017 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009
injection Netherlands, Norway, Portugal, Spain, United
Kingdom
Humalog Mix50 CC Pharma 03/08/2009({100 U/ml Suspension for 5 cartridges [EU/1/96/007/006 |Austria, Belgium, France, Greece, Italy, The Germany 21/09/2009

injection

Netherlands, Norway, Portugal, Spain, United
Kingdom
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Humalog Mix50 Kohlpharma 21/09/2009{100 U/ml Suspension for 5 pens EU/1/96/007/035 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 27/11/2009
KwikPen GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humalog Mix50 Kohlpharma 21/09/2009(100 U/ml Suspension for 2 x 5 pens |[EU/1/96/007/036 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 27/11/2009
KwikPen GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Humira Aaston 26/03/2009(40 mg Solution for 2 pre-filled [EU/1/03/256/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 21/05/2009
Healthcare injection syringes + France, Greece, Ireland, Italy, Luxembourg,
GmbH 2 alcohol Malta, Norway, Portugal, Spain, Sweden, The
pads Netherlands, United Kingdom
Humira Haemato 15/01/2009(40 mg Solution for 2 pre-filled [EU/1/03/256/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 27/04/2009
Pharm AG injection syringes + France, Greece, Iceland, Ireland, Italy, Austria
2 alcohol Liechtenstein, Luxembourg, Malta, The
pads Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Humira Haemato 14/08/2009(40 mg Solution for 6 pre-filled [EU/1/03/256/005 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany 01/10/2009
Pharm AG injection syringes + Republic, Denmark, Estonia, Finland, France,
6 alcohol Greece, Hungary, Iceland, Ireland, Italy,
pads Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom
Humira Haemato 04/09/2009(40 mg Solution for 6 pre-filled [EU/1/03/256/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 01/10/2009
Pharm AG injection pens + 6 France, Greece, Iceland, Ireland, Italy,
alcohol Liechtenstein, Luxembourg, Malta, The
pads in a Netherlands, Norway, Portugal, Spain,
blister Sweden, United Kingdom
Hycamtin Aaston 11/06/2009|4 mg Powder for 5 vials (17 |[EU/1/96/027/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 20/07/2009
Healthcare concentrate for ml) France, Greece, Ireland, Italy, Luxembourg,
GmbH solution for Malta, The Netherlands, Norway, Portugal,
infusion Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Hycamtin Pharma Gerke 03/11/20094 mg Powder for 5 vials (17 [EU/1/96/027/001 |Austria, Belgium, Finland, France, Greece, Germany 10/12/2009
GmbH concentrate for ml) Italy, The Netherlands, Norway, Portugal,
solution for Romania, Spain, United Kingdom
infusion
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Infanrix hexa Kohlpharma 19/01/2009(- - Powder and 20 vials + |[EU/1/00/152/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 03/02/2009
GmbH suspension for 20 pre-filled France, Greece, Iceland, Ireland, Italy,
suspension for syringes + Liechtenstein, Luxembourg, Malta, The
injection 40 needles Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Inovelon CC Pharma 14/07/2009|400 mg Film-coated tablet |100 EU/1/06/378/015 |Austria, Belgium, France, Greece, Italy, Germany 10/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Inovelon CC Pharma 15/07/2009|200 mg Film-coated tablet |50 EU/1/06/378/008 |Austria, Belgium, France, Greece, Italy, Germany 10/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Insulatard Pharma 23/03/2009(100 1U/ml Suspension for 10 EU/1/02/233/007 |Austria, Belgium, Denmark, Finland, France, |Germany 12/05/2009
Westen GmbH injection cartridges Greece, Iceland, Ireland, Italy, Luxembourg,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Hungary
Insulatard Pharmachim 31/12/2008{100 1U/ml Suspension for 5 pre-filled [EU/1/02/233/011 |Austria, Belgium, Denmark, France, Germany, |Sweden 28/01/2009
AB injection pens Greece, Ireland, Italy, Malta, The Netherlands,
Norway, Portugal, Spain, United Kingdom
Insulatard FlexPen |Kohlpharma 02/03/2009(100 1U/ml Suspension for 5 pre-filled [EU/1/02/233/014 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 19/03/2009
GmbH injection pens France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Insulatard FlexPen |Kohlpharma 02/06/2009{100 1U/ml Suspension for 10 pre-filled|EU/1/02/233/015 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/07/2009
GmbH injection pens France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Insulatard FlexPen |Pharma 10/06/2009|100 1U/ml Suspension for 5 pre-filled [EU/1/02/233/014 |Austria, Belgium, Denmark, Finland, France, |Germany 13/08/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Sweden,
Spain, United Kingdom
Insulatard FlexPen |Pharma 10/06/2009|100 1U/ml Suspension for 10 pre-filled|EU/1/02/233/015 |Austria, Belgium, Denmark, Finland, France, [Germany 13/08/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Insulatard Penfill |Kohlpharma 31/03/2009{100 1U/ml Suspension for 5 cartridges [EU/1/02/233/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH injection France, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary, Poland
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Insulatard Penfill |Kohlpharma 31/03/2009{100 1U/ml Suspension for 10 EU/1/02/233/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH injection cartridges France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary, Poland
Insulatard Penfill |Medcor 09/03/2009(100 1U/ml Suspension for 5 cartridges [EU/1/02/233/006 |Austria, Belgium, Cyprus, Denmark, Finland, |The 04/05/2009
Pharmaceutica injection France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Insulatard Penfill |Pharma 23/03/2009(100 1U/ml Suspension for 5 cartridges [EU/1/02/233/006 |Austria, Belgium, Denmark, Finland, France, |Germany 12/05/2009
Westen GmbH injection Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Hungary
Insuman Basal Kohlpharma 31/03/2009{100 1U/ml Suspension for 5 cartridges [EU/1/97/030/035 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
Sweden, United Kingdom, Czech Republic
Insuman Basal Kohlpharma 31/03/2009{100 1U/ml Suspension for 10 EU/1/97/030/058 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH injection cartridges France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
Sweden, United Kingdom, Czech Republic
Insuman Basal Kohlpharma 15/06/2009|100 1U/ml OptiSet, 5 pens EU/1/97/030/071 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/07/2009
GmbH suspension for France, Greece, Iceland, Ireland, Italy,
injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Insuman Basal Kohlpharma 15/06/2009|100 1U/ml OptiSet, 10 pens EU/1/97/030/072 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/07/2009
GmbH suspension for France, Greece, Iceland, Ireland, Italy,
injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Insuman Basal Pharma 08/12/2008({100 1U/ml Suspension for 5 cartridges [EU/1/97/030/035 |Austria, Belgium, Denmark, Finland, France, |Germany 04/03/2009
Westen GmbH injection Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary, Romania,
Poland, Czech Republic, Slovak Republic
Insuman Basal Pharma 12/11/2009|100 1U/ml Suspension for 10 EU/1/97/030/058 |Austria, Belgium, Denmark, Finland, France, |Germany 27/11/2009
Westen GmbH injection cartridges Greece, Hungary, Iceland, Ireland, Italy,

Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Romania, Poland, Czech Republic, Slovak
Republic
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Insuman Comb 25 |Axicorp 26/01/2009(1001U/ml Suspension for 10x3ml EU/1/97/030/062 |Austria, Belgium, Denmark, Finland, France, |Germany 25/02/2009
Pharma GmbH injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary
Insuman Comb 25 |Axicorp 26/01/2009(1001U/ml Suspension for 5x3ml EU/1/97/030/045 |Austria, Belgium, Denmark, Finland, France, |Germany 25/02/2009
Pharma GmbH injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary
Insuman Comb 25 |Kohlpharma 18/05/2009|100 1U/ml OptiSet, 5 pens EU/1/97/030/079 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 04/06/2009
GmbH suspension for France, Greece, Iceland, Ireland, Italy,
injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Insuman Comb 25 |Pharma 12/11/2009|100 1U/ml Suspension for 10 EU/1/97/030/062 |Austria, Belgium, Denmark, Finland, France, |Germany 27/11/2009
Westen GmbH injection cartridges Greece, Hungary, Iceland, Ireland, Italy,
Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Romania, Czech Republic, Slovak Republic,
Poland, Bulgaria
Insuman Combi Kohlpharma 02/07/2009(100 1U/ml OptiSet, 10 pens EU/1/97/030/080 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 10/07/2009
25 GmbH suspension for France, Greece, Iceland, Ireland, Italy,
injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Insuman Rapid Axicorp 26/01/2009(100 1U/ml Solution for 5 cartridges [EU/1/97/030/030 |Austria, Belgium, Denmark, Finland, France, |Germany 23/02/2009
Pharma GmbH injection Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Hungary
Insuman Rapid AXxicorp 26/01/2009(100 1U/ml Solution for 10 EU/1/97/030/056 |Austria, Belgium, Denmark, Finland, France, |Germany 23/02/2009
Pharma GmbH injection cartridges Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Hungary
Insuman Rapid Kohlpharma 06/07/2009(100 1U/ml OptiSet, solution |5 pens EU/1/97/030/067 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/10/2009
GmbH for injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Romania
Insuman Rapid Kohlpharma 06/07/2009(100 1U/ml OptiSet, solution (10 pens EU/1/97/030/068 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/10/2009
GmbH for injection France, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Romania
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Insuman Rapid

Pharma
Westen GmbH

08/12/2008

100 1U/ml

Solution for
injection

5 cartridges

EU/1/97/030/030

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary, Romania,
Czech Republic, Slovak Republic, Poland

Germany

04/03/2009

Insuman Rapid

Pharma
Westen GmbH

20/01/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Germany

03/02/2009

Insuman Rapid

Pharma
Westen GmbH

12/11/2009

100 1U/ml

Solution for
injection

10
cartridges

EU/1/97/030/056

Austria, Belgium, Denmark, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Poland

Germany

27/11/2009

Integrilin

Lex ano UAB

03/03/2009

0.75 mg/ml

Solution for
infusion

1 vial

EU/1/99/109/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Lithuania

30/04/2009

INTELENCE

CC Pharma

06/03/2009

100 mg

Tablet

120

EU/1/08/468/001

Norway

Germany

04/05/2009

Intelence

Haemato
Pharm AG

13/02/2009

100mg

Tablets

120

EU/1/08/468/001

Austria, Belgium, Cyprus, Finland, France,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Sweden, United Kingdom, Bulgaria,
Czech Republic, Denmark, Estonia, Hungary,
Latvia, Lithuania, Poland, Romania, Slovak
Republic, Slovenia, Spain, Germany

Germany,
Austria

24/02/2009

INTELENCE

Kohlpharma
GmbH

04/12/2009

100 mg

Tablet

120

EU/1/08/468/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

16/12/2009

Intrinsa

Cross
Healthcare Ltd

19/01/2009

300 p/24
hours

Transdermal patch

8 patches

EU/1/06/352/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

United
Kingdom,
Ireland, Malta

16/02/2009
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Invanz Delfarma 08/06/2009|1 g Powder for 1 vial EU/1/02/216/001 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 16/07/2009
SpZoo concentrate for Republic, Denmark, Estonia, Finland, France,
solution for Germany, Greece, Hungary, Iceland, Ireland,
infusion Italy, Latvia, Liechtenstein, Lithuania, Malta,
Luxembourg, Norway, Portugal, Romania,
Slovak Republic, Slovenia, Spain, The
Netherlands, Sweden, United Kingdom
Invega Beragena 19/05/2009|3 mg Prolonged release |28 EU/1/07/395/021 |Austria, Belgium, France, Greece, Italy, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, United Kingdom, Spain
GmbH
Invega Beragena 19/05/2009|3 mg Prolonged release |49 EU/1/07/395/023 |Austria, Belgium, France, Greece, Italy, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, Spain, United Kingdom
GmbH
Invega Beragena 19/05/2009|3 mg Prolonged release |98 EU/1/07/395/025 |Austria, Belgium, France, Greece, ltaly, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, Spain, United Kingdom
GmbH
Invega Beragena 19/05/2009|6 mg Prolonged release |28 EU/1/07/395/026 |Austria, Belgium, France, Greece, Italy, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, Spain, United Kingdom
GmbH
Invega Beragena 19/05/2009|6 mg Prolonged release |49 EU/1/07/395/028 |Austria, Belgium, France, Greece, Italy, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, Spain, United Kingdom
GmbH
Invega Beragena 19/05/2009|6 mg Prolonged release |98 EU/1/07/395/030 |Austria, Belgium, France, Greece, ltaly, The Germany 04/06/2009
Arzneimittel tablet Netherlands, Portugal, Spain, United Kingdom
GmbH
Invega BR Pharma 11/12/2008|3 mg Prolonged release |28 EU/1/07/395/021 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega BR Pharma 11/12/2008|6 mg Prolonged release |28 EU/1/07/395/026 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega BR Pharma 04/03/2009(3 mg Prolonged release |49 EU/1/07/395/023 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega BR Pharma 04/03/2009(3 mg Prolonged release |98 EU/1/07/395/025 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Invega BR Pharma 04/03/2009(6 mg Prolonged release |49 EU/1/07/395/028 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega BR Pharma 04/03/2009(6 mg Prolonged release |98 EU/1/07/395/030 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 30/03/2009
International tablet France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega CC Pharma 22/06/2009|3 mg Prolonged release |98 EU/1/07/395/005 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|3 mg Prolonged release |49 EU/1/07/395/003 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|3 mg Prolonged release |28 EU/1/07/395/001 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|6 mg Prolonged release |98 EU/1/07/395/010 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|6 mg Prolonged release |49 EU/1/07/395/008 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|6 mg Prolonged release |28 EU/1/07/395/006 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|9 mg Prolonged release |98 EU/1/07/395/015 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|9 mg Prolonged release |49 EU/1/07/395/013 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega CC Pharma 22/06/2009|9 mg Prolonged release |28 EU/1/07/395/011 |Austria, Belgium, France, Greece, Italy, The Germany 03/07/2009
tablet Netherlands, Norway, Portugal, Spain, United
Kingdom
Invega Emra-Med 29/06/2009|9 mg Prolonged-release |28 EU/1/07/395/011 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 08/07/2009
tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Invega

Emra-Med 29/06/2009|9 mg

Prolonged-release
tablet

49

EU/1/07/395/013

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 29/06/2009|9 mg

Prolonged-release
tablet

98

EU/1/07/395/015

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 01/07/2009(3 mg

Prolonged-release
tablet

28

EU/1/07/395/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 01/07/2009(3 mg

Prolonged-release
tablet

49

EU/1/07/395/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 01/07/2009(3 mg

Prolonged-release
tablet

98

EU/1/07/395/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 02/07/2009(6 mg

Prolonged-release
tablet

98

EU/1/07/395/010

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 02/07/2009(6 mg

Prolonged-release
tablet

49

EU/1/07/395/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Emra-Med 02/07/2009(6 mg

Prolonged-release
tablet

28

EU/1/07/395/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/07/2009

Invega

Euro 14/08/2009|9 mg
Registratie
Collectief BV

Prolonged-release
tablet

28

EU/1/07/395/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden,
United Kingdom, Denmark

The
Netherlands

15/09/2009
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Invega Ingala 19/01/2009|9 mg Prolonged release |28 EU/1/07/395/011 |Austria, Belgium, Cyprus, Denmark, Finland, |United 06/02/2009
Healthcare Ltd tablet France, Germany, Greece, Ireland, Italy, Kingdom,
Luxembourg, Malta, The Netherlands, Ireland, Malta
Portugal, Spain, Sweden, United Kingdom
Invega Kohlpharma 19/12/2008|6 mg Prolonged-release |28 EU/1/07/395/026 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/01/2009
GmbH tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 19/12/2008|6 mg Prolonged-release |49 EU/1/07/395/028 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/01/2009
GmbH tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 19/12/2008|6 mg Prolonged-release |98 EU/1/07/395/030 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/01/2009
GmbH tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 04/02/2009(3 mg Prolonged release |28 (white |EU/1/07/395/021 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/03/2009
GmbH tablet blister) France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 04/02/2009(3 mg Prolonged release |49 (white |EU/1/07/395/023 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/03/2009
GmbH tablet blister) France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 10/02/2009|6mg Prolonged-release |28 EU/1/07/395/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 31/03/2009
GmbH tablets (transparen France, Greece, Iceland, Ireland, Italy,
t blister) Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 10/02/2009|6mg Prolonged-release |49 EU/1/07/395/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 31/03/2009
GmbH tablets (transparen France, Greece, Iceland, Ireland, Italy,
t blister) Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Invega Kohlpharma 10/02/2009|6mg Prolonged-release |98 EU/1/07/395/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 31/03/2009
GmbH tablets (transparen France, Greece, Iceland, Ireland, Italy,
t blister) Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Invega

Kohlpharma
GmbH

15/06/2009

9 mg

Prolonged release
tablet

28

EU/1/07/395/011

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

18/06/2009

Invega

Medcor
Pharmaceutica
Is BV

15/10/2008

6 mg

Prolonged-release
tablet

28

EU/1/07/395/026

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Sweden

The
Netherlands

27/01/2009

Invega

Pharma
Westen GmbH

24/12/2008

3 mg

Prolonged release
tablet

98

EU/1/07/395/025

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/03/2009

Invega

Pharma
Westen GmbH

19/01/2009

6 mg

Prolonged release
tablet

98

EU/1/07/395/010

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

24/03/2009

Invega

Pharma
Westen GmbH

10/06/2009

3 mg

Prolonged release
tablet

98

EU/1/07/395/005

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

30/06/2009

Invega

Pharma
Westen GmbH

10/06/2009

Prolonged release
tablet

98

EU/1/07/395/030

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

30/06/2009

Invirase

Haemato
Pharm AG

04/09/2009

500 mg

Film-coated tablet

1 bottle

EU/1/96/026/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Bulgaria, Estonia, Hungary, Lithuania, Latvia,
Poland, Romania, Slovenia, Slovak Republic,
Germany

Germany,
Austria

05/10/2009

Invirase

SIA 'Elpis’

21/04/2009

500 mg

Film-coated tablet

1 bottle

EU/1/96/026/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Liechtenstein, Lithuania, Luxembourg,
Norway, Poland, Portugal, Romania, Slovak
Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Latvia

29/05/2009

Iscover

AXxicorp
Pharma GmbH

22/12/2008

75 mg

Film-coated tablet

100

EU/1/98/070/004a

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

02/02/2009
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Iscover Docpharm 05/08/2008(75 mg Film-coated tablet |28 EU/1/98/070/001a |Austria, Belgium, Denmark, Finland, France, |Germany 03/02/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Iscover Docpharm 05/08/2008(75 mg Film-coated tablet |30 EU/1/98/070/005a |Austria, Belgium, Denmark, Finland, France, |Germany 03/02/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Iscover Docpharm 05/08/2008(75 mg Film-coated tablet |90 EU/1/98/070/006a |Austria, Belgium, Denmark, Finland, France, |Germany 03/02/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Iscover Docpharm 05/08/2008(75 mg Film-coated tablet |100 EU/1/98/070/004a |Austria, Belgium, Denmark, Finland, France, |Germany 03/02/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Iscover Kohlpharma 18/05/2009(75 mg Film-coated tablet |28 EU/1/98/070/001a |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Isentress Abacus 22/05/2009(400 mg Film-coated tablet |60 EU/1/07/436/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 16/06/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia,
Denmark
Isentress Euro 18/03/2009|400 mg Film-coated tablet |60 EU/1/07/436/001 |Austria, Belgium, France, Germany, Greece, The 27/03/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, Netherlands
Collectief BV Sweden, United Kingdom
Isentress Haemato 21/10/2009(400 mg Film-coated tablet |60 EU/1/07/436/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 03/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia,
Germany
Janumet Eureco- 08/06/2009(50 mg/1000 |Film-coated tablet |28 EU/1/08/455/009 |Austria, Belgium, Cyprus, Denmark, Finland, |The 30/06/2009
Pharma B.V. mg France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
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Janumet Eureco- 08/06/2009(50 mg/1000 |Film-coated tablet |56 EU/1/08/455/010 |Austria, Belgium, Cyprus, Denmark, Finland, |The 30/06/2009
Pharma B.V. mg France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Janumet Eureco- 08/06/2009(50 mg/850 mg|Film-coated tablet |28 EU/1/08/455/002 |Austria, Belgium, Cyprus, Denmark, Finland, |The 30/06/2009
Pharma B.V. France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Janumet Eureco- 08/06/2009(50 mg/850 mg|Film-coated tablet |56 EU/1/08/455/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 30/06/2009
Pharma B.V. France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Portugal, Norway, Spain, Sweden, The
Netherlands
Janumet Medcor 12/02/2009|50/1000mg Film-coated tablets |56 EU/1/08/455/010 |Austria, Belgium, Cyprus, Denmark, Finland, |The 24/02/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom, Romania
Janumet Medcor 12/02/2009|50/850mg Film-coated tablets |56 EU/1/08/455/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 24/02/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom, Romania
Januvia Doncaster 06/03/2009(100 mg Film-coated tablet |28 EU/1/07/383/014 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 04/05/2009
Pharmaceutica France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
Januvia Dr Fisher 04/12/2009(100 mg Film-coated tablet |28 EU/1/07/383/014 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/12/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Januvia Eureco- 22/06/2009(100 mg Film-coated tablet |28 EU/1/07/383/014 |Austria, Belgium, Cyprus, Denmark, Finland, |The 08/10/2009
Pharma B.V. France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Malta, Luxembourg,
Norway, Portugal, Spain, Sweden, United
Kingdom
Januvia Kohlpharma 31/03/2009({100 mg Film-coated tablet |28 EU/1/07/383/014 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Januvia Kohlpharma 31/03/2009({100 mg Film-coated tablet |98 EU/1/07/383/017 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 17/04/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Januvia PCO 29/05/2009(100 mg Film-coated tablet |28 EU/1/07/383/014 |Austria, Belgium, Cyprus, Denmark, France, United 02/07/2009
Manufacturing Germany, Greece, Italy, Luxembourg, Malta, |Kingdom,
The Netherlands, Portugal, Spain, Sweden, Ireland
United Kingdom
Januvia Singad 26/03/2008{100mg Film-coated tablets |98 EU/1/07/383/017 |Austria, Belgium, Cyprus, Finland, France, Denmark 24/02/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
United Kingdom
Kaletra Aaston 15/05/2009|200 mg / 50 |Film-coated tablet (120 EU/1/01/172/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 30/06/2009
Healthcare mg France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Czech
Republic, Bulgaria, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovenia, Slovak
Republic
Kaletra CC Pharma 04/02/2009|200 mg / 50 |Film-coated tablet (120 EU/1/01/172/005 |France, Austria, Belgium, Greece, Italy, The Germany 13/02/2009
mg Netherlands, Norway, Portugal, Spain, United
Kingdom
Kaletra CC Pharma 03/11/2009|200 mg / 50 |Film-coated tablet (360 (3 x EU/1/01/172/007 |Austria, Belgium, France, Greece, Italy, The Germany 10/12/2009
mg 120) Netherlands, Norway, Portugal, Spain, United
Kingdom, Sweden, Denmark, Czech Republic,
Finland, Slovak Republic
Kaletra Delphi 23/07/2009(200 mg / 50 |Film-coated tablet |120 EU/1/01/172/004 |Austria, Belgium, France, Germany, Greece, The 31/07/2009
Pharmaceutica mg Ireland, Italy, Luxembourg, Portugal, Spain, Netherlands
Is BV United Kingdom
Kaletra Emra-Med 10/07/2009|200 mg / 50 |Film-coated tablet |120 EU/1/01/172/005 |Austria, Belgium, Cyprus, Czech Republic, Germany 22/07/2009
mg Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
Kaletra Haemato 08/06/2009(200 mg / 50 |Film-coated tablet |120 EU/1/01/172/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 26/06/2009
Pharm AG mg France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic
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Kaletra Kohlpharma 16/02/2009|200 mg / 50 |Film-coated tablet (120 EU/1/01/172/005 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 14/04/2009
GmbH mg (blister) France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Kaletra Mevita 13/11/2009|200 mg / 50 |Film-coated tablet (120 EU/1/01/172/004 |Austria, Belgium, France, Greece, Italy, The Germany 10/12/2009
HandelsGmbH mg Netherlands, Norway, Portugal, Spain, United
Kingdom
Kaletra Mevita 13/11/2009|200 mg / 50 |Film-coated tablet (120 EU/1/01/172/005 |Austria, Belgium, France, Greece, Italy, The Germany 10/12/2009
HandelsGmbH mg Netherlands, Norway, Portugal, Spain, United
Kingdom
Kaletra Paranova 04/11/2009(200 mg / 50 |Film-coated tablet [120 EU/1/01/172/004 |Austria, Belgium, Finland, France, Germany, Denmark 13/11/2009
Danmark AS mg Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Kaletra Pharma Gerke 17/09/2008|100 mg / Film-coated tablet |60 EU/1/01/172/006 |Austria, Belgium, France, Greece, Italy, The Germany 27/04/2009
GmbH 25mg Netherlands, Norway, Portugal, Spain, United
Kingdom
Kaletra Pharma Gerke 13/02/2009|200/50mg Film coated tablets |120 EU/1/01/172/005 |Austria, Belgium, France, Greece, Italy, The Germany 23/02/2009
GmbH (blister) Netherlands, Norway, Portugal, Spain, United
Kingdom, Netherlands
Kaletra Pharma 27/01/2009(200 mg / 50 |Film-coated tablet |120 EU/1/01/172/005 |Austria, Belgium, Denmark, Finland, France, |Germany 11/02/2009
Westen GmbH mg Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Karvezide Emra-Med 27/10/2006|150 mg/12.50 |Tablet 28 EU/1/98/085/001 |ltaly, Austria, Belgium, Cyprus, Denmark, Germany 09/02/2009
mg Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Karvezide Emra-Med 27/10/2006|150 mg/12.50 |Tablet 56 EU/1/98/085/002 |ltaly, Austria, Belgium, Cyprus, Denmark, Germany 09/02/2009
mg Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Karvezide Emra-Med 27/10/2006|150 mg/12.50 |Tablet 98 EU/1/98/085/003 |ltaly, Austria, Belgium, Cyprus, Denmark, Germany 09/02/2009
mg Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Karvezide Emra-Med 27/11/2006|300 mg/12.50 |Tablet 28 EU/1/98/085/004 |ltaly, Austria, Belgium, Cyprus, Denmark, Germany 09/02/2009

mg

Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom, The
Netherlands
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Karvezide

Emra-Med

27/11/2006

300 mg/12.50
mg

Tablet

56

EU/1/98/085/005

Italy, Austria, Belgium, Cyprus, Denmark,
Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

09/02/2009

Karvezide

Emra-Med

27/11/2006

300 mg/12.50
mg

Tablet

98

EU/1/98/085/006

Italy, Austria, Belgium, Cyprus, Denmark,
Finland, France, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

09/02/2009

Karvezide

Emra-Med

01/05/2009

300 mg/25 mg

Film-coated tablet

28

EU/1/98/085/024

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

05/05/2009

Karvezide

Emra-Med

01/05/2009

300 mg/25 mg

Film-coated tablet

98

EU/1/98/085/027

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

05/05/2009

Karvezide

Pharma
Westen GmbH

17/09/2007

300 mg/25 mg

Film-coated tablet

28

EU/1/98/085/024

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

30/03/2009

Karvezide

Pharma
Westen GmbH

17/09/2007

300 mg/25 mg

Film-coated tablet

56

EU/1/98/085/025

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

30/03/2009

Karvezide

Pharma
Westen GmbH

17/09/2007

300 mg/25 mg

Film-coated tablet

98

EU/1/98/085/027

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

30/03/2009

Keppra

AXxicorp
Pharma GmbH

04/12/2008

500 mg

Film-coated tablet

200

EU/1/00/146/013

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

05/01/2009

Keppra

AXxicorp
Pharma GmbH

06/07/2009

1000 mg

Film-coated tablet

200

EU/1/00/146/026

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

05/08/2009

Keppra

BR Lewis Ltd

10/02/2009

1000mg

Film-coated tablets

60

EU/1/00/146/024

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

United
Kingdom,
Ireland, Malta

09/06/2009
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Keppra BR Pharma 19/12/2008|750 mg Film-coated tablet |100 EU/1/00/146/019 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/03/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra BR Pharma 19/12/2008|750 mg Film-coated tablet |200 EU/1/00/146/028 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/03/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra CC Pharma 20/01/2009(100 mg/ml Oral solution 1 bottle + 1|EU/1/00/146/027 |Austria, Italy, Spain, Norway, Belgium, France,|Germany 09/02/2009
oral syringe Greece, The Netherlands, Portugal, United
Kingdom
Keppra Docpharm 12/06/2009|1000 mg Film-coated tablet |50 EU/1/00/146/023 |Austria, Belgium, Denmark, Finland, France, |Germany 02/07/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Keppra Docpharm 12/06/2009|1000 mg Film-coated tablet |100 EU/1/00/146/025 |Austria, Belgium, Denmark, Finland, France, |Germany 02/07/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Keppra Docpharm 12/06/2009|1000 mg Film-coated tablet |200 EU/1/00/146/026 |Austria, Belgium, Denmark, Finland, France, |Germany 07/08/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Keppra Docpharm 12/06/2009|500 mg Film-coated tablet |50 EU/1/00/146/009 |Austria, Belgium, Denmark, Finland, France, |Germany 23/07/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Keppra Docpharm 12/06/2009|500 mg Film-coated tablet |100 EU/1/00/146/011 |Austria, Belgium, Denmark, Finland, France, |Germany 23/07/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Keppra Docpharm 12/06/2009(500 mg Film-coated tablet {200 EU/1/00/146/013 |Austria, Belgium, Denmark, Finland, France, |Germany 07/08/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, The Netherlands, Portugal, Spain,
United Kingdom
Keppra Docpharm 03/08/2009|250 mg Film-coated tablet {200 EU/1/00/146/029 |Austria, Belgium, Denmark, Greece, Ireland, |Germany 12/10/2009
GmbH&CoKGa Italy, Luxembourg, Malta, Norway, Portugal,
A United Kingdom, Finland, France, Spain, The
Netherlands
Keppra Docpharm 03/08/2009(250 mg Film-coated tablet |100 EU/1/00/146/005 |Austria, Belgium, Denmark, Greece, Ireland, |Germany 18/09/2009
GmbH&CoKGa Italy, Luxembourg, Malta, Norway, Portugal,
A United Kingdom, Finland, France, Spain, The

