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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 

2 Care 4 06/03/2015 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, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 23/03/2015 
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ABACUS MEDICINE 
A/S 

09/03/2015 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, 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 16/03/2015 

EuroPharma DK ApS 26/02/2015 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, 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 03/03/2015 

B&S Healthcare  13/02/2015 Adenuric 120 mg Film-coated tablet 28 tablets EU/1/08/447/003 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 

10/03/2015 

BModesto B.V. 23/02/2015 Advagraf 1 mg Prolonged-release 
capsule, hard 

30 x 1 capsule EU/1/07/387/017 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

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

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

03/03/2015 
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BModesto B.V. 23/02/2015 Advagraf 3 mg Prolonged-release 
capsule, hard 

30 x 1 capsule EU/1/07/387/021 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

03/03/2015 

BModesto B.V. 23/02/2015 Advagraf 5 mg Prolonged-release 
capsule, hard 

30 x 1 capsule EU/1/07/387/024 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 

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

United Kingdom 

The 
Netherlands 

03/03/2015 

Orifarm GmbH 18/03/2015 Advagraf 1 mg Prolonged-release 
capsule, hard 

50 capsules EU/1/07/387/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Latvia, Luxembourg, 
Norway, Portugal, Romania, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 30/03/2015 

2 Care 4 27/02/2015 Aerius 5 mg Film-coated tablet 20 tablets EU/1/00/160/009 Austria, Belgium, Bulgaria, 

Croatia, 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 12/03/2015 
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2 Care 4 27/02/2015 Aerius 5 mg Film-coated tablet 50 tablets EU/1/00/160/012 Austria, Belgium, Bulgaria, 
Croatia, 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 12/03/2015 

2 Care 4 27/02/2015 Aerius 5 mg Film-coated tablet 100 tablets EU/1/00/160/013 Austria, Belgium, Bulgaria, 
Croatia, 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 12/03/2015 

Beragena 
Arzneimittel GmbH 

09/03/2015 Aldara 5 % Cream 24 sachets EU/1/98/080/002 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 12/03/2015 

EMRA-Med 13/02/2015 Aldara 5 % Cream 24 sachets EU/1/98/080/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/03/2015 
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ABACUS MEDICINE 
A/S 

27/02/2015 Alimta 500 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/04/290/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 05/03/2015 

kohlpharma GmbH 13/02/2015 ANORO 55 micro-
grams / 

22 micro-

grams 

Inhalation 
powder, pre-

dispensed 

3 inhalers (3 x 
30 doses) 

(multipack) 

EU/1/14/898/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 03/03/2015 

Cross Healthcare Ltd 16/03/2015 Apidra 100 
Units/ml 

Solution for 
injection 

5 pre-filled 
pens 

EU/1/04/285/032 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

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

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Ireland, 
Malta, United 

Kingdom 

26/03/2015 

FD Pharma GmbH 13/03/2015 Axura 10 mg Film-coated tablet 98 tablets EU/1/02/218/014 Austria, Belgium, Denmark, 

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

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

Kingdom 

Germany 25/03/2015 

Orifarm GmbH 23/02/2015 Axura 5 mg/ 
pump 

actuation 

Oral solution 1 bottle EU/1/02/218/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 13/03/2015 
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Pharma Gerke GmbH 09/03/2015 Azarga 10 mg/ml 
/ 5 mg/ml 

Eye drops, 
suspension 

3 bottles EU/1/08/482/002 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 17/03/2015 

ABACUS MEDICINE 
A/S 

24/03/2015 AZILECT 1 mg Tablet 112 tablets EU/1/04/304/006 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 30/03/2015 

FD Pharma GmbH 05/02/2015 Baraclude 0.5 mg Film-coated tablet 30 x 1 tablets EU/1/06/343/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Poland, Portugal, 
Romania, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 06/03/2015 

FD Pharma GmbH 13/02/2015 Baraclude 0.5 mg Film-coated tablet 90 x 1 tablets EU/1/06/343/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Poland, Portugal, 

Romania, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/03/2015 
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Paranova Oy 11/03/2015 Benlysta 120 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/11/700/001 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 24/03/2015 

Paranova Oy 11/03/2015 Benlysta 400 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/11/700/002 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 24/03/2015 

ACA Müller ADAG 
Pharma AG 

23/02/2015 Betaferon 0.25 
mg/ml 

Powder and 
solvent for 
solution for 

injection 

14 x (1 vial + 
1 pre-filled 
syringe + 1 
vial adapter 

with needle + 
2 alcohol 

wipes) 

EU/1/95/003/009 Austria, Belgium, Bulgaria, 
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 02/03/2015 
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ACA Müller ADAG 
Pharma AG 

