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name 

Strength Pharmaceutical 
dosage form 

Pack size EU-number Member State(s) of 
Origin 

Member 
State(s) of 
Destination 

Date of 
Notice letter 

Necessity Supplies 
Ltd 

09/10/2013 Abilify 1 mg/ml Oral solution 1 bottle +  
1 cup +  

1 calibrated 
dropper 

EU/1/04/276/034 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
United 

Kingdom 

30/01/2014 
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ACA Müller ADAG 
Pharma AG 

21/11/2013 Actrapid 100 iu/ml Solution for 
injection 

10 cartridges EU/1/02/230/007 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

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

Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 09/01/2014 

kohlpharma GmbH 13/01/2014 Adcirca 20 mg Film-coated tablet 56 tablets EU/1/08/476/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 14/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

22/11/2013 Adenuric 120 mg Film-coated tablet 84 tablets EU/1/08/447/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/01/2014 

ACA Müller ADAG 
Pharma AG 

16/01/2014 Advagraf 1 mg Prolonged-release 
capsule, hard 

100 capsules EU/1/07/387/006 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

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

Kingdom 

Germany 20/01/2014 

BR Pharma 
International Ltd 

10/12/2013 Advagraf 5 mg Prolonged-release 
capsule, hard 

100 x 1 
capsule 

EU/1/07/387/026 Austria, Belgium, 
Liechtenstein, Luxembourg 

Germany 27/01/2014 
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Orifarm AB 21/11/2013 Advagraf 0.5 mg Prolonged-release 
capsule, hard 

50 x 1 capsule EU/1/07/387/015 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 27/01/2014 

Orifarm AB 21/11/2013 Advagraf 1 mg Prolonged-release 
capsule, hard 

50 x 1 capsule EU/1/07/387/018 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, 
The Netherlands, United 

Kingdom 

Sweden 27/01/2014 

Orifarm AB 11/12/2013 Advagraf 3 mg Prolonged-release 
capsule, hard 

50 x 1 capsule EU/1/07/387/022 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 27/01/2014 

Pharma Westen 
GmbH 

07/01/2014 Advagraf 0.5 mg Prolonged-release 
capsule, hard 

100 capsules EU/1/07/387/009 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Luxembourg, Norway, 
Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 21/01/2014 
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ACA Müller ADAG 
Pharma AG 

27/11/2013 Aerius 0.5 mg/ml Oral solution 1 bottle EU/1/00/160/069 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 29/01/2014 

ACA Müller ADAG 
Pharma AG 

09/12/2013 Aldara 5 % Cream 12 sachets EU/1/98/080/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/01/2014 

Emra-Med 10/01/2014 Ambirix -- Suspension for 
injection 

1 pre-filled 
syringe with 

needle 

EU/1/02/224/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 10/01/2014 

kohlpharma GmbH 10/01/2014 Ammonaps 940 mg/g Granules 266 g +  
3 dosing 
spoons 

EU/1/99/120/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 22/01/2014 

ACA Müller ADAG 
Pharma AG 

20/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

6 cartridges EU/1/04/285/009 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

Kingdom 

Germany 07/01/2014 
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ACA Müller ADAG 
Pharma AG 

20/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

9 cartridges EU/1/04/285/011 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

Kingdom 

Germany 07/01/2014 

ACA Müller ADAG 
Pharma AG 

20/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

10 cartridges EU/1/04/285/012 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

Kingdom 

Germany 07/01/2014 

Emra-Med 03/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

5 cartridges EU/1/04/285/008 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 07/01/2014 
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Emra-Med 03/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

10 cartridges EU/1/04/285/012 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 07/01/2014 

PCO Manufacturing 12/12/2013 Apidra 100 
Units/ml 

Solution for 
injection 

5 pre-filled 
pens 

EU/1/04/285/032 Denmark, Iceland, Norway Ireland, 
United 

Kingdom 

28/01/2014 

PHARMA LAB 02/12/2013 Arava 20 mg Film-coated tablet 30 tablets EU/1/99/118/007 Austria, Belgium, Cyprus, 
Denmark, Finland, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

France 09/01/2014 

ACA Müller ADAG 
Pharma AG 

20/12/2013 Arixtra 10 mg/ 
0.8 ml 

Solution for 
injection 

7 pre-filled 
syringes 

EU/1/02/206/016 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 07/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

22/11/2013 Arixtra 7.5 mg/ 
0.6 ml 

Solution for 
injection 

7 pre-filled 
syringes 

EU/1/02/206/013 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Romania, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/01/2014 

 
Initial notices for parallel distribution –January 2014  
EMA/70960/2014 Page 6/60 
 



Eurim-Pharm 
Arzneimittel 

GmbH 

22/11/2013 Arixtra 7.5 mg/ 
0.6 ml 

Solution for 
injection 

20 pre-filled 
syringes 

EU/1/02/206/019 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Romania, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 20/01/2014 

EuroPharma DK 
ApS 

07/01/2014 Arixtra 2.5 mg/ 
0.5 ml 

Solution for 
injection 

10 pre-filled 
syringes 

EU/1/02/206/003 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 08/01/2014 

2 Care 4 17/01/2014 Avonex 30 µg/ 
0.5 ml  

(6 million 
IU) 

Solution for 
injection 

4 pre-filled 
pens 

EU/1/97/033/005 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 21/01/2014 

BR PHARMA 
INTERNATIONAL 

LTD   

18/11/2013 Axura 20 mg Film-coated tablet 98 tablets EU/1/02/218/021 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 06/01/2014 

CC Pharma 25/11/2013 Axura 10 mg Film-coated tablet 42 tablets EU/1/02/218/013 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 13/01/2014 
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CC Pharma 25/11/2013 Axura 10 mg Film-coated tablet 98 tablets EU/1/02/218/014 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 13/01/2014 