Netherlands
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Keppra

Docpharm

GmbH&CoKGa

A

03/08/2009

250 mg

Film-coated tablet

50

EU/1/00/146/003

Austria, Belgium, Denmark, Greece, Ireland,
Italy, Luxembourg, Norway, Portugal, United
Kingdom, Finland, France, Malta, Spain, The
Netherlands

Germany

18/09/2009

Keppra

Doncaster

Pharmaceutica

Is Group Ltd

21/10/2009

100 mg/ml

Oral solution

1 bottle + 1
oral syringe
10 mi

EU/1/00/146/027

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, The Netherlands, Portugal,

Spain, Sweden, United Kingdom, Luxembourg

United
Kingdom,
Ireland, Malta

24/11/2009

Keppra

Dr Fisher
Farma BV

30/04/2009

1000 mg

Film-coated tablet

60

EU/1/00/146/024

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

05/05/2009

Keppra

Dr Fisher
Farma BV

30/04/2009

500 mg

Film-coated tablet

60

EU/1/00/146/010

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom,
Cyprus

The
Netherlands

05/05/2009

Keppra

Emra-Med

11/05/2009

250 mg

Film-coated tablet

50

EU/1/00/146/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/06/2009

Keppra

Emra-Med

11/05/2009

250 mg

Film-coated tablet

100

EU/1/00/146/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/06/2009

Keppra

Emra-Med

11/05/2009

750 mg

Film-coated tablet

100

EU/1/00/146/019

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/06/2009

Keppra

Emra-Med

14/05/2009

750 mg

Film-coated tablet

200

EU/1/00/146/028

Belgium, Austria, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/06/2009

Keppra

Emra-Med

07/07/2009

500 mg

Film-coated tablet

200

EU/1/00/146/013

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,

Hungary, Estonia, Latvia, Lithuania, Romania,

Poland, Slovenia, Slovak Republic

Germany

28/08/2009
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Keppra Euro 18/03/2009|500 mg Film-coated tablet |60 EU/1/00/146/010 |Austria, Belgium, France, Germany, Greece, The 27/03/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, Netherlands
Collectief BV Sweden, United Kingdom
Keppra EuroPharma 01/05/2009|100 mg/ml Oral solution 1 bottle + 1(EU/1/00/146/027 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/05/2009
DK oral syringe Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Haemato 17/11/2009|1000 mg Film-coated tablet |200 EU/1/00/146/026 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Haemato 17/11/2009|1000 mg Film-coated tablet |100 EU/1/00/146/025 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Haemato 17/11/2009|1000 mg Film-coated tablet |50 EU/1/00/146/023 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Haemato 17/11/2009|500 mg Film-coated tablet |50 EU/1/00/146/009 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Keppra Haemato 17/11/2009|500 mg Film-coated tablet |100 EU/1/00/146/011 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Haemato 17/11/2009|500 mg Film-coated tablet |200 EU/1/00/146/013 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 24/11/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Interport Ltd 17/08/2009|100 mg/ml Oral solution 1 bottle + 1|EU/1/00/146/027 |Austria, Belgium, France, Germany, Greece, United 23/10/2009
oral syringe Italy, Portugal, Spain, The Netherlands Kingdom
10 ml
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Keppra Kohlpharma 02/12/2008({750 mg Film-coated tablet |100 EU/1/00/146/019 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 05/01/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Keppra Kohlpharma 02/12/2008|750 mg Film-coated tablet {200 EU/1/00/146/028 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/05/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland
Keppra Kohlpharma 19/05/2009|250 mg Film-coated tablet |200 EU/1/00/146/029 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 11/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Malta, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom, Luxembourg
Keppra Milinda 21/08/2009(1000 mg Film-coated tablet |50 EU/1/00/146/023 |France, Ireland, Italy, Portugal, Spain, United |[Germany 25/11/2009
Arzneimittel Kingdom
GmbH
Keppra Milinda 21/08/2009(1000 mg Film-coated tablet |200 EU/1/00/146/026 |France, Ireland, Italy, Portugal, Spain, United |[Germany 10/12/2009
Arzneimittel Kingdom
GmbH
Keppra Milinda 21/08/2009(1000 mg Film-coated tablet |100 EU/1/00/146/025 |France, Ireland, Italy, Portugal, Spain, United |[Germany 25/11/2009
Arzneimittel Kingdom
GmbH
Keppra Milinda 21/08/2009(500 mg Film-coated tablet |50 EU/1/00/146/009 |France, Ireland, Italy, Portugal, Spain, United |[Germany 25/11/2009
Arzneimittel Kingdom
GmbH
Keppra Milinda 21/08/2009(500 mg Film-coated tablet |100 EU/1/00/146/011 |France, Ireland, Italy, Portugal, Spain, United |[Germany 25/11/2009
Arzneimittel Kingdom
GmbH
Keppra Milinda 21/08/2009(500 mg Film-coated tablet |200 EU/1/00/146/013 |France, Ireland, Italy, Portugal, Spain, United [Germany 10/12/2009
Arzneimittel Kingdom
GmbH
Keppra PCO 19/01/2009(250 mg Film-coated tablet (60 EU/1/00/146/004 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 15/05/2009
Manufacturing France, Germany, Greece, Italy, Luxembourg, |[Kingdom
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Keppra Pharma First 26/06/2009(500 mg Film-coated tablet |60 EU/1/00/146/010 |Austria, Belgium, Denmark, Finland, France, United 07/09/2009
Limited Germany, Greece, Ireland, Italy, Liechtenstein,|Kingdom,
Luxembourg, Malta, The Netherlands, Norway, |lreland
Portugal, Spain, Sweden, United Kingdom
Keppra Pharma 24/07/2009(750 mg Film-coated tablet |100 EU/1/00/146/019 |Austria, Belgium, Denmark, Finland, France, |Germany 31/07/2009

Westen GmbH

Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
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Keppra Pharmachim 17/08/2009(100 mg/ml Oral solution 1 bottle + 1|EU/1/00/146/027 |Austria, Belgium, France, Germany, Greece, Sweden 18/09/2009
AB oral syringe Ireland, Italy, Portugal, Spain, The
10 ml Netherlands, United Kingdom
Kineret CC Pharma 10/02/2009|100mg Solution for 28 EU/1/02/203/003 |Austria, Belgium, France, Greece, Italy, The Germany 21/07/2009
injection in a pre- Netherlands, Norway, Portugal, Spain, United
filled syringe Kingdom
Kinzalkomb Medcor 30/11/2009(40 mg/12.5 Tablet 28 EU/1/02/214/002 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 11/12/2009
Pharmaceutica mg France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Kinzalkomb Medcor 30/11/2009(80 mg/12.5 Tablet 28 EU/1/02/214/007 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 11/12/2009
Pharmaceutica mg France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Kinzalmono Medcor 16/03/2009(40 mg Tablet 14 EU/1/98/091/001 |Austria, Belgium, Cyprus, Denmark, Finland, |The 20/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Kinzalmono Medcor 16/03/2009(80 mg Tablet 14 EU/1/98/091/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 20/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Kivexa Aaston 29/05/2009(600mg/300mg |Film-coated tablet |30 EU/1/04/298/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 30/06/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Spain,
Sweden, United Kingdom, Portugal, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovenia, Slovak
Republic
Kivexa Abacus 05/05/2009(600mg/300mg |Film-coated tablet |30 EU/1/04/298/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 14/05/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Hungary, Lithuania, Poland, Romania, Slovak
Republic, Slovenia
Kivexa Combiphar 29/01/2009(600/300mg Film-coated tablets|30 EU/1/04/298/002 |Austria, Belgium, Denmark, Finland, France, |The 17/07/2009
Europe BV Germany, Greece, Ireland, Italy, Norway, Netherlands

Portugal, Spain, Sweden, United Kingdom

Initial Notices for Parallel Distribution — August 2011
EMA/742248/2011

Page 98/195




Kivexa Haemato 04/09/2009(600mg/300mg |Film-coated tablet |30 EU/1/04/298/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 05/10/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Kivexa Pharmacodane 17/02/2009|- - Film-coated tablet |30 EU/1/04/298/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 07/04/2009
Aps Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Lantus Axicorp 22/12/2008(1001U/ml Solution for 6x3ml Austria, Belgium, Denmark, Finland, France, |Germany 19/01/2009
Pharma GmbH injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Lantus Axicorp 22/12/2008(1001U/ml Solution for 9x3ml Austria, Belgium, Denmark, Finland, France, |Germany 19/01/2009
Pharma GmbH injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Lantus Cross 29/09/2008(100 Units/ml |Solution for 1 vial EU/1/00/134/012 |Austria, Belgium, Denmark, Finland, France, United 09/01/2009
Healthcare Ltd injection in a vial Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom,
Malta, The Netherlands, Portugal, Spain, Ireland, Malta
Sweden, United Kingdom
Lantus Eureco- 19/01/2009|100 Units/ml |Solution for 5 pre-filled [EU/1/00/134/033 |Belgium, Cyprus, Denmark, Finland, France, The 11/03/2009
Pharma B.V. injection pens Germany, Greece, Iceland, Ireland, Italy, Netherlands
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom
Lantus Pharmachim 23/12/2008(1001U/ml Solution for 5x3ml Austria, Belgium, Denmark, France, Germany, [Sweden 19/01/2009
AB injection in a Greece, Ireland, Italy, Malta, The Netherlands,
cartridge Norway, Portugal, Spain, United Kingdom
Lantus Opticlick  |Cross 29/09/2008(100 Units/ml |Solution for 5 cartridges [EU/1/00/134/025 |Austria, Belgium, Denmark, Finland, France, United 09/01/2009
Healthcare Ltd injection in Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom,
cartridge Malta, The Netherlands, Portugal, Spain, Ireland, Malta
Sweden, United Kingdom
Lantus OptiClick [Euro 17/12/2008|1001U/ml Solution for 5x3ml Austria, Belgium, France, Germany, Greece, The 12/01/2009
Registratie injection in a Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV cartridge Kingdom
Lantus Optiset Cross 02/09/2008(100 Units/ml |Solution for 5 pre-filled [EU/1/00/134/010 |Austria, Belgium, Denmark, Finland, France, United 09/01/2009
Healthcare Ltd injection pens Germany, Greece, Ireland, Italy, Luxembourg, |Kingdom,
Malta, The Netherlands, Portugal, Spain, Ireland, Malta
Sweden, United Kingdom
Lantus Optiset Pharma 12/02/2009|100 Units/ml |Solution for 9 pre-filled [EU/1/00/134/021 |Austria, Belgium, Denmark, Finland, France, |Germany 09/03/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,

The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Lantus OptiSet Pharmachim 23/12/2008(1001U/ml Solution for 5 pens Austria, Belgium, Denmark, France, Germany, [Sweden 19/01/2009
AB injection in a pre- Greece, Ireland, Italy, Malta, The Netherlands,
filled pen Norway, Portugal, Spain, United Kingdom
Lantus Solostar Euro 17/12/2008|1001U/ml Solution for 5 pens Austria, Belgium, France, Germany, Greece, The 12/01/2009
Registratie injection in a pre- Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV filled pen Kingdom
Lantus Solostar Orifarm AS 16/10/2008|100 Units/ml |[Solution for 5 pre-filled [EU/1/00/134/033 |Austria, Belgium, Cyprus, Finland, France, Denmark 14/04/2009
injection pens Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Lantus Solostar Pharma 12/02/2009|100 Units/ml |Solution for 9 pre-filled [EU/1/00/134/036 |Austria, Belgium, Denmark, Finland, France, |Germany 09/03/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Lantus Solostar Pharmachim 29/01/2009(100 Units/ml |Solution for 5 pre-filled [EU/1/00/134/033 |Austria, Belgium, Denmark, France, Germany, |Sweden 14/04/2009
AB injection pens Greece, Ireland, Italy, Malta, The Netherlands,
Norway, Portugal, Spain, United Kingdom
Levemir Kohlpharma 01/12/2008({100 U/ml Solution for 5 cartridges [EU/1/04/278/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 05/01/2009
GmbH injection France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Levemir FlexPen [Kohlpharma 04/02/2009(1001U/ml Solution for 5x3ml EU/1/04/278/005 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 13/03/2009
GmbH injection in a pre- France, Greece, Iceland, Ireland, Italy,
filled pen Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Levemir FlexPen [Kohlpharma 04/02/2009{1001U/ml Solution for 10x3ml EU/1/04/278/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 13/03/2009
GmbH injection in a pre- France, Greece, Iceland, Ireland, Italy,
filled pen Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Levemir FlexPen [Pharma 17/02/2009|100 U/ml Solution for 5 pre-filled [EU/1/04/278/005 |Austria, Belgium, Denmark, Finland, France, |Germany 11/06/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Levemir FlexPen [Pharma 17/02/2009|100 U/ml Solution for 10 pre-filled|EU/1/04/278/006 |Austria, Belgium, Denmark, Finland, France, [Germany 11/06/2009
Westen GmbH injection pens Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Levitra 2 Care 4 28/09/2009|20 mg Film-coated tablet |4 EU/1/03/248/010 |Austria, Belgium, Finland, France, Germany, Denmark 08/10/2009

Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
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Levitra

2 Care 4

19/10/2009

10 mg

Film-coated tablet

12

EU/1/03/248/008

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

28/10/2009

Levitra

2 Care 4

19/10/2009

20 mg

Film-coated tablet

12

EU/1/03/248/012

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

28/10/2009

Levitra

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

EU/1/03/248/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Levitra

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

EU/1/03/248/011

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Levitra

Abis-Pharma

14/08/2009

20 mg

Film-coated tablet

12

EU/1/03/248/012

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/10/2009

Levitra

AN Pharmacy
Sp. z 0.0.

08/09/2009

20 mg

Film-coated tablet

EU/1/03/248/009

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

14/12/2009

Levitra

AN Pharmacy
Sp. z 0.0.

08/09/2009

20 mg

Film-coated tablet

EU/1/03/248/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

14/12/2009
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Levitra

AN Pharmacy
Sp. z 0.0.

08/09/2009

20 mg

Film-coated tablet

EU/1/03/248/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Spain, Sweden, The
Netherlands, United Kingdom

Slovenia

14/12/2009

Levitra

Euro
Registratie
Collectief BV

27/01/2009

20mg

Film-coated tablets

EU/1/03/248/010

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, United
Kingdom

The
Netherlands

17/02/2009

Levitra

Gervasi
Farmacia SL

25/02/2009

10 mg

Film-coated tablet

EU/1/03/248/005

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, lreland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009

Levitra

Gervasi
Farmacia SL

25/02/2009

10 mg

Film-coated tablet

EU/1/03/248/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009

Levitra

Gervasi
Farmacia SL

25/02/2009

10 mg

Film-coated tablet

EU/1/03/248/007

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009

Levitra

Gervasi
Farmacia SL

25/02/2009

20 mg

Film-coated tablet

EU/1/03/248/009

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009

Levitra

Gervasi
Farmacia SL

25/02/2009

20 mg

Film-coated tablet

EU/1/03/248/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009
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Levitra

Gervasi
Farmacia SL

25/02/2009

20 mg

Film-coated tablet

EU/1/03/248/011

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, The Netherlands, United Kingdom

Spain

28/04/2009

Levitra

Paranova
Danmark AS

16/02/2009

20 mg

Film-coated tablet

EU/1/03/248/012

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

09/03/2009

Lucentis

Abacus
Medicine A/S

05/05/2009

10 mg/ml

Solution for
injection

1 vial

EU/1/06/374/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia

Denmark

14/05/2009

Lumigan

2 Care 4

02/10/2009

0.3 mg/ml

Eye drops, solution

3 bottles

EU/1/02/205/002

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Spain, Sweden, The
Netherlands, United Kingdom

Denmark

22/10/2009

Lumigan

2 Care 4

16/10/2009

0.3 mg/ml

Eye drops, solution

1 bottle

EU/1/02/205/001

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, Norway, Spain, Sweden, The
Netherlands, United Kingdom

Denmark

03/12/2009

Lumigan

Orifarm AS

11/05/2009

0.3 mg/ml

Eye drops, solution

3 bottles

EU/1/02/205/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/06/2009

Lumigan

PCO
Manufacturing

12/05/2009

0.3 mg/ml

Eye drops, solution

1 bottle

EU/1/02/205/001

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Italy

United
Kingdom,
Ireland

10/09/2009

Lyrica

Al
Pharmaceutica
Is

22/12/2008

150 mg

Capsule, hard

56

EU/1/04/279/018

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden

United
Kingdom

03/02/2009
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Lyrica Al 22/12/2008({200 mg Capsule, hard 84 EU/1/04/279/021 |Austria, Belgium, Cyprus, Czech Republic, United 03/02/2009
Pharmaceutica Denmark, Finland, France, Germany, Greece, |Kingdom
Is Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden
Lyrica Al 22/12/2008(25 mg Capsule, hard 56 EU/1/04/279/003 |Austria, Belgium, Cyprus, Czech Republic, United 03/02/2009
Pharmaceutica Denmark, Finland, France, Germany, Greece, |Kingdom
Is Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden
Lyrica Al 05/05/2009(25 mg Capsule, hard 14 EU/1/04/279/001 |Austria, Belgium, Cyprus, Czech Republic, United 07/07/2009
Pharmaceutica Denmark, Finland, France, Germany, Greece, |Kingdom
Is Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands
Lyrica Al 05/05/2009(75 mg Capsule, hard 14 EU/1/04/279/011 |Austria, Belgium, Cyprus, Czech Republic, United 07/07/2009
Pharmaceutica Denmark, Finland, France, Germany, Greece, |Kingdom
Is Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands
Lyrica Al 06/05/2009(50 mg Capsule, hard 21 EU/1/04/279/007 |Austria, Belgium, Cyprus, Czech Republic, United 07/07/2009
Pharmaceutica Denmark, Finland, France, Germany, Greece, (Kingdom
Is Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands
Lyrica BeachCourse 19/10/2009(75 mg Capsule, hard 56 EU/1/04/279/012 |Austria, Belgium, Denmark, France, Germany, |United 03/11/2009
Limited Greece, Ireland, Italy, Norway, Portugal, Kingdom
Spain, Sweden, The Netherlands
Lyrica BR Lewis Ltd 16/10/2009|25 mg Capsule, hard 100 EU/1/04/279/036 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 04/12/2009
France, Germany, Greece, Ireland, Italy, Kingdom,
Liechtenstein, Luxembourg, The Netherlands, [Malta
Portugal, Spain, Sweden, United Kingdom
Lyrica CC Pharma 14/11/2008|75mg Hard capsules 100x1 EU/1/04/279/013 |Norway Germany 25/03/2009
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Lyrica

Crystal
Pharma Ltd

16/10/2009

25 mg

Capsule, hard

56

EU/1/04/279/003

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden

United
Kingdom

26/11/2009

Lyrica

Doncaster
Pharmaceutica
Is Group Ltd

15/04/2009

100 mg

Capsule, hard

21

EU/1/04/279/014

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,

United
Kingdom

05/06/2009

Lyrica

Emra-Med

21/09/2007

300 mg

Capsule, hard

56

EU/1/04/279/024

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Germany

26/01/2009

Lyrica

Interport Ltd

22/09/2009

25 mg

Capsule, hard

100

EU/1/04/279/036

Austria, Belgium, Czech Republic, France,
Germany, Greece, ltaly, Poland, Portugal,
Romania, Slovak Republic, Spain

United
Kingdom

13/11/2009

Lyrica

Kohlpharma
GmbH

06/05/2009

150 mg

Capsule, hard

100 x 1

EU/1/04/279/019

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

06/07/2009

Lyrica

Manichem
Limited

04/02/2009

25 mg

Capsule, hard

56

EU/1/04/279/003

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Cyprus, Iceland,
Liechtenstein, Norway

United
Kingdom,
Ireland

16/03/2009

Lyrica

Manichem
Limited

28/05/2009

25 mg

Capsule, hard

14

EU/1/04/279/001

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Cyprus, Iceland,
Liechtenstein, Norway

United
Kingdom,
Ireland

30/06/2009

Lyrica

MedicoPharm
AG

08/07/2009

150 mg

Capsule, hard

56

EU/1/04/279/018

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,

Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

09/11/2009

Lyrica

MedicoPharm
AG

08/07/2009

75 mg

Capsule, hard

56

EU/1/04/279/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,

Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

09/11/2009
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Lyrica Mediwin Ltd 24/06/2009|25 mg Capsule, hard 84 EU/1/04/279/004 |Austria, Belgium, France, Germany, Greece, United 30/07/2009
Italy, Malta, The Netherlands, Portugal, Spain, |Kingdom
Czech Republic, Latvia, Poland, Romania,
Slovak Republic, Slovenia, Norway, Denmark

Lyrica Mediwin Ltd 24/06/2009(50 mg Capsule, hard 84 EU/1/04/279/009 |Austria, Belgium, France, Germany, Greece, United 30/07/2009
Italy, Malta, The Netherlands, Portugal, Spain, |Kingdom
Cyprus, Denmark, Finland, Sweden

Lyrica Milinda 22/10/2009(75 mg Capsule, hard 56 EU/1/04/279/012 |France, Italy, Portugal Germany 09/12/2009

Arzneimittel
GmbH

Lyrica MPT Pharma 29/01/2009|75mg Hard capsules 14 EU/1/04/279/011 |Austria, Belgium, Cyprus, Czech Republic, United 19/03/2009
Denmark, Finland, France, Germany, Greece, |Kingdom,
Iceland, Ireland, Italy, Latvia, Liechtenstein, Ireland
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Lyrica MPT Pharma 29/01/2009|75mg Hard capsules 56 EU/1/04/279/012 |Austria, Belgium, Cyprus, Czech Republic, United 19/03/2009
Denmark, Finland, France, Germany, Greece, |Kingdom,
Iceland, Ireland, Italy, Latvia, Liechtenstein, Ireland
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Lyrica MPT Pharma 23/02/2009|100 mg Capsule, hard 84 EU/1/04/279/015 |Austria, Belgium, Cyprus, Czech Republic, Ireland, United | 19/03/2009
Denmark, Finland, France, Germany, Greece, |Kingdom
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Lyrica MPT Pharma 23/02/2009|150 mg Capsule, hard 14 EU/1/04/279/017 |Austria, Belgium, Cyprus, Czech Republic, Ireland, United | 08/04/2009
Denmark, Finland, France, Germany, Greece, |Kingdom
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Lyrica MPT Pharma 23/02/2009|150 mg Capsule, hard 56 EU/1/04/279/018 |Austria, Belgium, Cyprus, Czech Republic, Ireland, United | 08/04/2009

Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Kingdom
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Lyrica

MPT Pharma

16/03/2009

50 mg

Capsule, hard

21

EU/1/04/279/007

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Ireland, United
Kingdom

19/03/2009

Lyrica

MPT Pharma

16/03/2009

50 mg

Capsule, hard

56

EU/1/04/279/008

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Spain, Sweden, The Netherlands,
United Kingdom, Slovak Republic

United
Kingdom,
Ireland

19/03/2009

Lyrica

MPT Pharma

16/03/2009

50 mg

Capsule, hard

84

EU/1/04/279/009

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Spain, Sweden, The Netherlands,
United Kingdom, Slovak Republic

United
Kingdom,
Ireland

19/03/2009

Lyrica

MPT Pharma

14/04/2009

25 mg

Capsule, hard

14

EU/1/04/279/001

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Ireland, United
Kingdom

18/05/2009

Lyrica

MPT Pharma

14/04/2009

25 mg

Capsule, hard

56

EU/1/04/279/003

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Ireland, United
Kingdom

18/05/2009

Lyrica

MPT Pharma

14/04/2009

25 mg

Capsule, hard

84

EU/1/04/279/004

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Spain, Sweden,
United Kingdom, Slovak Republic

Ireland, United
Kingdom

18/05/2009

Lyrica

MPT Pharma

23/04/2009

100 mg

Capsule, hard

21

EU/1/04/279/014

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Spain, Sweden, The Netherlands,
United Kingdom, Slovak Republic

Ireland, United
Kingdom

04/05/2009
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Lyrica

MPT Pharma

08/10/2009

25 mg

Capsule, hard

21

EU/1/04/279/002

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Liechtenstein,
Lithuania, Luxembourg, Malta, Norway,
Poland, Portugal, Romania, Spain, Sweden,
The Netherlands, United Kingdom, Slovak
Republic

Ireland, United
Kingdom

03/11/2009

Lyrica

NB
Enterprises
Ltd

04/03/2009

75 mg

Capsule, hard

56

EU/1/04/279/012

Austria, Belgium, Bulgaria, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden

United
Kingdom

16/07/2009

Lyrica

O.P.D.
Laboratories
Ltd

28/07/2009

25 mg

Capsule, hard

100

EU/1/04/279/036

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden

United
Kingdom,
Ireland

06/08/2009

Lyrica

Pharma
Westen GmbH

17/02/2009

75 mg

Capsule, hard

100 x 1

EU/1/04/279/013

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

06/07/2009

Lyrica

Pharma
Westen GmbH

21/04/2009

300 mg

Capsule, hard

100

EU/1/04/279/043

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Romania

Germany

06/07/2009

Lyrica

Veron Pharma

08/05/2009

100 mg

Capsule, hard

21

EU/1/04/279/014

Austria, Belgium, France, Greece, ltaly,
Portugal, Spain, The Netherlands, United
Kingdom

Germany

30/06/2009

Lyrica

Veron Pharma

08/05/2009

200 mg

Capsule, hard

21

EU/1/04/279/020

Austria, Belgium, France, Greece, ltaly,
Portugal, Spain, The Netherlands, United
Kingdom

Germany

30/06/2009

Lyrica

Waymade PLC

13/05/2009

25 mg

Capsule, hard

100

EU/1/04/279/036

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, ltaly, The Netherlands,
Norway, Portugal, Spain, Sweden

United
Kingdom

28/05/2009

Lyrica

Waymade PLC

23/10/2009

150 mg

Capsule, hard

14

EU/1/04/279/017

Austria, Belgium, Bulgaria, Czech Republic,
Denmark, Finland, France, Germany, Greece,
Iceland, Ireland, Italy, Latvia, Norway, Poland,
Portugal, Romania, Slovak Republic, Spain,
Sweden, The Netherlands, United Kingdom

Ireland, Malta,
United
Kingdom

06/11/2009

Lysodren

CC Pharma

25/08/2009

500 mg

Tablet

100

EU/1/04/273/001

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

17/09/2009

Lysodren

Kohlpharma
GmbH

02/03/2009

500 mg

Tablet

100

EU/1/04/273/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

11/03/2009
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MabCampath CC Pharma 04/08/2009|30 mg/ml Concentrate for 3 vials EU/1/01/193/002 |Austria, Belgium, France, Greece, Italy, The Germany 28/08/2009
solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom
MabCampath Emra-Med 31/12/2008|30mg/mi Concentrate for 3 EU/1/01/193/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 11/03/2009
solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom
MabCampath Haemato 07/05/2009(30 mg/ml Concentrate for 3 vials EU/1/01/193/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 17/06/2009
Pharm AG solution for France, Greece, Iceland, Ireland, Italy, Austria
infusion Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Mabthera Aaston 20/03/2009(500 mg Concentrate for 1 vial EU/1/98/067/002 |Austria, Belgium, Denmark, Finland, France, |[Germany 12/06/2009
Healthcare solution for Greece, Ireland, Italy, Luxembourg, The
GmbH infusion Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
Mabthera Kohlpharma 15/09/2008|100 mg Concentrate for 2 vials EU/1/98/067/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 10/02/2009
GmbH solution for France, Greece, Iceland, Italy, Ireland,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Mabthera Kohlpharma 15/09/2008|500 mg Concentrate for 1 vial EU/1/98/067/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 10/02/2009
GmbH solution for France, Greece, Iceland, Italy, Ireland,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Mabthera Orifarm OY 25/03/2009|100 mg Concentrate for 2 vials EU/1/98/067/001 |Austria, Belgium, Cyprus, France, Germany, Finland 18/05/2009
solution for Greece, Iceland, Ireland, Italy, Luxembourg,
infusion Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Denmark, Czech
Republic, Poland, Romania, Bulgaria, Hungary,
Latvia, Lithuania
Mabthera Orifarm OY 25/03/2009|500 mg Concentrate for 1 vial EU/1/98/067/002 |Austria, Belgium, Cyprus, France, Germany, Finland 18/05/2009
solution for Greece, Iceland, Ireland, Italy, Luxembourg,
infusion Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Denmark, Czech
Republic, Poland, Romania, Bulgaria, Hungary,
Latvia, Lithuania, Slovak Republic
Micardis 2 Care 4 11/02/2008|80mg Tablets 98 Czech Republic, Bulgaria Denmark 21/01/2009
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Micardis

