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2 Care 4 18/02/2014 Abilify 10 mg Tablet 49 x 1 tablets 
(unit dose) 

EU/1/04/276/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 25/02/2014 

2 Care 4 18/02/2014 Abilify 10 mg Tablet 98 x 1 tablets 
(unit dose) 

EU/1/04/276/010 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 25/02/2014 
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2 Care 4 18/02/2014 Abilify 15 mg Tablet 49 x 1 tablets 
(unit dose) 

EU/1/04/276/013 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 25/02/2014 

2 Care 4 18/02/2014 Abilify 15 mg Tablet 98 x 1 tablets 
(unit dose) 

EU/1/04/276/015 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 25/02/2014 

ABACUS MEDICINE 
A/S 

29/01/2014 Aclasta 5 mg/ 
100 ml 

Solution for 
infusion 

1 bottle EU/1/05/308/001 Austria, Belgium, Bulgaria, 
Croatia, 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 06/02/2014 

axicorp Pharma 
GmbH 

19/12/2013 Actos 30 mg Tablet 98 tablets EU/1/00/150/006 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Latvia, Lithuania, 

Luxembourg, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/02/2014 
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axicorp Pharma 
GmbH 

19/12/2013 Actos 30 mg Tablet 112 tablets EU/1/00/150/027 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Latvia, Lithuania, 

Luxembourg, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/02/2014 

axicorp Pharma 
GmbH 

19/12/2013 Actos 30 mg Tablet 196 tablets EU/1/00/150/028 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Latvia, Lithuania, 

Luxembourg, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/02/2014 

BR Pharma 
International Ltd 

15/01/2014 Actos 30 mg Tablet 196 tablets EU/1/00/150/028 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 24/02/2014 

BR Pharma 
International Ltd 

15/01/2014 Actos 45 mg Tablet 196 tablets EU/1/00/150/030 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 24/02/2014 
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Emra-Med 10/01/2014 Adenuric 120 mg Film-coated tablet 84 tablets EU/1/08/447/004 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

07/02/2014 Advagraf 0.5 mg Prolonged-release 
capsule, hard 

100 x 1 
capsule 

EU/1/07/387/016 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 19/02/2014 

axicorp Pharma 
B.V. 

04/02/2014 Afinitor 10 mg Tablet 30 tablets EU/1/09/538/004 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Finland, France, 
Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 07/02/2014 

kohlpharma GmbH 13/01/2014 Afinitor 5 mg Tablet 30 tablets EU/1/09/538/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/02/2014 

kohlpharma GmbH 14/02/2014 Afinitor 10 mg Tablet 30 tablets EU/1/09/538/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/02/2014 
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Docpharm 
GmbH&CoKGaA 

08/01/2014 Azopt 10 mg/ml Eye drops, 
suspension 

3 bottles EU/1/00/129/003 Austria, Belgium, Cyprus, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 03/02/2014 

axicorp Pharma 
B.V. 

13/02/2014 Bondronat 50 mg Film-coated tablet 28 tablets EU/1/96/012/009 Austria, Belgium, Bulgaria, 
Croatia, 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 18/02/2014 

Paranova Danmark 
AS 

10/02/2014 Brilique 90 mg Film-coated tablet 100 x 1 tablet 
(unit dose) 

EU/1/10/655/006 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 

Denmark 13/02/2014 
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Euro Registratie 
Collectief BV 

24/01/2014 Cancidas 70 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/01/196/003 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Finland, France, Germany, 
Greece, Hungary, Ireland, 
Italy, Luxembourg, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Spain, Sweden, United 
Kingdom 

The 
Netherlands 

27/02/2014 

Cross Pharma AB 18/02/2014 CellCept 1 g/ 
5 ml 

Powder for oral 
suspension 

1 bottle EU/1/96/005/006 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 25/02/2014 

Pharma Westen 
GmbH 

29/01/2014 Cetrotide 0.25 mg Powder and 
solvent for 
solution for 

injection 

7 vials +  
7 pre-filled 
syringes +  
14 injection 
needles +  
14 alcohol 

swabs 

EU/1/99/100/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 05/02/2014 

Haemato Pharm AG 23/01/2014 Cialis 20 mg Film-coated tablet 4 tablets EU/1/02/237/003 Austria, Belgium, Cyprus, 
Finland, France, Germany, 

Iceland, Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Denmark 03/02/2014 

Cross Pharma AB 18/02/2014 Circadin 2 mg Prolonged-release 
tablet 

30 tablets EU/1/07/392/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 21/02/2014 
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axicorp Pharma 
GmbH 

17/12/2013 CoAprovel 300 mg / 
12.5 mg 

Film-coated tablet 98 tablets EU/1/98/086/020 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 06/02/2014 

axicorp Pharma 
GmbH 

10/02/2014 CoAprovel 300 mg / 
25 mg 

Film-coated tablet 98 tablets  EU/1/98/086/027 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 

BB Farma s.r.l. 03/01/2014 CoAprovel 150 mg / 
12.5 mg 

Tablet 98 tablets  EU/1/98/086/003 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 19/02/2014 

