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Initial notices for parallel distribution – December 2014 
 
Please note that the highlighted products are Veterinary medicines 

 
 

Parallel distributor Date of 

notificatio
n 

Product 

name 

Strength Pharmaceutical 

dosage form 

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

State(s) of 
Destination 

Date of 

Notice 
letter 

Veron Pharma 
Vertriebs GmbH 

20/11/2014 Abilify 10 mg Orodispersible 
tablet 

49 x 1 tablets 
(unit dose) 

EU/1/04/276/026 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 04/12/2014 



 

 

 

Initial notices for parallel distribution – December 2014  

EMA/10492/2015 Page 2/41 

 

Eurim-Pharm 
Arzneimittel GmbH 

24/11/2014 ABILIFY 
MAINTENA 

400  mg Powder and 
solvent for 

prolonged-release 
suspension for 

injection 

1 powder vial 
+ 1 solvent 

vial + 1 
syringe with 
pre-attached 

needle + 1 
disposable 

syringe with 
luer lock tip + 
1 vial adapter 
+ 2 needles 

(38 and 50 

mm) 

EU/1/13/882/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 02/12/2014 

Medcor 
Pharmaceuticals BV 

09/12/2014 ABILIFY 
MAINTENA 

400  mg Powder and 
solvent for 

prolonged-release 
suspension for 

injection 

1 powder vial 
+ 1 solvent 

vial + 1 
syringe with 
pre-attached 

needle + 1 
disposable 

syringe with 
luer lock tip + 
1 vial adapter 

+ 2 needles 

(38 and 50 
mm) 

EU/1/13/882/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Poland, Portugal, Romania, 
Spain, Sweden, United 

Kingdom 

The 
Netherlands 

17/12/2014 

Orifarm GmbH 19/11/2014 Adenuric 120 mg Film-coated tablet 84 tablets EU/1/08/447/004 Austria, Belgium, Bulgaria, 
Czech Republic, Denmark, 
Estonia, Finland, France, 

Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Lithuania, Luxembourg, 

Norway, Poland, Portugal, 
Romania, Slovak Republic, 

Slovenia, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/12/2014 
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Orifarm GmbH 19/11/2014 Adenuric 80 mg Film-coated tablet 28 tablets EU/1/08/447/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 03/12/2014 

Orifarm GmbH 19/11/2014 Adenuric 80 mg Film-coated tablet 84 tablets EU/1/08/447/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

27/11/2014 Advagraf 3 mg Prolonged-release 
capsule, hard 

100 capsules EU/1/07/387/013 Austria, Belgium, Bulgaria, 
Croatia, Denmark, Finland, 
France, Greece, Hungary, 

Ireland, Italy, Latvia, 
Lithuania, Norway, Poland, 
Portugal, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 08/12/2014 

FD Pharma GmbH 05/12/2014 Aerius 0.5 mg/ml Oral solution 1 bottle EU/1/00/160/069 Austria, Belgium, Denmark, 

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

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/12/2014 

Orifarm AB 04/12/2014 Aerius 2.5 mg Orodispersible 
tablet 

30 tablets EU/1/00/160/044 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 12/12/2014 
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kohlpharma GmbH 02/12/2014 Aldara 5 % Cream 24 sachets EU/1/98/080/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/12/2014 

BB Farma s.r.l. 18/12/2014 Alimta 500 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/04/290/001 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 22/12/2014 

Dr Fisher Farma BV 07/11/2014 Alimta 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/04/290/002 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 

03/12/2014 

Originalis B.V. 17/12/2014 Angiox 250 mg Powder for 
concentrate for 

solution for 
injection/infusion 

10 vials EU/1/04/289/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

19/12/2014 
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Lexon (UK) Ltd 10/12/2014 Apidra 100 
Units/ml 

Solution for 
injection 

5 pre-filled 
pens 

EU/1/04/285/032 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 

17/12/2014 

Pharma Gerke GmbH 04/11/2014 Aprovel 150 mg Film-coated tablet 98 tablets EU/1/97/046/025 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/12/2014 