Abis-Pharma

14/08/2009

40 mg

Tablet

28

EU/1/98/090/002

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom

Germany

24/09/2009

Micardis

Abis-Pharma

14/08/2009

40 mg

Tablet

56

EU/1/98/090/003

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom

Germany

24/09/2009

Micardis

Abis-Pharma

14/08/2009

40 mg

Tablet

98

EU/1/98/090/004

Slovak Republic, Austria, Belgium, Cyprus,
Czech Republic, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom

Germany

24/09/2009

Micardis

Abis-Pharma

14/08/2009

80 mg

Tablet

28

EU/1/98/090/006

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom

Germany

24/09/2009

Micardis

Abis-Pharma

14/08/2009

80 mg

Tablet

56

EU/1/98/090/007

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom

Germany

24/09/2009

Micardis

Abis-Pharma

14/08/2009

80 mg

Tablet

98

EU/1/98/090/008

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom

Germany

24/09/2009

Micardis

EuroPharma
DK

20/04/2009

20 mg

Tablet

28

EU/1/98/090/010

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

16/06/2009

Micardis

G-Pharma Ltd

12/01/2009

80mg

Tablets

14

EU/1/98/090/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

28/01/2009
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Micardis G-Pharma Ltd 12/01/2009|40mg Tablets 14 EU/1/98/090/001 |Austria, Belgium, Cyprus, Denmark, Finland, |United 28/01/2009
France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Micardis Plus Pharma Gerke 22/12/2008(80/25mg Tablets 98 Austria, Belgium, France, Greece, Italy, The Germany 19/01/2009
GmbH Netherlands, Portugal, Spain, United Kingdom
Micardis Plus Pharma Gerke 22/12/2008(80/25mg Tablets 56 Austria, Belgium, France, Greece, Italy, The Germany 19/01/2009
GmbH Netherlands, Portugal, Spain, United Kingdom
MicardisPlus Beragena 07/10/2009(40 mg/12.5 Tablet 98 EU/1/02/213/005 |Austria, Belgium, France, Greece, Italy, Germany 03/11/2009
Arzneimittel mg Norway, The Netherlands, Portugal, Spain,
GmbH United Kingdom
MicardisPlus Crystal 27/10/2006(80 mg/12.5 Tablet 28 EU/1/02/213/007 |Austria, Belgium, Cyprus, France, Germany, United 15/05/2009
Pharma Ltd mg Greece, Ireland, Italy, Malta, The Netherlands, |Kingdom
Norway, Portugal, Spain, Sweden, Denmark,
Finland, Iceland, Liechtenstein, Luxembourg,
Romania, Slovak Republic
MicardisPlus Doncaster 02/04/2009(80 mg/25 mg (Tablet 28 EU/1/02/213/018 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 18/05/2009
Pharmaceutica France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
MicardisPlus Doncaster 26/10/2009(40 mg/12.5 Tablet 14 EU/1/02/213/001 |Austria, Belgium, Cyprus, Denmark, Finland, |United 09/11/2009
Pharmaceutica mg France, Germany, Greece, Ireland, Italy, Kingdom,
Is Group Ltd Liechtenstein, Luxembourg, The Netherlands, |lreland, Malta
Portugal, Spain, Sweden, United Kingdom
MicardisPlus Emra-Med 26/01/2009|80 mg/25 mg |Tablet 98 EU/1/02/213/023 |Austria, Belgium, Cyprus, Denmark, Estonia, [Germany 03/02/2009
Finland, France, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovenia, Spain,
Sweden, United Kingdom, Czech Republic
MicardisPlus G-Pharma Ltd 31/07/2009(80 mg/12.5 Tablet 14 EU/1/02/213/006 |Austria, Belgium, Cyprus, Denmark, Finland, |United 28/08/2009
mg France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
MicardisPlus Kohlpharma 10/02/2009|80 mg/25 mg |Tablet 28 EU/1/02/213/018 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 07/04/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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MicardisPlus

Kohlpharma
GmbH

10/02/2009

80 mg/25 mg

Tablet

56

EU/1/02/213/021

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

07/04/2009

MicardisPlus

Kohlpharma
GmbH

10/02/2009

80 mg/25 mg

Tablet

98

EU/1/02/213/023

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

07/04/2009

MicardisPlus

Orifarm AS

05/12/2008

80 mg/25 mg

Tablet

28

EU/1/02/213/018

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

05/01/2009

MicardisPlus

Orifarm AS

05/12/2008

80 mg/25 mg

Tablet

98

EU/1/02/213/023

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

05/01/2009

MicardisPlus

Pharma Gerke
GmbH

15/05/2008

80 mg/12.5
mg

Tablet

28

EU/1/02/213/007

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Germany

14/09/2009

MicardisPlus

Pharma Gerke
GmbH

15/05/2008

80 mg/12.5
mg

Tablet

56

EU/1/02/213/009

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Germany

14/09/2009

MicardisPlus

Pharma Gerke
GmbH

15/05/2008

80 mg/12.5
mg

Tablet

98

EU/1/02/213/010

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Romania,
Spain, United Kingdom

Germany

14/09/2009

MicardisPlus

Polyfarma Ltd

04/02/2009

40 mg/12.5
mg

Tablet

28

EU/1/02/213/002

Austria, Belgium, France, Germany, Greece,
Italy, The Netherlands, Portugal, Spain

United
Kingdom,
Ireland

12/02/2009

MicardisPlus

Samforlab SA

09/02/2009

80 mg/12.5
mg

Tablet

28

EU/1/02/213/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Sweden, United Kingdom, Greece

Spain

02/06/2009

MicardisPlus

Swingward Ltd
TA Medihealth

30/06/2009

40 mg/12.5
mg

Tablet

14

EU/1/02/213/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Romania,
Spain, Sweden

United
Kingdom

08/12/2009
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Mimpara

Abacus
Medicine A/S

22/05/2009

30 mg

Film-coated tablet

28

EU/1/04/292/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Slovak Republic, Slovenia, Bulgaria, Romania

Denmark

17/06/2009

Mimpara

Abacus
Medicine A/S

22/05/2009

60 mg

Film-coated tablet

28

EU/1/04/292/006

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Slovak Republic, Slovenia, Bulgaria, Romania

Denmark

17/06/2009

Mimpara

Abacus
Medicine A/S

22/05/2009

90 mg

Film-coated tablet

28

EU/1/04/292/010

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Slovak Republic, Slovenia, Bulgaria, Romania

Denmark

17/06/2009

Mimpara

Lex ano UAB

03/03/2009

60 mg

Film-coated tablet

28

EU/1/04/292/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Lithuania

30/04/2009

Mimpara

Lex ano UAB

06/04/2009

30 mg

Film-coated tablet

28

EU/1/04/292/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Liechtenstein,
Latvia, Italy, Ireland, Iceland, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
United Kingdom, The Netherlands, Sweden,
Spain, Slovenia, Slovak Republic

Lithuania

29/04/2009

Mirapexin

BR Pharma
International
Ltd

10/09/2009

0.7 mg

Tablet

100

EU/1/97/051/006

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom

Germany

05/10/2009

Mirapexin

Euro
Registratie
Collectief BV

18/03/2009

0.088 mg

Tablet

30

EU/1/97/051/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

27/03/2009

Mirapexin

Europharma
DK

17/12/2007

0.7 mg

Tablet

100

EU/1/97/051/006

Austria, Belgium, France, Germany, Greece,
Italy, NT, Portugal, Spain, United Kingdom,
The Netherlands

Denmark

14/05/2009
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Mirapexin

MedicoPharm
AG

02/09/2009

0.18 mg

Tablet

30

EU/1/97/051/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Germany

09/11/2009

Mirapexin

Milinda
Arzneimittel
GmbH

21/08/2009

0.7 mg

Tablet

100

EU/1/97/051/006

Italy, Spain

Germany

26/11/2009

Mirapexin

Orifarm AB

26/10/2009

0.18 mg

Tablet

100

EU/1/97/051/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

04/11/2009

Mirapexin

Orifarm AB

26/10/2009

0.7 mg

Tablet

100

EU/1/97/051/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

04/11/2009

Mirapexin

PCO
Manufacturing

07/05/2009

0.18 mg

Tablet

30

EU/1/97/051/003

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, ltaly

Ireland, United
Kingdom

15/10/2009

Mirapexin

PCO
Manufacturing

07/05/2009

0.7 mg

Tablet

30

EU/1/97/051/005

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, ltaly

Ireland, United
Kingdom

15/10/2009

Mirapexin

Pharma Gerke
GmbH

24/11/2006

0.18 mg

Tablet

100

EU/1/97/051/004

Austria, Belgium, Finland, France, Greece,
Italy, The Netherlands, Norway, Portugal,
Romania, Spain, United Kingdom

Germany

15/10/2009

Mircera

CC Pharma

02/07/2009

100 pg/0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/010

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Latvia

Germany

05/08/2009

Mircera

CC Pharma

02/07/2009

120 pg/0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/020

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Latvia

Germany

05/08/2009

Mircera

CC Pharma

02/07/2009

150 pg/0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/011

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Romania, Denmark,
Finland, Sweden

Germany

05/08/2009

Mircera

CC Pharma

02/07/2009

200 pg/0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/012

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Latvia

Germany

05/08/2009

Mircera

CC Pharma

02/07/2009

250 pg/0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/013

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

05/08/2009
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Mircera CC Pharma 02/07/2009(30 pg/0.3 ml [Solution for 1 pre-filled |EU/1/07/400/017 |Austria, Belgium, France, Greece, Italy, The Germany 05/08/2009
injection syringe Netherlands, Norway, Portugal, Spain, United
Kingdom, Latvia
Mircera CC Pharma 02/07/2009(50 pg/0.3 ml [Solution for 1 pre-filled |EU/1/07/400/008 |Austria, Belgium, France, Greece, Italy, The Germany 05/08/2009
injection syringe Netherlands, Norway, Spain, United Kingdom,
Portugal, Bulgaria, Latvia
Mircera CC Pharma 02/07/2009(75 pg/0.3 ml [Solution for 1 pre-filled |EU/1/07/400/009 |Austria, Belgium, France, Greece, Italy, The Germany 05/08/2009
injection syringe Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Latvia
Mircera Kohlpharma 06/05/2009(100 ng/0.3 ml (Solution for 1 pre-filled |EU/1/07/400/010 [(Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/06/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Mircera Kohlpharma 06/05/2009(50 pg/0.3 ml |Solution for 1 pre-filled |EU/1/07/400/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/06/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Mircera Kohlpharma 06/05/2009(75 pg/0.3 ml  [Solution for 1 pre-filled |EU/1/07/400/009 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/06/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Mircera Kohlpharma 18/05/2009|150 pug/0.3 ml |Solution for 1 pre-filled |EU/1/07/400/011 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/06/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Mircera Kohlpharma 03/08/2009(200 pg/0.3 ml (Solution for 1 pre-filled |EU/1/07/400/012 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 04/08/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Mircera Kohlpharma 04/08/2009(250 ng/0.3 ml (Solution for 1 pre-filled |EU/1/07/400/013 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/08/2009
GmbH injection syringe France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Mixtard 30 Penfill [Pharma 03/12/2008{1001U/ml Suspension for 5x3ml Austria, Belgium, Denmark, Finland, France, |Germany 05/01/2009

Westen GmbH

injection in a
cartridge

Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Mixtard 30 Penfill [Pharma 03/12/2008{1001U/ml Suspension for 10x3ml Austria, Belgium, Denmark, Finland, France, |Germany 05/01/2009
Westen GmbH injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
M-M-RVAXPRO Emra-med 28/01/2009|- - Powder and 1vial +1 |EU/1/06/337/011 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 14/04/2009
solvent for pre-filled France, Greece, Iceland, Ireland, Italy,
suspension for syringe + 2 Liechtenstein, Luxembourg, Malta, The
injection in pre- needles Netherlands, Norway, Portugal, Spain,
filled syringe Sweden, United Kingdom
M-M-RVAXPRO Emra-med 28/01/2009|- - Powder and 10 vials + |EU/1/06/337/012 |(Belgium, Austria, Cyprus, Denmark, Finland, [Germany 14/04/2009
solvent for 10 pre-filled France, Greece, Iceland, Ireland, Italy,
suspension for syringes + Liechtenstein, Luxembourg, Malta, The
injection in pre- 20 needles Netherlands, Norway, Portugal, Spain,
filled syringe Sweden, United Kingdom
Myocet Haemato 11/09/2009(50 mg Powder and pre- |Two sets of |EU/1/00/141/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 12/11/2009
Pharm AG admixtures for one vial for France, Greece, Iceland, Ireland, Italy, Austria
concentrate for each of the Liechtenstein, Luxembourg, Malta, The
liposomal three Netherlands, Norway, Portugal, Spain,
dispersion for components Sweden, United Kingdom, Bulgaria, Czech
infusion Republic, Estonia, Hungary, Lithuania, Latvia,
Poland, Romania, Slovak Republic, Slovenia,
Germany
Neoclarityn B&S 18/08/2009|5 mg Film-coated tablet |30 EU/1/00/161/011 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 08/09/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Neoclarityn BR Lewis Ltd 04/12/2008(0.5mg/ml Syrup 100ml Austria, Belgium, Cyprus, Denmark, Finland, [United 05/01/2009
France, Germany, Greece, Ireland, Italy, Kingdom,
Liechtenstein, Luxembourg, The Netherlands, |lreland, Malta
Portugal, Spain, Sweden, United Kingdom
Neoclarityn Doncaster 02/07/2009(0.5 mg/ml Oral solution 1 bottle EU/1/00/161/062 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 04/08/2009
Pharmaceutica France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
Neoclarityn Euro 14/04/2009|5 mg Film-coated tablet |30 EU/1/00/161/011 |Austria, Belgium, France, Germany, Greece, The 07/05/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, Netherlands
Collectief BV Sweden, United Kingdom
Neoclarityn PCO 19/01/2009|0.5 mg/ml Syrup 100 ml - 1 |EU/1/00/161/017 |Austria, Belgium, Cyprus, Denmark, France, United 06/07/2009
Manufacturing bottle with Germany, Greece, Luxembourg, Malta, The Kingdom,
1 spoon Netherlands, Portugal, Spain, Sweden, United |lreland

Kingdom
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NeoRecormon Haemato 09/04/2009{10000 1U Solution for 6 pre-filled [EU/1/97/031/036 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/06/2009
Pharm AG injection syringes France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
NeoRecormon Haemato 09/04/2009({30000 1U Solution for 4 pre-filled |EU/1/97/031/046 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/06/2009
Pharm AG injection syringes France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
NeoRecormon Haemato 09/04/2009(5000 1U Solution for 6 pre-filled [EU/1/97/031/034 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 04/06/2009
Pharm AG injection syringes France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Germany
NeoRecormon Haemato 09/04/2009(6000 1U Solution for 6 pre-filled [EU/1/97/031/044 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/06/2009
Pharm AG injection syringes France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
NeoRecormon Haemato 23/06/2009(2000 1U Solution for 6 pre-filled [EU/1/97/031/030 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 10/08/2009
Pharm AG injection syringes France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Lithuania, Latvia,
Poland, Romania, Slovenia, Slovak Republic
NeoRecormon Paranova 02/03/2009(5000 1U Solution for 6 pre-filled [EU/1/97/031/034 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 06/04/2009
Lakemedel AB injection syringes France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Neulasta Aaston 23/03/2009(6 mg Solution for 1 pre-filled |EU/1/02/227/001 |Austria, Belgium, Denmark, Finland, France, [Germany 22/04/2009
Healthcare injection syringe Greece, Ireland, Italy, Luxembourg, Norway,
GmbH Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia
Neulasta Cancernova 29/10/2009(6 mg Solution for 1 pre-filled |EU/1/02/227/002 |[Hungary, Poland Germany 23/11/2009
GmbH injection syringe
onkologische (non-
Arzneimittel blister)
Neulasta CC Pharma 11/08/2009|6 mg Solution for 1 pre-filled |EU/1/02/227/002 |Austria, Belgium, France, Greece, Hungary, Germany 16/09/2009
injection syringe Italy, Norway, Portugal, Spain, United

Kingdom, Poland, Czech Republic
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Neulasta

eurorx
Arzneimittel
GmbH

18/05/2009

6 mg

Solution for
injection

1 pre-filled
syringe

EU/1/02/227/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom

Germany

25/06/2009

Neulasta

Haemato
Pharm AG

29/06/2009

6 mg

Solution for
injection

1 pre-filled
syringe
(non
blister)

EU/1/02/227/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Germany, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany,
Austria

15/07/2009

Neulasta

Inopha GmbH

18/02/2009

6 mg

Solution for
injection

1 pre-filled
syringe

EU/1/02/227/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia,
Germany

Germany,
Austria

13/05/2009

Neulasta

Kohlpharma
GmbH

01/06/2009

6 mg

Solution for
injection

1 pre-filled
syringe
(non-
blister)

EU/1/02/227/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Poland, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

09/06/2009

Neulasta

Medartuum AB

24/08/2009

6 mg

Solution for
injection

1 pre-filled
syringe

EU/1/02/227/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
The Netherlands, United Kingdom

Sweden

12/10/2009

Neulasta

MedicoPharm
AG

13/05/2009

6 mg

Solution for
injection

1 pre-filled
syringe
(non
blister)

EU/1/02/227/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Poland

Germany

28/05/2009

Neulasta

NewNeopharm
BV

04/09/2009

6 mg

Solution for
injection

1 pre-filled
syringe

EU/1/02/227/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Poland, Portugal, Romania, Slovak
Republic, Slovenia, Spain, Sweden, United
Kingdom

The
Netherlands

16/09/2009
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Neulasta Pharma 23/12/2008(6 mg Solution for 1 pre-filled |EU/1/02/227/002 |Poland, Bulgaria Germany 10/02/2009
Westen GmbH injection syringe
Neupro BR Pharma 17/08/2009|2 mg/24h Transdermal patch |28 patches [EU/1/05/331/002 |Austria, Belgium, Denmark, Finland, France, Ireland, Malta, | 12/11/2009
International Germany, Greece, Iceland, Italy, United
Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Norway, Portugal, Spain, Sweden
Neupro BR Pharma 17/08/2009|4 mg/24h Transdermal patch |28 patches [EU/1/05/331/005 |Austria, Belgium, Denmark, Finland, France, Ireland, Malta, | 12/11/2009
International Germany, Greece, Iceland, Italy, United
Ltd Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Norway, Portugal, Spain, Sweden
Neupro BR Pharma 17/08/2009|6 mg/24h Transdermal patch |28 patches [EU/1/05/331/008 |Austria, Belgium, Denmark, Finland, France, Ireland, Malta, | 12/11/2009
International Germany, Greece, Iceland, Italy, United
Ltd Liechtenstein, Luxembourg, The Netherlands, [(Kingdom
Norway, Portugal, Spain, Sweden
Neupro BR Pharma 17/08/2009|8 mg/24h Transdermal patch |28 patches |[EU/1/05/331/011 |Austria, Belgium, Denmark, Finland, France, Ireland, Malta, | 12/11/2009
International Germany, Greece, Iceland, Italy, United
Ltd Liechtenstein, Luxembourg, The Netherlands, [(Kingdom
Norway, Portugal, Spain, Sweden
Neupro 0O.P.D. 16/10/2009|2 mg/24h Transdermal patch |28 patches [EU/1/05/331/002 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Laboratories France, Germany, Greece, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Neupro O.P.D. 16/10/2009|4 mg/24h Transdermal patch |28 patches [EU/1/05/331/005 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Laboratories France, Germany, Greece, ltaly, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Neupro O.P.D. 16/10/2009|6 mg/24h Transdermal patch |28 patches [EU/1/05/331/008 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Laboratories France, Germany, Greece, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Neupro 0O.P.D. 16/10/2009|8 mg/24h Transdermal patch |28 patches [EU/1/05/331/011 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Laboratories France, Germany, Greece, Italy, Malta, The Kingdom
Ltd Netherlands, Norway, Portugal, Spain, Sweden
Neupro Waymade PLC 19/08/2009|4 mg/24h Transdermal patch (28 patches |EU/1/05/331/005 |(Austria, Belgium, Denmark, Finland, France, United 10/09/2009
Germany, Greece, Iceland, Ireland, Italy, Kingdom,
Norway, Portugal, Spain, Sweden, The Malta, Ireland
Netherlands, Malta, United Kingdom
Neupro Waymade PLC 19/08/2009|8 mg/24h Transdermal patch (28 patches |EU/1/05/331/011 |(Austria, Belgium, Denmark, Finland, France, United 10/09/2009
Germany, Greece, Iceland, Ireland, Italy, Kingdom,
Norway, Portugal, Spain, Sweden, The Malta, Ireland
Netherlands, Malta, United Kingdom
Nevanac Interport Ltd 05/11/2009|1 mg/ml Eye drops, 1x5ml EU/1/07/433/001 |Austria, Belgium, France, Germany, Greece, United 03/12/2009
suspension Italy, Portugal, Spain Kingdom
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Nexavar Haemato 11/06/2009|200 mg Film-coated tablet |112 EU/1/06/342/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 04/08/2009
Pharm AG France, Greece, Iceland, Ireland, Italy, Austria,
Liechtenstein, Luxembourg, Malta, The Bulgaria,
Netherlands, Norway, Portugal, Spain, Czech
Sweden, United Kingdom, Germany, Hungary, |Republic,
Lithuania, Latvia, Slovenia, Slovak Republic, Estonia
Poland, Romania
Norvir Aaston 08/06/2009(100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 11/06/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, Norway, The Netherlands, Portugal,
Spain, Sweden, United Kingdom
Norvir Emra-Med 24/06/2009(100 mg Capsule, soft 4 bottles x |EU/1/96/016/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 06/10/2009
84 France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Norvir Emra-Med 24/06/2009(100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/10/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Norvir Haemato 28/05/2009(100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/08/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Norvir Haemato 07/09/2009(100 mg Capsule, soft 4 bottles x |EU/1/96/016/003 |Austria, Belgium, Cyprus, Czech Republic, Germany 22/10/2009
Pharm AG 84 Denmark, Finland, France, Greece, Iceland,
Ireland, Italy, Liechtenstein, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Slovak Republic, Spain, Sweden, United
Kingdom
Norvir Medcor 17/02/2009|100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, Cyprus, Denmark, Finland, |The 30/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Sweden, Spain, United
Kingdom
Norvir Paranova 02/03/2009(100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 14/04/2009
Lakemedel AB France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Norvir Pharma Gerke 04/08/2008({100 mg Capsule, soft 84 soft EU/1/96/016/004 |Austria, Belgium, France, Greece, Italy, The Germany 26/01/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
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NovoMix 30
FlexPen

Ginova Ltd

15/03/2007

1001U/ml

Suspension for
injection in a pre-
filled pen

5x3ml

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden

United
Kingdom

14/01/2009

NovoMix 30 Penfill

Ginova Ltd

15/03/2007

1001U/ml

Suspension for
injection in a
cartridge

5x3ml

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden

United
Kingdom

14/01/2009

NovoNorm

abis-Pharma

13/11/2009

0.5 mg

Tablet

30

EU/1/98/076/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Germany

04/12/2009

NovoNorm

Abis-Pharma

13/11/2009

1 mg

Tablet

30

EU/1/98/076/011

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Germany

04/12/2009

NovoNorm

Abis-Pharma

13/11/2009

2 mg

Tablet

30

EU/1/98/076/018

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Germany

04/12/2009

NovoNorm

Europharma
Sverige AB

02/04/2009

1 mg

Tablet

90

EU/1/98/076/012

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

06/05/2009

NovoNorm

Europharma
Sverige AB

02/04/2009

2 mg

Tablet

90

EU/1/98/076/019

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Norway, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

06/05/2009

NovoNorm

Orifarm AB

09/10/2009

2 mg

Tablet

120

EU/1/98/076/020

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, The Netherlands,
United Kingdom, Czech Republic, Romania,
Slovak Republic

Sweden

22/10/2009

NovoNorm

Pharmachim
AB

20/07/2009

1 mg

Tablet

120

EU/1/98/076/013

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

27/07/2009

NovoNorm

Pharmachim
AB

20/07/2009

2 mg

Tablet

120

EU/1/98/076/020

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

27/07/2009

NovoRapid

CC Pharma

16/10/2009

100 U/ml

Solution for
injection

5 vials

EU/1/99/119/008

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

25/11/2009
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NovoRapid
FlexPen

Dr Fisher
Farma BV

29/01/2009

100 U/ml

Solution for
injection

5 pre-filled
pens

EU/1/99/119/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

12/02/2009

NovoRapid
Flexpen

Medcor
Pharmaceutica
Is BV

09/03/2009

100 U/ml

Solution for
injection

5 pre-filled
pens

EU/1/99/119/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

04/05/2009

NovoRapid Penfill

CC Pharma

16/10/2009

100 U/ml

Solution for
injection

5 cartridges

EU/1/99/119/003

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

25/11/2009

Noxafil

CC Pharma

10/02/2009

40mg/ml

Oral suspension

1 bottle

EU/1/05/320/001

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Spain, United
Kingdom

Germany

25/02/2009

Nplate

CC Pharma

01/10/2009

250 g

Powder for solution
for injection

1 vial

EU/1/08/497/001

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

03/11/2009

Nplate

CC Pharma

01/10/2009

500 pg

Powder for solution
for injection

1 vial

EU/1/08/497/002

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

03/11/2009

Nplate

Haemato
Pharm AG

14/09/2009

250 ug

Powder for solution
for injection

1 vial

EU/1/08/497/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

30/11/2009

Nplate

Haemato
Pharm AG

14/09/2009

250 ug

Powder for solution
for injection

4 vials

EU/1/08/497/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

30/11/2009

Nplate

Haemato
Pharm AG

14/09/2009

500 pg

Powder for solution
for injection

1 vial

EU/1/08/497/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

30/11/2009
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Nplate

Haemato
Pharm AG

14/09/2009

500 pg

Powder for solution
for injection

4 vials

EU/1/08/497/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

30/11/2009

NutropinAq

Paranova
Lakemedel AB

09/03/2009

10 mg/2 ml

Solution for
injection

3 cartridges

EU/1/00/164/004

Belgium, Austria, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, United Kingdom

Sweden

07/04/2009

Opatanol

AN Pharmacy
Sp. z 0.0.

07/04/2009

1 mg/ml

Eye drops, solution

1 bottle

EU/1/02/217/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

09/06/2009

Opatanol

AN Pharmacy
Sp. z 0.0.