CC Pharma 25/11/2013 Axura 20 mg Film-coated tablet 42 tablets EU/1/02/218/019 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 13/01/2014 

CC Pharma 25/11/2013 Axura 20 mg Film-coated tablet 98 tablets EU/1/02/218/021 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 13/01/2014 

Paranova Danmark 
AS 

17/12/2013 Betmiga 25 mg Prolonged-release 
tablet 

90 tablets EU/1/12/809/005 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 07/01/2014 
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Paranova 
Läkemedel AB 

17/12/2013 Betmiga 25 mg Prolonged-release 
tablet 

90 tablets EU/1/12/809/005 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, 
The Netherlands, United 

Kingdom 

Sweden 06/01/2014 

Paranova 
Läkemedel AB 

18/12/2013 Betmiga 25 mg Prolonged-release 
tablet 

30 tablets EU/1/12/809/003 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 06/01/2014 

ABACUS MEDICINE 
A/S 

18/12/2013 Bonviva 3 mg/3ml Solution for 
injection 

1 pre-filled 
syringe 

EU/1/03/265/005 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 07/01/2014 
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kohlpharma GmbH 02/12/2013 Champix 0.5 mg and 
1.0 mg 

Film-coated tablet 11 x 0.5 mg + 
14 x 1 mg 
tablets +  
28 x1mg 
tablets 

EU/1/06/360/023 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/01/2014 

Dr Fisher Farma BV 03/01/2014 Cialis 20 mg Film-coated tablet 12 tablets EU/1/02/237/005 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, United Kingdom 

The 
Netherlands 

13/01/2014 

PHARMA LAB 04/12/2013 Cialis 20 mg Film-coated tablet 4 tablets EU/1/02/237/003 Austria, Belgium, Cyprus, 
Denmark, Finland, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

France 03/01/2014 

ACA Müller ADAG 
Pharma AG 

04/12/2013 CoAprovel 150 mg / 
12.5 mg 

Tablet 98 tablets EU/1/98/086/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/01/2014 
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ACA Müller ADAG 
Pharma AG 

04/12/2013 CoAprovel 150 mg / 
12.5 mg 

Film-coated tablet 98 tablets EU/1/98/086/015 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/01/2014 

ACA Müller ADAG 
Pharma AG 

04/12/2013 CoAprovel 300 mg / 
25 mg 

Film-coated tablet 98 tablets EU/1/98/086/027 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

16/01/2014 Dacogen 50 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/12/792/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

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

Kingdom 

Germany 17/01/2014 

Cross Pharma AB 25/11/2013 Daxas 500 µg Film-coated tablet 90 film-coated 
tablets 

EU/1/10/636/003 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 09/01/2014 
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BCN Farma SL 02/12/2013 DRAXXIN 100 mg/ml Solution for 
injection 

1 vial EU/2/03/041/003 Austria, Belgium, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Luxembourg, Norway, 
Portugal, Sweden, The 
Netherlands, United 

Kingdom 

Spain 10/01/2014 

Emra-Med 06/01/2014 Ebixa 20 mg Film-coated tablet 42 tablets EU/1/02/219/025 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 15/01/2014 

Emra-Med 06/01/2014 Ebixa 20 mg Film-coated tablet 98 tablets EU/1/02/219/031 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 15/01/2014 

Pharma Westen 
GmbH 

17/12/2013 Edurant 25 mg Film-coated tablet 30 tablets EU/1/11/736/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 27/01/2014 

Medcor 
Pharmaceuticals 

BV  

09/12/2013 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 

21/01/2014 
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CC Pharma 18/12/2013 Eliquis 5 mg Film-coated tablet 60 tablets EU/1/11/691/009 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 28/01/2014 

kohlpharma GmbH 17/12/2013 Eliquis 2.5 mg Film-coated tablet 20 tablets EU/1/11/691/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 27/01/2014 

kohlpharma GmbH 17/12/2013 Eliquis 2.5 mg Film-coated tablet 60 tablets EU/1/11/691/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 27/01/2014 

kohlpharma GmbH 19/12/2013 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 27/01/2014 

kohlpharma GmbH 10/01/2014 Eliquis 5 mg Film-coated tablet 60 tablets EU/1/11/691/009 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 22/01/2014 

kohlpharma GmbH 10/01/2014 Emend 125 mg + 
80 mg 

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

EU/1/03/262/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 17/01/2014 
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kohlpharma GmbH 10/01/2014 Enbrel 25 mg Solution for 
injection in pre-

filled syringe 

24 pre-filled 
syringes +  
24 alcohol 

swabs 

EU/1/99/126/015 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 14/01/2014 

PHARMACHIM AB 19/12/2013 Enbrel 10 mg Powder and 
solvent for 
solution for 

injection 

4 vials +  
4 pre-filled 
syringes +  
4 needles +  

4 vial adaptors 
+ 8 alcohol 

swabs 

EU/1/99/126/022 Austria, Belgium, France, 
Germany, Greece, Ireland, 

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

Kingdom 

Sweden 07/01/2014 

PHARMACHIM AB 19/12/2013 Enbrel 25 mg Powder and 
solvent for 
solution for 

injection 

4 vials +  
4 pre-filled 
syringes +  

8 syringes + 
20 needles + 

24 alcohol 
swabs 

EU/1/99/126/012 Austria, Belgium, France, 
Germany, Greece, Ireland, 

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

Kingdom 

Sweden 07/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

21/01/2014 Eucreas 50 mg / 
1000 mg 

Film-coated tablet 180 (3 x 60) 
tablets 

(multipack) 

EU/1/07/425/017 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

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

United Kingdom 

Germany 29/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

21/01/2014 Eucreas 50 mg / 
1000 mg 

Film-coated tablet 120 tablets EU/1/07/425/010 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