 
Initial notices for parallel distribution –February 2014  
 



ABACUS MEDICINE 
A/S 

17/02/2014 Combivir 150 mg / 
300 mg 

Film-coated tablet 60 tablets EU/1/98/058/001 Austria, Belgium, Bulgaria, 
Croatia, 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 20/02/2014 

adjupharm GmbH 10/02/2014 Combivir 150 mg / 
300 mg 

Film-coated tablet 60 tablets EU/1/98/058/001 Austria, Belgium, Cyprus, 
Denmark, Estonia, Finland, 
France, Greece, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

Luxembourg, Malta, 
Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/02/2014 

Emra-Med 11/12/2013 Competact 15 mg / 
850 mg 

Film-coated tablet 196 (2 x 98) 
tablets 

(multipack) 

EU/1/06/354/011 Austria, Belgium, Bulgaria, 
Croatia, 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 06/02/2014 
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Medartuum AB 22/01/2014 Constella 290 
micrograms 

Capsule, hard 28 capsules EU/1/12/801/002 Austria, Belgium, Bulgaria, 
Croatia, 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 03/02/2014 

Orifarm AB 10/01/2014 CORTAVANCE 0.584 mg/ 
ml 

Cutaneous spray, 
solution 

1 bottle EU/2/06/069/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 21/02/2014 

2 Care 4 14/01/2014 DuoPlavin 75 mg / 
100 mg 

Film-coated tablet 28 tablets EU/1/10/619/009 Austria, Belgium, Finland, 
France, Greece, Iceland, 

Ireland, Italy, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 

2 Care 4 14/01/2014 DuoPlavin 75 mg / 
100 mg 

Film-coated tablet 100 x 1 tablets EU/1/10/619/014 Austria, Belgium, Finland, 
France, Greece, Iceland, 

Ireland, Italy, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 
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Paranova Danmark 
AS 

31/01/2014 Easotic 1.11 mg/ml 
/  

1505 IU/ml 
/  

15.1 mg/ml 

Ear drops, 
suspension 

1 bottle EU/2/08/085/001 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 

Denmark 26/02/2014 

kohlpharma GmbH 19/02/2014 Ebixa 10 mg Film-coated tablet 42 tablets EU/1/02/219/017 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 26/02/2014 

kohlpharma GmbH 19/02/2014 Ebixa 10 mg Film-coated tablet 98 tablets EU/1/02/219/020 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 26/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

27/01/2014 Edurant 25 mg Film-coated tablet 30 tablets EU/1/11/736/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/02/2014 

Eureco-Pharma B.V.  03/01/2014 Eklira Genuair 322 µg Inhalation powder 1 inhaler with 
60 actuations 

EU/1/12/778/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

20/02/2014 
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CC Pharma 24/01/2014 Eliquis 2.5 mg Film-coated tablet 60 x 1 tablet 
(unit dose) 

EU/1/11/691/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 11/02/2014 

2 Care 4 22/01/2014 ellaOne 30 mg Tablet 1 tablet EU/1/09/522/001 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 03/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

03/01/2014 Emend 125 mg + 
80 mg 

Capsule, hard 1 capsule  
(125 mg) +  
2 capsules  
(80 mg) 

EU/1/03/262/006 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 

Norway, Poland, Portugal, 
Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/02/2014 

kohlpharma GmbH 20/12/2013 Emselex 7.5 mg Prolonged-release 
tablet 

98 tablets EU/1/04/294/020 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/02/2014 

Inopha GmbH 13/01/2014 Enbrel 50 mg Solution for 
injection in pre-

filled pen 

4  pre-filled 
pens +  

4 alcohol 
swabs 

EU/1/99/126/020 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 04/02/2014 
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Paranova 
Läkemedel AB 

24/01/2014 Enbrel 50 mg Solution for 
injection in pre-

filled pen 

4  pre-filled 
pens +  

4 alcohol 
swabs 

EU/1/99/126/020 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, 
The Netherlands, United 

Kingdom 

Sweden 03/02/2014 

Paranova 
Läkemedel AB 

06/02/2014 Enbrel 25 mg Solution for 
injection in pre-

filled syringe 

4 pre-filled 
syringes +  
4 alcohol 

swabs 

EU/1/99/126/013 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 21/02/2014 

Orifarm AB 20/01/2014 Equilis 
Prequenza 

-- Suspension for 
injection 

10 pre-filled 
syringes 

EU/2/05/056/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 21/02/2014 

Orifarm AB 13/01/2014 Equilis 
Prequenza Te 

-- Suspension for 
injection 

10 pre-filled 
syringes 

EU/2/05/057/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 21/02/2014 
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kohlpharma GmbH 29/01/2014 Esmya 5 mg Tablet 84 tablets EU/1/12/750/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 25/02/2014 

Medcor 
Pharmaceuticals 

BV  

17/01/2014 Esmya 5 mg Tablet 28 tablets EU/1/12/750/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

10/02/2014 

Orifarm AS 03/02/2014 Evoltra 1 mg/ml Concentrate for 
solution for 

infusion 

1 vial EU/1/06/334/005 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 07/02/2014 