Emra-Med 17/11/2014 Arixtra 7.5 mg/ 
0.6 ml 

Solution for 
injection 

7 pre-filled 
syringes 

EU/1/02/206/013 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

Iceland, Ireland, Italy, 
Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Germany 08/12/2014 
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Emra-Med 17/11/2014 Arixtra 7.5 mg/ 
0.6 ml 

Solution for 
injection 

20 pre-filled 
syringes 

EU/1/02/206/019 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 08/12/2014 

MELYFARMA S.L. 09/09/2014 Avamys 27.5 
micro 

grams/ 
spray 

Nasal spray, 
suspension 

1 bottle EU/1/07/434/003 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, 
Sweden, The Netherlands, 

United Kingdom 

Spain 23/12/2014 

ABACUS MEDICINE 
A/S 

01/12/2014 Avonex 30 µg/0.5 
ml (6 

million IU) 

Solution for 
injection 

4 pre-filled 
pens 

EU/1/97/033/005 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 11/12/2014 
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Eureco-Pharma B.V.  02/12/2014 Baraclude 0.5 mg Film-coated tablet 30 x 1 tablets EU/1/06/343/003 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 

08/12/2014 

kohlpharma GmbH 05/12/2014 Betmiga 50 mg Prolonged-release 
tablet 

50 tablets EU/1/12/809/017 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/12/2014 

Medartuum AB 18/12/2014 BOSULIF 100 mg Film-coated tablet 28 tablets EU/1/13/818/001 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 22/12/2014 
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Lexon (UK) Ltd 28/11/2014 Brilique 90 mg Film-coated tablet 56 tablets  EU/1/10/655/004 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, 
United 

Kingdom 

03/12/2014 

Dr Fisher Farma BV 19/11/2014 Bydureon 2 mg Powder and 
solvent for 

prolonged-release 
suspension for 

injection 

4 x 1 single-
dose kit (1 vial 
+ 1 syringe) 

EU/1/11/696/001 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 

02/12/2014 

CC Pharma 19/11/2014 BYETTA 5 micro- 
grams 

Solution for 
injection 

1 pre-filled pen EU/1/06/362/001 Austria, Belgium, Czech 
Republic, Denmark, Finland, 

France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 03/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

25/11/2014 BYETTA 10 micro- 
grams 

Solution for 
injection 

1 pre-filled pen EU/1/06/362/003 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 

Ireland, Italy, Norway, 
Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 02/12/2014 
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G-Pharma Ltd 26/11/2014 BYETTA 5 micro- 
grams 

Solution for 
injection 

1 pre-filled pen EU/1/06/362/001 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 

03/12/2014 

Paranova Läkemedel 
AB 

25/11/2014 BYETTA 10 micro-
grams 

Solution for 
injection 

1 pre-filled pen EU/1/06/362/003 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 02/12/2014 

ACA Müller ADAG 
Pharma AG 

02/12/2014 CellCept 250 mg Capsule, hard 300 capsules EU/1/96/005/003 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 08/12/2014 
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ACA Müller ADAG 
Pharma AG 

28/11/2014 CellCept 250 mg Capsule, hard 100 capsules EU/1/96/005/001 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 10/12/2014 

Orifarm AS 27/11/2014 CellCept 1 g/5 ml Powder for oral 
suspension 

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

Italy, Luxembourg, Norway, 
Portugal, Spain, Sweden, 

United Kingdom 

The 
Netherlands 

12/12/2014 

ACA Müller ADAG 
Pharma AG 

09/12/2014 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, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/12/2014 

Pretium Farm Sp. z 
o.o. 

18/11/2014 Cialis 20 mg Film-coated tablet 4 tablets EU/1/02/237/003 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, Estonia, 

Finland, France, Germany, 
Greece, Hungary, Iceland, 

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

Luxembourg, Malta, Norway, 

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Poland 15/12/2014 
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Pretium Farm Sp. z 
o.o. 