07/04/2009

1 mg/ml

Eye drops, solution

1 bottle

EU/1/02/217/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Spain, Sweden, The
Netherlands, United Kingdom, Poland

Slovenia

09/06/2009

Opatanol

Gervasi
Farmacia SL

24/11/2008

1 mg/ml

Eye drops, solution

1 bottle

EU/1/02/217/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Ireland, ltaly,
Latvia, Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Sweden, United
Kingdom

Spain

15/01/2009

Opatanol

Kohlpharma
GmbH

09/10/2009

1 mg/ml

Eye drops, solution

1 bottle

EU/1/02/217/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

03/11/2009

Opatanol

PCO
Manufacturing

07/05/2009

1 mg/ml

Eye drops, solution

1 bottle

EU/1/02/217/001

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Hungary, Italy

Ireland, United
Kingdom

14/05/2009
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Orencia Abacus 22/05/2009(250 mg Powder for 1vial +1 |EU/1/07/389/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 24/06/2009
Medicine A/S concentrate for syringe Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic
Orencia CC Pharma 04/02/2009(250 mg Powder for 2 vials + 2 [EU/1/07/389/002 |Norway, United Kingdom, Greece, Austria, Germany 23/02/2009
concentrate for syringes Belgium, France, Italy, The Netherlands,
solution for Portugal, Spain, Romania
infusion
Orencia CC Pharma 04/02/2009(250 mg Powder for 3 vials + 3 [EU/1/07/389/003 |Norway, United Kingdom, Greece, Austria, Germany 23/02/2009
concentrate for syringes Belgium, France, Italy, The Netherlands,
solution for Portugal, Spain, Romania
infusion
Orencia Haemato 01/06/2009(250 mg Powder for 2 vials + 2 [EU/1/07/389/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 14/07/2009
Pharm AG concentrate for syringes France, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Lithuania,
Romania, Slovak Republic, Slovenia
Orencia Haemato 01/06/2009(250 mg Powder for 3vials + 3 [EU/1/07/389/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 14/07/2009
Pharm AG concentrate for syringes France, Greece, Iceland, Ireland, Italy, Austria
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Lithuania,
Romania, Slovak Republic, Slovenia, Germany
Orencia Kohlpharma 23/07/2009(250 mg Powder for 2 vials + 2 [EU/1/07/389/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/10/2009
GmbH concentrate for syringes France, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Orencia Kohlpharma 23/07/2009(250 mg Powder for 3vials + 3 [EU/1/07/389/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/10/2009
GmbH concentrate for syringes France, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Orencia Orifarm AS 10/08/2009|250 mg Powder for 1vial +1 |EU/1/07/389/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 27/11/2009
concentrate for syringe Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Romania, Czech
Republic, Slovak Republic, Slovenia
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Orencia Pharma Gerke 17/04/2009|250 mg Powder for 2 vials + 2 [EU/1/07/389/002 |Austria, Belgium, France, Greece, Italy, The Germany 23/04/2009
GmbH concentrate for syringes Netherlands, Norway, Portugal, Spain, United
solution for Kingdom
infusion
Orencia Pharma Gerke 17/04/2009|250 mg Powder for 3 vials + 3 [EU/1/07/389/003 |Austria, Belgium, France, Greece, Italy, The Germany 23/04/2009
GmbH concentrate for syringes Netherlands, Norway, Portugal, Spain, United
solution for Kingdom
infusion
Orencia Pharma 08/04/2009(250 mg Powder for 2 vials + 2 [EU/1/07/389/002 |Austria, Belgium, Denmark, Finland, France, |Germany 30/04/2009
Westen GmbH concentrate for syringes Greece, Iceland, Ireland, Italy, Luxembourg,
solution for The Netherlands, Norway, Portugal, Spain,
infusion Sweden, United Kingdom
Orencia Pharma 08/04/2009(250 mg Powder for 3vials + 3 [EU/1/07/389/003 |Austria, Belgium, Denmark, Finland, France, |Germany 30/04/2009
Westen GmbH concentrate for syringes Greece, Iceland, Ireland, Italy, Luxembourg,
solution for The Netherlands, Norway, Portugal, Spain,
infusion Sweden, United Kingdom
Orgalutran Dr Fisher 26/01/2009(0.25 mg/0.5 |Solution for 1 pre-filled |EU/1/00/130/001 |Austria, Belgium, Cyprus, Denmark, Finland, (The 06/02/2009
Farma BV ml injection syringe France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Ovitrelle Emra-Med 08/12/2008(60 mg Gastro-resistant 98 EU/1/04/297/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/01/2009
capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Qvitrelle Pharmachim 10/03/2009|250 Solution for 1 pre-filled |EU/1/00/165/007 [|Austria, Belgium, Bulgaria, Czech Republic, Sweden 22/04/2009
AB micrograms/0. |injection syringe France, Germany, Greece, Hungary, Ireland,
5 ml Italy, Latvia, Lithuania, The Netherlands,
Norway, Poland, Portugal, Romania, Slovak
Republic, Spain, United Kingdom
Pegasys Axicorp 23/10/2009(180 ug Solution for 4 pre-filled |EU/1/02/221/008 |Austria, Belgium, Denmark, Finland, France, |Germany 02/12/2009
Pharma GmbH injection syringes + Greece, Ireland, Italy, Luxembourg, Norway,
4 injection Portugal, Spain, Sweden, The Netherlands,
needles United Kingdom
Pegasys Combiphar 01/09/2009(180 ug Solution for 4 pre-filled |EU/1/02/221/008 |Austria, Belgium, Denmark, Finland, France, |The 22/09/2009
Europe BV injection syringes + Germany, Greece, Ireland, Italy, Norway, Netherlands
4 injection Portugal, Spain, Sweden, United Kingdom
needles
Pegasys Dr Fisher 18/02/2009|180 ug Solution for 4 pre-filled |EU/1/02/221/008 |Austria, Belgium, Cyprus, Denmark, Finland, |The 25/06/2009
Farma BV injection syringes + France, Germany, Greece, Iceland, Ireland, Netherlands
4 injection Italy, Liechtenstein, Luxembourg, Malta,
needles Norway, Portugal, Spain, Sweden, United
Kingdom
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Pegasys Emra-Med 01/04/2008(180 g Solution for 1 pre-filled |EU/1/02/221/007 |Austria, Belgium, Cyprus, Czech Republic, Germany 12/02/2009
injection syringe + 1 Denmark, Estonia, Finland, France, Greece,
injection Hungary, Iceland, Ireland, Italy, Latvia,
needle Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Poland, Portugal,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom, Bulgaria, Romania
Pegasys Emra-Med 01/04/2008(180 ug Solution for 4 pre-filled |EU/1/02/221/008 |Austria, Belgium, Cyprus, Czech Republic, Germany 12/02/2009
injection syringes + Denmark, Estonia, Finland, France, Greece,
4 injection Hungary, Iceland, Ireland, Italy, Latvia,
needles Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Poland, Portugal,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom, Bulgaria, Romania
Pegasys Emra-Med 01/04/2008(180 g Solution for 12 pre-filled|EU/1/02/221/010 |Austria, Belgium, Cyprus, Czech Republic, Germany 12/02/2009
injection syringes + Denmark, Estonia, Finland, France, Greece,
12 injection Hungary, Iceland, Ireland, Italy, Latvia,
needles Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Poland, Portugal,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom, Bulgaria, Romania
Pegasys Kohlpharma 15/06/2009|135 ug Solution for 12 pre-filled|EU/1/02/221/009 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 18/06/2009
GmbH injection syringes + France, Greece, Iceland, Ireland, Italy,
12 injection Liechtenstein, Luxembourg, Malta, The
needles Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Pegasys Medartuum AB 02/03/2009(180 ug Solution for 4 pre-filled |[EU/1/02/221/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 20/03/2009
injection syringes + France, Germany, Greece, Iceland, Ireland,
4 injection Italy, Liechtenstein, Luxembourg, Malta, The
needles Netherlands, Norway, Portugal, Spain, United
Kingdom
Pegasys Pharma Gerke 18/02/2008|180 pug Solution for 12 pre-filled|EU/1/02/221/010 |Austria, Belgium, France, Greece, Italy, The Germany 12/10/2009
GmbH injection syringes + Netherlands, Norway, Portugal, Spain, United
12 injection Kingdom, Romania, Latvia
needles
Pegasys Pharma 18/09/2008|180ug Solution for 4+4 EU/1/02/221/008 |Austria, Belgium, Denmark, Finland, France, |Germany 16/02/2009
Westen GmbH injection in a pre- Greece, Ireland, Iceland, Italy, Luxembourg,
filled syringe The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Romania,
Latvia, Lithuania, Estonia
Peglntron AXicorp 23/10/2009(100 Powder and 4 pens + 4 |EU/1/00/131/040 |Austria, Belgium, Denmark, Finland, France, |Germany 03/12/2009
Pharma GmbH micrograms solvent for solution [injection Greece, Ireland, Italy, Luxembourg, Norway,
for injection in pre-|needles + 8 Portugal, Spain, Sweden, The Netherlands,
filled pen cleansing United Kingdom
swabs
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Peglintron AXicorp 23/10/2009(120 Powder and 4 pens + 4 |EU/1/00/131/044 |Austria, Belgium, Denmark, Finland, France, |Germany 03/12/2009
Pharma GmbH micrograms solvent for solution [injection Greece, Ireland, Italy, Luxembourg, Norway,
for injection in pre-|needles + 8 Portugal, Spain, Sweden, The Netherlands,
filled pen cleansing United Kingdom
swabs
Peglintron Axicorp 23/10/2009(150 Powder and 4 pens + 4 |[EU/1/00/131/048 |Austria, Belgium, Denmark, Finland, France, |Germany 03/12/2009
Pharma GmbH micrograms solvent for solution [injection Greece, Ireland, Italy, Luxembourg, Norway,
for injection in pre-|needles + 8 Portugal, Spain, Sweden, The Netherlands,
filled pen cleansing United Kingdom
swabs
Peglintron Kohlpharma 01/12/2008{1001U/ml Solution for 5x3ml Austria, Belgium, Cyprus, Denmark, Finland, |Germany 05/01/2009
GmbH injection in a France, Greece, Iceland, Ireland, Italy,
cartridge Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Peglntron Kohlpharma 14/10/2009|150 Powder and 4 pens + 4 |EU/1/00/131/048 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 14/12/2009
GmbH micrograms solvent for solution [injection France, Greece, Ireland, Iceland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Lithuania, Luxembourg, Malta,
filled pen cleansing The Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
Peglntron Orifarm AS 13/07/2009|100 Powder and 4 pens + 4 |EU/1/00/131/040 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/07/2009
micrograms solvent for solution [injection Germany, Greece, Iceland, Ireland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Luxembourg, Malta, The
filled pen cleansing Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
Peglintron Orifarm AS 13/07/2009|80 Powder and 4 pens + 4 |EU/1/00/131/036 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/07/2009
micrograms solvent for solution [injection Germany, Greece, Iceland, Ireland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Luxembourg, Malta, The
filled pen cleansing Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
Peglntron Paranova 28/02/2007{100 Powder and 4 pens + 4 |[EU/1/00/131/040 |Belgium, Finland, Greece, The Netherlands, Sweden 16/03/2009
Lakemedel AB micrograms solvent for solution [injection Norway, Portugal, Austria, Cyprus, Denmark,
for injection in pre-|needles + 8 France, Germany, Iceland, Ireland, ltaly,
filled pen cleansing Liechtenstein, Luxembourg, Malta, Spain,
swabs United Kingdom
Peglintron Paranova 19/01/2009|80 Powder and 4 pens + 4 |[EU/1/00/131/036 |Belgium, Finland, Greece, The Netherlands, Sweden 16/03/2009
Lakemedel AB micrograms solvent for solution [injection Norway, Portugal, Spain, Austria, Cyprus,
for injection in pre-|needles + 8 Denmark, France, Germany, Iceland, Ireland,
filled pen cleansing Italy, Liechtenstein, Luxembourg, Malta,
swabs United Kingdom
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Plavix B&S 20/07/2009(75 mg Film-coated tablet |30 EU/1/98/069/005a |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 28/08/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, [Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Plavix CC Pharma 26/08/2008(75 mg Film-coated tablet |100 EU/1/98/069/004a |Italy, Norway, Portugal, Spain, Austria, Germany 26/01/2009
Belgium, France, Greece, The Netherlands,
United Kingdom
Plavix CC Pharma 26/08/2008(75 mg Film-coated tablet |28 EU/1/98/069/001a |Italy, Norway, Portugal, Spain, Austria, Germany 26/01/2009
Belgium, France, Greece, The Netherlands,
United Kingdom
Plavix Doncaster 07/05/2009(75 mg Film-coated tablet |30 EU/1/98/069/005a |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 18/06/2009
Pharmaceutica France, Germany, Greece, Ireland, Italy, United
Is Group Ltd Liechtenstein, Luxembourg, Portugal, Spain, Kingdom
Sweden, The Netherlands, United Kingdom
Plavix Dr Fisher 10/03/2009|300 mg Film-coated tablet |30 x 1 EU/1/98/069/009 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/04/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Plavix Eureco- 24/02/2009(75 mg Film-coated tablet |30 EU/1/98/069/005a |Austria, Belgium, Cyprus, Denmark, Finland, |The 06/07/2009
Pharma B.V. France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Plavix Euro 27/01/2009(300mg Film-coated tablets|30 EU/1/98/069/009 |Austria, Belgium, France, Germany, Greece, The 17/02/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
Plavix Imed 13/10/2009(75 mg Film-coated tablet |30 EU/1/98/069/005a |United Kingdom, Belgium, Cyprus, Denmark, |lreland, United | 03/11/2009
Healthcare Ltd Finland, France, Germany, Greece, Iceland, Kingdom,
Ireland, Italy, Luxembourg, Malta, The Malta
Netherlands, Norway, Portugal, Sweden
Plavix Paranova 01/06/2009(75 mg Film-coated tablet |28 EU/1/98/069/001a |Austria, Belgium, Finland, France, Germany, Denmark 26/06/2009
Danmark AS Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom
Plavix Pharma First 30/06/2009(75 mg Film-coated tablet |28 EU/1/98/069/001a |Austria, Belgium, Cyprus, Denmark, Finland, |lreland 21/10/2009

Limited

France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Plavix Profind 09/02/2009(75 mg Film-coated tablet |30 EU/1/98/069/005a |United Kingdom Ireland 26/03/2009
Wholesale Ltd.
Pradaxa Interport Ltd 16/02/2009|110 mg Capsule, hard 10x 1 EU/1/08/442/005 |Austria, Belgium, France, Germany, Greece, United 09/03/2009
Italy, The Netherlands, Portugal, Poland, Spain|Kingdom
Pradaxa Interport Ltd 16/02/2009|75 mg Capsule, hard 10x 1 EU/1/08/442/001 |Austria, Belgium, France, Germany, Greece, United 09/03/2009
Italy, The Netherlands, Poland, Portugal, Spain |Kingdom
Prandin Emra-Med 29/09/2008|1 mg Tablet 120 EU/1/00/162/011 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 08/01/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Prandin Emra-Med 20/10/2008|2 mg Tablet 120 EU/1/00/162/017 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 08/01/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Preotact CC Pharma 01/10/2009(100 ug Powder and 2 cartridges [EU/1/06/339/001 |Austria, Belgium, France, Greece, Italy, The Germany 03/11/2009
solvent for solution Netherlands, Norway, Portugal, Spain, United
for injection Kingdom
Preotact CC Pharma 01/10/2009(100 ug Powder and 6 cartridges [EU/1/06/339/002 |Austria, Belgium, France, Greece, Italy, The Germany 03/11/2009
solvent for solution Netherlands, Norway, Portugal, Spain, United
for injection Kingdom
Prevenar Eurim-Pharm 24/02/2009|- - Suspension for 1 pre-filled |EU/1/00/167/006 |[France Germany 11/05/2009
injection syringe with
separate
needle
Prevenar InPharm 21/04/2009|- - Suspension for 1 pre-filled |EU/1/00/167/006 |Austria, Belgium, Denmark, Finland, France, Poland 24/06/2009
Spzoo injection syringe with Germany, Greece, Ireland, Italy, Sweden, The
separate Netherlands, United Kingdom, Portugal, Spain
needle
Prevenar Kohlpharma 16/07/2009|- - Suspension for 1 pre-filled |EU/1/00/167/006 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 11/08/2009
GmbH injection syringe with France, Greece, Iceland, Ireland, Italy,
separate Liechtenstein, Luxembourg, Malta, The
needle Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Prevenar Pharmachim 03/03/2009|- - Suspension for 1 pre-filled |EU/1/00/167/006 |Austria, Belgium, Denmark, France, Germany, [Sweden 06/05/2009
AB injection syringe with Greece, Ireland, Italy, The Netherlands,
separate Norway, Portugal, Spain, United Kingdom
needle
Prezista CC Pharma 23/12/2008|300mg Filmcoated tablets {120 EU/1/06/380/001 |Norway, Austria, Belgium, France, Greece, Germany 03/03/2009

Italy, The Netherlands, Portugal, Spain, United
Kingdom, Romania
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Prezista

CC Pharma

06/10/2009

400 mg

Film-coated tablet

60

EU/1/06/380/003

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Denmark, Romania, Finland,
Sweden, Slovak Republic, Czech Republic

Germany

15/10/2009

Prezista

CC Pharma

06/10/2009

600 mg

Film-coated tablet

60

EU/1/06/380/002

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania

Germany

15/10/2009

Prezista

Haemato
Pharm AG

05/10/2009

400 mg

Film-coated tablet

60

EU/1/06/380/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Finland, France, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom

Germany

15/10/2009

Prezista

Haemato
Pharm AG

05/10/2009

600 mg

Film-coated tablet

60

EU/1/06/380/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Finland, France, Greece,
Iceland, Ireland, Italy, Latvia, Liechtenstein,
Luxembourg, Malta, Norway, The Netherlands,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom

Germany

15/10/2009

Prezista

Kohlpharma
GmbH

08/10/2009

400 mg

Film-coated tablet

60

EU/1/06/380/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

28/10/2009

Prezista

Kohlpharma
GmbH

08/10/2009

600 mg

Film-coated tablet

60

EU/1/06/380/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

28/10/2009

Prezista

Pharma
Westen GmbH

26/03/2009

300 mg

Film-coated tablet

120

EU/1/06/380/001

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Bulgaria,
Romania

Germany

15/04/2009

Prezista

Pharma
Westen GmbH

09/10/2009

400 mg

Film-coated tablet

60

EU/1/06/380/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Germany

28/10/2009

Pritor

BR Lewis Ltd

17/09/2008

40 mg

Tablet

28

EU/1/98/089/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Romania, Spain, Sweden, United
Kingdom

United
Kingdom,
Ireland, Malta

09/02/2009
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Pritor

BR Lewis Ltd

25/09/2008

80 mg

Tablet

28

EU/1/98/089/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Romania, Spain, Sweden, United
Kingdom

United
Kingdom,
Ireland, Malta

09/02/2009

PritorPlus

BR Lewis Ltd

01/10/2008

80 mg/12.5
mg

Tablet

28

EU/1/02/215/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom,
Romania

United
Kingdom,
Ireland, Malta

25/11/2009

PritorPlus

Interport Ltd

10/08/2009

80 mg/12.5
mg

Tablet

28

EU/1/02/215/007

Austria, Belgium, France, Germany, Greece,
Italy, The Netherlands, Portugal, Spain

United
Kingdom

28/08/2009

PritorPlus

Paranova
Danmark AS

25/02/2009

80 mg/12.5
mg

Tablet

98

EU/1/02/215/010

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

29/04/2009

PritorPlus

Pharma
Westen GmbH

07/09/2009

40 mg/12.5
mg

Tablet

98

EU/1/02/215/005

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

16/09/2009

PritorPlus

Pharma
Westen GmbH

07/09/2009

80 mg/12.5
mg

Tablet

98

EU/1/02/215/010

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/09/2009

Procoralan

Emra-Med

17/06/2009

5 mg

Film-coated tablet

56

EU/1/05/316/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

26/06/2009

Procoralan

Emra-Med

17/06/2009

5 mg

Film-coated tablet

98

EU/1/05/316/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

26/06/2009

Procoralan

Kohlpharma
GmbH

03/08/2009

5 mg

Film-coated tablet

98

EU/1/05/316/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, The Netherlands, Sweden,
United Kingdom

Germany

28/08/2009

Procoralan

MTK Pharma
GmbH

27/10/2009

7.5 mg

Film-coated tablet

28

EU/1/05/316/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/12/2009
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Procoralan

MTK Pharma
GmbH

27/10/2009

7.5 mg

Film-coated tablet

56

EU/1/05/316/010

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

08/12/2009

Procoralan

MTK Pharma
GmbH

19/11/2009

7.5 mg

Film-coated tablet

EU/1/05/316/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

14/12/2009

Prometax

Kohlpharma
GmbH

10/02/2009

1.5 mg

Capsule, hard

56

EU/1/98/092/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

25/03/2009

Prometax

Kohlpharma
GmbH

10/02/2009

1.5 mg

Capsule, hard

112

EU/1/98/092/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

25/03/2009

Prometax

Kohlpharma
GmbH

10/02/2009

3 mg

Capsule, hard

56

EU/1/98/092/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

25/03/2009

Prometax

Kohlpharma
GmbH

10/02/2009

3 mg

Capsule, hard

112

EU/1/98/092/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

25/03/2009

Prometax

Kohlpharma
GmbH

02/03/2009

4.5 mg

Capsule, hard

56

EU/1/98/092/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

13/03/2009

Prometax

Kohlpharma
GmbH

02/03/2009

4.5 mg

Capsule, hard

112

EU/1/98/092/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

13/03/2009

Prometax

Kohlpharma
GmbH

16/03/2009

6 mg

Capsule, hard

112

EU/1/98/092/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Sweden, Spain, The Netherlands,
United Kingdom

Germany

25/03/2009
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Prometax Paranova 10/09/2009|1.5 mg Capsule, hard 56 EU/1/98/092/002 |Austria, Belgium, Finland, France, Germany, Denmark 16/09/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Prometax Paranova 21/09/2009(4.5 mg Capsule, hard 112 EU/1/98/092/009 |Austria, Belgium, Finland, France, Germany, Denmark 27/11/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Protelos Pharmachim 14/01/2009|2 g Granules for oral (28 sachets |EU/1/04/288/003 |Austria, Belgium, France, Germany, Greece, Sweden 04/02/2009
AB suspension Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Protelos Pharmachim 14/01/2009|2 g Granules for oral (84 sachets |EU/1/04/288/005 |Austria, Belgium, France, Germany, Greece, Sweden 04/02/2009
AB suspension Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom
Protopic Kohlpharma 19/05/2009|0.1% Ointment 1 tube EU/1/02/201/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 07/07/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Protopic Paranova 01/07/2009(0.1% Ointment 1 tube EU/1/02/201/004 |Austria, Belgium, Finland, France, Germany, Denmark 03/09/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Protopic Pharma 17/04/2009|0.1% Ointment 1 tube 30 g |[EU/1/02/201/003 |Austria, Belgium, Denmark, Finland, France, [Germany 03/07/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Puregon Beragena 22/12/2008(300 1U/0.36  |Solution for 1 cartridge |EU/1/96/008/038 |Austria, Belgium, France, Greece, Italy, The Germany 18/05/2009
Arzneimittel ml injection + 2 packs Netherlands, Portugal, Spain, United Kingdom
GmbH with 3 pen
needles
Puregon Beragena 22/12/2008(600 1U/0.72  |Solution for 1 cartridge |EU/1/96/008/039 |Austria, Belgium, France, Greece, Italy, The Germany 18/05/2009
Arzneimittel ml injection + 2 packs Netherlands, Portugal, Spain, United Kingdom
GmbH with 3 pen
needles
Puregon Beragena 22/12/2008(900 1U/1.08 |Solution for 1 cartridge |EU/1/96/008/041 |Austria, Belgium, France, Greece, ltaly, The Germany 18/05/2009
Arzneimittel ml injection + 3 packs Netherlands, Portugal, Spain, United Kingdom
GmbH with 3 pen
needles
Puregon Cross Pharma 20/11/2008(900 1U/1.08 |Solution for 1+3+3 Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 09/01/2009
AB ml injection in a France, Germany, Greece, Iceland, Ireland,

cartridge

Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
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Puregon EuroPharma 04/06/2009(900 1U/1.08 |Solution for 1 cartridge |EU/1/96/008/041 |Austria, Belgium, Cyprus, Finland, France, Denmark 10/07/2009
DK ml injection + 3 packs Germany, Greece, Iceland, Ireland, Italy,
with 3 pen Liechtenstein, Luxembourg, Malta, Norway,
needles Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Puregon Pharma Gerke 25/03/2009(300 1U/0.36  |Solution for 1 cartridge |EU/1/96/008/038 |Austria, Belgium, France, Greece, ltaly, Germany 02/04/2009
GmbH ml injection + 2 packs Norway, Portugal, Spain, The Netherlands,
with 3 pen United Kingdom
needles
Puregon Pharma 21/11/2008(300 1U/0.36 |Solution for 1+2+3 Austria, Belgium, Denmark, Finland, France, |Germany 27/01/2009
Westen GmbH ml injection in a Greece, Iceland, Ireland, Italy, Luxembourg,
cartridge The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rapamune Abacus 22/05/2009(1 mg Coated tablet 30 EU/1/01/171/007 |Austria, Belgium, Cyprus, Finland, France, Denmark 16/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rapamune Abacus 22/05/2009(1 mg Coated tablet 100 EU/1/01/171/008 |Austria, Belgium, Cyprus, Finland, France, Denmark 16/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rapamune Abacus 22/05/2009(2 mg Coated tablet 30 EU/1/01/171/009 |Austria, Belgium, Cyprus, Finland, France, Denmark 22/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rapamune Abacus 22/05/2009(2 mg Coated tablet 100 EU/1/01/171/010 |Austria, Belgium, Cyprus, Finland, France, Denmark 22/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rapamune Beragena 16/10/2009|2 mg Coated tablet 100 EU/1/01/171/010 |Austria, Belgium, France, Greece, Italy, The Germany 05/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Rapamune Mevita 27/04/2009(1 mg Coated tablet 100 EU/1/01/171/008 |Austria, Belgium, France, Greece, Italy, The Germany 12/05/2009
HandelsGmbH Netherlands, Portugal, Spain, United Kingdom
Rapamune Mevita 27/04/2009(2 mg Coated tablet 100 EU/1/01/171/010 |Austria, Belgium, France, Greece, Italy, The Germany 12/05/2009
HandelsGmbH Netherlands, Portugal, Spain, United Kingdom
Rapamune r.p. pharma 30/04/2008({1mg Coated tablets 100 Austria, France, Greece, Italy, Norway, Germany 12/01/2009
GmbH Portugal, Spain
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Rapamune

Veron Pharma

26/01/2009

1 mg

Coated tablet

30

EU/1/01/171/007

Austria, Belgium, France, Greece, Ireland,
Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom

Germany

19/05/2009

Rapamune

Veron Pharma

26/01/2009

1 mg

Coated tablet

100

EU/1/01/171/008

Austria, Belgium, France, Greece, Ireland,
Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom

Germany

19/05/2009

Rasilez

2 Care 4

03/11/2009

150 mg

Film-coated tablet

28

EU/1/07/405/003

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

16/12/2009

Rasilez

2 Care 4

03/11/2009

300 mg

Film-coated tablet

28

EU/1/07/405/013

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

16/12/2009

Rasilez

B&S

Healthcare Ltd

12/05/2009

150 mg

Film-coated tablet

28

EU/1/07/405/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

United
Kingdom,
Ireland

16/09/2009

Rasilez

Doncaster

Pharmaceutica

Is Group Ltd

04/09/2009

150 mg

Film-coated tablet

28

EU/1/07/405/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,

United
Kingdom

16/09/2009

Rasilez

Doncaster

Pharmaceutica

Is Group Ltd

10/09/2009

300 mg

Film-coated tablet

28

EU/1/07/405/013

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,

United
Kingdom

16/09/2009

Rasilez

Emra-Med

07/09/2009

300 mg

Film-coated tablet

98 (2 x 49)

EU/1/07/405/019

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

16/09/2009

Rasilez

Kohlpharma
GmbH

16/03/2009

150 mg

Film-coated tablet

28

EU/1/07/405/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Portugal,
Norway, Spain, Sweden, The Netherlands,
United Kingdom

Germany

25/03/2009

Rasilez

Kohlpharma
GmbH

31/03/2009

150 mg

Film-coated tablet

98 (2 x 49)

EU/1/07/405/009

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

15/04/2009
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Rasilez Kohlpharma 20/07/2009(300 mg Film-coated tablet |28 EU/1/07/405/013 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 28/08/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Rasilez Kohlpharma 20/07/2009(300 mg Film-coated tablet |98 (2 x 49) |EU/1/07/405/019 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 28/08/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Rasilez O.P.D. 14/08/2009|150 mg Film-coated tablet |28 EU/1/07/405/003 |Austria, Belgium, Cyprus, Denmark, Finland, |United 15/09/2009
Laboratories France, Germany, Greece, ltaly, Malta, The Kingdom,
Ltd Netherlands, Norway, Portugal, Spain, Sweden |Ireland
Rasilez Orifarm AS 10/08/2009|150 mg Film-coated tablet |28 EU/1/07/405/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 09/09/2009
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Rasilez Orifarm AS 10/08/2009|150 mg Film-coated tablet |98 (2 x 49) |EU/1/07/405/009 |Austria, Belgium, Cyprus, Finland, France, Denmark 09/09/2009
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Rasilez Orifarm AS 10/08/2009|300 mg Film-coated tablet |98 (2 x 49) |EU/1/07/405/019 |Austria, Belgium, Cyprus, Finland, France, Denmark 09/09/2009
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Rasilez Paranova 02/09/2009(150 mg Film-coated tablet |28 EU/1/07/405/003 |Austria, Belgium, Finland, France, Germany, Denmark 28/09/2009
Danmark AS Greece, Ireland, Italy, Norway, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom
Rasilez Pharma Gerke 09/12/2009(150 mg Film-coated tablet |28 EU/1/07/405/003 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez Pharma Gerke 09/12/2009(150 mg Film-coated tablet |98 (2 x 49) |[EU/1/07/405/009 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez Pharma Gerke 10/12/2009|150 mg Film-coated tablet |56 EU/1/07/405/006 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez Pharma Gerke 14/12/2009|300 mg Film-coated tablet |28 EU/1/07/405/013 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009