Kosei Pharma UK 
Limited 

14/02/2014 Exelon 9.5 mg /  
24 hours 

Transdermal 
patch 

60 (2 x 30) 
sachets 

(multipack) 

EU/1/98/066/025 Austria, Belgium, Bulgaria, 
Croatia, 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 

21/02/2014 

kohlpharma GmbH 19/02/2014 Exforge HCT 5 mg /  
160 mg / 

25 mg 

Film-coated tablet 98 tablets EU/1/09/569/030 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 21/02/2014 
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NewNeopharm BV 14/02/2014 Fampyra 10 mg Prolonged-release 
tablet 

28 tablets  
(2 blisters of 

14) 

EU/1/11/699/003 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 25/02/2014 

ABACUS MEDICINE 
A/S 

25/02/2014 Faslodex 250 mg/ 
5 ml 

Solution for 
injection 

1 pre-filled 
syringe +  
1 safety 
needle 

EU/1/03/269/001 Austria, Belgium, Bulgaria, 
Croatia, 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 28/02/2014 

ACA Müller ADAG 
Pharma AG 

18/12/2013 Faslodex 250 mg/ 
5 ml 

Solution for 
injection 

1 pre-filled 
syringe +  
1 safety 
needle 

EU/1/03/269/001 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 10/02/2014 

ACA Müller ADAG 
Pharma AG 

07/02/2014 Forsteo 20 µg/ 
80 µl 

Solution for 
injection 

1 pre-filled pen EU/1/03/247/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 
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ACA Müller ADAG 
Pharma AG 

07/02/2014 Forsteo 20 µg/ 
80 µl 

Solution for 
injection 

3 pre-filled 
pens 

EU/1/03/247/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 

Cross Pharma AB 19/02/2014 Forxiga 10 mg Film-coated tablet 28 tablets EU/1/12/795/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 21/02/2014 

Cross Pharma AB 25/02/2014 Forxiga 10 mg Film-coated tablet 98 tablets EU/1/12/795/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 28/02/2014 

Paranova Danmark 
AS 

17/12/2013 Forxiga 10 mg Film-coated tablet 28 tablets EU/1/12/795/007 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 

Denmark 05/02/2014 
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Paranova 
Läkemedel AB 

17/12/2013 Forxiga 10 mg Film-coated tablet 28 tablets EU/1/12/795/007 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 05/02/2014 

Medcor 
Pharmaceuticals 

BV  

11/12/2013 FOSAVANCE 70 mg / 
5600 IU 

Tablet 4 tablets 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 

12/02/2014 

Paranova Danmark 
AS 

03/01/2014 Fycompa 2 mg Film-coated tablet 7 tablets EU/1/12/776/001 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 05/02/2014 

Paranova Danmark 
AS 

03/01/2014 Fycompa 4 mg Film-coated tablet 28 tablets EU/1/12/776/003 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 05/02/2014 
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Paranova Danmark 
AS 

03/01/2014 Fycompa 6 mg Film-coated tablet 28 tablets EU/1/12/776/006 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Denmark 05/02/2014 

Eureco-Pharma B.V.  14/02/2014 Gilenya 0.5 mg Capsule, hard 28 capsules EU/1/11/677/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

19/02/2014 

EuroPharma DK 
ApS 

03/01/2014 HBVAXPRO 40 µg/ml Suspension for 
injection 

1 vial EU/1/01/183/015 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 05/02/2014 

Haemato Pharm 
GmbH 

20/12/2013 Herceptin 600 mg Solution for 
injection 

1 vial EU/1/00/145/002 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Germany, 

Iceland, Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Romania, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 17/02/2014 

kohlpharma GmbH 03/02/2014 Herceptin 150 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/00/145/001 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 
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axicorp Pharma 
B.V. 

28/01/2014 Hizentra 200 mg/ml Solution for 
injection 

10 vials EU/1/11/687/005 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 04/02/2014 

Dr Fisher Farma BV 03/01/2014 Humalog 100 U/ml Solution for 
injection 

5 pens EU/1/96/007/031 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, United Kingdom 

The 
Netherlands 

03/02/2014 

ACA Müller ADAG 
Pharma AG 

13/12/2013 Humira 40 mg Solution for 
injection 

2 pre-filled 
syringes +  

2 alcohol pads 

EU/1/03/256/003 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 05/02/2014 
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ACA Müller ADAG 
Pharma AG 

13/12/2013 Humira 40 mg Solution for 
injection 

6 pre-filled 
syringes +  

6 alcohol pads 

EU/1/03/256/005 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 05/02/2014 

axicorp Pharma 
B.V. 

22/01/2014 Humira 40 mg/ 
0.8 ml 

Solution for 
injection 

2 carton pack. 
Each carton 
contains:  
1 vial +  

1 syringe +  
1 sterile 

adapter +  
2 alcohol pads 

EU/1/03/256/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 19/02/2014 

axicorp Pharma 
B.V. 