18/11/2014 Cialis 20 mg Film-coated tablet 12 tablets EU/1/02/237/005 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Poland 15/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

29/11/2013 Constella 290 
micro-
grams 

Capsule, hard 28 capsules EU/1/12/801/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/12/2014 

InPharm Spzoo 19/02/2014 CONTROLOC 
Control 

20 mg Gastro-resistant 
tablet 

14 tablets EU/1/09/515/004 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Poland 02/12/2014 
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NewNeopharm BV 28/11/2014 Corlentor 5 mg Film-coated tablet 56 tablets EU/1/05/317/003 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 04/12/2014 

Orifarm GmbH 27/11/2014 Dafiro HCT 10 mg / 
160 mg / 
12.5 mg 

Film-coated tablet 28 tablets EU/1/09/574/014 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 01/12/2014 

Orifarm GmbH 27/11/2014 Dafiro HCT 10 mg / 
160 mg / 

25 mg 

Film-coated tablet 28 tablets EU/1/09/574/038 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 01/12/2014 

Orifarm GmbH 27/11/2014 Dafiro HCT 5 mg / 
160 mg / 
12.5 mg 

Film-coated tablet 28 tablets EU/1/09/574/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

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

Kingdom 

Germany 01/12/2014 

Orifarm GmbH 27/11/2014 Dafiro HCT 5 mg / 

160 mg / 
25 mg 

Film-coated tablet 28 tablets EU/1/09/574/026 Austria, Belgium, Denmark, 

Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 02/12/2014 
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InPharm Spzoo 03/12/2014 Desloratadine 
Actavis 

5 mg Film-coated tablet 30 tablets EU/1/11/745/006 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Poland 15/12/2014 

NewNeopharm BV 08/12/2014 Diacomit 250 mg Capsule, hard 60 capsules EU/1/06/367/002 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 11/12/2014 

Kernfarm B.V. 29/10/2014 DRAXXIN 100 
mg/ml 

Solution for 
injection 

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

Italy, Latvia, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Spain, Sweden, 

The Netherlands 

United 
Kingdom 

08/12/2014 

Orifarm GmbH 03/12/2014 Dukoral -- Suspension and 
effervescent 

granules for oral 

suspension 

2 x 1 dose EU/1/03/263/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Luxembourg, Norway, 
Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 16/12/2014 
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G-Pharma Ltd 05/12/2014 DuoTrav 40 µg/ml 
/ 5 mg/ml 

Eye drops, 
solution 

1 bottle EU/1/06/338/001 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 

18/12/2014 

Mediwin Ltd 11/12/2014 Eliquis 2.5 mg Film-coated tablet 60 tablets EU/1/11/691/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Ireland, 

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

United 
Kingdom 

15/12/2014 

O.P.D. Laboratories 
Ltd 

06/11/2014 Eliquis 2.5 mg Film-coated tablet 20 tablets EU/1/11/691/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

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

Spain, Sweden, The 
Netherlands 

United 
Kingdom 

03/12/2014 

swingward Ltd TA 

Medihealth 

27/11/2014 Eliquis 2.5 mg Film-coated tablet 60 x 1 tablet 

(unit dose) 

EU/1/11/691/004 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 

Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands 

United 

Kingdom 

02/12/2014 

Swingward Ltd TA 
Medihealth 

19/11/2014 Emselex 7.5 mg Prolonged-release 
tablet 

98 tablets EU/1/04/294/020 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands 

United 
Kingdom 

12/12/2014 
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Eureco-Pharma B.V.  02/12/2014 Erbitux 5 mg/ml Solution for 
infusion 

1 vial EU/1/04/281/003 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 

10/12/2014 

Eureco-Pharma B.V.  02/12/2014 Erbitux 5 mg/ml Solution for 
infusion 

1 vial EU/1/04/281/005 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, Sweden, United 