GmbH

Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
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Rasilez Pharma Gerke 14/12/2009|300 mg Film-coated tablet |56 EU/1/07/405/016 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez Pharma Gerke 14/12/2009|300 mg Film-coated tablet |98 (2 x 49) |[EU/1/07/405/019 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez Pharma 04/11/2009({150 mg Film-coated tablet |98 (2 x 49) |[EU/1/07/405/009 |Austria, Belgium, Denmark, Finland, France, |Germany 13/11/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rasilez Samforlab SA 10/11/2009|300 mg Film-coated tablet |28 EU/1/07/405/013 |Austria, Belgium, Cyprus, Denmark, Finland, [Spain 08/12/2009
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Sweden, United Kingdom
Rasilez Swingward Ltd 14/03/2008|150 mg Film-coated tablet |28 EU/1/07/405/003 |Austria, Belgium, Cyprus, Czech Republic, United 06/04/2009
TA Medihealth Denmark, Estonia, Finland, France, Germany, (Kingdom
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Slovak Republic, Slovenia, Spain,
Sweden
Rasilez Swingward Ltd 06/04/2009(300 mg Film-coated tablet |28 EU/1/07/405/013 |Austria, Belgium, Cyprus, Denmark, Finland, |United 04/06/2009
TA Medihealth France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Rasilez HCT Dr Fisher 07/09/2009(300 mg / 12.5 |Film-coated tablet |28 EU/1/08/491/052 |Austria, Belgium, Cyprus, Denmark, Finland, |The 16/09/2009
Farma BV mg France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Rasilez HCT Dr Fisher 07/09/2009(300 mg / 25 |Film-coated tablet |28 EU/1/08/491/072 |Austria, Belgium, Cyprus, Denmark, Finland, |The 16/09/2009
Farma BV mg France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Rasilez HCT Pharma Gerke 09/12/2009(300 mg / 12.5 |Film-coated tablet |56 EU/1/08/491/055 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 09/12/2009(300 mg / 12.5 |Film-coated tablet |98 EU/1/08/491/058 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 09/12/2009(300 mg / 12.5 |Film-coated tablet |28 EU/1/08/491/052 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009

GmbH

mg

Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
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Rasilez HCT Pharma Gerke 10/12/2009|150 mg / 12.5 |Film-coated tablet (28 EU/1/08/491/012 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 10/12/2009|150 mg / 12.5 |Film-coated tablet (56 EU/1/08/491/015 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 10/12/2009|150 mg / 12.5 |Film-coated tablet (98 EU/1/08/491/018 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 14/12/2009|300 mg / 25 |Film-coated tablet (28 EU/1/08/491/072 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 14/12/2009|300 mg / 25 |Film-coated tablet (56 EU/1/08/491/075 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rasilez HCT Pharma Gerke 14/12/2009|300 mg / 25 |Film-coated tablet (98 EU/1/08/491/078 |Austria, Belgium, Finland, France, Greece, Germany 16/12/2009
GmbH mg Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Rebetol Axicorp 13/08/2009|200 mg Capsule, hard 168 hard EU/1/99/107/003 |Austria, Belgium, Denmark, Estonia, Finland, [Germany 17/09/2009
Pharma GmbH France, Greece, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, The Netherlands,
Norway, Poland, Portugal, Spain, Sweden,
United Kingdom
Rebetol AXxicorp 13/08/2009|200 mg Capsule, hard 84 hard EU/1/99/107/001 |Austria, Belgium, Denmark, Estonia, Finland, [Germany 17/09/2009
Pharma GmbH France, Greece, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, The Netherlands,
Norway, Poland, Portugal, Spain, Sweden,
United Kingdom
Rebetol Delfarma 16/11/2009|200 mg Capsule, hard 140 hard EU/1/99/107/002 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 25/11/2009
SpZoo Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Rebetol Dr Fisher 16/12/2008|200 mg Capsule, hard 84 hard EU/1/99/107/001 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 29/01/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Rebetol Medcor 16/03/2009|200 mg Capsule, hard 84 hard EU/1/99/107/001 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 14/04/2009

Pharmaceutica
Is BV

France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

Netherlands
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Rebetol

Mevita
HandelsGmbH

31/10/2008

200 mg

Capsule, hard

168 hard

EU/1/99/107/003

Belgium, France, Greece, Italy, The
Netherlands, Portugal, United Kingdom,
Norway, Czech Republic

Germany

26/01/2009

Rebetol

Orifarm AS

14/07/2009

200 mg

Capsule, hard

168 hard

EU/1/99/107/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Lithuania

Denmark

11/08/2009

Rebif

Aaston
Healthcare
GmbH

23/03/2009

22 ug (6
million 1U)

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/003

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Germany

21/05/2009

Rebif

Aaston
Healthcare
GmbH

23/03/2009

44 ng (12
million 1U)

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/006

Austria, Belgium, Denmark, Finland, France,
Greece, Ireland, Italy, Luxembourg, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Germany

21/05/2009

Rebif

Haemato
Pharm AG

15/01/2009

22 g

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Latvia, Romania, Slovak Republic, Germany

Germany,
Austria

14/04/2009

Rebif

Haemato
Pharm AG

25/08/2009

44 g

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/006

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Finland, France, Greece, Iceland,
Ireland, ltaly, Latvia, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Spain,
Sweden, United Kingdom, Germany

Germany,
Austria

26/11/2009

Rebif

Inopha GmbH

20/10/2009

22 g

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

11/12/2009

Rebif

Mevita
HandelsGmbH

04/02/2009

22 pg

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/003

Belgium, France, Greece, Italy, The
Netherlands, Portugal, Spain, United Kingdom

Germany

27/05/2009

Rebif

Mevita
HandelsGmbH

04/02/2009

44 g

Solution for
injection

12 pre-filled
syringes

EU/1/98/063/006

Belgium, France, Greece, Italy, The
Netherlands, Portugal, Spain, United Kingdom

Germany

27/05/2009
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Rebif Pharma Gerke 29/05/2008(44 g Solution for 12 pre-filled|EU/1/98/063/006 |Austria, Belgium, France, Greece, Italy, The Germany 24/06/2009
GmbH injection syringes Netherlands, Norway, Portugal, Spain, United
Kingdom, Poland, Slovak Republic, Romania,
Ireland
Rebif Pharma Gerke 16/06/2008|22 ng Solution for 12 pre-filled|EU/1/98/063/003 |Austria, Belgium, Czech Republic, Finland, Germany 14/10/2009
GmbH injection syringes France, Greece, Italy, The Netherlands,
Norway, Portugal, Slovak Republic, Spain,
United Kingdom
Remicade Aaston 26/03/2009(100 mg Powder for 3 vials EU/1/99/116/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/06/2009
Healthcare concentrate for France, Greece, Ireland, Italy, Luxembourg,
GmbH solution for Malta, Norway, The Netherlands, Portugal,
infusion Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Remicade Abacus 06/07/2009(100 mg Powder for 1 vial EU/1/99/116/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 17/07/2009
Medicine A/S concentrate for Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Remicade CC Pharma 11/08/2009|100 mg Powder for 4 vials EU/1/99/116/004 |Austria, Belgium, Czech Republic, France, Germany 16/10/2009
concentrate for Greece, ltaly, The Netherlands, Norway,
solution for Portugal, Spain, United Kingdom, Slovak
infusion Republic
Remicade CC Pharma 11/08/2009|100 mg Powder for 5 vials EU/1/99/116/005 |Austria, Belgium, France, Greece, Italy, The Germany 16/10/2009
concentrate for Netherlands, Norway, Portugal, Spain, United
solution for Kingdom, Czech Republic, Slovak Republic
infusion
Remicade Haemato 01/06/2009(100 mg Powder for 2 vials EU/1/99/116/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 09/07/2009
Pharm AG concentrate for France, Greece, Iceland, Ireland, Italy, Austria
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Germany
Remicade Haemato 01/06/2009(100 mg Powder for 3 vials EU/1/99/116/003 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 09/07/2009
Pharm AG concentrate for France, Greece, Iceland, Ireland, Italy, Austria
solution for Liechtenstein, Luxembourg, Malta, Norway,
infusion Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Germany
Remicade Haemato 19/10/2009|100 mg Powder for 5 vials EU/1/99/116/005 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 11/12/2009
Pharm AG concentrate for France, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Czech Republic,
Slovak Republic, Romania
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Remicade Haemato 19/10/2009|100 mg Powder for 4 vials EU/1/99/116/004 |Austria, Belgium, Cyprus, Czech Republic, Germany 11/12/2009
Pharm AG concentrate for Denmark, Finland, France, Greece, Iceland,
solution for Ireland, Italy, Liechtenstein, Luxembourg,
infusion Malta, The Netherlands, Norway, Portugal,
Romania, Slovak Republic, Spain, Sweden,
United Kingdom
Remicade Orifarm AS 02/12/2009({100 mg Powder for 1 vial EU/1/99/116/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 17/12/2009
concentrate for Germany, Greece, Iceland, Ireland, Italy,
solution for Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Romania,
Spain, Sweden, United Kingdom
Remicade Pharma Gerke 03/08/2009(100 mg Powder for 4 vials EU/1/99/116/004 |Austria, Belgium, Finland, France, Greece, Germany 13/10/2009
GmbH concentrate for Italy, The Netherlands, Norway, Portugal,
solution for Spain, United Kingdom
infusion
Remicade Pharma Gerke 03/08/2009(100 mg Powder for 5 vials EU/1/99/116/005 |Austria, Belgium, Finland, France, Greece, Germany 13/10/2009
GmbH concentrate for Italy, The Netherlands, Norway, Portugal,
solution for Spain, United Kingdom
infusion
Remicade Pharma 28/09/2009(100 mg Powder for 4 vials EU/1/99/116/004 |Austria, Belgium, Czech Republic, Denmark, Germany 05/10/2009
Westen GmbH concentrate for Finland, France, Greece, Iceland, Ireland,
solution for Italy, Luxembourg, The Netherlands, Norway,
infusion Portugal, Spain, Sweden, United Kingdom,
Romania
Remicade Pharma 28/09/2009(100 mg Powder for 5 vials EU/1/99/116/005 |Austria, Belgium, Czech Republic, Denmark, Germany 05/10/2009
Westen GmbH concentrate for Finland, France, Greece, Iceland, Ireland,
solution for Italy, Luxembourg, The Netherlands, Norway,
infusion Portugal, Spain, Sweden, United Kingdom
Renagel Combiphar 31/10/2008(800 mg Film-coated tablet |1 bottle of |EU/1/99/123/008 |Austria, Belgium, Cyprus, Denmark, Finland, |The 23/06/2009
Europe BV 180 with France, Germany, Greece, Ireland, Italy, Netherlands
outer carton Luxembourg, Malta, Portugal, Spain, Sweden,
United Kingdom
Renagel Cross Pharma 28/11/2008(800 mg Film-coated tablet |1 bottle of |EU/1/99/123/012 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 04/02/2009
AB 180 France, Germany, Greece, Iceland, Ireland,
without Italy, Liechtenstein, Luxembourg, Malta, The
outer carton Netherlands, Norway, Portugal, Spain, United
Kingdom
Renagel Delphi 24/07/2009|800 mg Film-coated tablet |1 bottle of |EU/1/99/123/012 |Austria, Belgium, France, Germany, Greece, [The 31/07/2009
Pharmaceutica 180 Ireland, Italy, Luxembourg, Portugal, Spain, Netherlands
Is BV without United Kingdom
outer carton
Renagel Europharma 14/05/2009|800 mg Film-coated tablet |1 bottle of |EU/1/99/123/008 |Austria, Belgium, France, Germany, Greece, Sweden 24/06/2009
Sverige AB 180 with Ireland, Italy, The Netherlands, Norway,

outer carton

Portugal, Spain, United Kingdom
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Renagel Medartuum AB 24/12/2008|800 mg Film-coated tablet |1 bottle of [EU/1/99/123/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 05/05/2009
180 with France, Germany, Greece, Iceland, Ireland,
outer carton Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia
Renagel Milinda 28/08/2009(800 mg Film-coated tablet |1 bottle of |EU/1/99/123/008 |[Ireland, Italy, United Kingdom Germany 01/12/2009
Arzneimittel 180 with
GmbH outer carton
Renagel NewNeopharm 30/06/2009(800 mg Film-coated tablet |1 bottle of |EU/1/99/123/012 |Austria, Finland, France, Germany, Greece, Denmark 11/08/2009
BV 180 Ireland, Italy, Luxembourg, The Netherlands,
without Norway, Portugal, Spain, Sweden, United
outer carton Kingdom
Renagel Orifarm AB 13/05/2009|800 mg Film-coated tablet |1 bottle of [EU/1/99/123/012 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 12/06/2009
180 France, Germany, Greece, Iceland, Ireland,
without Italy, Luxembourg, Malta, The Netherlands,
outer carton Norway, Portugal, Spain, United Kingdom,
Bulgaria, Czech Republic, Estonia, Hungary,
Latvia, Lithuania, Poland, Romania, Slovak
Republic, Slovenia
Renagel Orifarm AB 01/06/2009|800 mg Film-coated tablet |1 bottle of [EU/1/99/123/008 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 12/06/2009
180 with France, Germany, Greece, Iceland, Ireland,
outer carton Italy, Luxembourg, Malta, The Netherlands,
Norway, Portugal, Spain, United Kingdom,
Bulgaria, Czech Republic, Estonia, Hungary,
Latvia, Lithuania, Poland, Romania, Slovenia,
Slovak Republic
Renagel Oy Cross 18/02/2009|800 mg Film-coated tablet |1 bottle of |EU/1/99/123/012 |Austria, Belgium, Cyprus, Denmark, France, Finland 06/07/2009
Pharma AB 180 Germany, Greece, lreland, Italy, Luxembourg,
without Malta, The Netherlands, Portugal, Spain,
outer carton Sweden, United Kingdom
Revatio Beragena 02/06/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, France, Greece, Italy, Germany 12/06/2009
Arzneimittel Norway, Portugal, Spain, The Netherlands,
GmbH United Kingdom
Revatio BR Pharma 27/01/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/02/2009
International France, Greece, Iceland, Ireland, Italy,
Ltd Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Revatio Delfarma 08/06/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, Bulgaria, Cyprus, Czech Poland 29/06/2009
SpZoo Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Liechtenstein, Latvia, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Revatio Docpharm 15/12/2008({20mg Film-coated tablets |90 Austria, Belgium, Denmark, Finland, France, |Germany 26/01/2009
GmbH&CoKGa Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Revatio Haemato 04/09/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 05/10/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Revatio Kohlpharma 20/07/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 21/07/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Revatio MedicoPharm 09/11/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |Austria, Belgium, Cyprus, Finland, France, Germany 24/11/2009
AG Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Denmark
Revatio Milinda 04/09/2009(20 mg Film-coated tablet |90 EU/1/05/318/001 |lreland, United Kingdom Germany 27/11/2009
Arzneimittel
GmbH
Reyataz Aaston 06/04/2009(150 mg Capsule, hard 60 EU/1/03/267/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 02/07/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
Reyataz Aaston 29/05/2009(300 mg Capsule, hard 30 EU/1/03/267/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 02/07/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
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Reyataz

Abacus
Medicine A/S

22/05/2009

150 mg

Capsule, hard

60 (bottle)

EU/1/03/267/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Denmark

29/05/2009

Reyataz

Abacus
Medicine A/S

22/05/2009

150 mg

Capsule, hard

60 (blister)

EU/1/03/267/004

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Denmark

29/05/2009

Reyataz

Abacus
Medicine A/S

22/05/2009

300 mg

Capsule, hard

30 (bottle)

EU/1/03/267/008

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Denmark

29/05/2009

Reyataz

Abacus
Medicine A/S

21/10/2009

200 mg

Capsule, hard,
blister

60

EU/1/03/267/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Finland, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia,
Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom

Denmark

03/11/2009

Reyataz

Axicorp
Pharma GmbH

04/12/2008

300 mg

Capsule, hard

30 (bottle)

EU/1/03/267/008

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

20/01/2009

Reyataz

CC Pharma

20/04/2009

300 mg

Capsule, hard

30

EU/1/03/267/010

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom, Romania, Sweden, Denmark,
Latvia

Germany

08/09/2009

Reyataz

Delphi
Pharmaceutica
Is BV

22/07/2009

150 mg

Capsule, hard

60

EU/1/03/267/003

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Portugal, Spain,
United Kingdom

The
Netherlands

30/07/2009

Reyataz

Emra-Med

24/08/2009

300 mg

Capsule, hard

30

EU/1/03/267/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic, Slovenia, Lithuania, Romania

Germany

14/12/2009
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Reyataz Haemato 25/03/2009(150 mg Capsule, hard 60 EU/1/03/267/003 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 26/05/2009
Pharm AG France, Greece, Ireland, Iceland, Italy,
Liechtenstein, Luxembourg, Malta, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom, Norway
Reyataz Haemato 25/03/2009(200 mg Capsule, hard 60 EU/1/03/267/005 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 26/05/2009
Pharm AG France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Lithuania, Latvia, Poland,
Romania, Slovenia, Slovak Republic, Germany
Reyataz Haemato 24/04/2009(300 mg Capsule, hard 30 EU/1/03/267/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 06/07/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Reyataz Haemato 02/12/2009(300 mg Capsule, hard 30 x3 EU/1/03/267/010 |Austria, Belgium, Bulgaria, Cyprus, Czech Germany 16/12/2009
Pharm AG Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom
Reyataz Kohlpharma 19/12/2008|300 mg Capsule, hard 30 EU/1/03/267/008 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 13/01/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Reyataz Medcor 30/01/2009(300 mg Capsule, hard 30 (bottle) [EU/1/03/267/008 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/03/2009
Pharmaceutica France, Greece, Iceland, Ireland, Italy, Netherlands
Is BV Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, United Kingdom,
Germany
Reyataz Mevita 06/07/2009(150 mg Capsule, hard 60 EU/1/03/267/004 |Austria, Belgium, France, Greece, Italy, The Germany 23/07/2009
HandelsGmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Reyataz Mevita 06/07/2009(200 mg Capsule, hard 60 EU/1/03/267/006 |Austria, Belgium, France, Greece, Italy, The Germany 23/07/2009
HandelsGmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Reyataz Orifarm AS 18/05/2009|150 mg Capsule, hard 60 (bottle) [EU/1/03/267/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 04/06/2009
Germany, Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
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Reyataz Orifarm AS 18/05/2009|200 mg Capsule, hard 60 (bottle) [EU/1/03/267/005 |Austria, Belgium, Cyprus, Finland, France, Denmark 17/06/2009
Germany, Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Reyataz Orifarm AS 19/05/2009|300 mg Capsule, hard 30 (bottle) [EU/1/03/267/008 |Austria, Belgium, Cyprus, Finland, France, Denmark 17/06/2009
Germany, Greece, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Reyataz Paranova 17/08/2009|150 mg Capsule, hard 60 EU/1/03/267/004 |Austria, Belgium, Finland, France, Germany, Denmark 20/10/2009
Danmark AS Greece, Ireland, Italy, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom
Reyataz Pharma 12/01/2009|200 mg Capsule, hard 60 EU/1/03/267/005 |Austria, Belgium, Denmark, Finland, France, [Germany 12/01/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Rilutek Milinda 26/08/2009(50 mg Film-coated tablet |56 EU/1/96/010/001 |France, Ireland, United Kingdom Germany 06/11/2009
Arzneimittel
GmbH
Rilutek PCO 12/05/2009(50 mg Film-coated tablet |56 EU/1/96/010/001 |Austria, Belgium, Cyprus, Denmark, France, United 13/10/2009
Manufacturing Germany, Greece, Luxembourg, Malta, The Kingdom,
Netherlands, Portugal, Spain, Sweden, United |lreland
Kingdom, ltaly
RoActemra 200 CC Pharma 11/08/2009|20 mg/ml Concentrate for 1 vial EU/1/08/492/003 |Austria, Belgium, France, Greece, Italy, The Germany 28/08/2009
mg/10 ml solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom, Denmark, Sweden
RoActemra 400 CC Pharma 11/08/2009|20 mg/ml Concentrate for 1 vial EU/1/08/492/005 |Austria, Belgium, France, Greece, ltaly, The Germany 28/08/2009
mg/20 ml solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom, Denmark, Sweden, Hungary
RoActemra 80 CC Pharma 11/08/2009|20 mg/ml Concentrate for 1 vial EU/1/08/492/001 |Austria, Belgium, France, Greece, Italy, The Germany 28/08/2009
mg/4 ml solution for Netherlands, Norway, Portugal, Spain, United
infusion Kingdom, Denmark
Sifrol CC Pharma 06/07/2009|0.35 mg Tablet 100 EU/1/97/050/012 |Austria, Belgium, France, Greece, Italy, The Germany 07/10/2009
Netherlands, Norway, Portugal, Spain, United
Kingdom, Sweden, Denmark
Sifrol Chemilines Ltd 29/07/2009|0.18 mg Tablet 30 EU/1/97/050/003 |Austria, Belgium, Denmark, Finland, France, Ireland, United | 03/08/2009
Germany, Greece, lreland, Italy, The Kingdom
Netherlands, Portugal, Spain, Sweden
Sifrol Chemilines Ltd 29/07/2009|0.18 mg Tablet 100 EU/1/97/050/004 |Austria, Belgium, Denmark, Finland, France, United 03/08/2009
Germany, Greece, lreland, ltaly, The Kingdom,
Netherlands, Portugal, Spain, Sweden Ireland
Sifrol Chemilines Ltd 29/07/2009|0.7 mg Tablet 30 EU/1/97/050/005 |Austria, Belgium, Denmark, Finland, France, Ireland, United | 03/08/2009
Germany, Greece, Ireland, Italy, The Kingdom
Netherlands, Portugal, Spain, Sweden
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Sifrol Chemilines Ltd 29/07/2009|0.7 mg Tablet 100 EU/1/97/050/006 |Austria, Belgium, Denmark, Finland, France, Ireland, United | 03/08/2009
Germany, Greece, Ireland, Italy, The Kingdom
Netherlands, Portugal, Spain, Sweden
Sifrol Euro 27/01/2009|0.7 mg Tablet 100 EU/1/97/050/006 |Austria, Belgium, France, Germany, Greece, The 13/03/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
Sifrol Euro 10/08/2009|0.7 mg Tablet 30 EU/1/97/050/005 |Austria, Belgium, Cyprus, Denmark, Finland, |The 20/10/2009
Registratie France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Sifrol Lexon (UK) 13/03/2009|0.18 mg Tablet 30 EU/1/97/050/003 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 02/04/2009
Ltd France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Sifrol Lexon (UK) 13/03/2009|0.7 mg Tablet 30 EU/1/97/050/005 |Austria, Belgium, Cyprus, Denmark, Finland, |United 02/04/2009
Ltd France, Germany, Greece, Iceland, Ireland, Kingdom,
Italy, Luxembourg, Malta, The Netherlands, Ireland
Spain, Sweden, United Kingdom,
Liechtenstein, Portugal
Sifrol Paranova 02/09/2009(0.18 mg Tablet 100 EU/1/97/050/004 |Austria, Belgium, Finland, France, Germany, Denmark 05/10/2009
Danmark AS Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Sifrol Swingward Ltd 08/09/2009(0.18 mg Tablet 100 EU/1/97/050/004 |Austria, Belgium, Cyprus, Denmark, Finland, |United 14/10/2009
TA Medihealth France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Sifrol Swingward Ltd 08/09/2009(0.7 mg Tablet 100 EU/1/97/050/006 |Austria, Belgium, Denmark, Finland, France, United 14/10/2009
TA Medihealth Iceland, Ireland, Italy, Luxembourg, Norway, |Kingdom
Portugal, Spain, Sweden, Greece, The
Netherlands, Cyprus, Germany, Liechtenstein,
Malta
Sifrol Waymade PLC 18/06/2009(0.18 mg Tablet 30 EU/1/97/050/003 |Austria, Belgium, Denmark, Finland, France, |United 06/08/2009
Germany, Greece, Iceland, Italy, The Kingdom
Netherlands, Norway, Portugal, Spain, Sweden
Sifrol Waymade PLC 18/06/2009|0.35 mg Tablet 30 EU/1/97/050/011 |Austria, Belgium, Denmark, Finland, France, United 06/08/2009
Germany, Greece, Iceland, Italy, The Kingdom
Netherlands, Norway, Portugal, Spain, Sweden
Sifrol Waymade PLC 18/06/2009|0.7 mg Tablet 30 EU/1/97/050/005 |Austria, Belgium, Denmark, Finland, France, United 06/08/2009
Germany, Greece, Iceland, Italy, The Kingdom

Netherlands, Norway, Portugal, Spain, Sweden
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Simulect Orifarm AS 27/10/2009(20 mg Powder and 1vial +1 |EU/1/98/084/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 08/12/2009
solvent for solution|ampoule Germany, Greece, Iceland, Ireland, Italy,
for injection or Liechtenstein, Luxembourg, Malta, The
infusion Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Somavert Abacus 12/06/2009(10 mg Powder and 30 vials + [EU/1/02/240/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 06/07/2009
Medicine A/S solvent for solution (30 vials Germany, Greece, Iceland, Ireland, Italy,
for injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Somavert Abacus 12/06/2009|15 mg Powder and 30 vials + [EU/1/02/240/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 06/07/2009
Medicine A/S solvent for solution (30 vials Germany, Greece, Iceland, Ireland, Italy,
for injection Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Somavert Abacus 12/06/2009(20 mg Powder and 30 vials + [EU/1/02/240/003 |Austria, Belgium, Cyprus, Finland, France, Denmark 06/07/2009
Medicine A/S solvent for solution |30 vials Germany, Greece, Iceland, Ireland, Italy,
for injection Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Somavert CC Pharma 06/03/2009(10 mg Powder and 30 vials + [EU/1/02/240/001 |Austria, Belgium, France, Greece, Italy, The Germany 06/07/2009
solvent for solution (30 vials Netherlands, Norway, Spain, United Kingdom,
for injection Portugal
Somavert CC Pharma 06/03/2009(20 mg Powder and 30 vials + |[EU/1/02/240/003 |Austria, Belgium, France, Greece, Italy, The Germany 06/07/2009
solvent for solution (30 vials Netherlands, Norway, Portugal, Spain, United
for injection Kingdom
Sprycel Abacus 22/05/2009(100 mg Film-coated tablet |30 EU/1/06/363/010 |Austria, Belgium, Cyprus, Finland, France, Denmark 03/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
Sprycel Abacus 22/05/2009(50 mg Film-coated tablet |60 EU/1/06/363/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 03/07/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
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Sprycel

Abacus
Medicine A/S

22/05/2009

70 mg

Film-coated tablet

60

EU/1/06/363/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Denmark

03/07/2009

Sprycel

CC Pharma

12/02/2009

20 mg

Film-coated tablet

60

EU/1/06/363/001

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Greece

Germany

22/04/2009

Sprycel

CC Pharma

12/02/2009

70 mg

Film-coated tablet

60

EU/1/06/363/003

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Greece

Germany

22/04/2009

Sprycel

CC Pharma

06/05/2009

20 mg

Film-coated tablet

56

EU/1/06/363/004

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

14/12/2009

Sprycel

CC Pharma

06/05/2009

50 mg

Film-coated tablet

60

EU/1/06/363/002

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom, Romania, Lithuania, Bulgaria,
Denmark, Finland, Sweden