13/02/2014 Infanrix hexa -- Powder and 
suspension for 
suspension for 

injection 

50 vials +  
50 pre-filled 
syringes +  

100 needles 

EU/1/00/152/008 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 27/02/2014 

PHARMACHIM AB 19/12/2013 INTELENCE 200 mg Tablet 60 tablets EU/1/08/468/002 Austria, Belgium, Croatia, 
Czech Republic, Estonia, 

France, Germany, Greece, 
Hungary, Ireland, Italy, 
Latvia, Lithuania, Malta, 

Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Spain, The Netherlands, 

United Kingdom 

Sweden 11/02/2014 
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2 Care 4 28/01/2014 Invanz 1 g Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/02/216/001 Austria, Belgium, Bulgaria, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 
Italy, Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Denmark 04/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

03/01/2014 Isentress 400 mg Film-coated tablet 60 tablets EU/1/07/436/001 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 24/02/2014 

kohlpharma GmbH 17/02/2014 Janumet 50 mg / 
850 mg 

Film-coated tablet 56 tablets EU/1/08/455/003 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 21/02/2014 

kohlpharma GmbH 17/02/2014 Janumet 50 mg / 
1000 mg 

Film-coated tablet 56 tablets EU/1/08/455/010 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 21/02/2014 

O.P.D. Laboratories 
Ltd 

03/01/2014 Janumet 50 mg / 
1000 mg 

Film-coated tablet 28 tablets EU/1/08/455/009 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Spain, Sweden, The 

Netherlands 

United 
Kingdom 

21/02/2014 

kohlpharma GmbH 10/12/2013 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/02/2014 
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kohlpharma GmbH 31/01/2014 Januvia 25 mg Film-coated tablet 98 tablets EU/1/07/383/005 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 25/02/2014 

Necessity Supplies 
Ltd 

28/08/2013 Januvia 25 mg Film-coated tablet 28 tablets EU/1/07/383/002 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
United 

Kingdom 

05/02/2014 

Necessity Supplies 
Ltd 

28/08/2013 Januvia 50 mg Film-coated tablet 28 tablets EU/1/07/383/008 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
United 

Kingdom 

05/02/2014 
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Necessity Supplies 
Ltd 

28/08/2013 Januvia 100 mg Film-coated tablet 28 tablets EU/1/07/383/014 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 

05/02/2014 

Paranova Danmark 
AS 

14/02/2014 Januvia 25 mg Film-coated tablet 56 tablets EU/1/07/383/003 Austria, Belgium, Bulgaria, 
Croatia, 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 

Denmark 19/02/2014 

kohlpharma GmbH 13/01/2014 Kaletra 100 mg / 
25 mg 

Film-coated tablet 60 tablets EU/1/01/172/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/02/2014 

MPT Pharma 08/01/2014 Keppra 500 mg Film-coated tablet 30 tablets EU/1/00/146/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Ireland, 
Malta, 
United 

Kingdom 

11/02/2014 
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PHARMA LAB 29/01/2014 Keppra 250 mg Film-coated tablet 60 tablets EU/1/00/146/004 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, Finland, 
Germany, Greece, Hungary, 

Iceland, Ireland, Italy, 
Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

France 12/02/2014 

CC Pharma 16/01/2014 Lantus 100 
Units/ml 

Solution for 
injection 

10 cartridges EU/1/00/134/007 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/02/2014 

kohlpharma GmbH 14/02/2014 Lantus 100 
Units/ml 

Solution for 
injection 

5 pre-filled 
pens 

EU/1/00/134/033 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 25/02/2014 

Ebb Medical AB 20/02/2014 Levetiracetam 
Actavis 

750 mg Film-coated tablet 100 tablets EU/1/11/713/025 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 25/02/2014 
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Ebb Medical AB 20/02/2014 Levetiracetam 
Actavis 

1000 mg Film-coated tablet 200 tablets EU/1/11/713/037 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 25/02/2014 

kohlpharma GmbH 17/12/2013 Lucentis 10 mg/ml Solution for 
injection 

1 vial +  
1 filter needle 
+ 1 injection 

needle +  
1 syringe 

EU/1/06/374/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/02/2014 

Kosei Pharma UK 
Limited 

04/02/2014 MicardisPlus 80 mg / 
12.5 mg 

Tablet 14 tablets EU/1/02/213/006 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

Luxembourg, Malta, 
Norway, Portugal, Romania, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

07/02/2014 

ACA Müller ADAG 
Pharma AG 

20/02/2014 Mirapexin 3.15 mg Prolonged-release 
tablet 

100 tablets EU/1/97/051/027 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 26/02/2014 
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FD Pharma GmbH 25/02/2014 Mirapexin 2.1 mg Prolonged-release 
tablet 

100 tablets EU/1/97/051/024 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/02/2014 

Medartuum AB 11/02/2014 NeoRecormon 3000 IU Solution for 
injection 

6 pre-filled 
syringes 

EU/1/97/031/032 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 14/02/2014 

Medartuum AB 11/02/2014 NeoRecormon 5000 IU Solution for 
injection 

6 pre-filled 
syringes 

EU/1/97/031/034 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 13/02/2014 
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Medartuum AB 11/02/2014 NeoRecormon 6000 IU Solution for 
injection 

6 pre-filled 
syringes 

EU/1/97/031/044 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 14/02/2014 

ACA Müller ADAG 
Pharma AG 

19/11/2013 Neulasta 6 mg Solution for 
injection 

1 pre-filled 
syringe with 
needle guard 

EU/1/02/227/004 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 24/02/2014 

Lexon (UK) Ltd 05/12/2013 Neupro 2 mg/ 
24h 

Transdermal 
patch 

7 patches EU/1/05/331/001 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 

14/02/2014 

kohlpharma GmbH 18/02/2014 Nevanac 1 mg/ml Eye drops, 
suspension 

1 bottle EU/1/07/433/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 27/02/2014 
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ACA Müller ADAG 
Pharma AG 

11/02/2014 Nexavar 200 mg Film-coated tablet 112 tablets EU/1/06/342/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Slovak 
Republic, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/02/2014 

axicorp Pharma 
B.V. 