Kingdom 

The 
Netherlands 

10/12/2014 

Originalis B.V. 17/12/2014 Erivedge 150 mg Capsule, hard 28 capsules EU/1/13/848/001 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 

23/12/2014 
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ADL Pharma GmbH 27/11/2014 Exforge 5 mg / 
160 mg 

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

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

Spain, Sweden, The 

Netherlands, United 
Kingdom 

Germany 02/12/2014 

ADL Pharma GmbH 05/12/2014 Exforge 10 mg / 
160 mg 

Film-coated tablet 98 tablets EU/1/06/370/023 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 10/12/2014 

ACA Müller ADAG 
Pharma AG 

04/12/2014 Faslodex 250 mg/ 
5 ml 

Solution for 
injection 

2 pre-filled 
syringes + 2 

safety needles 

EU/1/03/269/002 Austria, Belgium, Bulgaria, 
Cyprus, Denmark, Finland, 
France, Greece, Iceland, 

Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/12/2014 

Amimed Direct Ltd 02/12/2014 Forxiga 10 mg Film-coated tablet 28 tablets EU/1/12/795/007 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 

08/12/2014 
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Doncaster 
Pharmaceuticals 

Group Ltd 

09/12/2014 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, 
Sweden, The Netherlands, 

United Kingdom 

Ireland, 
Malta, United 

Kingdom 

17/12/2014 

Doncaster 
Pharmaceuticals 

Group Ltd 

12/12/2014 Forxiga 5 mg Film-coated tablet 28 tablets EU/1/12/795/002 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, 
Malta, United 

Kingdom 

17/12/2014 

O.P.D. Laboratories 
Ltd 

06/11/2014 Forxiga 10 mg Film-coated tablet 98 tablets EU/1/12/795/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, The 

Netherlands 

United 
Kingdom 

04/12/2014 
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HAEMATO PHARM 
GmbH 

24/11/2014 Ganfort 300 µg/ml 
/ 5 mg/ml 

Eye drops, 
solution 

1 bottle EU/1/06/340/001 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Estonia, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Portugal, 

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

Kingdom 

Germany 01/12/2014 

ABACUS MEDICINE 
A/S 

01/12/2014 Humira 40 mg Solution for 
injection 

2 pre-filled 
pens + 2 

alcohol pads in 
a blister 

EU/1/03/256/008 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 09/12/2014 

Ebb Medical AB 24/11/2014 Ibandronic 
acid Accord 

6 mg Concentrate for 
solution for 

infusion 

1 vial EU/1/12/798/002 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 08/12/2014 
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HAEMATO PHARM 
GmbH 

01/12/2014 Inlyta 5 mg Film-coated tablet 56 tablets EU/1/12/777/005 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Austria 15/12/2014 

HAEMATO PHARM 
GmbH 

01/12/2014 Inlyta 7 mg Film-coated tablet 56 tablets EU/1/12/777/011 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Austria 15/12/2014 

Dr Fisher Farma BV 19/12/2014 Jakavi 15 mg Tablet 56 tablets EU/1/12/773/008 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, United 
Kingdom 

The 

Netherlands 

23/12/2014 

Dr Fisher Farma BV 19/12/2014 Jakavi 20 mg Tablet 56 tablets EU/1/12/773/011 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, United 
Kingdom 

The 

Netherlands 

23/12/2014 
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Dr Fisher Farma BV 19/12/2014 Jakavi 5 mg Tablet 56 tablets EU/1/12/773/005 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, Sweden, United 

Kingdom 

The 
Netherlands 

23/12/2014 

A1 Pharmaceuticals 03/12/2014 Januvia 100 mg Film-coated tablet 28 tablets EU/1/07/383/014 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, Sweden, The 

Netherlands 

United 
Kingdom 

16/12/2014 

ABACUS MEDICINE 
A/S 

12/12/2014 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 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, The Netherlands, 
United Kingdom 