Germany

14/12/2009

Sprycel

CC Pharma

06/05/2009

70 mg

Film-coated tablet

56

EU/1/06/363/006

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

14/12/2009

Sprycel

Haemato
Pharm AG

16/03/2009

50 mg

Film-coated tablet

56

EU/1/06/363/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Germany

Germany,
Austria

06/07/2009

Sprycel

Kohlpharma
GmbH

14/08/2009

50 mg

Film-coated tablet

60

EU/1/06/363/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

15/09/2009

Sprycel

Kohlpharma
GmbH

14/08/2009

70 mg

Film-coated tablet

60

EU/1/06/363/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden

Germany

15/09/2009

Sprycel

Kohlpharma
GmbH

27/10/2009

20 mg

Film-coated tablet

60

EU/1/06/363/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

09/11/2009
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Sprycel Orifarm AB 10/08/2009|50 mg Film-coated tablet |60 EU/1/06/363/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 05/10/2009
France, Germany, Greece, Iceland, Ireland,
Italy, Luxembourg, Malta, Norway, Portugal,
Spain, The Netherlands, United Kingdom
Sprycel Orifarm AS 10/08/2009|50 mg Film-coated tablet |60 EU/1/06/363/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/09/2009
Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, The Netherlands, United Kingdom,
Bulgaria, Czech Republic, Estonia, Lithuania,
Latvia, Slovenia, Slovak Republic, Poland
Sprycel Pharma Gerke 27/04/2009(50 mg Film-coated tablet |56 EU/1/06/363/005 |Austria, Belgium, France, Greece, Italy, The Germany 13/05/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Sprycel Pharma 02/03/2009(50 mg Film-coated tablet |56 EU/1/06/363/005 |Austria, Belgium, Denmark, Finland, France, |Germany 31/03/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Sprycel Pharma 07/09/2009(50 mg Film-coated tablet |60 EU/1/06/363/002 |Austria, Belgium, Denmark, Finland, France, |Germany 07/10/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Hungary, Romania,
Poland, Bulgaria, Czech Republic, Estonia,
Lithuania, Latvia, Slovak Republic, Slovenia
Sprycel Pharma 28/09/2009(70 mg Film-coated tablet |60 EU/1/06/363/003 |Austria, Belgium, Denmark, Finland, France, |Germany 08/12/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Slovenia, Spain, Sweden,
The Netherlands, United Kingdom
Stalevo Docpharm 06/05/2009(50 mg / 12.5 |Film-coated tablet |30 EU/1/03/260/002 |Austria, Belgium, Denmark, Finland, France, |Germany 25/06/2009
GmbH&CoKGa mg / 200 mg Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, The Netherlands, United
Kingdom, Spain
Stalevo Docpharm 06/05/2009(50 mg / 12.5 |Film-coated tablet |100 EU/1/03/260/003 |Austria, Belgium, Denmark, Finland, France, |Germany 25/06/2009
GmbH&CoKGa mg / 200 mg Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, The Netherlands, United
Kingdom, Spain
Stalevo Docpharm 01/06/2009(100 mg / 25 |Film-coated tablet |30 EU/1/03/260/006 |Austria, Belgium, Denmark, Finland, France, |Germany 25/06/2009
GmbH&CoKGa mg / 200 mg Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Stalevo Docpharm 01/06/2009(100 mg / 25 |Film-coated tablet |100 EU/1/03/260/007 |Austria, Belgium, Denmark, Finland, France, |Germany 25/06/2009
GmbH&CoKGa mg / 200 mg Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,

United Kingdom
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Stalevo Dr Fisher 07/09/2009(200 mg / 50 |Film-coated tablet |100 EU/1/03/260/021 |Austria, Belgium, Cyprus, Denmark, Finland, |The 16/09/2009
Farma BV mg / 200 mg France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Stalevo Generfarma, 13/08/2009|100 mg / 25 |Film-coated tablet (100 EU/1/03/260/007 |Austria, Belgium, Cyprus, Denmark, Finland, |Spain 01/12/2009
S.L. mg / 200 mg France, Germany, Greece, Ireland, Italy,
Malta, The Netherlands, Norway, Sweden,
United Kingdom
Stalevo Haemato 18/05/2009|150 mg / 37.5 |Film-coated tablet (30 EU/1/03/260/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany, 04/06/2009
Pharm AG mg / 200 mg France, Greece, Iceland, Ireland, Italy, Austria
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Stalevo Kohlpharma 19/01/2009|200 mg / 50 |Film-coated tablet (100 EU/1/03/260/021 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/02/2009
GmbH mg / 200 mg France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Stalevo Kohlpharma 08/12/2009(125 mg / Film-coated tablet |100 EU/1/03/260/031 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 15/12/2009
GmbH 31.25 mg / France, Greece, Iceland, Ireland, Italy,
200 mg Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Stalevo Kohlpharma 08/12/2009(75 mg / 18.75 |Film-coated tablet |100 EU/1/03/260/026 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 15/12/2009
GmbH mg / 200 mg France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Starlix Emra-Med 12/01/2009|120mg Film-coated tablets|120 Austria, Belgium, Cyprus, Denmark, Finland, |Germany 21/01/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Starlix Kohlpharma 21/07/2008{120mg Film-coated tablets|120 Austria, Belgium, France, Greece, Ireland, Germany 23/01/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Starlix Kohlpharma 04/02/2009(60mg Film-coated tablets|120 EU/1/01/174/006 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 04/03/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Stocrin

Abacus
Medicine A/S

06/05/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

28/05/2009

Stocrin

Beragena
Arzneimittel
GmbH

08/10/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Latvia

Germany

03/11/2009

Stocrin

Emra-Med

07/09/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

16/09/2009

Stocrin

Medartuum AB

18/03/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
The Netherlands, United Kingdom

Sweden

29/05/2009

Stocrin

Pharma Gerke
GmbH

11/05/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, France, Greece, Latvia, Italy,
The Netherlands, Norway, Portugal, Spain,
United Kingdom

Germany

24/06/2009

Stocrin

Pharma
Westen GmbH

20/01/2009

600 mg

Film-coated tablet

30

EU/1/99/111/008

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom, Romania, Latvia

Germany

03/02/2009

Suboxone

Orifarm AB

17/02/2009

8 mg/2 mg

Sublingual tablet

28

EU/1/06/359/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Italy, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Sweden

14/04/2009

Suboxone

Swingward Ltd
TA Medihealth

28/09/2009

2 mg/0.5 mg

Sublingual tablet

28

EU/1/06/359/002

Austria, Belgium, Denmark, France, Germany,
Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

05/10/2009

Suboxone

Waymade PLC

18/08/2009

2 mg/0.5 mg

Sublingual tablet

28

EU/1/06/359/002

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Norway, Portugal, Spain, Sweden, The
Netherlands

United
Kingdom

09/09/2009
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Suboxone Waymade PLC 18/08/2009|8 mg/2 mg Sublingual tablet |28 EU/1/06/359/004 |Austria, Belgium, Denmark, Finland, France, United 09/09/2009
Germany, Greece, Iceland, Ireland, Italy, Kingdom
Norway, Portugal, Spain, Sweden, The
Netherlands
Sustiva CC Pharma 22/05/2009|600 mg Film-coated tablet |30 EU/1/99/110/009 |Austria, Belgium, France, Greece, Italy, The Germany 05/08/2009
Netherlands, Norway, Portugal, Spain, United
Kingdom
Sustiva CC Pharma 31/07/2009|600 mg Film-coated tablet |90 (3 x 30 [EU/1/99/110/010 |Austria, Belgium, France, Greece, Italy, The Germany 06/08/2009
X 1) Netherlands, Norway, Portugal, Spain, United
Kingdom
Sustiva Haemato 06/08/2009(600 mg Film-coated tablet |30 EU/1/99/110/009 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 28/08/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Sustiva Haemato 06/08/2009(600 mg Film-coated tablet |90 (3 x 30 |EU/1/99/110/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 28/08/2009
Pharm AG X 1) France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Sutent Abacus 05/05/2009(12.5 mg Capsule, hard 28 EU/1/06/347/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/06/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Sutent Abacus 05/05/2009(25 mg Capsule, hard 28 EU/1/06/347/005 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/06/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Sutent Abacus 05/05/2009(50 mg Capsule, hard 28 EU/1/06/347/006 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/06/2009
Medicine A/S Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Sutent Beragena 14/09/2009|12.5 mg Capsule, hard 28 EU/1/06/347/004 |Austria, Belgium, France, Greece, Italy, Germany 03/11/2009
Arzneimittel Norway, Portugal, Spain, The Netherlands,
GmbH United Kingdom
Sutent Beragena 14/09/2009|25 mg Capsule, hard 28 EU/1/06/347/005 |Austria, Belgium, France, Greece, Italy, Germany 03/11/2009
Arzneimittel Norway, Portugal, Spain, The Netherlands,
GmbH United Kingdom
Sutent Beragena 14/09/2009(50 mg Capsule, hard 28 EU/1/06/347/006 |Austria, Belgium, France, Greece, Italy, Germany 03/11/2009
Arzneimittel Norway, Portugal, Spain, The Netherlands,
GmbH United Kingdom
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Sutent

CC Pharma

23/01/2009

25 mg

Capsule, hard

30

EU/1/06/347/002

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Romania,
Spain, United Kingdom

Germany

24/03/2009

Sutent

CC Pharma

23/01/2009

50 mg

Capsule, hard

30

EU/1/06/347/003

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Spain, United
Kingdom, Lithuania, Romania, Hungary,
Bulgaria

Germany

24/03/2009

Sutent

CC Pharma

19/03/2009

12.5 mg

Capsule, hard

28

EU/1/06/347/004

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

14/04/2009

Sutent

CC Pharma

19/03/2009

25 mg

Capsule, hard

28

EU/1/06/347/005

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

14/04/2009

Sutent

CC Pharma

19/03/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

14/04/2009

Sutent

CC Pharma

21/04/2009

12.5 mg

Capsule, hard

30

EU/1/06/347/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Czech Republic, Romania, Bulgaria

Germany

05/05/2009

Sutent

Combiphar
Europe BV

04/06/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Ireland, Italy, Norway,
Portugal, Spain, Sweden, United Kingdom

The
Netherlands

13/11/2009

Sutent

Delfarma
SpZoo

28/09/2009

12.5 mg

Capsule, hard

28

EU/1/06/347/004

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

14/10/2009

Sutent

Delfarma
SpZoo

28/09/2009

25 mg

Capsule, hard

28

EU/1/06/347/005

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

14/10/2009

Sutent

Delfarma
SpZoo

28/09/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

14/10/2009
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Sutent

Dr Fisher
Farma BV

01/10/2009

12.5 mg

Capsule, hard

28

EU/1/06/347/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

12/10/2009

Sutent

Dr Fisher
Farma BV

01/10/2009

25 mg

Capsule, hard

28

EU/1/06/347/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

12/10/2009

Sutent

Dr Fisher
Farma BV

01/10/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom

The
Netherlands

12/10/2009

Sutent

Haemato
Pharm AG

01/06/2009

12.5 mg

Capsule, hard

30

EU/1/06/347/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Estonia,
Latvia, Lithuania, Hungary, Poland, Romania,
Bulgaria, Slovenia, Slovak Republic, Germany

Germany,
Austria

06/08/2009

Sutent

Haemato
Pharm AG

01/06/2009

25 mg

Capsule, hard

30

EU/1/06/347/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Romania, Slovenia, Slovak Republic, Poland,
Latvia, Lithuania, Hungary, Estonia, Germany

Germany,
Austria

06/08/2009

Sutent

Haemato
Pharm AG

01/06/2009

50 mg

Capsule, hard

30

EU/1/06/347/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Estonia,
Bulgaria, Romania, Latvia, Lithuania, Poland,
Slovenia, Slovak Republic, Hungary, Germany

Germany,
Austria

06/08/2009

Sutent

Haemato
Pharm AG

12/06/2009

12.5 mg

Capsule, hard

28

EU/1/06/347/004

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Portugal,
Norway, The Netherlands, Spain, Sweden,
United Kingdom, Czech Republic, Estonia,
Latvia, Lithuania, Hungary, Poland, Slovenia,
Slovak Republic, Romania, Bulgaria

Germany

06/08/2009
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Sutent

Haemato
Pharm AG

12/06/2009

25 mg

Capsule, hard

28

EU/1/06/347/005

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Estonia,
Latvia, Lithuania, Hungary, Poland, Slovenia,
Slovak Republic, Romania, Bulgaria

Germany

06/08/2009

Sutent

Haemato
Pharm AG

12/06/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Estonia,
Latvia, Lithuania, Hungary, Poland, Slovenia,
Slovak Republic, Romania, Bulgaria

Germany

06/08/2009

Sutent

Pharma
Westen GmbH

06/07/2009

12.5 mg

Capsule, hard

28

EU/1/06/347/004

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland

Germany

08/07/2009

Sutent

Pharma
Westen GmbH

06/07/2009

25 mg

Capsule, hard

28

EU/1/06/347/005

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland

Germany

08/07/2009

Sutent

Pharma
Westen GmbH

06/07/2009

50 mg

Capsule, hard

28

EU/1/06/347/006

Austria, Belgium, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Poland

Germany

08/07/2009

Sutent

Pharma
Westen GmbH

28/09/2009

12.5 mg

Capsule, hard

30

EU/1/06/347/001

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Bulgaria, Romania

Germany

19/10/2009

Sutent

Pharma
Westen GmbH

28/09/2009

25 mg

Capsule, hard

30

EU/1/06/347/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Bulgaria, Romania

Germany

19/10/2009

Sutent

Pharma
Westen GmbH

28/09/2009

50 mg

Capsule, hard

30

EU/1/06/347/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Bulgaria, Romania

Germany

19/10/2009

Synagis

CC Pharma

13/10/2008

100 mg

Powder and
solvent for solution
for injection

1 vial + 1
ampoule

EU/1/99/117/002

Norway, Austria, Belgium, France, Greece,
Italy, The Netherlands, Portugal, Spain, United
Kingdom

Germany

12/01/2009

Synagis

CC Pharma

13/10/2008

50 mg

Powder and
solvent for solution
for injection

1vial + 1
ampoule

EU/1/99/117/001

Norway

Germany

12/01/2009
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Synagis

Pharma
Westen GmbH

12/01/2009

100 mg

Powder and
solvent for solution
for injection

1vial + 1
ampoule

EU/1/99/117/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

29/04/2009

Synflorix

Pharma
Westen GmbH

23/07/2009

Suspension for
injection

1 pre-filled
syringe + 1
needle

EU/1/09/508/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

05/10/2009

Synflorix

Pharma
Westen GmbH

23/07/2009

Suspension for
injection

10 pre-filled
syringes +
10 needles

EU/1/09/508/004

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

05/10/2009

Synflorix

Veron Pharma

28/07/2009

Suspension for
injection

1 pre-filled
syringe

EU/1/09/508/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

13/08/2009

TachosSil

Abacus
Medicine A/S

22/05/2009

Medicated sponge

1 sponge of
9.5x4.8
cm

EU/1/04/277/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Denmark

01/07/2009

TachosSil

Abacus
Medicine A/S

22/05/2009

Medicated sponge

2 sponges
of 4.8 x 4.8
cm

EU/1/04/277/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Denmark

01/07/2009

Tamiflu

Al
Pharmaceutica
Is

22/06/2009

75 mg

Capsule, hard

10

EU/1/02/222/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands

United
Kingdom

20/07/2009

Tamiflu

Abacus
Medicine A/S

10/08/2009

75 mg

Capsule, hard

10

EU/1/02/222/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Finland, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Latvia,
Liechtenstein, Lithuania, Luxembourg, Malta,
The Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom

Denmark

15/09/2009
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Tamiflu

CC Pharma

09/06/2009

75 mg

Capsule, hard

10

EU/1/02/222/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria

Germany

29/06/2009

Tamiflu

Delphi
Pharmaceutica
Is BV

22/06/2009

75 mg

Capsule, hard

10

EU/1/02/222/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Portugal, Spain,
United Kingdom

The
Netherlands

22/09/2009

Tamiflu

Emra-Med

14/08/2009

75 mg

Capsule, hard

10

EU/1/02/222/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

18/09/2009

Tarceva

Aaston
Healthcare
GmbH

12/05/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia

Germany

12/08/2009

Tarceva

Abacus
Medicine A/S

05/05/2009

100 mg

Film-coated tablet

30

EU/1/05/311/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/05/2009

Tarceva

Abacus
Medicine A/S

05/05/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/05/2009

Tarceva

Abacus
Medicine A/S

05/05/2009

25 mg

Film-coated tablet

30

EU/1/05/311/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Denmark

27/05/2009

Tarceva

Emra-Med

27/04/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

16/07/2009

Tarceva

Haemato
Pharm AG

01/06/2009

100 mg

Film-coated tablet

30

EU/1/05/311/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Germany

Germany,
Austria

04/06/2009
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Tarceva

Haemato
Pharm AG

01/06/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Lithuania, Latvia, Poland,
Romania, Slovenia, Slovak Republic, Germany

Germany,
Austria

04/06/2009

Tarceva

Orifarm AS

26/11/2009

100 mg

Film-coated tablet

30

EU/1/05/311/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal,
Romania, Spain, Sweden, United Kingdom

Denmark

15/12/2009

Tarceva

Pharma Gerke
GmbH

03/11/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Finland, France, Greece,
Italy, The Netherlands, Norway, Portugal,
Romania, Spain, United Kingdom

Germany

10/12/2009

Tarceva

Pharma
Westen GmbH

09/07/2009

150 mg

Film-coated tablet

30

EU/1/05/311/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Germany

20/07/2009

Tasigna

Abacus
Medicine A/S

22/05/2009

200 mg

Capsule, hard

112

EU/1/07/422/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Slovak Republic, Romania

Denmark

17/06/2009

Tasigna

Beragena
Arzneimittel
GmbH

22/10/2009

200 mg

Capsule, hard

112

EU/1/07/422/003

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

03/12/2009

Tasigna

CC Pharma

18/02/2009

200 mg

Capsule, hard

112

EU/1/07/422/003

United Kingdom, Norway

Germany

15/04/2009

Tasigna

Emra-Med

11/11/2009

200 mg

Capsule, hard

112

EU/1/07/422/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

26/11/2009

Tasigna

Haemato
Pharm AG

10/08/2009

200 mg

Capsule, hard

112

EU/1/07/422/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Lithuania, Latvia, Poland,
Romania, Slovenia, Slovak Republic, Germany

Germany,
Austria

15/09/2009
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Tasigna

Kohlpharma
GmbH

28/10/2009(200 mg

Capsule, hard

112

EU/1/07/422/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

09/11/2009

Tasigna

Pharma
Westen GmbH

15/10/2009|200 mg

Capsule, hard

112

EU/1/07/422/003

Belgium, Austria, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Germany

26/11/2009

Tasmar

AXxicorp
Pharma GmbH

13/08/2009|100 mg

Film-coated tablet

100

EU/1/97/044/003

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

09/09/2009

Taxotere

Aaston
Healthcare
GmbH

01/04/2009|80 mg

Concentrate and
solvent for solution
for infusion

1vial + 1
vial

EU/1/95/002/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Malta, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Germany, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Germany

13/05/2009

Taxotere

Cross
Healthcare Ltd

23/01/2009(20 mg

Concentrate and
solvent for solution
for infusion

1vial + 1
vial

EU/1/95/002/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

United
Kingdom,
Malta, Ireland

24/03/2009

Taxotere

InPharm
Spzoo

03/06/2009|20 mg

Concentrate and
solvent for solution
for infusion

1vial + 1
vial

EU/1/95/002/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

28/08/2009

Taxotere

InPharm
Spzoo

03/06/2009|80 mg

Concentrate and
solvent for solution
for infusion

1vial + 1
vial

EU/1/95/002/002

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

28/08/2009

Taxotere

Lex ano UAB 14/08/2009|20 mg

Concentrate and
solvent for solution
for infusion

1vial + 1
vial

EU/1/95/002/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Lithuania

22/09/2009
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Taxotere

Lex ano UAB

14/08/2009

80 mg

Concentrate and
solvent for solution
for infusion

1vial +1
vial

EU/1/95/002/002

Austria, Belgium, Bulgaria, Cyprus, Czech

Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,

Italy, Latvia, Liechtenstein, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,

Slovak Republic, Slovenia, Spain, Sweden, The

Netherlands, United Kingdom

Lithuania

22/09/2009

Temodal

Abacus
Medicine A/S

22/05/2009

100 mg

Capsule, hard

EU/1/98/096/005

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

140 mg

Capsule, hard

EU/1/98/096/009

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

180 mg

Capsule, hard

EU/1/98/096/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

20 mg

Capsule, hard

20

EU/1/98/096/004

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

250 mg

Capsule, hard

EU/1/98/096/007

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

5 mg

Capsule, hard

EU/1/98/096/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009

Temodal

Abacus
Medicine A/S

22/05/2009

Capsule, hard

20

EU/1/98/096/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

03/07/2009
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Temodal AXicorp 10/09/2009|100 mg Capsule, hard 5 EU/1/98/096/005 |Austria, Belgium, Denmark, Finland, France, [Germany 06/11/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal AXicorp 10/09/2009|140 mg Capsule, hard 5 EU/1/98/096/009 |Austria, Belgium, Denmark, Finland, France, [Germany 06/11/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal AXxicorp 10/09/2009|250 mg Capsule, hard 5 EU/1/98/096/007 |Austria, Belgium, Denmark, Finland, France, [Germany 06/11/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal Beragena 14/11/2008|100 mg Capsule, hard 5 EU/1/98/096/005 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Portugal, Spain, United Kingdom
GmbH
Temodal Beragena 14/11/2008|100 mg Capsule, hard 20 EU/1/98/096/006 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal Beragena 14/11/2008|140 mg Capsule, hard 5 EU/1/98/096/009 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal Beragena 14/11/2008|180 mg Capsule, hard 5 EU/1/98/096/011 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal Beragena 14/11/2008(20 mg Capsule, hard 20 EU/1/98/096/004 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal Beragena 14/11/2008|250 mg Capsule, hard 5 EU/1/98/096/007 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal Beragena 14/11/2008|5 mg Capsule, hard 20 EU/1/98/096/002 |Austria, Belgium, France, Greece, Italy, The Germany 18/02/2009
Arzneimittel Netherlands, Spain, United Kingdom, Portugal
GmbH
Temodal CC Pharma 22/12/2006|100 mg Capsule, hard 20 EU/1/98/096/006 |Greece, Norway Germany 29/07/2009
Temodal Combiphar 11/06/2009|140 mg Capsule, hard 5 EU/1/98/096/009 |Austria, Belgium, Denmark, Finland, France, [The 10/09/2009
Europe BV Germany, Greece, Ireland, Italy, Norway, Netherlands
Portugal, Spain, Sweden, United Kingdom
Temodal Emra-Med 08/12/2008(250 mg Capsule, hard 100 EU/1/04/279/038 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 15/01/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Temodal Emra-Med 01/06/2009(140 mg Capsule, hard 5 EU/1/98/096/009 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 25/06/2009
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Temodal Euro 27/01/2009(250mg Hard capsules 5 EU/1/98/096/007 |Austria, Belgium, France, Germany, Greece, The 20/02/2009
Registratie Ireland, Italy, Norway, Portugal, Spain, United |Netherlands
Collectief BV Kingdom
Temodal Haemato 12/11/2008|250 mg Capsule, hard 5 EU/1/98/096/007 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/02/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal Kohlpharma 23/11/2009(20 mg Capsule, hard 20 EU/1/98/096/014 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 08/12/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal Pharma 11/09/2008|100 mg Capsule, hard 20 EU/1/98/096/006 |Austria, Belgium, Denmark, Finland, France, [Germany 03/11/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Temodal Singad 27/04/2009(100 mg Capsule, hard 5 EU/1/98/096/005 |Austria, Belgium, Cyprus, Finland, France, Denmark 23/06/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Torisel CC Pharma 20/01/2009|25 mg/ml Concentrate and |1 vial +1 |EU/1/07/424/001 |Austria, Belgium, France, Greece, Italy, Germany 16/10/2009
diluent for solution |vial Norway, Portugal, Spain, The Netherlands,
for infusion United Kingdom, Denmark, Finland, Romania,
Sweden
Torisel Haemato 30/03/2009(25 mg/ml Concentrate and |1 vial + 1 |EU/1/07/424/001 |Austria, Cyprus, Denmark, Finland, France, Germany, 06/07/2009
Pharm AG diluent for solution |vial Greece, Iceland, Ireland, Italy, Liechtenstein, |Austria
for infusion Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom,
Belgium
Toviaz Euro 17/06/2009|4 mg Prolonged release |28 EU/1/07/386/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 26/06/2009
Registratie tablet France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
Toviaz Euro 17/06/2009|8 mg Prolonged release |28 EU/1/07/386/008 |Austria, Belgium, Cyprus, Denmark, Finland, |The 26/06/2009
Registratie tablet France, Germany, Greece, Ireland, Italy, Netherlands
Collectief BV Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom
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Toviaz

Orifarm AS

14/05/2009

4 mg

Prolonged release
tablet

84

EU/1/07/386/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Portugal, Czech Republic, Bulgaria,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovenia, Slovak Republic

Denmark

20/05/2009

Toviaz

Orifarm AS

14/05/2009

4 mg

Prolonged release
tablet

28

EU/1/07/386/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Portugal, Czech Republic, Bulgaria,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Denmark

20/05/2009

Toviaz

Orifarm AS

14/05/2009

8 mg

Prolonged release
tablet

84

EU/1/07/386/012

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Portugal, Czech Republic, Bulgaria,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia

Denmark

20/05/2009

Toviaz

Orifarm AS

14/05/2009

8 mg

Prolonged release
tablet

28

EU/1/07/386/008

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Portugal, Czech Republic, Bulgaria,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovenia, Slovak Republic

Denmark

20/05/2009

Toviaz

Pharmachim
AB

03/08/2009

8 mg

Prolonged-release
tablet

28

EU/1/07/386/008

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom

Sweden

16/09/2009

Toviaz

Pharmachim
AB

03/08/2009

8 mg

Prolonged-release
tablet

84

EU/1/07/386/012

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom

Sweden

16/09/2009

Tractocile

Abacus
Medicine A/S

22/05/2009

7.5 mg/ml

Solution for
injection

1 vial

EU/1/99/124/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Lithuania, Poland, Romania, Slovak
Republic, Slovenia

Denmark

03/07/2009
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Tractocile

Abacus
Medicine A/S

22/05/2009

7.5 mg/ml

Concentrate for
solution for
infusion

1 vial

EU/1/99/124/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Lithuania, Poland, Romania, Slovak
Republic, Slovenia

Denmark

03/07/2009

Travatan

2 Care 4

22/06/2009

40 pg/ml

Eye drops, solution

1 bottle

EU/1/01/199/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Poland, Portugal, Spain,
Sweden, United Kingdom

Denmark

17/07/2009

Travatan

2 Care 4

06/07/2009

40 pg/ml

Eye drops, solution

3 bottles

EU/1/01/199/002

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Spain, Sweden, United Kingdom

Denmark

17/07/2009

Travatan

Emra-Med

01/12/2008

40 pg/mi

Eye drops, solution

3 bottles

EU/1/01/199/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

Germany

19/01/2009

Travatan

Emra-Med

08/12/2008

40 pg/mi

Eye drops, solution

1 bottle

EU/1/01/199/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

Germany

19/01/2009

Travatan

Lexon (UK)
Ltd

09/01/2009

40 pg/mi

Eye drops, solution

1 bottle

EU/1/01/199/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

United
Kingdom,
Ireland

22/01/2009

Travatan

Orifarm AB

15/05/2009

40 pg/mi

Eye drops, solution

1 bottle

EU/1/01/199/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Poland, Hungary, Czech Republic

Sweden

09/06/2009

Travatan

Pharma
Westen GmbH

18/02/2009

40 pg/ml

Eye drops, solution

3 bottles

EU/1/01/199/002

Austria, Belgium, Denmark, France, Finland,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Poland

Germany

14/04/2009
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Trizivir

Aaston
Healthcare
GmbH

27/03/2009

300 mg/150
mg/300 mg

Film-coated tablet

60 (blister)

EU/1/00/156/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, The
Netherlands, United Kingdom, Sweden,
Bulgaria, Czech Republic, Estonia, Hungary,
Latvia, Lithuania, Poland, Romania, Slovenia,
Slovak Republic

Germany

30/04/2009

Trizivir

Haemato
Pharm AG

25/03/2009

Film-coated tablet

60

EU/1/00/156/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Portugal,
Norway, Spain, Sweden, The Netherlands,
United Kingdom

Germany,
Austria

14/05/2009

Trizivir

Medicopharm
AG

31/10/2008

Film-coated tablet

60 (bottle)

EU/1/00/156/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Italy, Ireland, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Luxembourg

Germany

25/11/2009

Trizivir

SIA ‘Elpis'

31/07/2009

300mg/150mg

/300mg

Film-coated tablet

60

EU/1/00/156/003

Austria, Belgium, Bulgaria, Czech Republic,
Estonia, Finland, France, Germany, Greece,
Hungary, Ireland, Italy, Liechtenstein,
Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom

Latvia

14/09/2009

Truvada

Aaston
Healthcare
GmbH

27/03/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,

Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom

Germany

12/06/2009

Truvada

CC Pharma

05/02/2009

200 mg/ 245
mg

Film-coated tablet

3x30

EU/1/04/305/002

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, United Kingdom,
Norway, The Netherlands, Czech Republic,
Denmark, Finland, Sweden

Germany

02/03/2009

Truvada

Delphi
Pharmaceutica
Is BV

22/07/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Portugal, Spain,
United Kingdom

The
Netherlands

30/07/2009

Truvada

Haemato
Pharm AG

02/03/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Germany

Germany,
Austria

11/03/2009

Truvada

Haemato
Pharm AG

29/06/2009

200 mg/ 245
mg

Film-coated tablet

3x 30

EU/1/04/305/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

15/07/2009
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Truvada

NewNeopharm

BV

30/06/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Finland, France, Germany, Greece,
Ireland, Italy, Luxembourg, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

11/08/2009

Truvada

Orifarm AS

14/04/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Repubilic,
Bulgaria, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Denmark

07/05/2009

Truvada

Parallell
Pharma AB

06/04/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Portugal, Spain, The
Netherlands, United Kingdom