29/01/2014 Orencia 250 mg Powder for 
concentrate for 

solution for 
infusion 

2 vials +  
2 syringes 

EU/1/07/389/002 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 07/02/2014 

axicorp Pharma 
B.V. 

29/01/2014 Orencia 250 mg Powder for 
concentrate for 

solution for 
infusion 

3 vials +  
3 syringes 

EU/1/07/389/003 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 07/02/2014 
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Medartuum AB 22/01/2014 Picato 150 
micrograms

/g 

Gel 3 tubes EU/1/12/796/001 Austria, Belgium, Bulgaria, 
Croatia, 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 07/02/2014 

Medartuum AB 22/01/2014 Picato 500 
micrograms

/g 

Gel 2 tubes EU/1/12/796/002 Austria, Belgium, Bulgaria, 
Croatia, 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 07/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

25/11/2013 Pradaxa 110 mg Capsule, hard 60 x 1 
capsules  

(unit dose) 

EU/1/08/442/007 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Poland, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 05/02/2014 
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Eurim-Pharm 
Arzneimittel 

GmbH 

25/11/2013 Pradaxa 110 mg Capsule, hard 180  
(3 x 60 x 1) 

capsules  
(unit dose) 
(multipack) 

EU/1/08/442/014 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Poland, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 05/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

25/11/2013 Pradaxa 110 mg Capsule, hard 100 multipack 
(2 x 50 ct 

packs  
(5 blister cards 
x 10 capsules 
per bc = 50 
capsules) 

EU/1/08/442/015 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Poland, Portugal, Romania, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 05/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

29/11/2013 Pradaxa 150 mg Capsule, hard 30 x 1 
capsules  

(unit dose) 

EU/1/08/442/010 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 05/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

29/11/2013 Pradaxa 150 mg Capsule, hard 60 x 1 
capsules  

(unit dose) 

EU/1/08/442/011 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 05/02/2014 

STRATHCLYDE 
PHARMACEUTICAL

S LTD 

19/12/2013 Pradaxa 150 mg Capsule, hard 30 x 1 
capsules  

(unit dose) 

EU/1/08/442/010 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, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
Malta, 
United 

Kingdom 

24/02/2014 
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axicorp Pharma 
B.V. 

30/01/2014 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Latvia, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/02/2014 

axicorp Pharma 
B.V. 

30/01/2014 Prezista 800 mg Film-coated tablet 3 x 30 tablets EU/1/06/380/008 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Latvia, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

31/01/2014 Prezista 600 mg Film-coated tablet 60 tablets EU/1/06/380/002 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Latvia, Norway, Portugal, 
Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 13/02/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

14/02/2014 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 

FD Pharma GmbH 03/02/2014 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/02/2014 
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Necessity Supplies 
Ltd 

28/08/2013 Pritor 40 mg Tablet 28 tablets EU/1/98/089/002 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
United 

Kingdom 

11/02/2014 

2 Care 4 13/01/2014 Raloxifene 
Teva 

60 mg Film-coated tablet 84 tablets EU/I/10/627/003 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 11/02/2014 

ABACUS MEDICINE 
A/S 

29/01/2014 Rapamune 2 mg Coated tablet 100 tablets EU/1/01/171/010 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 12/02/2014 
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Necessity Supplies 
Ltd 

17/01/2014 Rasilez 300 mg Film-coated tablet 28tablets EU/1/07/405/032 Austria, Belgium, Bulgaria, 
Croatia, 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 

12/02/2014 

European Pharma 
B.V. 

04/12/2013 Renagel 800 mg Film-coated tablet 1 bottle of 180 
tablets without 
outer carton 

EU/1/99/123/012 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Latvia, Norway, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 26/02/2014 

ABACUS MEDICINE 
A/S 

17/02/2014 Retacrit 3000 IU/ 
0.9 ml 

Solution for 
injection 

6 pre-filled 
syringes 

EU/1/07/431/006 Austria, Belgium, Bulgaria, 
Croatia, 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 20/02/2014 
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ABACUS MEDICINE 
A/S 

17/02/2014 Retacrit 4000 IU/ 
0.4 ml 

Solution for 
injection 

6 pre-filled 
syringes 

EU/1/07/431/008 Austria, Belgium, Bulgaria, 
Croatia, 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 20/02/2014 