Sweden 17/12/2014 
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ABACUS MEDICINE 
A/S 

12/12/2014 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, 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 18/12/2014 

Amimed Direct Ltd 05/12/2014 Januvia 100 mg Film-coated tablet 28 tablets EU/1/07/383/014 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 

17/12/2014 

BeachCourse Limited 09/12/2014 Januvia 100 mg Film-coated tablet 28 tablets EU/1/07/383/014 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands 

United 
Kingdom 

15/12/2014 

Swingward Ltd TA 
Medihealth 

09/12/2014 Januvia 25 mg Film-coated tablet 98 tablets EU/1/07/383/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands 

United 
Kingdom 

18/12/2014 

Swingward Ltd TA 
Medihealth 

09/12/2014 Januvia 50 mg Film-coated tablet 98 tablets EU/1/07/383/011 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands 

United 
Kingdom 

18/12/2014 
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Eureco-Pharma B.V.  09/12/2014 Jevtana 60 mg Concentrate and 
solvent for 
solution for 

infusion 

1 vial + 1 vial EU/1/11/676/001 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 

18/12/2014 

Orifarm AS 10/11/2014 Jevtana 60 mg Concentrate and 
solvent for 
solution for 

infusion 

1 vial + 1 vial EU/1/11/676/001 Austria, Belgium, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Luxembourg, Norway, 
Portugal, Spain, Sweden, 

United Kingdom 

The 
Netherlands 

04/12/2014 

ABACUS MEDICINE 
A/S 

28/11/2014 Kaletra 200 mg / 
50 mg 

Film-coated tablet 360 (3 x 120) 
tablets 

EU/1/01/172/007 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 08/12/2014 
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Orifarm OY 04/12/2014 Keppra 1000 mg Film-coated tablet 100 tablets EU/1/00/146/025 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 16/12/2014 

Orifarm OY 04/12/2014 Keppra 500 mg Film-coated tablet 100 tablets EU/1/00/146/011 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 16/12/2014 

AASTON Healthcare 
GmbH 

20/11/2014 Lonquex 6 mg Solution for 
injection 

1 pre-filled 
syringe with 
safety device 

EU/1/13/856/001 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 01/12/2014 
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ABACUS MEDICINE 
A/S 

08/12/2014 Lonquex 6 mg Solution for 
injection 

1 pre-filled 
syringe with 
safety device 

EU/1/13/856/001 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 17/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

27/01/2014 Lumigan 0.1 mg/ml Eye drops, 
solution 

3 bottles EU/1/02/205/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Hungary, Ireland, Italy, 
Norway, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 03/12/2014 

Orifarm AS 20/11/2014 Lumigan 0.1 mg/ml Eye drops, 
solution 

1 bottle EU/1/02/205/003 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 01/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

27/05/2014 Lyrica 200 mg Capsule, hard 84 capsules EU/1/04/279/021 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Slovenia, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 18/12/2014 
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European Pharma 
B.V. 

16/12/2013 Lyrica 150 mg Capsule, hard 56 capsules EU/1/04/279/018 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

European Pharma 
B.V. 

16/12/2013 Lyrica 150 mg Capsule, hard 100 capsules EU/1/04/279/040 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

European Pharma 
B.V. 

16/12/2013 Lyrica 25 mg Capsule, hard 14 capsules EU/1/04/279/001 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

European Pharma 
B.V. 