Sweden

14/05/2009

Truvada

Pharma
Westen GmbH

21/04/2009

200 mg/ 245
mg

Film-coated tablet

3x30

EU/1/04/305/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

26/05/2009

Truvada

SIA 'Elpis’

10/02/2009

200 mg/ 245
mg

Film-coated tablet

30

EU/1/04/305/001

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy,
Liechtenstein, Lithuania, Luxembourg, The
Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom

Latvia

31/03/2009

Twinrix Adult

ACA Muller
ADAG Pharma
AG

17/10/2006

Suspension for
injection

1 syringe
with
separate
needle

EU/1/96/020/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Norway, Estonia, Lithuania, Latvia

Germany

05/05/2009

Twinrix Adult

Kohlpharma
GmbH

09/06/2009

Suspension for
injection

1 syringe
with
separate
needle

EU/1/96/020/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Poland

Germany

22/07/2009

Twinrix Adult

Kohlpharma
GmbH

09/06/2009

Suspension for
injection

10 syringes
with
separate
needle

EU/1/96/020/008

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

22/07/2009
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Twinrix Adult Kohlpharma 09/06/2009|- - Suspension for 10 pre-filled|EU/1/96/020/002 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 22/07/2009
GmbH injection syringes France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Twinrix Adult Medcor 28/05/2009|- - Suspension for 1 syringe |EU/1/96/020/007 |Austria, Belgium, Cyprus, Denmark, Finland, (The 13/07/2009
Pharmaceutica injection with France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV separate Italy, Liechtenstein, Luxembourg, Malta,
needle Norway, Portugal, Spain, Sweden, United
Kingdom, Bulgaria, Czech Republic
Tysabri Aaston 20/03/2009(300 mg Concentrate for 1 vial EU/1/06/346/001 |Austria, Belgium, Denmark, Finland, France, [Germany 12/06/2009
Healthcare solution for Greece, Ireland, Italy, Luxembourg, The
GmbH infusion Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
Tysabri Haemato 16/03/2009|300 mg Concentrate for 1 vial EU/1/06/346/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 23/04/2009
Pharm AG solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Tysabri Kohlpharma 21/07/2009(300 mg Concentrate for 1 vial EU/1/06/346/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 09/09/2009
GmbH solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Tysabri MedicoPharm 30/09/2009(300 mg Concentrate for 1 vial EU/1/06/346/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 12/11/2009
AG solution for France, Greece, Ireland, Italy, Luxembourg,
infusion Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Tysabri Pharma 27/03/2009(300 mg Concentrate for 1 vial EU/1/06/346/001 |Austria, Belgium, Denmark, Finland, France, [Germany 09/06/2009
Westen GmbH solution for Greece, Iceland, Ireland, Italy, Luxembourg,
infusion Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Tyverb Aaston 23/04/2009(250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 19/05/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Tyverb Beragena 08/10/2009(250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, France, Greece, Italy, The Germany 03/11/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Tyverb CC Pharma 16/01/2009|250 mg Film-coated tablet |70 EU/1/07/440/001 |Norway, United Kingdom, Austria, Belgium, Germany 28/01/2009

France, Greece, Italy, The Netherlands,
Portugal, Spain, Bulgaria, Czech Republic
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Tyverb Parallell 08/05/2009(250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 30/06/2009
Pharma AB France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Portugal, Spain, The
Netherlands, United Kingdom
Tyverb Pharma Gerke 02/04/2009(250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, France, Greece, Italy, The Germany 28/05/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom, Romania
Tyverb Pharma 12/12/2008|250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, Denmark, Finland, France, |Germany 13/01/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Tyverb Singad 08/05/2009(250 mg Film-coated tablet |70 EU/1/07/440/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 11/12/2009
Pharma ApS Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Vaniga PCO 08/06/2009(11.5% Cream 1 tube EU/1/01/173/002 |Austria, Belgium, Cyprus, Denmark, France, Ireland, United | 06/08/2009
Manufacturing Germany, Greece, Luxembourg, Malta, The Kingdom
Netherlands, Portugal, Spain, Sweden, United
Kingdom, ltaly
Vectibix CC Pharma 13/01/2009|20 mg/ml Concentrate for 1 vial - 5 ml|EU/1/07/423/001 |Norway, Austria, Belgium, France, Greece, Germany 21/01/2009
solution for Italy, The Netherlands, Portugal, Spain, United
infusion Kingdom
Vectibix CC Pharma 22/05/2009|20 mg/ml Concentrate for 1 vial - 20 |EU/1/07/423/003 |[Norway, Austria, Belgium, France, Greece, Germany 25/06/2009
solution for ml Italy, The Netherlands, Portugal, Spain, United
infusion Kingdom
Vectibix Haemato 15/01/2009|20 mg/ml Concentrate for 1 vial EU/1/07/423/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 19/02/2009
Pharm AG solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia
VELCADE Aaston 01/04/2009(3.5 mg Powder for solution|1 vial EU/1/04/274/001 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 14/05/2009
Healthcare for injection France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Sweden, Spain, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
VELCADE Abacus 22/05/2009(3.5 mg Powder for solution|1 vial EU/1/04/274/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 05/06/2009
Medicine A/S for injection Germany, Greece, Iceland, Ireland, Italy,

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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VELCADE

CC Pharma

23/01/2009

3.5 mg

Powder for solution
for injection

1 vial

EU/1/04/274/001

Norway, Poland, United Kingdom, Romania,
Austria, Belgium, France, Greece, Italy, The
Netherlands, Portugal, Spain, Slovak Republic,
Denmark, Finland, Sweden

Germany

24/03/2009

VELCADE

Emra-Med

11/06/2009

3.5 mg

Powder for solution
for injection

1 vial

EU/1/04/274/001

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, Norway, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, United Kingdom

Germany

28/09/2009

VELCADE

Haemato
Pharm AG

09/07/2009

1.0 mg

Powder for solution
for injection

1 vial

EU/1/04/274/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Lithuania, Latvia,
Poland, Romania, Slovenia, Slovak Republic,
Germany

Germany,
Austria

20/07/2009

VELCADE

Inopha GmbH

29/12/2008

3.5 mg

Powder for solution
for injection

1 vial (10
ml)

EU/1/04/274/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Latvia, Lithuania, Poland,
Romania, Slovak Republic, Slovenia, Germany

Germany,
Austria

06/03/2009

\Vfend

2 Care 4

03/09/2008

200 mg

Tablet

30

EU/1/02/212/018

The Netherlands, Austria, Belgium, Finland,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, Norway, Portugal, Spain, Sweden

Denmark

27/01/2009

Vfend

2 Care 4

07/09/2009

50 mg

Tablet

30

EU/1/02/212/006

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

06/10/2009

Vfend

AXxicorp
Pharma GmbH

06/11/2009

200 mg

Tablet

100

EU/1/02/212/021

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Germany

24/11/2009

\Vfend

Beragena
Arzneimittel
GmbH

07/07/2009

200 mg

Tablet

100

EU/1/02/212/021

Austria, Belgium, France, Greece, Italy, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

03/09/2009

Vfend

CC Pharma

23/06/2009

200 mg

Powder for solution
for infusion

1 vial

EU/1/02/212/025

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

02/09/2009
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Vfend

CC Pharma

22/07/2009

40 mg/ml

Powder for oral
suspension

1 bottle

EU/1/02/212/026

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

22/09/2009

\Vfend

EuroPharma
DK

10/06/2009

200 mg

Tablet

30

EU/1/02/212/018

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

30/06/2009

Vfend

Mevita
HandelsGmbH

03/03/2009

200 mg

Tablet

30

EU/1/02/212/018

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

11/05/2009

\Vfend

Orifarm AS

26/06/2009

200 mg

Powder for solution
for infusion

1 vial

EU/1/02/212/025

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Romania

Denmark

04/08/2009

Vfend

Orifarm AS

13/07/2009

200 mg

Tablet

30

EU/1/02/212/018

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

05/08/2009

\Vfend

Orifarm AS

13/07/2009

50 mg

Tablet

30

EU/1/02/212/006

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

05/08/2009

Vfend

Paranova
Danmark AS

29/04/2009

200 mg

Tablet

28

EU/1/02/212/017

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

13/05/2009

\Vfend

SIA ‘Elpis’

14/01/2009

200 mg

Tablet

14

EU/1/02/212/015

Austria, Belgium, Bulgaria, Czech Republic,
Estonia, Finland, France, Germany, Greece,
Hungary, Ireland, Italy, Liechtenstein,
Lithuania, Luxembourg, Malta, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom

Latvia

24/03/2009

Vfend

SIA ‘Elpis'

10/02/2009

200 mg

Powder for solution
for infusion

1 vial

EU/1/02/212/025

Austria, Belgium, Czech Republic, Finland,
France, Germany, Greece, Hungary, Ireland,
Italy, Lithuania, Luxembourg, The
Netherlands, Poland, Portugal, Romania,
Slovak Republic, Slovenia, Spain, Sweden,
United Kingdom, Bulgaria, Estonia,
Liechtenstein, Malta

Latvia

16/04/2009
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Viagra

2 Care 4

14/10/2008

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, Germany, Greece, Italy, The
Netherlands, Spain, United Kingdom

Denmark

15/09/2009

Viagra

2 Care 4

14/10/2008

50 mg

Film-coated tablet

EU/1/98/077/006

Austria, Belgium, Germany, Greece, Italy, The
Netherlands, Portugal, Spain, United Kingdom

Denmark

15/09/2009

Viagra

2 Care 4

12/11/2008

25 mg

Film-coated tablet

12

EU/1/98/077/004

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

12/06/2009

Viagra

2 Care 4

12/11/2008

50 mg

Film-coated tablet

12

EU/1/98/077/008

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

09/11/2009

Viagra

2 Care 4

24/11/2008

25 mg

Film-coated tablet

EU/1/98/077/002

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

09/11/2009

Viagra

2 Care 4

11/12/2008

100 mg

Film-coated tablet

12

EU/1/98/077/012

Austria, Belgium, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

09/11/2009

Viagra

Abacus
Medicine A/S

15/08/2008

25 mg

Film-coated tablet

EU/1/98/077/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

09/01/2009

Viagra

Abacus
Medicine A/S

15/08/2008

25 mg

Film-coated tablet

12

EU/1/98/077/004

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom

Denmark

09/01/2009

Viagra

Abis-Pharma

14/08/2009

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Poland, Portugal, Slovak Republic, Spain,
Sweden, The Netherlands, United Kingdom

Germany

12/10/2009

Viagra

Abis-Pharma

14/08/2009

100 mg

Film-coated tablet

12

EU/1/98/077/012

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Poland, Portugal, Slovak Republic, Spain,
Sweden, The Netherlands, United Kingdom

Germany

12/10/2009
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Viagra

AN Pharmacy
Sp. z 0.0.

21/07/2009

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Spain, Sweden, The
Netherlands, United Kingdom

Slovenia

08/09/2009

Viagra

AN Pharmacy
Sp. z 0.0.

02/09/2009

100 mg

Film-coated tablet

EU/1/98/077/011

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

15/09/2009

Viagra

AN Pharmacy
Sp. z 0.0.

02/09/2009

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom

Poland

15/09/2009

Viagra

Beragena
Arzneimittel
GmbH

07/04/2008

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, France, Greece, ltaly,
Portugal, Spain, United Kingdom, The
Netherlands

Germany

14/04/2009

Viagra

Beragena
Arzneimittel
GmbH

07/04/2008

100 mg

Film-coated tablet

12

EU/1/98/077/012

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

14/04/2009

Viagra

Ichem SpZoo

20/10/2008

100mg

Film-coated tablets

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

20/01/2009

Viagra

Ichem SpZoo

20/10/2008

100mg

Film-coated tablets

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Poland

20/01/2009
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Viagra

Kohlpharma
GmbH

16/03/2009

50 mg

Film-coated tablet

EU/1/98/077/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom

Germany

27/03/2009

Viagra

PCO
Manufacturing

07/05/2009

50 mg

Film-coated tablet

EU/1/98/077/006

Austria, Belgium, Cyprus, Denmark, France,
Germany, Greece, Luxembourg, Malta,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Italy

Ireland, United
Kingdom

06/07/2009

Viagra

Singad
Pharma ApS

11/05/2009

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Denmark

16/09/2009

Viagra

Singad
Pharma ApS

11/05/2009

100 mg

Film-coated tablet

EU/1/98/077/011

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Portugal, Spain,
Sweden, United Kingdom

Denmark

16/09/2009

Viagra

Veron Pharma

05/03/2009

100 mg

Film-coated tablet

EU/1/98/077/010

Austria, Belgium, France, Greece, Ireland,
Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom

Germany

16/06/2009

Viagra

Veron Pharma

05/03/2009

100 mg

Film-coated tablet

12

EU/1/98/077/012

Austria, Belgium, France, Greece, Ireland,
Italy, Luxembourg, The Netherlands, Portugal,
Spain, United Kingdom

Germany

16/06/2009

Vidaza

CC Pharma

28/10/2009

25 mg/ml

Powder for
suspension for
injection

1 vial

EU/1/08/488/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Germany

04/11/2009

Vidaza

Haemato
Pharm AG

25/11/2009

25 mg/ml

Powder for
suspension for
injection

1 vial

EU/1/08/488/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Lithuania, Latvia,
Poland, Romania, Slovenia, Slovak Republic,
Germany

Germany,
Austria

16/12/2009

Vimpat

CC Pharma

25/08/2009

10 mg/ml

Solution for
infusion

1 vial

EU/1/08/470/016

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

15/09/2009

Vimpat

CC Pharma

25/08/2009

100 mg

Film-coated tablet

56

EU/1/08/470/005

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

15/09/2009

Vimpat

CC Pharma

25/08/2009

100 mg

Film-coated tablet

14

EU/1/08/470/004

Austria, Belgium, France, Greece, ltaly,
Norway, Portugal, Spain, The Netherlands,
United Kingdom

Germany

15/09/2009
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Vimpat CC Pharma 25/08/2009|15 mg/ml Syrup 1 bottle EU/1/08/470/014 |Austria, Belgium, France, Greece, Italy, Germany 15/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Vimpat CC Pharma 25/08/2009|150 mg Film-coated tablet |56 EU/1/08/470/008 |Austria, Belgium, France, Greece, Italy, Germany 15/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Vimpat CC Pharma 25/08/2009|200 mg Film-coated tablet |56 EU/1/08/470/011 |Austria, Belgium, France, Greece, Italy, Germany 15/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Vimpat CC Pharma 25/08/2009(50 mg Film-coated tablet |56 EU/1/08/470/002 |Austria, Belgium, France, Greece, Italy, Germany 15/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Vimpat CC Pharma 25/08/2009(50 mg Film-coated tablet |14 EU/1/08/470/001 |Austria, Belgium, France, Greece, Italy, Germany 15/09/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Vimpat Pharma 08/09/2009(100 mg Film-coated tablet |56 EU/1/08/470/005 |Austria, Belgium, Denmark, Finland, France, |Germany 14/12/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Vimpat Pharma 08/09/2009(100 mg Film-coated tablet |168 EU/1/08/470/006 |Austria, Belgium, Denmark, Finland, France, |Germany 14/12/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
ViraferonPeg Orifarm AS 09/07/2009|100 Powder and 4 pens + 4 |EU/1/00/132/040 |Austria, Belgium, Cyprus, Finland, France, Denmark 02/09/2009
micrograms solvent for solution [injection Germany, Greece, Iceland, Ireland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Luxembourg, Malta, The
filled pen cleansing Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
ViraferonPeg Orifarm AS 09/07/2009(150 Powder and 4 pens + 4 |EU/1/00/132/048 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/08/2009
micrograms solvent for solution [injection Germany, Greece, Iceland, Ireland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Luxembourg, Malta, The
filled pen cleansing Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
ViraferonPeg Orifarm AS 09/07/2009(80 Powder and 4 pens + 4 |EU/1/00/132/036 |Austria, Belgium, Cyprus, Finland, France, Denmark 13/08/2009
micrograms solvent for solution [injection Germany, Greece, Ireland, Iceland, Italy,
for injection in pre-|needles + 8 Liechtenstein, Luxembourg, Malta, The
filled pen cleansing Netherlands, Norway, Portugal, Spain,
swabs Sweden, United Kingdom
Viramune Milinda 21/08/2009(200 mg Tablet 60 EU/1/97/055/001 |France Germany 25/11/2009
Arzneimittel
GmbH
Viramune Milinda 21/08/2009(200 mg Tablet 120 EU/1/97/055/003 |France Germany 25/11/2009
Arzneimittel
GmbH
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Viramune Pharma Gerke 18/01/2008/50mg/5ml Oral suspension 240ml Austria, Belgium, France, Greece, Italy, The Germany 29/01/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Viramune Pharma Gerke 09/10/2009({200 mg Tablet 120 EU/1/97/055/003 |Austria, Belgium, Finland, France, Greece, Germany 03/11/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Romania, Spain, United Kingdom
Viread Aaston 29/05/2009(245 mg Film-coated tablet |30 EU/1/01/200/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 30/06/2009
Healthcare France, Greece, Ireland, Italy, Luxembourg,
GmbH Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia
Viread Beragena 15/06/2009|245 mg Film-coated tablet |30 EU/1/01/200/001 |Austria, Belgium, France, Greece, Italy, The Germany 23/07/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Viread Beragena 15/06/2009|245 mg Film-coated tablet |3 x 30 EU/1/01/200/002 |Austria, Belgium, France, Greece, Italy, The Germany 23/07/2009
Arzneimittel Netherlands, Norway, Portugal, Spain, United
GmbH Kingdom
Viread CC Pharma 10/02/2009|245 mg Film-coated tablet |30 EU/1/01/200/001 |Austria, Belgium, France, Italy, The Germany 25/02/2009
Netherlands, Norway, Portugal, Spain, United
Kingdom, Greece, Romania, Czech Republic,
Denmark, Sweden, Finland, Bulgaria
Viread CC Pharma 05/05/2009|245 mg Film-coated tablet |3 x 30 EU/1/01/200/002 |Austria, Belgium, France, Greece, Italy, The Germany 06/07/2009
Netherlands, Norway, Portugal, Spain, United
Kingdom, Czech Republic, Sweden, Finland,
Bulgaria
Viread Haemato 29/06/2009(245 mg Film-coated tablet |3 x 30 EU/1/01/200/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 09/07/2009
Pharm AG France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Latvia, Poland, Romania, Slovak Republic,
Slovenia
Viread Kohlpharma 12/05/2009|245 mg Film-coated tablet |30 EU/1/01/200/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 16/06/2009
GmbH France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Viread NewNeopharm 30/06/2009(245 mg Film-coated tablet |30 EU/1/01/200/001 |Austria, Finland, France, Germany, Greece, Denmark 10/08/2009
BV Ireland, Italy, Luxembourg, The Netherlands,

Norway, Portugal, Spain, Sweden, United
Kingdom
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Viread

Pharma Gerke
GmbH

22/05/2009

245 mg

Film-coated tablet

30

EU/1/01/200/001

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Czech Republic

Germany

30/11/2009

Viread

Pharma
Westen GmbH

19/05/2009

245 mg

Film-coated tablet

30

EU/1/01/200/001

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Bulgaria, Romania

Germany

29/06/2009

Viread

Pharma
Westen GmbH

12/11/2009

245 mg

Film-coated tablet

3x30

EU/1/01/200/002

Austria, Belgium, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,

Sweden, United Kingdom, Bulgaria, Romania

Germany

26/11/2009

Viread

SIA ‘Elpis'

10/02/2009

245 mg

Film-coated tablet

30

EU/1/01/200/001

Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany,
Greece, Hungary, Iceland, Ireland, Italy,
Liechtenstein, Lithuania, Luxembourg, The
Netherlands, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, United Kingdom

Latvia

06/04/2009

Xagrid

Haemato
Pharm AG

06/07/2009

0.5 mg

Capsule, hard

100

EU/1/04/295/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom, Bulgaria, Czech Republic,
Estonia, Hungary, Lithuania, Latvia, Poland,
Romania, Slovak Republic, Slovenia

Germany

06/08/2009

Xagrid

Kohlpharma
GmbH

08/06/2009

0.5 mg

Capsule, hard

100

EU/1/04/295/001

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom

Germany

09/07/2009

Xagrid

Orifarm AS

25/06/2009

0.5 mg

Capsule, hard

100

EU/1/04/295/001

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

23/07/2009

Xarelto

Euro
Registratie
Collectief BV

17/06/2009

10 mg

Film-coated tablet

EU/1/08/472/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

26/06/2009

Xarelto

Euro
Registratie
Collectief BV

17/06/2009

10 mg

Film-coated tablet

EU/1/08/472/007

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden, United Kingdom

The
Netherlands

26/06/2009
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Xarelto

Orifarm AS

22/05/2009

10 mg

Film-coated tablet

30

EU/1/08/472/007

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom, Poland, Romania

Denmark

30/06/2009

Xarelto

Orifarm AS

22/05/2009

10 mg

Film-coated tablet

100

EU/1/08/472/008

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
The Netherlands, Portugal, Spain, Sweden,
United Kingdom, Poland, Romania

Denmark

30/06/2009

Xeloda

Aaston
Healthcare
GmbH

01/04/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom, Bulgaria,
Czech Republic, Estonia, Hungary, Latvia,
Lithuania, Poland, Romania, Slovak Republic,
Slovenia

Germany

05/06/2009

Xeloda

Beragena
Arzneimittel
GmbH

04/02/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, France, Greece, ltaly, The
Netherlands, Portugal, Spain, United Kingdom

Germany

23/03/2009

Xeloda

Emra-Med

26/01/2009

150mg

Film-coated tablets

60

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Greece, Hungary, Iceland, Ireland, Italy,
Latvia, Liechtenstein, Lithuania, Luxembourg,
Malta, The Netherlands, Norway, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, United Kingdom

Germany

30/01/2009

Xeloda

Inopha GmbH

29/04/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Bulgaria, Czech
Republic, Estonia, Hungary, Latvia, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Germany

13/05/2009

Xeloda

Kohlpharma
GmbH

22/05/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Romania

Germany

24/06/2009

Xeloda

NewNeopharm

BV

30/06/2009

150 mg

Film-coated tablet

60

EU/1/00/163/001

Austria, Finland, France, Germany, Greece,
Ireland, Italy, Luxembourg, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

11/08/2009
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Xeloda

NewNeopharm
BV

30/06/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Finland, France, Germany, Greece,
Ireland, Italy, Luxembourg, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

11/08/2009

Xeloda

Pharma Gerke
GmbH

24/07/2009

500 mg

Film-coated tablet

120

EU/1/00/163/002

Austria, Belgium, Finland, France, Greece,
Italy, Norway, Portugal, Romania, Spain, The
Netherlands, United Kingdom

Germany

08/09/2009

Xenical

B&S
Healthcare Ltd

15/12/2008

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, United Kingdom

United
Kingdom,
Ireland

18/02/2009

Xenical

BCN Farma SL

22/12/2008

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, The Netherlands, Norway,
Portugal, Romania, Slovak Republic, Slovenia,
Sweden, United Kingdom

Spain

29/01/2009

Xenical

BR Pharma
International
Ltd

23/07/2008

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

06/04/2009

Xenical

Generfarma,
S.L.

31/07/2009

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Denmark, France, Germany,
Greece, Ireland, Italy, Malta, The Netherlands,
Portugal, Sweden, United Kingdom

Spain

06/11/2009

Xenical

Imed
Healthcare Ltd

17/11/2008

120 mg

Capsule, hard

84

EU/1/98/071/003

United Kingdom, Belgium, Cyprus, Denmark,
Finland, France, Germany, lIceland, Ireland,
Italy, Luxembourg, Malta, The Netherlands,
Norway, Portugal, Sweden

Ireland, United
Kingdom,
Malta

12/01/2009

Xenical

Mediwin Ltd

06/08/2009

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Denmark, Finland, Germany,
Greece, Ireland, Italy, Luxembourg, Malta, The
Netherlands, Portugal, Spain, Sweden, United
Kingdom, Czech Republic, Estonia, Latvia,
Lithuania, Hungary, Poland, Slovenia, Slovak
Republic, Bulgaria, Romania

France

28/08/2009
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Xenical

MPT Pharma

27/02/2009

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Luxembourg, Malta, Norway, Portugal,
Spain, Sweden, The Netherlands, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Liechtenstein, Lithuania,
Poland, Romania, Slovak Republic, Slovenia

Ireland, United
Kingdom

02/04/2009

Xenical

Pharma Lab

06/07/2009

120 mg

Capsule, hard

84

EU/1/98/071/003

Austria, Belgium, Cyprus, Denmark, Finland,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Sweden,
United Kingdom

Spain

14/09/2009

Xeristar

B&S

Healthcare Ltd

17/06/2009

30 mg

Gastro-resistant
capsule, hard

EU/1/04/297/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Ireland, United
Kingdom

25/06/2009

Xeristar

Chemilines Ltd

06/01/2009

30 mg

Gastro-resistant
capsule, hard

EU/1/04/297/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

11/12/2009

Xeristar

Doncaster

Pharmaceutica

Is Group Ltd

01/07/2009

30 mg

Gastro-resistant
capsule, hard

EU/1/04/297/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Ireland, Italy,
Liechtenstein, Luxembourg, The Netherlands,
Portugal, Spain, Sweden, United Kingdom

Ireland, Malta,
United
Kingdom

13/08/2009

Xeristar

Emra-Med

05/12/2008

60 mg

Gastro-resistant
capsule, hard

28

EU/1/04/297/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

27/01/2009

Xeristar

G-Pharma Ltd

14/08/2009

30 mg

Gastro-resistant
capsule, hard

EU/1/04/297/006

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

21/09/2009

Xeristar

Interport Ltd

02/12/2008

30mg

Hard gastro-
resistant capsules

Austria, Belgium, France, Germany, Greece,
Italy, The Netherlands, Portugal, Spain

United
Kingdom

05/01/2009

Xeristar

Kohlpharma
GmbH

19/01/2009

60 mg

Gastro-resistant
capsule, hard

28

EU/1/04/297/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Germany

26/01/2009
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Xeristar Kohlpharma 19/01/2009(60 mg Gastro-resistant 98 EU/1/04/297/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 26/01/2009
GmbH capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Xeristar Kohlpharma 10/02/2009(30 mg Gastro-resistant 28 EU/1/04/297/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 20/02/2009
GmbH capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Xeristar O.P.D. 09/10/2009(30 mg Gastro-resistant 7 EU/1/04/297/006 |Austria, Belgium, Cyprus, Denmark, Finland, |United 19/10/2009
Laboratories capsule, hard France, Germany, Greece, ltaly, Malta, The Kingdom,
Ltd Netherlands, Norway, Portugal, Spain, Sweden |Ireland
Xeristar Orifarm AS 28/09/2009(60 mg Gastro-resistant 28 EU/1/04/297/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 22/10/2009
capsule, hard Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Xeristar Orifarm AS 28/09/2009(60 mg Gastro-resistant 98 EU/1/04/297/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 22/10/2009
capsule, hard Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Xeristar Paranova 01/07/2009(30 mg Gastro-resistant 28 EU/1/04/297/001 |Austria, Belgium, Finland, France, Germany, Denmark 26/11/2009
Danmark AS capsule, hard Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Xeristar Paranova 01/07/2009(60 mg Gastro-resistant 98 EU/1/04/297/004 |Austria, Belgium, Finland, France, Germany, Denmark 26/11/2009
Danmark AS capsule, hard Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom
Xeristar Pharmacodane 07/09/2009(30 mg Gastro-resistant 28 EU/1/04/297/001 |Austria, Belgium, Cyprus, Finland, France, Denmark 22/10/2009
Aps capsule, hard Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Xolair Abacus 22/05/2009(150 mg Powder and 1vial +1 |EU/1/05/319/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 24/06/2009
Medicine A/S solvent for solution|ampoule Germany, Greece, Iceland, Ireland, Italy,

for injection

Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Czech Republic,
Latvia, Lithuania, Poland, Slovak Republic,
Slovenia, Romania, Hungary, Bulgaria
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Xolair CC Pharma 06/02/2009(150 mg Powder and 4 EU/1/05/319/003 |Austria, Belgium, France, Greece, Italy, The Germany 27/05/2009
solvent for solution [intermediat Netherlands, Norway, Portugal, Spain, United
for injection e packs (1 Kingdom
vial + 1
ampoule)
Xolair CC Pharma 06/02/2009(150 mg Powder and 1vial +1 |EU/1/05/319/002 |Austria, Belgium, France, Greece, ltaly, The Germany 27/05/2009
solvent for solution [ampoule Netherlands, Norway, Portugal, Spain, United
for injection Kingdom
Xolair CC Pharma 15/10/2009|150 mg Powder and 10 EU/1/05/319/004 |Austria, Belgium, France, Greece, ltaly, Germany 09/12/2009
solvent for solution [intermediat Norway, Portugal, Spain, The Netherlands,
for injection e packs (1 United Kingdom
vial + 1
ampoule)
Xolair Pharmachim 26/11/2008({150 mg Powder and 1vial +1 |EU/1/05/319/002 |Austria, Belgium, France, Germany, Greece, Sweden 09/01/2009
AB solvent for solution [ampoule Ireland, Italy, The Netherlands, Portugal,
for injection Spain, United Kingdom
Yentreve B&S 05/10/2009(20 mg Gastro-resistant 28 EU/1/04/280/007 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Healthcare Ltd capsule, hard France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Yentreve B&S 05/10/2009(40 mg Gastro-resistant 56 EU/1/04/280/003 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 28/10/2009
Healthcare Ltd capsule, hard France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Yentreve Docpharm 19/12/2008|20 mg Gastro-resistant 28 EU/1/04/280/007 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Yentreve Docpharm 19/12/2008|20 mg Gastro-resistant 56 EU/1/04/280/001 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Yentreve Docpharm 19/12/2008|20 mg Gastro-resistant 98 EU/1/04/280/008 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Yentreve Docpharm 19/12/2008(40 mg Gastro-resistant 28 EU/1/04/280/002 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,