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

United Kingdom 

Germany 29/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

21/01/2014 Eucreas 50 mg / 
850 mg 

Film-coated tablet 180 tablets EU/1/07/425/005 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

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

United Kingdom 

Germany 29/01/2014 
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Eurim-Pharm 
Arzneimittel 

GmbH 

21/01/2014 Eucreas 50 mg / 
850 mg 

Film-coated tablet 120 tablets EU/1/07/425/004 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

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

United Kingdom 

Germany 29/01/2014 

PHARMACHIM AB 17/12/2013 Eviplera 200 mg / 
25 mg / 
245 mg 

Film-coated tablet 30 tablets EU/1/11/737/001 Austria, Belgium, Cyprus, 
Czech Republic, France, 

Germany, Greece, Ireland, 
Italy, Malta, Norway, 

Portugal, Slovak Republic, 
Spain, The Netherlands, 

United Kingdom 

Sweden 06/01/2014 

Kabu Pharma s.r.o. 21/11/2013 EVRA 600 µg /  
6 mg 

Transdermal 
patch 

3 transdermal 
patches 

EU/1/02/223/001 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, 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 

Czech 
Republic 

23/01/2014 

Kabu Pharma s.r.o. 21/11/2013 EVRA 600 µg /  
6 mg 

Transdermal 
patch 

9 transdermal 
patches 

EU/1/02/223/002 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, 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 

Czech 
Republic 

23/01/2014 
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axicorp Pharma 
B.V. 

14/01/2014 Exelon 13.3 mg / 
24 hours 

Transdermal 
patch 

30 sachets EU/1/98/066/028 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 21/01/2014 

Emra-Med 19/12/2013 Exforge 5 mg /  
160 mg 

Film-coated tablet 98 tablets EU/1/06/370/015 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 28/01/2014 

kohlpharma GmbH 13/01/2014 Exforge HCT 10 mg / 
160 mg / 

25 mg 

Film-coated tablet 98 tablets EU/1/09/569/042 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 15/01/2014 

Orifarm OY 10/10/2013 Fampyra 10 mg Prolonged-release 
tablet 

28 tablets 
(2 bottles of 

14) 

EU/1/11/699/001 Austria, Belgium, Cyprus, 
Denmark, France, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Finland 07/01/2014 
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Orifarm OY 10/10/2013 Fampyra 10 mg Prolonged-release 
tablet 

56 tablets 
(4 bottles of 

14) 

EU/1/11/699/002 Austria, Belgium, Cyprus, 
Denmark, France, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Finland 07/01/2014 

Orifarm OY 04/12/2013 Fampyra 10 mg Prolonged-release 
tablet 

28 tablets  
(2 blisters of 

14) 

EU/1/11/699/003 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, 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 

Finland 21/01/2014 

ORIFARM OY   18/11/2013 Fampyra 10 mg Prolonged-release 
tablet 

56 tablets  
(4 blisters of 

14) 

EU/1/11/699/004 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, 
Estonia, 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 

Finland 21/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

19/11/2013 Forxiga 10 mg Film-coated tablet 28 tablets EU/1/12/795/007 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

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

Kingdom 

Germany 21/01/2014 
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Eurim-Pharm 
Arzneimittel 

GmbH 

19/11/2013 Forxiga 10 mg Film-coated tablet 98 tablets EU/1/12/795/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

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

Kingdom 

Germany 21/01/2014 

axicorp Pharma 
B.V. 

14/01/2014 Glivec 100 mg Film-coated tablet 60 film-coated 
tablets 

EU/1/01/198/008 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 
Malta, Norway, Romania, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 23/01/2014 

Euro Registratie 
Collectief BV 

14/01/2014 Hirobriz 
Breezhaler 

150 µg Inhalation 
powder, hard 

capsule 

30 (3 x 10) 
capsules +  
1 inhaler 

EU/1/09/594/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Ireland, 
Italy, Luxembourg, Malta, 
Norway, Portugal, Spain, 
Sweden, United Kingdom 

The 
Netherlands 

16/01/2014 

Euro Registratie 
Collectief BV 

14/01/2014 Hirobriz 
Breezhaler 

300 µg Inhalation 
powder, hard 

capsule 

30 (3 x 10) 
capsules + 
 1 inhaler 

EU/1/09/594/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Ireland, 
Italy, Luxembourg, Malta, 
Norway, Portugal, Spain, 
Sweden, United Kingdom 

The 
Netherlands 

16/01/2014 

CC Pharma 07/01/2014 Humalog 100 U/ml Solution for 
injection 

2 x 5 
cartridges 

EU/1/96/007/023 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 08/01/2014 
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ACA Müller ADAG 
Pharma AG 

22/11/2013 Infanrix hexa -- Powder and 
suspension for 
suspension for 

injection 

1 vial +  
1 pre-filled 
syringe +  
2 needles 

EU/1/00/152/005 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

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

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

Kingdom 

Germany 29/01/2014 

ACA Müller ADAG 
Pharma AG 

22/11/2013 Infanrix hexa -- Powder and 
suspension for 
suspension for 

injection 

10 vials +  
10 pre-filled 
syringes +  
20 needles 

EU/1/00/152/006 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 

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

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

Kingdom 

Germany 29/01/2014 

Cross Pharma AB 14/01/2014 Inlyta 1 mg Film-coated tablet 56 tablets EU/1/12/777/002 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 16/01/2014 
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Cross Pharma AB 14/01/2014 Inlyta 5 mg Film-coated tablet 56 tablets EU/1/12/777/005 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 16/01/2014 

PHARMA GERKE 
GMBH   

12/11/2013 Insuman 100 IU/ml Solution for 
injection 

5 cartridges EU/1/97/030/030 Austria, Belgium, Czech 
Republic, Finland, France, 
Greece, Hungary, Ireland, 