16/12/2013 Lyrica 25 mg Capsule, hard 100 capsules EU/1/04/279/036 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 

Netherlands, United 

Kingdom 

Germany 12/12/2014 

FD Pharma GmbH 12/11/2014 Lyrica 20 mg/ml Oral solution 1 bottle EU/1/04/279/044 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 12/12/2014 

Paranova Danmark 
AS 

21/11/2014 Lyxumia 20 µg Solution for 
injection 

2 pre-filled 
pens 

EU/1/12/811/003 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 

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

Kingdom 

Denmark 08/12/2014 
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Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 1 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/044 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 1 mg/24h Transdermal 
patch 

56 patches EU/1/05/331/042 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 1 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/040 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 

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

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 

KG 

21/11/2014 Neupro 3 mg/24h Transdermal 

patch 

84 patches EU/1/05/331/053 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 3 mg/24h Transdermal 
patch 

56 patches EU/1/05/331/051 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 
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Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 3 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/049 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 6 mg/24h Transdermal 
patch 

84 patches EU/1/05/331/030 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 6 mg/24h Transdermal 
patch 

56 patches EU/1/05/331/028 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 

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

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 

KG 

21/11/2014 Neupro 6 mg/24h Transdermal 

patch 

28 patches EU/1/05/331/008 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 

Milinda GmbH & Co. 
KG 

21/11/2014 Neupro 6 mg/24h Transdermal 
patch 

7 patches EU/1/05/331/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/12/2014 
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Orifarm GmbH 01/12/2014 Nivestim 48 MU 
(480 µg/ 
0.5 ml) 

Solution for 
injection/infusion 

5 pre-filled 
syringes 

EU/1/10/631/008 Austria, Belgium, Bulgaria, 
Croatia, Czech Republic, 

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

Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Norway, 

Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/12/2014 

Mediwin Ltd 24/11/2014 NovoNorm 0.5 mg Tablet 90 tablets EU/1/98/076/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Ireland, 

Luxembourg, Malta, Norway, 
Portugal, Spain, Sweden, 

The Netherlands 

Italy 08/12/2014 

Inopha GmbH 19/11/2014 Noxafil 40 mg/ml Oral suspension 1 bottle EU/1/05/320/001 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 12/12/2014 

kohlpharma GmbH 02/12/2014 OLYSIO 150 mg Capsule, hard 28 capsules EU/1/14/924/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 12/12/2014 
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adequapharm GmbH 15/12/2014 Onbrez 
Breezhaler 

300 µg Inhalation 
powder, hard 

capsule 

30 (3 x 10) 
capsules + 1 

inhaler 

EU/1/09/593/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 19/12/2014 

Lexon (UK) Ltd 25/07/2014 Pradaxa 110 mg Capsule, hard 180 (3 x 60 x 
1) capsules 
(unite dose) 

(multipack) 

EU/1/08/442/014 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 

15/12/2014 

Pharma Gerke GmbH 25/07/2014 Pradaxa 150 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

EU/1/08/442/011 Austria, Belgium, Czech 
Republic, Finland, France, 

Greece, Ireland, Italy, 

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

Kingdom 

Germany 12/12/2014 

Pharma Gerke GmbH 04/12/2014 Procoralan 7.5 mg Film-coated tablet 98 tablets EU/1/05/316/012 Austria, Belgium, Czech 
Republic, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 22/12/2014 
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BB Farma s.r.l. 09/12/2014 Rapamune 1 mg Coated tablet 100 tablets EU/1/01/171/008 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 18/12/2014 

Northern Medical 
Group ApS. 

19/11/2014 Remicade 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/99/116/001 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 03/12/2014 

Docpharm 
GmbH&CoKGaA 

21/10/2014 Renvela 2.4 g Powder for oral 
suspension 

60 sachets EU/1/09/521/006 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 08/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

28/11/2014 REVOLADE 50 mg Film-coated tablet 28 tablets EU/1/10/612/005 Austria, Belgium, Czech 
Republic, Denmark, Finland, 

France, Greece, Hungary, 
Ireland, Italy, Norway, 

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

Kingdom 

Germany 04/12/2014 
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EQL Pharma Int AB 14/11/2014 Reyataz 300 mg Capsule, hard 30 capsules EU/1/03/267/008 Austria, Belgium, Czech 
Republic, Finland, France, 
Ireland, Italy, Portugal, 