ABACUS MEDICINE 
A/S 

17/02/2014 Retacrit 10000 IU/ 
1.0 ml 

Solution for 
injection 

6 pre-filled 
syringes 

EU/1/07/431/016 Austria, Belgium, Bulgaria, 
Croatia, 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 20/02/2014 

ABACUS MEDICINE 
A/S 

17/02/2014 Retacrit 40000 IU/ 
1.0 ml 

Solution for 
injection 

1 pre-filled 
syringe 

EU/1/07/431/019 Austria, Belgium, Bulgaria, 
Croatia, 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 20/02/2014 
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PHARMACHIM AB 19/12/2013 Revlimid 25 mg Capsule, hard 21 capsules EU/1/07/391/004 Austria, Belgium, Bulgaria, 
Czech Republic, Estonia, 

France, Germany, Greece, 
Hungary, Ireland, Italy, 
Latvia, Lithuania, Malta, 

Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Slovenia, Spain, The 
Netherlands, United 

Kingdom 

Sweden 24/02/2014 

Necessity Supplies 
Ltd 

06/02/2014 Ristaben 25 mg Film-coated tablet 28 tablets EU/1/10/621/002 Austria, Belgium, Bulgaria, 
Croatia, 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 

12/02/2014 

Necessity Supplies 
Ltd 

06/02/2014 Ristaben 50 mg Film-coated tablet 28 tablets EU/1/10/621/008 Austria, Belgium, Bulgaria, 
Croatia, 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 

12/02/2014 
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EuroPharma DK 
ApS 

28/01/2014 RoActemra 20 mg/ml Concentrate for 
solution for 

infusion 

1 vial EU/1/08/492/005 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 04/02/2014 

axicorp Pharma 
GmbH 

28/01/2014 Seebri 
Breezhaler 

44 
microgram 

Inhalation 
powder, hard 

capsule 

30 capsules + 
1 inhaler 

EU/1/12/788/003 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 12/02/2014 

axicorp Pharma 
GmbH 

28/01/2014 Seebri 
Breezhaler 

44 
microgram 

Inhalation 
powder, hard 

capsule 

90 (3 x 30 x 1) 
capsules  

(unit dose) 
(multipack) + 

3 inhalers 

EU/1/12/788/004 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 12/02/2014 
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Cross Pharma AB 15/01/2014 Simponi 50 mg Solution for 
injection 

1 pre-filled 
syringe 

EU/1/09/546/003 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, 
The Netherlands, United 

Kingdom 

Sweden 11/02/2014 

kohlpharma GmbH 17/12/2013 Simponi 50 mg Solution for 
injection in pre-

filled pen 

1 pre-filled pen EU/1/09/546/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/02/2014 

Medartuum AB 09/01/2014 Somavert 20 mg Powder and 
solvent for 
solution for 

injection 

30 vials +  
30 vials 

EU/1/02/240/003 Austria, Belgium, Bulgaria, 
Croatia, 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 06/02/2014 

Doncaster 
Pharmaceuticals 

Group Ltd 

23/01/2014 Stalevo 125 mg  / 
31.25 mg  / 

200 mg 

Film-coated tablet 100 tablets EU/1/03/260/031 United Kingdom Ireland, 
Malta 

12/02/2014 
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Dr Fisher Farma BV 28/01/2014 Suboxone 2 mg /  
0.5 mg 

Sublingual tablet 7 tablets EU/1/06/359/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

12/02/2014 

Dr Fisher Farma BV 28/01/2014 Suboxone 8 mg /  
2 mg 

Sublingual tablet 7 tablets EU/1/06/359/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

12/02/2014 

STRATHCLYDE 
PHARMACEUTICAL

S LTD 

10/01/2014 Suboxone 8 mg /  
2 mg 

Sublingual tablet 7 tablets EU/1/06/359/003 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 

Ireland, 
Malta, 
United 

Kingdom 

10/02/2014 

Paranova Danmark 
AS 

07/02/2014 Suprelorin 4.7 mg Implant 2 implants 
preloaded in 
implanters +  
1 actuator 

EU/2/07/072/001 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 

Denmark 14/02/2014 
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axicorp Pharma 
B.V. 

28/01/2014 Sutent 25 mg Capsule, hard 30 capsules EU/1/06/347/002 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 11/02/2014 

axicorp Pharma 
B.V. 

28/01/2014 Synagis 100 mg Powder and 
solvent for 
solution for 

injection 

1 vial +  
1 ampoule 

EU/1/99/117/002 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Ireland, 
Italy, Latvia, Lithuania, 

Luxembourg, Malta, 
Norway, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 07/02/2014 

axicorp Pharma 
B.V. 