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

United Kingdom 

Germany 09/01/2014 

Dr Fisher Farma BV 03/01/2014 Iressa 250 mg Film-coated tablet 30 tablets EU/1/09/526/002 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, United Kingdom 

The 
Netherlands 

13/01/2014 
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Eureco-Pharma B.V.  03/01/2014 Iressa 250 mg Film-coated tablet 30 tablets EU/1/09/526/001 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, United Kingdom 

The 
Netherlands 

08/01/2014 

Cross Pharma AB 19/12/2013 Janumet 50 mg / 
850 mg 

Film-coated tablet 196 tablets EU/1/08/455/006 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, 
The Netherlands, United 

Kingdom 

Sweden 07/01/2014 

Milinda GmbH & Co. 
KG 

15/11/2013 Janumet 50 mg / 
1000 mg 

Film-coated tablet 56 tablets EU/1/08/455/010 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 06/01/2014 

Milinda GmbH & Co. 
KG 

15/11/2013 Janumet 50 mg / 
1000 mg 

Film-coated tablet 196 tablets EU/1/08/455/013 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 06/01/2014 
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Milinda GmbH & Co. 
KG 

15/11/2013 Janumet 50 mg / 
850 mg 

Film-coated tablet 56 tablets EU/1/08/455/003 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 06/01/2014 

Milinda GmbH & Co. 
KG 

15/11/2013 Janumet 50 mg / 
850 mg 

Film-coated tablet 196 tablets EU/1/08/455/006 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 06/01/2014 

axicorp Pharma 
GmbH 

17/12/2013 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 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 07/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

19/11/2013 Januvia 50 mg Film-coated tablet 28 tablets EU/1/07/383/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 17/01/2014 
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Eurim-Pharm 
Arzneimittel 

GmbH 

19/11/2013 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 17/01/2014 

Lexon (UK) Ltd 26/11/2013 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 

22/01/2014 

Medartuum AB 03/12/2013 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, 
The Netherlands, United 

Kingdom 

Sweden 17/01/2014 
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Medartuum AB 03/12/2013 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 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 15/01/2014 

ABACUS MEDICINE 
A/S 

12/12/2013 Keppra 500 mg Film-coated tablet 100 tablets EU/1/00/146/011 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 20/01/2014 

ACA Müller ADAG 
Pharma AG 

18/12/2013 Keppra 750 mg Film-coated tablet 100 tablets EU/1/00/146/019 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

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

Kingdom 

Germany 31/01/2014 
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ACA Müller ADAG 
Pharma AG 

18/12/2013 Keppra 750 mg Film-coated tablet 200 tablets EU/1/00/146/028 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

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

Kingdom 

Germany 31/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Keppra 750 mg Film-coated tablet 200 tablets EU/1/00/146/028 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 27/01/2014 

PHARMA LAB 03/01/2014 Levitra 20 mg Film-coated tablet 4 tablets EU/1/03/248/010 Austria, Belgium, Cyprus, 
Denmark, Finland, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

France 08/01/2014 
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Medartuum AB 03/01/2014 Lumigan 0.1 mg/ml Eye drops, 
solution 

3 bottles EU/1/02/205/004 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, 
The Netherlands, United 

Kingdom 

Sweden 07/01/2014 

Paranova 
Läkemedel AB 

02/12/2013 Lumigan 0.1 mg/ml Eye drops, 
solution 

3 bottles EU/1/02/205/004 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, 
The Netherlands, United 

Kingdom 

Sweden 20/01/2014 

EuroPharma DK 
ApS 

03/01/2014 Lyrica 75 mg Capsule, hard 56 capsules EU/1/04/279/012 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 15/01/2014 
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Orifarm AB 10/12/2013 Metacam 2.5 mg Chewable tablet 84 tablets EU/2/97/004/047 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 14/01/2014 

Orifarm AB 10/12/2013 Metacam 5 mg/ml Solution for 
injection 

1 vial EU/2/97/004/011 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 15/01/2014 

Orifarm AB 11/12/2013 Metacam 1.5 mg/ml Oral suspension 1 bottle EU/2/97/004/003 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 15/01/2014 
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Orifarm AB 11/12/2013 Metacam 1.5 mg/ml Oral suspension 1 bottle EU/2/97/004/004 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, 
The Netherlands, United 

Kingdom 

Sweden 15/01/2014 

Orifarm AB 11/12/2013 Metacam 1.5 mg/ml Oral suspension 1 bottle EU/2/97/004/005 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, 
The Netherlands, United 

Kingdom 

Sweden 14/01/2014 

Necessity Supplies 
Ltd 

14/10/2013 MicardisPlus 80 mg / 
12.5 mg 

Tablet 28 tablets EU/1/02/213/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

United 
Kingdom 

09/01/2014 
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Necessity Supplies 
Ltd 

14/10/2013 MicardisPlus 80 mg /  
25 mg 

Tablet 28 tablets EU/1/02/213/018 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

United 
Kingdom 

09/01/2014 

Milinda GmbH & Co. 
KG 

12/12/2013 Mimpara 30 mg Film-coated tablet 28 tablets EU/1/04/292/002 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Finland, France, 
Greece, Hungary, Ireland, 

Italy, Lithuania, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 21/01/2014 

Milinda GmbH & Co. 
KG 

12/12/2013 Mimpara 60 mg Film-coated tablet 28 tablets EU/1/04/292/006 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Finland, France, 
Greece, Hungary, Ireland, 

Italy, Lithuania, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 21/01/2014 

Milinda GmbH & Co. 
KG 

12/12/2013 Mimpara 90 mg Film-coated tablet 28 tablets EU/1/04/292/010 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Finland, France, 
Greece, Hungary, Ireland, 

Italy, Lithuania, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 21/01/2014 
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axicorp Pharma 
GmbH 