Romania, Slovak Republic, 
Slovenia, Spain, The 

Netherlands, United 
Kingdom 

Sweden 02/12/2014 

2 Care 4 20/11/2014 Rilutek 50 mg Film-coated tablet 56 tablets EU/1/96/010/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 02/12/2014 

BR Pharma 
International Ltd 

03/12/2014 Seebri 
Breezhaler 

44 micro-
gram 

Inhalation 
powder, hard 

capsule 

30 capsules + 
1 inhaler 

EU/1/12/788/003 Austria, Belgium, Czech 
Republic, Denmark, Finland, 

France, Greece, Iceland, 

Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 09/12/2014 

ABACUS MEDICINE 

A/S 

08/12/2014 Sovaldi 400 mg Film-coated tablet 28 tablets EU/1/13/894/001 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 

Austria, 

Germany 

18/12/2014 
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Canoma Pharma 
GmbH 

27/11/2014 Sprycel 140 mg Film-coated tablet 30 tablets EU/1/06/363/014 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 

Italy, Norway, Poland, 
Portugal, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 09/12/2014 

Originalis B.V. 17/12/2014 Sprycel 50 mg Film-coated tablet 60 tablets EU/1/06/363/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

19/12/2014 

axicorp Pharma 
GmbH 

12/12/2014 Starlix 120 mg Film-coated tablet 120 EU/1/01/174/013 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, Estonia, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 18/12/2014 

Eurim-Pharm 
Arzneimittel GmbH 

29/11/2013 Stelara 45 mg Solution for 
injection in pre-

filled syringe 

1 pre-filled 
syringe 

EU/1/08/494/003 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 

Ireland, Italy, Norway, 
Portugal, Romania, Slovak 
Republic, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/12/2014 
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HAEMATO PHARM 
GmbH 

24/11/2014 Stribild 150 mg / 
150 mg / 
200 mg / 
245 mg 

Film-coated tablet 30 tablets EU/1/13/830/001 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Austria 02/12/2014 

axicorp Pharma B.V. 24/11/2014 Sustiva 200 mg Capsule, hard 90 capsules EU/1/99/110/003 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 03/12/2014 

Canoma Pharma 
GmbH 

05/12/2014 Sutent 12.5 mg Capsule, hard 30 capsules EU/1/06/347/001 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 

Italy, Latvia, Norway, 
Portugal, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 10/12/2014 

Orifarm GmbH 27/11/2014 Tivicay 50 mg Film-coated tablet 30 tablets EU/1/13/892/001 Austria, Belgium, Denmark, 

Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/12/2014 
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Orifarm AS 26/11/2014 Trajenta 5 mg Film-coated tablet 90 tablets EU/1/11/707/008 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 01/12/2014 

Lexon (UK) Ltd 11/12/2014 Twynsta 80 mg /  
5 mg 

Tablet 28 tablets EU/1/10/648/016 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, Sweden, The 

Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

16/12/2014 

Orifarm GmbH 04/12/2014 Ultibro 
Breezhaler 

85 mcg / 
43 mcg 

Inhalation 
powder, hard 

capsule 

90 (3 packs of 
30 x 1) 

capsules + 3 
inhalers 

EU/1/13/862/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Latvia, Luxembourg, 

Norway, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 12/12/2014 
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ABACUS MEDICINE 
A/S 

11/12/2014 Valdoxan 25 mg Film-coated tablet 98 tablets EU/1/08/499/007 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 16/12/2014 

Canoma Pharma 
GmbH 

26/11/2014 Votrient 400 mg Film-coated tablet 60 tablets EU/1/10/628/004 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 
Italy, Norway, Portugal, 

Romania, Slovak Republic, 
Spain, Sweden, The 

Netherlands, United 
Kingdom 

Germany 08/12/2014 

HAEMATO PHARM 
GmbH 

01/12/2014 XALKORI 200 mg Capsule, hard 60 capsules EU/1/12/793/001 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Austria 17/12/2014 