United Kingdom
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Yentreve Docpharm 19/12/2008(40 mg Gastro-resistant 56 EU/1/04/280/003 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Yentreve Docpharm 19/12/2008(40 mg Gastro-resistant 98 EU/1/04/280/004 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
GmbH&CoKGa capsule, hard Greece, Ireland, Italy, Luxembourg, Malta,
A Norway, Portugal, Spain, The Netherlands,
United Kingdom
Yentreve Emra-Med 08/05/2009(20 mg Gastro-resistant 28 EU/1/04/280/001 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/11/2009
capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Yentreve Emra-Med 08/05/2009(40 mg Gastro-resistant 28 EU/1/04/280/002 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 12/11/2009
capsule, hard France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, Norway,
Portugal, Spain, Sweden, The Netherlands,
United Kingdom
Yentreve Pharma Gerke 02/06/2008(20 mg Gastro-resistant 28 EU/1/04/280/007 |Austria, Belgium, France, Greece, Italy, The Germany 09/11/2009
GmbH capsule, hard Netherlands, Norway, Portugal, Spain, United
Kingdom
Yentreve Pharma Gerke 02/06/2008({20 mg Gastro-resistant 98 EU/1/04/280/008 |Austria, Belgium, France, Greece, Italy, The Germany 09/11/2009
GmbH capsule, hard Netherlands, Norway, Portugal, Spain, United
Kingdom
Yentreve Pharmachim 08/12/2008({20mg Hard gastro- 28 Austria, Belgium, France, Germany, Greece, Sweden 26/01/2009
AB resistant capsules Ireland, Italy, Malta, The Netherlands,
Portugal, Spain, United Kingdom
Yentreve Pharmachim 08/12/2008{40mg Hard gastro- 56 Austria, Belgium, France, Germany, Greece, Sweden 26/01/2009
AB resistant capsules Ireland, Italy, Malta, The Netherlands,
Portugal, Spain, United Kingdom
Yondelis Haemato 12/10/2009|0.25 mg Powder for 1 vial EU/1/07/417/001 |Austria, Belgium, Bulgaria, Cyprus, Denmark, |Germany, 20/10/2009
Pharm AG concentrate for Estonia, Finland, France, Greece, Hungary, Austria
solution for Iceland, Ireland, Italy, Latvia, Liechtenstein,
infusion Lithuania, Luxembourg, Malta, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Germany
Yondelis Haemato 12/10/2009|1 mg Powder for 1 vial EU/1/07/417/002 |Austria, Belgium, Bulgaria, Cyprus, Denmark, |Germany, 20/10/2009
Pharm AG concentrate for Estonia, Finland, France, Greece, Hungary, Austria
solution for Iceland, Ireland, Italy, Latvia, Liechtenstein,
infusion Lithuania, Luxembourg, Malta, Norway,
Poland, Portugal, Romania, Slovak Republic,
Slovenia, Spain, Sweden, The Netherlands,
United Kingdom, Czech Republic, Germany
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Zeffix AXxicorp 01/06/2009(100 mg Film-coated tablet |28 EU/1/99/114/001 |Austria, Belgium, Denmark, Finland, France, |Germany 23/07/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zerit CC Pharma 12/10/2009|40 mg Capsule, hard 56 EU/1/96/009/008 |Austria, Belgium, France, Greece, Italy, Germany 20/10/2009
Norway, Portugal, Spain, The Netherlands,
United Kingdom
Ziagen SIA ‘Elpis' 14/01/2009|300mg Film-coated tablets|60 EU/1/99/112/001 |Austria, Belgium, Bulgaria, Czech Republic, Latvia 24/03/2009
Estonia, Finland, France, Germany, Greece,
Hungary, Ireland, Italy, Liechtenstein,
Lithuania, Luxembourg, Malta, Poland,
Portugal, Romania, Slovak Republic, Slovenia,
Spain, Sweden, The Netherlands, United
Kingdom
Zometa CC Pharma 19/01/2009|4 mg Concentrate for 1 vial EU/1/01/176/004 |Norway, United Kingdom, Austria, Belgium, Germany 27/01/2009
solution for France, Greece, Italy, The Netherlands,
infusion Portugal, Spain
Zometa CC Pharma 04/02/2009|4 mg/5 ml Concentrate for 4 EU/1/01/176/005 |Norway, United Kingdom, Austria, Belgium, Germany 24/02/2009
solution for France, Greece, Italy, The Netherlands,
infusion Portugal, Spain
Zometa Dr Fisher 05/01/20094 mg Concentrate for 1 vial EU/1/01/176/004 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 27/01/2009
Farma BV solution for France, Germany, Greece, Iceland, Ireland, Netherlands
infusion Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zometa Haemato 25/08/2009(4 mg Concentrate for 4 vials EU/1/01/176/005 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 13/11/2009
Pharm AG solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zometa Kohlpharma 20/03/20094 mg Concentrate for 1 vial EU/1/01/176/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Germany 04/05/2009
GmbH solution for France, Greece, Iceland, Ireland, Italy,
infusion Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zometa Orifarm AB 14/05/2009|4 mg Concentrate for 1 vial EU/1/01/176/004 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 30/06/2009
solution for France, Germany, Greece, Iceland, Ireland,
infusion Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
Zometa Orifarm AS 14/05/2009|4 mg Concentrate for 1 vial EU/1/01/176/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 30/06/2009

solution for
infusion

Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Spain, Sweden, United
Kingdom, Portugal
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Zometa Pharma Gerke 22/06/2009(4 mg Concentrate for 1 vial EU/1/01/176/004 |Austria, Belgium, Finland, France, Greece, Germany 13/07/2009
GmbH solution for Italy, The Netherlands, Norway, Portugal,
infusion Spain, United Kingdom
Zonegran B&S 14/09/2009(50 mg Capsule, hard 14 EU/1/04/307/001 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 03/12/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Zonegran B&S 14/09/2009(50 mg Capsule, hard 28 EU/1/04/307/009 |Austria, Belgium, Bulgaria, Cyprus, Czech Ireland, United | 03/12/2009
Healthcare Ltd Republic, Denmark, Estonia, Finland, France, |Kingdom
Germany, Greece, Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein, Lithuania,
Luxembourg, Malta, Norway, Poland, Portugal,
Romania, Slovak Republic, Slovenia, Spain,
Sweden, The Netherlands, United Kingdom
Zonegran BR Lewis Ltd 24/02/2009|25 mg Capsule, hard 14 EU/1/04/307/001 |Austria, Belgium, Cyprus, Denmark, Finland, |United 04/05/2009
France, Germany, Greece, Ireland, Italy, Kingdom,
Liechtenstein, Luxembourg, The Netherlands, |lreland, Malta
Portugal, Spain, Sweden, United Kingdom
Zonegran BR Lewis Ltd 27/02/2009|100 mg Capsule, hard 56 EU/1/04/307/004 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 04/05/2009
France, Germany, Greece, Ireland, Italy, United
Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
Zonegran Chemilines Ltd 12/06/2009|100 mg Capsule, hard 56 EU/1/04/307/004 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 27/07/2009
France, Germany, Greece, Ireland, Italy, The |Kingdom
Netherlands, Portugal, Spain, Sweden
Zonegran Chemilines Ltd 12/06/2009|25 mg Capsule, hard 14 EU/1/04/307/001 |Austria, Belgium, Denmark, Finland, France, Ireland, United | 27/07/2009
Germany, Greece, lreland, Italy, The Kingdom
Netherlands, Portugal, Spain, Sweden
Zonegran Chemilines Ltd 12/06/2009|50 mg Capsule, hard 28 EU/1/04/307/009 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, United | 27/07/2009
France, Germany, Greece, Ireland, Italy, The |Kingdom
Netherlands, Portugal, Spain, Sweden
Zonegran Europharma 17/02/2009|100 mg Capsule, hard 98 EU/1/04/307/007 |Austria, Belgium, France, Germany, Greece, Sweden 23/03/2009
Sverige AB Ireland, Italy, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Zonegran Europharma 17/02/2009(25 mg Capsule, hard 56 EU/1/04/307/002 |Austria, Belgium, France, Germany, Greece, Sweden 23/03/2009
Sverige AB Ireland, Italy, The Netherlands, Norway,
Portugal, Spain, United Kingdom
Zonegran Europharma 17/02/2009(50 mg Capsule, hard 56 EU/1/04/307/003 |Austria, Belgium, France, Germany, Greece, Sweden 23/03/2009
Sverige AB Ireland, Italy, The Netherlands, Norway,
Portugal, Spain, United Kingdom
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Zonegran

Interport Ltd

08/10/2009

100 mg

Capsule, hard

56

EU/1/04/307/004

Austria, Belgium, France, Germany, Greece,
Italy, Portugal, Spain

United
Kingdom

30/11/2009

Zonegran

Interport Ltd

08/10/2009

25 mg

Capsule, hard

14

EU/1/04/307/001

Austria, Belgium, France, Germany, Greece,
Italy, Portugal, Spain

United
Kingdom

30/11/2009

Zonegran

Interport Ltd

08/10/2009

50 mg

Capsule, hard

28

EU/1/04/307/009

Austria, Belgium, France, Germany, Greece,
Italy, Portugal, Spain

United
Kingdom

30/11/2009

Zonegran

Medartuum AB

06/07/2009

25 mg

Capsule, hard

56

EU/1/04/307/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovak Republic, Slovenia

Sweden

05/08/2009

Zonegran

Medartuum AB

06/07/2009

50 mg

Capsule, hard

56

EU/1/04/307/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom, Bulgaria, Czech Republic, Estonia,
Hungary, Latvia, Lithuania, Poland, Romania,
Slovenia, Slovak Republic

Sweden

05/08/2009

Zonegran

Orifarm AS

24/06/2009

25 mg

Capsule, hard

56

EU/1/04/307/002

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

17/07/2009

Zonegran

Orifarm AS

24/06/2009

50 mg

Capsule, hard

56

EU/1/04/307/003

Austria, Belgium, Cyprus, Finland, France,
Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom

Denmark

17/07/2009

Zonegran

Paranova
Danmark AS

26/08/2009

50 mg

Capsule, hard

56

EU/1/04/307/003

Austria, Belgium, Finland, France, Germany,
Greece, Ireland, Italy, The Netherlands,
Norway, Portugal, Spain, Sweden, United
Kingdom

Denmark

27/11/2009

Zonegran

Paranova
Lakemedel AB

09/03/2009

100 mg

Capsule, hard

98

EU/1/04/307/007

Austria, Belgium, Denmark, Finland, France,
Germany, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, United Kingdom, Cyprus, Greece,
Liechtenstein

Sweden

10/06/2009
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Zonegran

Paranova
Lakemedel AB

18/06/2009

25 mg

Capsule, hard

56

EU/1/04/307/002

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom

Sweden

16/07/2009

Zonegran

Pharmachim
AB

29/07/2009

100 mg

Capsule, hard

98

EU/1/04/307/007

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom, Czech Republic

Sweden

05/08/2009

Zonegran

Pharmachim
AB

29/07/2009

25 mg

Capsule, hard

56

EU/1/04/307/002

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom, Czech Republic

Sweden

05/08/2009

Zonegran

Pharmachim
AB

29/07/2009

50 mg

Capsule, hard

56

EU/1/04/307/003

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, The Netherlands, Portugal,
Spain, United Kingdom, Czech Republic

Sweden

05/08/2009

Zonegran

Swingward Ltd

TA Medihealth

06/04/2009

50 mg

Capsule, hard

56

EU/1/04/307/003

Austria, Belgium, Cyprus, Denmark, Finland,
France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden

United
Kingdom

06/07/2009

Zyprexa

2 Care 4

24/11/2008

10 mg

Coated tablet

28

EU/1/96/022/009

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, Iceland

Denmark

12/03/2009

Zyprexa

2 Care 4

24/11/2008

10 mg

Coated tablet

56

EU/1/96/022/010

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, Iceland

Denmark

12/03/2009

Zyprexa

2 Care 4

24/11/2008

5 mg

Coated tablet

28

EU/1/96/022/004

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, Iceland

Denmark

12/03/2009

Zyprexa

2 Care 4

24/11/2008

7.5 mg

Coated tablet

28

EU/1/96/022/011

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, Iceland

Denmark

12/03/2009

Zyprexa

2 Care 4

24/11/2008

7.5 mg

Coated tablet

56

EU/1/96/022/006

Austria, Belgium, France, Germany, Greece,
Ireland, Italy, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom, Finland, Iceland

Denmark

12/03/2009

Zyprexa

2 Care 4

06/05/2009

2.5 mg

Coated tablet

28

EU/1/96/022/002

Austria, Belgium, France, Germany, Greece,
Hungary, Ireland, Italy, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom, Iceland, Finland

Denmark

12/05/2009
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Zyprexa 2 Care 4 07/09/2009(15 mg Coated tablet 28 EU/1/96/022/012 |Austria, Belgium, Finland, France, Germany, Denmark 12/11/2009
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa 2 Care 4 07/09/2009(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Finland, France, Germany, Denmark 12/11/2009
Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa A-Pharma ApS 09/06/2009(10 mg Coated tablet 28 EU/1/96/022/009 |Austria, Belgium, Finland, France, Germany, Denmark 08/09/2009
Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Zyprexa A-Pharma ApS 09/06/2009(10 mg Coated tablet 56 EU/1/96/022/010 |Austria, Belgium, Finland, France, Germany, Denmark 08/09/2009
Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Zyprexa A-Pharma ApS 09/06/2009(5 mg Coated tablet 28 EU/1/96/022/004 |Austria, Belgium, Finland, France, Germany, |Denmark 08/09/2009
Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Zyprexa A-Pharma ApS 09/06/2009(7.5 mg Coated tablet 56 EU/1/96/022/006 |Austria, Belgium, Finland, France, Germany, Denmark 08/09/2009
Greece, Ireland, Italy, The Netherlands,
Portugal, Spain, Sweden, United Kingdom
Zyprexa Axicorp 30/06/2009(20 mg Coated tablet 35 EU/1/96/022/028 |Austria, Belgium, Denmark, Finland, France, [Germany 06/08/2009
Pharma GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa BR Lewis Ltd 02/03/2009(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Cyprus, Denmark, Finland, |lreland, Malta, | 11/03/2009
France, Germany, Greece, Ireland, Italy, United
Liechtenstein, Luxembourg, The Netherlands, |Kingdom
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(10 mg Coated tablet 35 EU/1/96/022/026 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(10 mg Coated tablet 70 EU/1/96/022/032 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(15 mg Coated tablet 35 EU/1/96/022/027 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(15 mg Coated tablet 70 EU/1/96/022/033 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,

Portugal, Spain, Sweden, United Kingdom
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Zyprexa BR Pharma 06/04/2009|2.5 mg Coated tablet 35 EU/1/96/022/023 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(20 mg Coated tablet 35 EU/1/96/022/028 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(5 mg Coated tablet 35 EU/1/96/022/024 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009(5 mg Coated tablet 70 EU/1/96/022/030 |Austria, Belgium, Denmark, Finland, France, [Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 06/04/2009|7.5 mg Coated tablet 70 EU/1/96/022/031 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 08/04/2009|2.5 mg Coated tablet 70 EU/1/96/022/029 |Austria, Belgium, Denmark, Finland, France, |Germany 20/04/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 03/12/2009({10 mg Coated tablet 28 EU/1/96/022/009 |Austria, Belgium, Denmark, Finland, France, [Germany 16/12/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 03/12/2009(10 mg Coated tablet 56 EU/1/96/022/010 |Austria, Belgium, Denmark, Finland, France, [Germany 16/12/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 03/12/2009(5 mg Coated tablet 28 EU/1/96/022/004 |Austria, Belgium, Denmark, Finland, France, [Germany 16/12/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa BR Pharma 03/12/2009(5 mg Coated tablet 56 EU/1/96/022/020 |Austria, Belgium, Denmark, Finland, France, [Germany 16/12/2009
International Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa Docpharm 03/08/2009(15 mg Coated tablet 28 EU/1/96/022/012 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
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Zyprexa Docpharm 03/08/2009(15 mg Coated tablet 35 EU/1/96/022/027 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Docpharm 03/08/2009(15 mg Coated tablet 56 EU/1/96/022/021 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Docpharm 03/08/2009(15 mg Coated tablet 70 EU/1/96/022/033 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Docpharm 03/08/2009(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa Docpharm 03/08/2009|20 mg Coated tablet 35 EU/1/96/022/028 |Austria, Belgium, Denmark, Finland, France, |Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Docpharm 03/08/2009|20 mg Coated tablet 56 EU/1/96/022/022 |Austria, Belgium, Denmark, Finland, France, |Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Docpharm 03/08/2009(20 mg Coated tablet 70 EU/1/96/022/034 |Austria, Belgium, Denmark, Finland, France, [Germany 14/09/2009
GmbH&CoKGa Greece, Iceland, Ireland, Italy, Luxembourg,
A Malta, Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Dr Fisher 31/07/2009(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 28/08/2009
Farma BV France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Emra-Med 09/07/2007{10 mg Coated tablet 35 EU/1/96/022/026 |Austria, Belgium, France, Italy, The Germany 06/07/2009
Netherlands, Portugal, Spain, United Kingdom
Zyprexa Emra-Med 09/07/2007(15 mg Coated tablet 35 EU/1/96/022/027 |The Netherlands, United Kingdom, Austria, Germany 06/07/2009
Belgium, Cyprus, Denmark, Finland, France,
Greece, Iceland, Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway, Portugal, Spain,
Sweden
Zyprexa Emra-Med 09/07/2007(20 mg Coated tablet 35 EU/1/96/022/028 |The Netherlands, Ireland, Malta, United Germany 06/07/2009
Kingdom
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Zyprexa EuroPharma 28/11/2008(15 mg Coated tablet 28 EU/1/96/022/012 |Austria, Belgium, Finland, France, Germany, Denmark 30/04/2009
DK Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa EuroPharma 28/11/2008(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Finland, France, Germany, Denmark 30/04/2009
DK Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, The Netherlands, Portugal, Spain,
Sweden, United Kingdom
Zyprexa EuroPharma 05/03/2009|2.5 mg Coated tablet 28 EU/1/96/022/002 |Austria, Belgium, Finland, France, Germany, Denmark 31/03/2009
DK Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa EuroPharma 15/05/2009|10 mg Coated tablet 56 EU/1/96/022/010 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/06/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa EuroPharma 15/05/2009(10 mg Coated tablet 28 EU/1/96/022/009 |Austria, Belgium, Cyprus, Finland, France, Denmark 15/06/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa EuroPharma 15/05/2009|5 mg Coated tablet 28 EU/1/96/022/004 |Austria, Belgium, Cyprus, Finland, France, Denmark 16/06/2009
DK Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa G-Pharma Ltd 26/05/2009(10 mg Coated tablet 56 EU/1/96/022/010 |Austria, Belgium, Cyprus, Denmark, Finland, |United 30/06/2009
France, Germany, Greece, Iceland, Ireland, Kingdom
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, Sweden
Zyprexa Imed 17/11/2008({10 mg Coated tablet 28 EU/1/96/022/009 |United Kingdom, Greece, Italy, Belgium, Ireland, Malta, | 26/01/2009
Healthcare Ltd Cyprus, Denmark, Finland, France, Germany, |United
Iceland, Ireland, Luxembourg, Malta, Norway, |Kingdom
Portugal, Sweden, The Netherlands
Zyprexa Medcor 12/03/2009|10 mg Coated tablet 28 EU/1/96/022/009 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Portugal, Spain, Sweden, United Kingdom
Zyprexa Medcor 12/03/2009|15 mg Coated tablet 28 EU/1/96/022/012 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
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Zyprexa Medcor 12/03/2009|2.5 mg Coated tablet 28 EU/1/96/022/002 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Medcor 12/03/2009(20 mg Coated tablet 28 EU/1/96/022/014 |Austria, Belgium, Cyprus, Denmark, Finland, ([The 07/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Medcor 12/03/2009|5 mg Coated tablet 28 EU/1/96/022/004 |Austria, Belgium, Cyprus, Denmark, Finland, |The 07/04/2009
Pharmaceutica France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Orifarm AB 28/09/2009(10 mg Powder for solution|1 vial EU/1/96/022/016 |Austria, Belgium, Cyprus, Denmark, Finland, [Sweden 22/10/2009
for injection France, Germany, Greece, Iceland, Ireland,
Italy, Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Parallell 22/05/2009|10 mg Coated tablet 56 EU/1/96/022/010 |Austria, Belgium, Cyprus, Denmark, Finland, |Sweden 30/06/2009
Pharma AB France, Germany, Greece, Ireland, Italy,
Luxembourg, Malta, The Netherlands,
Portugal, Spain, United Kingdom
Zyprexa Pharma Gerke 21/04/2009(10 mg Coated tablet 35 EU/1/96/022/026 |Austria, Belgium, France, Greece, Italy, The Germany 07/05/2009
GmbH Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Pharma Gerke 22/04/2009(10 mg Coated tablet 70 EU/1/96/022/032 |Austria, Belgium, France, Greece, Italy, Germany 07/05/2009
GmbH Norway, The Netherlands, Portugal, Spain,
United Kingdom
Zyprexa Pharma Gerke 31/07/2009|7.5 mg Coated tablet 70 EU/1/96/022/031 |Austria, Belgium, Finland, France, Greece, Germany 28/08/2009
GmbH Italy, The Netherlands, Norway, Portugal,
Spain, United Kingdom
Zyprexa Pharma 02/04/2009|2.5 mg Coated tablet 70 EU/1/96/022/029 |Austria, Belgium, Denmark, Finland, France, |Germany 17/04/2009
Westen GmbH Greece, Iceland, Ireland, Italy, Luxembourg,
The Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa Pharmacodane 09/03/2009|2.5 mg Coated tablet 28 EU/1/96/022/002 |Austria, Belgium, Cyprus, Finland, France, Denmark 21/04/2009
Aps Germany, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
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Zyprexa Velotab |2 Care 4 03/11/2009(10 mg Orodispersible 28 EU/1/99/125/002 |Austria, Belgium, Finland, France, Germany, Denmark 10/12/2009
tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa Velotab |2 Care 4 03/11/2009(15 mg Orodispersible 28 EU/1/99/125/003 |Austria, Belgium, Finland, France, Germany, Denmark 10/12/2009
tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa Velotab |2 Care 4 03/11/2009(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Finland, France, Germany, Denmark 10/12/2009
tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Malta, The Netherlands, Norway, Portugal,
Spain, Sweden, United Kingdom
Zyprexa Velotab |Axicorp 05/10/2009(15 mg Orodispersible 35 EU/1/99/125/011 |Austria, Belgium, Denmark, Finland, France, |Germany 20/10/2009
Pharma GmbH tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Velotab  |Axicorp 05/10/2009|20 mg Orodispersible 35 EU/1/99/125/012 |Austria, Belgium, Denmark, Finland, France, |Germany 20/10/2009
Pharma GmbH tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Velotab  |Axicorp 05/10/2009|20 mg Orodispersible 70 EU/1/99/125/016 |Austria, Belgium, Denmark, Finland, France, |Germany 20/10/2009
Pharma GmbH tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Velotab |Axicorp 06/10/2009(15 mg Orodispersible 70 EU/1/99/125/015 |Austria, Belgium, Denmark, Finland, France, |Germany 20/10/2009
Pharma GmbH tablet Greece, Iceland, Ireland, Italy, Luxembourg,
Norway, Portugal, Spain, Sweden, The
Netherlands, United Kingdom
Zyprexa Velotab |BR Lewis Ltd 27/02/2009|20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Cyprus, Denmark, Finland, |Malta, United |11/03/2009
tablet France, Germany, Greece, Ireland, Italy, Kingdom,
Liechtenstein, Luxembourg, Portugal, Spain, Ireland
Sweden, The Netherlands, United Kingdom
Zyprexa Velotab |BR Pharma 18/09/2009(10 mg Orodispersible 70 EU/1/99/125/014 |Austria, Belgium, Denmark, Finland, France, |Germany 30/09/2009
International tablet Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa Velotab |BR Pharma 18/09/2009(20 mg Orodispersible 70 EU/1/99/125/016 |Austria, Belgium, Denmark, Finland, France, |Germany 30/09/2009
International tablet Greece, Iceland, Ireland, Italy, Liechtenstein,
Ltd Luxembourg, Malta, The Netherlands, Norway,
Portugal, Spain, Sweden, United Kingdom
Zyprexa Velotab |BR Pharma 18/09/2009|5 mg Orodispersible 70 EU/1/99/125/013 |Austria, Belgium, Denmark, Finland, France, |Germany 30/09/2009

International
Ltd

tablet

Greece, Iceland, Ireland, Italy, Liechtenstein,

Luxembourg, Malta, The Netherlands, Norway,

Portugal, Spain, Sweden, United Kingdom
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Zyprexa Velotab |Docpharm 29/05/2009(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Denmark, Finland, France, |Germany 09/06/2009
GmbH&CoKGa tablet Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Velotab |Docpharm 29/05/2009(20 mg Orodispersible 35 EU/1/99/125/012 |Austria, Belgium, Denmark, Finland, France, |Germany 09/06/2009
GmbH&CoKGa tablet Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Velotab |Docpharm 29/05/2009(20 mg Orodispersible 56 EU/1/99/125/008 |Austria, Belgium, Denmark, Finland, France, |Germany 09/06/2009
GmbH&CoKGa tablet Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Velotab |Docpharm 29/05/2009(20 mg Orodispersible 70 EU/1/99/125/016 |Austria, Belgium, Denmark, Finland, France, |Germany 09/06/2009
GmbH&CoKGa tablet Greece, Ireland, Italy, Luxembourg, Malta, The
A Netherlands, Norway, Portugal, Spain, United
Kingdom
Zyprexa Velotab |Dr Fisher 31/07/2009(15 mg Orodispersible 28 EU/1/99/125/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 28/08/2009
Farma BV tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Velotab |Dr Fisher 31/07/2009(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Cyprus, Denmark, Finland, |The 28/08/2009
Farma BV tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Velotab |Emra-Med 23/11/2009|20 mg Orodispersible 35 EU/1/99/125/012 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 15/12/2009
tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa Velotab [Emra-Med 23/11/2009(20 mg Orodispersible 70 EU/1/99/125/016 |Austria, Belgium, Cyprus, Denmark, Finland, |Germany 15/12/2009
tablet France, Greece, Iceland, Ireland, Italy,
Liechtenstein, Luxembourg, Malta, The
Netherlands, Norway, Portugal, Spain,
Sweden, United Kingdom
Zyprexa Velotab |EuroPharma 20/11/2008(15 mg Orodispersible 28 EU/1/99/125/003 |Austria, Belgium, Denmark, Finland, France, |Sweden 06/05/2009
DK tablet Germany, Greece, Ireland, Italy, Luxembourg,
The Netherlands, Portugal, Spain, United
Kingdom
Zyprexa Velotab |EuroPharma 20/11/2008(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Denmark, Finland, France, |Sweden 06/05/2009
DK tablet Germany, Greece, Ireland, Italy, Luxembourg,

The Netherlands, Portugal, Spain, United
Kingdom
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Zyprexa Velotab |Medcor 18/03/2009(10 mg Orodispersible 28 EU/1/99/125/002 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/04/2009
Pharmaceutica tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Velotab |Medcor 18/03/2009|15 mg Orodispersible 28 EU/1/99/125/003 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/04/2009
Pharmaceutica tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Velotab |Medcor 18/03/2009(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, Cyprus, Denmark, Finland, |The 17/04/2009
Pharmaceutica tablet France, Germany, Greece, Iceland, Ireland, Netherlands
Is BV Italy, Liechtenstein, Luxembourg, Malta,
Norway, Portugal, Spain, Sweden, United
Kingdom
Zyprexa Velotab |Pharmachim 14/01/2009(20 mg Orodispersible 28 EU/1/99/125/004 |Austria, Belgium, France, Germany, Greece, Sweden 29/01/2009

AB

tablet

Ireland, Italy, Malta, The Netherlands,
Portugal, Spain, United Kingdom
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