07/01/2014 Mirapexin 0.52 mg Prolonged-release 
tablet 

100 tablets EU/1/97/051/018 Czech Republic, Greece, 
Italy, Latvia, Lithuania 

Germany 24/01/2014 

O.P.D. Laboratories 
Ltd 

06/01/2014 Mirapexin 0.26 mg Prolonged-release 
tablet 

30 tablets EU/1/97/051/014 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, The 

Netherlands 

United 
Kingdom 

15/01/2014 

Chemilines Ltd 14/01/2014 MULTAQ 400 mg Film-coated tablet 60 tablets EU/1/09/591/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Italy, 

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

Ireland, 
United 

Kingdom 

20/01/2014 

necessity Supplies 
Ltd 

14/10/2013 MULTAQ 400 mg Film-coated tablet 60 tablets EU/1/09/591/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Ireland, 
United 

Kingdom 

03/01/2014 

Pharma Westen 
GmbH 

31/10/2013 Myocet 50 mg Powder, 
dispersion and 

solvent for 
concentrate for 
dispersion for 

infusion 

2 sets of  
3 vials ( 

1 powder +  
1 liposomes + 

1 buffer) 

EU/1/00/141/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 29/01/2014 

ACA Müller ADAG 
Pharma AG 

20/12/2013 Neulasta 6 mg Solution for 
injection 

1 pre-filled 
syringe 

EU/1/02/227/001 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 07/01/2014 
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ABACUS MEDICINE 
A/S 

04/12/2013 Neupro 8 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/011 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 15/01/2014 

ACA Müller ADAG 
Pharma AG 

03/01/2014 Neupro 8 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/036 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Hungary, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 21/01/2014 

B&S Healthcare  10/01/2014 Neupro 6 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Ireland, 
United 

Kingdom 

28/01/2014 

B&S Healthcare  10/01/2014 Neupro 8 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/011 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Ireland, 
United 

Kingdom 

28/01/2014 
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FD Pharma GmbH 03/01/2014 Neupro 2 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/018 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 09/01/2014 

FD Pharma GmbH 03/01/2014 Neupro 6 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/030 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Hungary, Iceland, Ireland, 
Italy, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 14/01/2014 

FD Pharma GmbH 03/01/2014 Neupro 8 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/036 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Hungary, Iceland, Ireland, 
Italy, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 14/01/2014 

PHARMA LAB 03/01/2014 NovoNorm 0.5 mg Tablet 90 tablets EU/1/98/076/005 Austria, Belgium, Cyprus, 
Denmark, Finland, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

France 09/01/2014 

PHARMA LAB 03/01/2014 NovoNorm 1 mg Tablet 90 tablets EU/1/98/076/012 Austria, Belgium, Cyprus, 
Denmark, Finland, 

Germany, Greece, Iceland, 
Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

France 09/01/2014 
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ACA MULLER ADAG 
PHARMA AG   

12/11/2013 NovoRapid 100 U/ml Solution for 
injection 

5 cartridges EU/1/99/119/003 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

United Kingdom 

Germany 28/01/2014 

kohlpharma GmbH 10/01/2014 Noxafil 40 mg/ml Oral suspension 1 bottle EU/1/05/320/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 14/01/2014 

IMED Healthcare 
Ltd 

03/01/2014 Onbrez 
Breezhaler 

150 µg Inhalation 
powder, hard 

capsule 

30 (3 x 10) 
capsules +  
1 inhaler 

EU/1/09/593/002 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 21/01/2014 

Imed Healthcare 
Ltd 

03/01/2014 Onbrez 
Breezhaler 

300 µg Inhalation 
powder, hard 

capsule 

30 (3 x 10) 
capsules +  
1 inhaler 

EU/1/09/593/007 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland 21/01/2014 
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Paranova 
Läkemedel AB 

18/12/2013 Orencia 125 mg Solution for 
injection in pre-

filled syringe 

4 pre-filled 
syringes with 
needle guard 

EU/1/07/389/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 28/01/2014 

2 Care 4 10/01/2014 Pegasys 135 µg Solution for 
injection 

4 pre-filled 
syringes +  
4 injection 

needles 

EU/1/02/221/006 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 15/01/2014 

2 Care 4 10/01/2014 Pegasys 180 µg Solution for 
injection 

4 pre-filled 
syringes +  
4 injection 

needles 

EU/1/02/221/008 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 15/01/2014 

2 Care 4 10/01/2014 Pegasys 180 µg Solution for 
injection 

4 pre-filled 
pens 

EU/1/02/221/015 Austria, Belgium, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
The Netherlands, United 

Kingdom 

Sweden 15/01/2014 

Haemato Pharm AG 18/12/2013 Pegasys 180 µg Solution for 
injection 

4 pre-filled 
syringes +  
4 injection 

needles 

EU/1/02/221/008 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 30/01/2014 
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PHARMACHIM AB 05/12/2013 Pegasys 180 µg Solution for 
injection 

1 pre-filled pen EU/1/02/221/014 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Estonia, France, Germany, 
Greece, Hungary, Ireland, 

Italy, Latvia, Malta, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Slovenia, Spain, The 
Netherlands, United 

Kingdom 

Sweden 07/01/2014 

Orifarm AB 06/01/2014 Picato 500 
micrograms

/g 

Gel 2 tubes EU/1/12/796/002 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 09/01/2014 

Veron Pharma 
Vertriebs GmbH 

01/10/2013 Picato 150 
micrograms

/g 

Gel 3 tubes EU/1/12/796/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

United Kingdom 

Germany 07/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

16/01/2014 Plenadren 20 mg Modified-release 
tablet 

50 tablets EU/1/11/715/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 21/01/2014 

kohlpharma GmbH 13/01/2014 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 24/01/2014 
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WAYMADE PLC 10/01/2014 Pradaxa 110 mg Capsule, hard 60 x 1 
capsules  

(unit dose) 

EU/1/08/442/007 Austria, Belgium, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