03/02/2014 Tarceva 150 mg Film-coated tablet 30 tablets EU/1/05/311/003 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Ireland, 
Italy, Latvia, Lithuania, 

Luxembourg, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 
Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 19/02/2014 
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kohlpharma GmbH 10/12/2013 Tarceva 150 mg Film-coated tablet 30 tablets EU/1/05/311/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/02/2014 

Medicopharm AG 14/02/2014 Tevagrastim 48 MIU 
(480 µg/ 
0.8 ml) 

Solution for 
injection/infusion 

5 pre-filled 
syringes 

EU/1/08/445/013 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 19/02/2014 

Paranova Danmark 
AS 

10/02/2014 Trajenta 5 mg Film-coated tablet 60 tablets EU/1/11/707/006 Austria, Belgium, Bulgaria, 
Croatia, 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 

Denmark 14/02/2014 

Pharma Westen 
GmbH 

28/01/2014 Twynsta 40 mg /  
5 mg 

Tablet 98 tablets EU/1/10/648/006 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Lithuania, 

Luxembourg, Norway, 
Poland, Portugal, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 
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Pharma Westen 
GmbH 

28/01/2014 Twynsta 40 mg /  
10 mg 

Tablet 98 tablets EU/1/10/648/013 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Lithuania, 

Luxembourg, Norway, 
Poland, Portugal, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 

Pharma Westen 
GmbH 

28/01/2014 Twynsta 80 mg /  
5 mg 

Tablet 98 tablets EU/1/10/648/020 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Lithuania, 

Luxembourg, Norway, 
Poland, Portugal, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 

Pharma Westen 
GmbH 

28/01/2014 Twynsta 80 mg /  
10 mg 

Tablet 98 tablets EU/1/10/648/027 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Lithuania, 

Luxembourg, Norway, 
Poland, Portugal, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/02/2014 

Medicopharm AG 06/12/2013 Tyverb 250 mg Film-coated tablet 70 tablets EU/1/07/440/004 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 24/02/2014 
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docpharm 
GmbH&CoKGaA 

18/02/2014 Vfend 200 mg Film-Coated 
Tablet 

30 tablets EU/1/02/212/018 Austria, Belgium, Cyprus, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 21/02/2014 

MPT Pharma 26/11/2013 Viagra 50 mg Film-coated tablet 4 tablets EU/1/98/077/006 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

MPT Pharma 26/11/2013 Viagra 50 mg Film-coated tablet 8 tablets EU/1/98/077/007 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

 
Initial notices for parallel distribution –February 2014  
 



MPT Pharma 26/11/2013 Viagra 50 mg Film-coated tablet 12 tablets EU/1/98/077/008 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

MPT Pharma 26/11/2013 Viagra 100 mg Film-coated tablet 4 tablets EU/1/98/077/010 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

MPT Pharma 26/11/2013 Viagra 100 mg Film-coated tablet 8 tablets EU/1/98/077/011 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 
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MPT Pharma 26/11/2013 Viagra 100 mg Film-coated tablet 12 tablets EU/1/98/077/012 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

MPT Pharma 13/12/2013 Viagra 25 mg Film-coated tablet 4 tablets EU/1/98/077/002 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

MPT Pharma 13/12/2013 Viagra 25 mg Film-coated tablet 8 tablets EU/1/98/077/003 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 
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MPT Pharma 13/12/2013 Viagra 25 mg Film-coated tablet 12 tablets EU/1/98/077/004 Austria, Belgium, Bulgaria, 
Croatia, 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, 
Malta, 
United 

Kingdom 

12/02/2014 

Cross Pharma AB 29/01/2014 Victrelis 200 mg Capsule, hard 336  
(4 packs of 84) 
hard capsules 

EU/1/11/704/001 Austria, Belgium, Bulgaria, 
Croatia, 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 12/02/2014 

Necessity Supplies 
Ltd 

12/09/2013 Vimpat 100 mg Film-coated tablet 14 tablets EU/1/08/470/004 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 

Ireland, 
United 

Kingdom 

17/02/2014 
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Necessity Supplies 
Ltd 

12/09/2013 Vimpat 100 mg Film-coated tablet 56 tablets EU/1/08/470/005 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 

17/02/2014 

Paranova Danmark 
AS 

16/12/2013 Vimpat 150 mg Film-coated tablet 56 tablets EU/1/08/470/008 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 

Denmark 18/02/2014 

Paranova 
Läkemedel AB 

16/12/2013 Vimpat 150 mg Film-coated tablet 56 tablets EU/1/08/470/008 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 18/02/2014 
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YMD PHARMA 
LIMITED 

10/01/2014 Vimpat 50 mg Film-coated tablet 14 tablets EU/1/08/470/001 Austria, Belgium, Cyprus, 
Denmark, Estonia, Finland, 
France, Germany, Greece, 
Hungary, Iceland, Ireland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

03/02/2014 

YMD PHARMA 
LIMITED 

10/01/2014 Vimpat 200 mg Film-coated tablet 56 tablets EU/1/08/470/011 Austria, Belgium, Cyprus, 
Denmark, Estonia, Finland, 
France, Germany, Greece, 
Hungary, Iceland, Ireland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

03/02/2014 

European Pharma 
B.V. 

21/11/2013 Viramune 400 mg Prolonged-release 
tablet 

30 tablets EU/1/97/055/008 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 17/02/2014 

European Pharma 
B.V. 

21/11/2013 Viramune 400 mg Prolonged-release 
tablet 

90 tablets EU/1/97/055/009 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 17/02/2014 

Docpharm 
GmbH&CoKGaA 

13/01/2014 Viread 245 mg Film-coated tablet 30 tablets EU/1/01/200/001 Austria, Belgium, Cyprus, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 04/02/2014 
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axicorp Pharma 
B.V. 