HAEMATO PHARM 

GmbH 

01/12/2014 XALKORI 250 mg Capsule, hard 60 capsules EU/1/12/793/003 Belgium, Cyprus, Denmark, 

Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Austria 17/12/2014 
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Amimed Direct Ltd 17/11/2014 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, Sweden, The 

Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

15/12/2014 

axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 

Netherlands, United 

Kingdom 

Germany 12/12/2014 

axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 
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axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 
Latvia, Lithuania, 

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

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 
Latvia, Lithuania, 

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

Spain, Sweden, The 

Netherlands, United 
Kingdom 

Germany 12/12/2014 
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axicorp Pharma B.V. 01/12/2014 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, 

Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 12/12/2014 

kohlpharma GmbH 24/11/2014 Xarelto 15 mg Film-coated tablet 14 tablets EU/1/08/472/011 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 

Ireland, Italy, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 

United Kingdom 

Germany 01/12/2014 

Lexon (UK) Ltd 11/11/2014 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, Sweden, The 

Netherlands, United 
Kingdom 

Ireland, 
United 

Kingdom 

04/12/2014 

Orifarm GmbH 19/11/2014 Xarelto 15 mg Film-coated tablet 42 tablets EU/1/08/472/013 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

Greece, Iceland, Ireland, 
Italy, Luxembourg, Norway, 

Poland, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 01/12/2014 
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Orifarm GmbH 19/11/2014 Xarelto 20 mg Film-coated tablet 14 tablets EU/1/08/472/017 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 01/12/2014 

Orifarm GmbH 25/11/2014 Xarelto 10 mg Film-coated tablet 10 tablets EU/1/08/472/006 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Luxembourg, Norway, 

Poland, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 09/12/2014 

Orifarm GmbH 25/07/2014 Xarelto 20 mg Film-coated tablet 28 tablets EU/1/08/472/018 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Luxembourg, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 15/12/2014 

Amimed Direct Ltd 04/12/2014 Xelevia 100 mg Film-coated tablet 28 tablets EU/1/07/382/014 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 

10/12/2014 

Beragena 
Arzneimittel GmbH 

11/12/2014 Xeplion 100 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe + 2 

needles 

EU/1/11/672/004 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 22/12/2014 

Beragena 
Arzneimittel GmbH 

11/12/2014 Xeplion 75 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe + 2 

needles 

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

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 22/12/2014 



 

 

 

Initial notices for parallel distribution – December 2014  

EMA/10492/2015 Page 40/41 

 

Orifarm AB 30/10/2014 Xigduo 5 mg / 
850 mg 

Film-coated tablet 56 tablets EU/1/13/900/003 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 01/12/2014 

Orifarm AB 30/10/2014 Xigduo 5 mg / 
850 mg 

Film-coated tablet 196 (2 x 98) 
tablets 

(multipack) 

EU/1/13/900/006 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 01/12/2014 

Milinda GmbH & Co. 
KG 

02/12/2014 Xtandi 40 mg Capsule, soft 112 capsules EU/1/13/846/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 10/12/2014 
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Pretium Farm Sp. z 
o.o. 

17/11/2014 Yellox 0.9 mg/ml Eye drops, 
solution 

1 bottle EU/1/11/692/001 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Poland 02/12/2014 

HAEMATO PHARM 
GmbH 

28/11/2014 Zaltrap 25 mg/ml Concentrate for 
solution for 

infusion 

1 vial with 
100mg/4ml 

EU/1/12/814/001 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Austria 04/12/2014 

HAEMATO PHARM 
GmbH 

28/11/2014 Zaltrap 25 mg/ml Concentrate for 
solution for 

infusion 

1 vial with 
200mg/8ml 

EU/1/12/814/003 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Austria 04/12/2014 

G-Pharma Ltd 03/12/2014 Zonegran 25 mg Capsule, hard 28 capsules EU/1/04/307/005 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 

08/12/2014 

 