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

Kingdom 

Ireland, 
Malta, 
United 

Kingdom 

10/01/2014 

WAYMADE PLC 10/01/2014 Pradaxa 75 mg Capsule, hard 60 x 1 
capsules  

(unit dose) 

EU/1/08/442/003 Austria, Belgium, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

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

Kingdom 

Ireland, 
Malta, 
United 

Kingdom 

22/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

04/12/2013 Prevenar 13 -- Suspension for 
injection 

10 pre-filled 
syringes with 

separate 
needle 

EU/1/09/590/004 Austria, Belgium, Czech 
Republic, Denmark, 

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

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 03/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

04/12/2013 Prevenar 13 -- Suspension for 
injection 

50 pre-filled 
syringes with 

separate 
needle 

EU/1/09/590/006 Austria, Belgium, Czech 
Republic, Denmark, 

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

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 03/01/2014 

EuroPharma DK 
ApS 

03/01/2014 Prevenar 13 -- Suspension for 
injection 

1 pre-filled 
syringe with 

separate 
needle 

EU/1/09/590/002 Austria, Belgium, Cyprus, 
Czech Republic, Finland, 

France, Germany, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Denmark 07/01/2014 
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CC Pharma 07/01/2014 Prezista 800 mg Film-coated tablet 3 x 30 tablets EU/1/06/380/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 28/01/2014 

European Pharma 
B.V. 

30/10/2013 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Bulgaria, 
Croatia, Czech Republic, 
Finland, France, Greece, 

Ireland, Italy, Latvia, 
Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 03/01/2014 

kohlpharma GmbH 17/12/2013 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/01/2014 

kohlpharma GmbH 17/12/2013 Prezista 800 mg Film-coated tablet 3 x 30 tablets EU/1/06/380/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/01/2014 

Medcor 
Pharmaceuticals 

BV  

10/12/2013 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

21/01/2014 
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Orifarm OY 05/12/2013 Prezista 800 mg Film-coated tablet 30 tablets EU/1/06/380/007 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, 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 

Finland 14/01/2014 

ACA Müller ADAG 
Pharma AG 

03/12/2013 Pritor 40 mg Tablet 98 tablets EU/1/98/089/004 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 15/01/2014 

ACA Müller ADAG 
Pharma AG 

03/12/2013 Pritor 80 mg Tablet 98 tablets EU/1/98/089/009 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 
Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 15/01/2014 
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Doncaster 
Pharmaceuticals 

Group Ltd 

16/12/2013 Procoralan 5 mg Film-coated tablet 56 tablets EU/1/05/316/003 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 

23/01/2014 

Kosei Pharma UK 
Limited 

15/01/2014 Procoralan 5 mg Film-coated tablet 56 tablets EU/1/05/316/003 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, 
United 

Kingdom 

29/01/2014 

Dr Fisher Farma BV 26/11/2013 Protopic 0.03% Ointment 1 tube EU/1/02/201/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

28/01/2014 

Dr Fisher Farma BV 26/11/2013 Protopic 0.1% Ointment 1 tube EU/1/02/201/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

28/01/2014 
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Orifarm AB 24/01/2014 Qutenza 179 mg Cutaneous patch 1 patch +  
1 cleansing gel 

EU/1/09/524/001 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, 
The Netherlands, United 

Kingdom 

Sweden 29/01/2014 

ACA Müller ADAG 
Pharma AG 

15/11/2013 Rapamune 2 mg Coated tablet 100 tablets EU/1/01/171/010 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 08/01/2014 

Necessity Supplies 
Ltd 

17/01/2014 Rasilez 150 mg Film-coated tablet 28 tablets EU/1/07/405/022 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 

20/01/2014 
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Cross Pharma AB 16/01/2014 Renvela 2.4 g Powder for oral 
suspension 

90 sachets EU/1/09/521/007 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 17/01/2014 

Cross Pharma AB 12/12/2013 Resolor 2 mg Film-coated tablet 28 x 1 tablet EU/1/09/581/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 28/01/2014 

Cross Pharma AB 25/11/2013 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 08/01/2014 
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Cross Pharma AB 25/11/2013 Retacrit 30000 IU/ 
0.75 ml 

Solution for 
injection 

1 pre-filled 
syringe 

EU/1/07/431/018 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 08/01/2014 

Cross Pharma AB 25/11/2013 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 08/01/2014 

Cross Pharma AB 21/01/2014 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 31/01/2014 
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Cross Pharma AB 22/01/2014 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 31/01/2014 

Cross Pharma AB 23/01/2014 Retacrit 6000 IU/ 
0.6 ml 

Solution for 
injection 

6 pre-filled 
syringes 

EU/1/07/431/012 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 31/01/2014 

PHARMACHIM AB 19/12/2013 Revlimid 10 mg Capsule, hard 21 capsules EU/1/07/391/002 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 06/01/2014 
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PHARMACHIM AB 19/12/2013 Revlimid 15 mg Capsule, hard 21 capsules EU/1/07/391/003 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 06/01/2014 

European Pharma 
B.V. 

08/11/2013 Reyataz 300 mg Capsule, hard 3 x 30 
capsules 

EU/1/03/267/010 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 14/01/2014 

EuroPharma DK 
ApS 

15/01/2014 RoActemra 20 mg/ml Concentrate for 
solution for 

infusion 

4 vials EU/1/08/492/002 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 29/01/2014 

EuroPharma DK 
ApS 

15/01/2014 RoActemra 20 mg/ml Concentrate for 
solution for 

infusion 

1 vial EU/1/08/492/003 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 29/01/2014 

FD Pharma GmbH 20/12/2013 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, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 07/01/2014 
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STRATHCLYDE 
PHARMACEUTICAL

S LTD 

21/01/2014 Seebri 
Breezhaler 

44 
microgram 

Inhalation 
powder, hard 

capsule 

30 capsules + 
1 inhaler 

EU/1/12/788/003 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 

22/01/2014 

Axicorp Pharma 
GmbH 

26/11/2013 Silgard -- Suspension for 
injection 

10 pre-filled 
syringes +  
20 needles 

EU/1/06/358/008 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Estonia, Finland, France, 

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

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 15/01/2014 

axicorp Pharma 
B.V. 