05/12/2013 Votrient 400 mg Film-coated tablet 30 tablets EU/1/10/628/003 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Finland, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 

ACA Müller ADAG 
Pharma AG 

29/01/2014 Xarelto 15 mg Film-coated tablet 28 tablets EU/1/08/472/012 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/02/2014 

ACA Müller ADAG 
Pharma AG 

29/01/2014 Xarelto 15 mg Film-coated tablet 98 tablets EU/1/08/472/014 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/02/2014 

ACA Müller ADAG 
Pharma AG 

29/01/2014 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/02/2014 
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ACA Müller ADAG 
Pharma AG 

29/01/2014 Xarelto 20 mg Film-coated tablet 98 tablets EU/1/08/472/019 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Poland, Portugal, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/02/2014 

Docpharm 
GmbH&CoKGaA 

12/02/2014 Xarelto 10 mg Film-coated tablet 30 tablets EU/1/08/472/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/02/2014 

ethigen Limited 17/01/2014 Xarelto 15 mg Film-coated tablet 28 tablets EU/1/08/472/012 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 

04/02/2014 

ethigen Limited 17/01/2014 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 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 

04/02/2014 
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kohlpharma GmbH 17/02/2014 Xarelto 10 mg Film-coated tablet 10 tablets EU/1/08/472/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 21/02/2014 

Medartuum AB 23/01/2014 Xarelto 15 mg Film-coated tablet 28 tablets EU/1/08/472/012 Austria, Belgium, Bulgaria, 
Croatia, 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 10/02/2014 

Medartuum AB 23/01/2014 Xarelto 15 mg Film-coated tablet 98 tablets EU/1/08/472/014 Austria, Belgium, Bulgaria, 
Croatia, 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 10/02/2014 
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Medartuum AB 23/01/2014 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 Austria, Belgium, Bulgaria, 
Croatia, 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 10/02/2014 

Medartuum AB 23/01/2014 Xarelto 20 mg Film-coated tablet 98 tablets EU/1/08/472/019 Austria, Belgium, Bulgaria, 
Croatia, 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 10/02/2014 

STRATHCLYDE 
PHARMACEUTICAL

S LTD 

22/01/2014 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 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, 
Malta, 
United 

Kingdom 

27/02/2014 
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STRATHCLYDE 
PHARMACEUTICAL

S LTD 

20/02/2014 Xarelto 15 mg Film-coated tablet 28 tablets EU/1/08/472/012 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, 
Malta, 
United 

Kingdom 

27/02/2014 

axicorp Pharma 
GmbH 

17/12/2013 Xelevia 25 mg Film-coated tablet 98 tablets EU/1/07/382/005 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 
Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 07/02/2014 

Necessity Supplies 
Ltd 

06/02/2014 Xelevia 25 mg Film-coated tablet 28 tablets EU/1/07/382/002 Austria, Belgium, Bulgaria, 
Croatia, 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 

25/02/2014 
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Necessity Supplies 
Ltd 

06/02/2014 Xelevia 50 mg Film-coated tablet 28 tablets EU/1/07/382/008 Austria, Belgium, Bulgaria, 
Croatia, 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 

25/02/2014 

O.P.D. Laboratories 
Ltd 

10/02/2014 Xelevia 25 mg Film-coated tablet 28 tablets EU/1/07/382/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, The 

Netherlands 

United 
Kingdom 

19/02/2014 

2 Care 4 13/02/2014 Xeplion 150 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe +  
2 needles 

EU/1/11/672/005 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 20/02/2014 

adjupharm GmbH 14/02/2014 Xeplion 150 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe +  
2 needles 

EU/1/11/672/005 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 27/02/2014 
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FD Pharma GmbH 12/02/2014 Xeplion 150 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe +  
2 needles 

EU/1/11/672/005 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/02/2014 

Necessity Supplies 
Ltd 

28/08/2013 Zebinix 800 mg Tablet 30 tablets EU/1/09/514/017 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 

26/02/2014 

Cross Pharma AB 11/02/2014 Zelboraf 240 mg Film-coated tablet 56 tablets EU/1/12/751/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 14/02/2014 

Necessity Supplies 
Ltd 

12/09/2013 Zonegran 25 mg Capsule, hard 14 capsules EU/1/04/307/001 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 

10/02/2014 
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Necessity Supplies 
Ltd 

12/09/2013 Zonegran 100 mg Capsule, hard 56 capsules EU/1/04/307/004 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 

Ireland, 
United 

Kingdom 

10/02/2014 

Necessity Supplies 
Ltd 

27/11/2013 Zonegran 50 mg Capsule, hard 28 capsules EU/1/04/307/009 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 

10/02/2014 

axicorp Pharma 
B.V. 

10/02/2014 Zypadhera 210 mg Powder and 
solvent for 

prolonged-release 
suspension for 

injection 

1 vial +  
1 vial +  

1 syringe with 
pre-attached 
safety needle 

+ 2 safety 
needles 

EU/1/08/479/001 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Ireland, 
Italy, Latvia, Lithuania, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 13/02/2014 
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