26/11/2013 Simponi 50 mg Solution for 
injection 

1 pre-filled pen EU/1/09/546/001 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Latvia, 
Lithuania, Norway, 

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

Kingdom 

Germany 20/01/2014 

Emra-Med 17/12/2013 Sprycel 50 mg Film-coated tablet 60 x 1 tablet 
(unit dose) 

EU/1/06/363/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 28/01/2014 
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Medcor 
Pharmaceuticals 

BV  

17/01/2014 Stalevo 200 mg  / 
50 mg  / 
200 mg 

Film-coated tablet 100 tablets EU/1/03/260/021 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

20/01/2014 

Axicorp Pharma 
B.V. 

12/11/2013 Stelara 45 mg Solution for 
injection in pre-

filled syringe 

1 pre-filled 
syringe 

EU/1/08/494/003 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 07/01/2014 

Axicorp Pharma 
B.V. 

26/11/2013 Stelara 90 mg Solution for 
injection in pre-

filled syringe 

1 pre-filled 
syringe 

EU/1/08/494/004 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Hungary, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Romania, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 15/01/2014 

Medartuum AB 19/12/2013 Stelara 45 mg Solution for 
injection in pre-

filled syringe 

1 pre-filled 
syringe 

EU/1/08/494/003 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 08/01/2014 
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Pharma Westen 
GmbH 

21/11/2013 Stribild 150 mg / 
150 mg / 
200 mg / 
245 mg 

Film-coated tablet 30 tablets EU/1/13/830/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/01/2014 

Cross Pharma AB 09/12/2013 Suprelorin 4.7 mg Implant 5 implants 
preloaded in 
implanters +  
1 actuator 

EU/2/07/072/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, The Netherlands, 

United Kingdom 

Sweden 17/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

16/01/2014 Synagis 50 mg Powder and 
solvent for 
solution for 

injection 

1 vial +  
1 ampoule 

EU/1/99/117/001 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Ireland, Italy, Latvia, 
Lithuania, Norway, 

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

Kingdom 

Germany 17/01/2014 

Axicorp Pharma 
B.V. 

26/11/2013 TOBI 
Podhaler 

28 mg Inhalation 
powder, hard 

capsule 

224 (4x 56) 
capsules +  
5 inhalers 
(monthly 

multipack) 

EU/1/10/652/002 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 15/01/2014 
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ACA Müller ADAG 
Pharma AG 

09/12/2013 Trizivir 150 mg / 
300 mg / 
300 mg 

Film-coated tablet 60 tablets EU/1/00/156/004 Austria, Belgium, Cyprus, 
Denmark, Estonia, Finland, 
France, Greece, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Luxembourg, 

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

Kingdom 

Germany 20/01/2014 

PARANOVA 
LÄKEMEDEL AB   

09/12/2013 Twinrix Adult -- Suspension for 
injection 

10 syringes 
with separate 

needle 

EU/1/96/020/008 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 15/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Twynsta 80 mg /  
10 mg 

Tablet 98 tablets EU/1/10/648/027 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 28/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Twynsta 80 mg /  
5 mg 

Tablet 98 tablets EU/1/10/648/020 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 28/01/2014 
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UAB "LEX ANO" 26/11/2013 Tysabri 300 mg Concentrate for 
solution for 

infusion 

1 vial EU/1/06/346/001 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 28/01/2014 

Doncaster 
Pharmaceuticals 

Group Ltd 

21/01/2014 Urorec 4 mg Capsule, hard 30 capsules EU/1/09/608/004 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, 
Malta, 
United 

Kingdom 

29/01/2014 

Paranova 
Läkemedel AB 

26/11/2013 Vfend 50 mg Tablet 56 tablets EU/1/02/212/008 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

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

Netherlands, United 
Kingdom 

Sweden 15/01/2014 
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ACA Müller ADAG 
Pharma AG 

29/11/2013 Viagra 100 mg Film-coated tablet 12 tablets EU/1/98/077/012 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 23/01/2014 

ACA Müller ADAG 
Pharma AG 

29/11/2013 Viagra 100 mg Film-coated tablet 4 tablets EU/1/98/077/010 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 23/01/2014 

ACA Müller ADAG 
Pharma AG 

29/11/2013 Viagra 100 mg Film-coated tablet 8 tablets EU/1/98/077/011 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 23/01/2014 

axicorp Pharma 
GmbH 

20/01/2014 Vimpat 150 mg Film-coated tablet 56 tablets EU/1/08/470/008 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Denmark, 
Estonia, Finland, France, 

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

Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Slovak Republic, Slovenia, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 29/01/2014 
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axicorp Pharma 
GmbH 

20/01/2014 Vimpat 200 mg Film-coated tablet 56 tablets EU/1/08/470/011 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Denmark, 
Estonia, Finland, France, 

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

Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

Slovak Republic, Slovenia, 
Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 29/01/2014 

Eureco-Pharma B.V.  03/01/2014 Votrient 200 mg Film-coated tablet 30 tablets EU/1/10/628/001 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, 
Sweden, United Kingdom 

The 
Netherlands 

08/01/2014 

Eureco-Pharma B.V.  03/01/2014 Votrient 400 mg Film-coated tablet 30 tablets EU/1/10/628/003 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, United Kingdom 

The 
Netherlands 

08/01/2014 
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Paranova 
Läkemedel AB 

12/12/2013 Votrient 400 mg Film-coated tablet 60 tablets EU/1/10/628/004 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, 
The Netherlands, United 

Kingdom 

Sweden 15/01/2014 

Euro Registratie 
Collectief BV 

14/01/2014 Xagrid 0.5 mg Capsule, hard 100 capsules EU/1/04/295/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Ireland, 
Italy, Luxembourg, Malta, 
Norway, Portugal, Spain, 
Sweden, United Kingdom 

The 
Netherlands 

16/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Xarelto 15 mg Film-coated tablet 14 tablets EU/1/08/472/011 Austria, Belgium, Bulgaria, 
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 16/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Xarelto 15 mg Film-coated tablet 42 tablets EU/1/08/472/013 Austria, Belgium, Bulgaria, 
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 16/01/2014 
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axicorp Pharma 
GmbH 

05/12/2013 Xarelto 15 mg Film-coated tablet 98 tablets EU/1/08/472/014 Austria, Belgium, Bulgaria, 
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 16/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Xarelto 20 mg Film-coated tablet 14 tablets EU/1/08/472/017 Austria, Belgium, Bulgaria, 
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 16/01/2014 

axicorp Pharma 
GmbH 

05/12/2013 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 Austria, Belgium, Bulgaria, 
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 16/01/2014 
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axicorp Pharma 
GmbH 

05/12/2013 Xarelto 20 mg Film-coated tablet 98 tablets EU/1/08/472/019 Austria, Belgium, Bulgaria, 
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 16/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

29/11/2013 Xarelto 15 mg Film-coated tablet 42 tablets EU/1/08/472/013 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Hungary, Ireland, Italy, 

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

Kingdom 

Germany 21/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

29/11/2013 Xarelto 15 mg Film-coated tablet 98 tablets EU/1/08/472/014 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Hungary, Ireland, Italy, 

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

Kingdom 

Germany 21/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

29/11/2013 Xarelto 20 mg Film-coated tablet 98 tablets EU/1/08/472/019 Austria, Belgium, Czech 
Republic, Denmark, 

Finland, France, Greece, 
Hungary, Ireland, Italy, 

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

Kingdom 

Germany 20/01/2014 
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Medcor 
Pharmaceuticals 

BV  

11/07/2013 Xarelto 15 mg Film-coated tablet 28 tablets EU/1/08/472/012 Austria, Belgium, Cyprus, 
Denmark, Estonia, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

21/01/2014 

MPT Pharma 19/12/2013 Xarelto 10 mg Film-coated tablet 10 tablets EU/1/08/472/006 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 

23/01/2014 

MPT Pharma 19/12/2013 Xarelto 10 mg Film-coated tablet 30 tablets EU/1/08/472/007 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 

23/01/2014 
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MPT Pharma 19/12/2013 Xarelto 10 mg Film-coated tablet 100 x 1 tablet 
(unit dose) 

EU/1/08/472/008 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 

23/01/2014 

MPT Pharma 19/12/2013 Xarelto 15 mg Film-coated tablet 14 tablets EU/1/08/472/011 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 

23/01/2014 

MPT Pharma 19/12/2013 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
Malta, 
United 

Kingdom 

23/01/2014 
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MPT Pharma 19/12/2013 Xarelto 15 mg Film-coated tablet 42 tablets EU/1/08/472/013 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 

23/01/2014 

Emra-Med 06/01/2014 Xelevia 25 mg Film-coated tablet 98 tablets EU/1/07/382/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 21/01/2014 

Emra-Med 06/01/2014 Xelevia 50 mg Film-coated tablet 98 tablets EU/1/07/382/011 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 21/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

03/01/2014 Xeplion 50 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe +  
2 needles 

EU/1/11/672/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

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

Kingdom 

Germany 15/01/2014 
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European Pharma 
B.V. 

18/12/2013 Xeplion 75 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe + 
 2 needles 

EU/1/11/672/003 Austria, Belgium, Bulgaria, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/01/2014 

Medicopharm AG 21/01/2014 Xeplion 100 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe +  
2 needles 

EU/1/11/672/004 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 24/01/2014 

ACA Müller ADAG 
Pharma AG 

27/11/2013 Xeristar 30 mg Gastro-resistant 
capsule, hard 

28 capsules EU/1/04/297/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 29/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

03/01/2014 Xolair 150 mg Solution for 
injection 

1 pre-filled 
syringe 

EU/1/05/319/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/01/2014 

Eurim-Pharm 
Arzneimittel 

GmbH 

03/01/2014 Xolair 150 mg Solution for 
injection 

1 pre-filled 
syringe 

EU/1/05/319/009 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 07/01/2014 

Eureco-Pharma B.V.  24/01/2014 Yervoy 5 mg/ml Concentrate for 
solution for 

infusion 

1 vial EU/1/11/698/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

30/01/2014 
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Eureco-Pharma B.V.  24/01/2014 Yervoy 5 mg/ml Concentrate for 
solution for 

infusion 

1 vial EU/1/11/698/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

30/01/2014 

ABACUS MEDICINE 
A/S 

18/12/2013 Zelboraf 240 mg Film-coated tablet 56 tablets EU/1/12/751/001 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 07/01/2014 

Paranova 
Läkemedel AB 

10/12/2013 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 14/01/2014 

Medcor 
Pharmaceuticals 

BV  

13/05/2013 Zoely 2.5 mg / 
1.5 mg 

Film-coated tablet 84 tablets  
(72 active + 
12 placebo) 

EU/1/11/690/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, 
Liechtenstein, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

22/01/2014 
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Euro Registratie 
Collectief BV 

17/01/2014 Zypadhera 405 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/1/08/479/003 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 

21/01/2014 

Nordic Pharma UK 
limited 

08/01/2014 Zyprexa 10 mg Powder for 
solution for 

injection 

1 vial EU/1/96/022/016 Ireland United 
Kingdom 

22/01/2014 
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