03/03/2015 Betaferon 0.25 
mg/ml 

Powder and 
solvent for 
solution for 

injection 

3 x 14 x (1 vial 
+ 1 pre-filled 
syringe + 1 
vial adapter 

with needle + 

2 alcohol 
wipes) 

EU/1/95/003/010 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

Iceland, Ireland, Italy, 

Latvia, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Germany 11/03/2015 

axicorp Pharma B.V. 12/03/2015 Bondronat 6 mg/6 ml Concentrate for 
solution for 

infusion 

5 vials EU/1/96/012/012 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 23/03/2015 

EMRA-Med 30/01/2015 BOSULIF 100 mg Film-coated tablet 28 tablets EU/1/13/818/001 Belgium, Cyprus, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Austria 19/03/2015 

Amimed Direct Ltd 13/03/2015 Brilique 90 mg Film-coated tablet 56 tablets  EU/1/10/655/004 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 

23/03/2015 
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O.P.D. Laboratories 
Ltd 

05/03/2015 Brilique 90 mg Film-coated tablet 168 tablets  EU/1/10/655/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Luxembourg, 

Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands 

United 
Kingdom 

27/03/2015 

STRATHCLYDE 
PHARMACEUTICALS 

LTD 

26/02/2015 Brilique 90 mg Film-coated tablet 56 tablets  EU/1/10/655/004 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 

13/03/2015 

Cross Healthcare Ltd 19/03/2015 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, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 

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

Kingdom 

Ireland, 
Malta, United 

Kingdom 

26/03/2015 

Cross Healthcare Ltd 18/03/2015 BYETTA 10 micro-
grams 

Solution for 
injection 

1 pre-filled pen EU/1/06/362/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

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

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Ireland, 
Malta, United 

Kingdom 

27/03/2015 
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Cross Healthcare Ltd 18/03/2015 BYETTA 5 
microgra

ms 

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, 
Malta, United 

Kingdom 

27/03/2015 

Docpharm 
GmbH&CoKGaA 

26/02/2015 CellCept 250 mg Capsule, hard 300 capsules EU/1/96/005/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/03/2015 

Docpharm 

GmbH&CoKGaA 

02/03/2015 CellCept 500 mg Film-coated tablet 150 tablets EU/1/96/005/004 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/03/2015 

BR Pharma 
International Ltd 

06/03/2015 Comtess 200 mg Film-coated tablet 100 EU/1/98/082/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 10/03/2015 
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Euromedicines, S.L. 25/02/2015 Corlentor 5 mg Film-coated tablet 56 tablets EU/1/05/317/003 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 04/03/2015 

Euromedicines, S.L. 25/02/2015 Corlentor 7.5 mg Film-coated tablet 56 tablets EU/1/05/317/010 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 

Liechtenstein, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 
Sweden, The Netherlands, 

United Kingdom 

Spain 04/03/2015 

ADL Pharma GmbH 04/03/2015 Cymbalta 60 mg Gastro-resistant 
capsule, hard 

98 capsules EU/1/04/296/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 23/03/2015 

PCO Manufacturing 16/03/2015 Cymbalta 30 mg Gastro-resistant 
capsule, hard 

28 capsules EU/1/04/296/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, Liechtenstein, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

25/03/2015 
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FD Pharma GmbH 26/03/2015 Dafiro HCT 10 mg / 
160 mg / 

25 mg 

Film-coated tablet 98 tablets EU/1/09/574/042 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 31/03/2015 

FD Pharma GmbH 26/03/2015 Dafiro HCT 5 mg / 
160 mg / 

25 mg 

Film-coated tablet 98 tablets EU/1/09/574/030 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 31/03/2015 

Orifarm GmbH 03/03/2015 Daklinza 60  mg Film-coated tablet 28 tablets EU/1/14/939/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 11/03/2015 

kohlpharma GmbH 03/03/2015 DuoResp 
Spiromax 

160 µg / 
4.5  µg 

Inhalation powder 1 inhaler (120 
doses) 

EU/1/14/920/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 12/03/2015 

kohlpharma GmbH 03/03/2015 DuoResp 
Spiromax 

160 µg / 
4.5  µg 

Inhalation powder 3 inhalers 
(3x120 doses) 

EU/1/14/920/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/03/2015 

kohlpharma GmbH 03/03/2015 DuoResp 
Spiromax 

320 µg / 9 
µg 

Inhalation powder 1 inhaler (60 
doses) 

EU/1/14/920/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/03/2015 
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kohlpharma GmbH 03/03/2015 DuoResp 
Spiromax 

320 µg / 9 
µg 

Inhalation powder 3 inhalers 
(3x60 doses) 

EU/1/14/920/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 12/03/2015 

Chemvet Pharma 
ApS 

23/02/2015 DuoTrav 40 µg/ml 
/ 5 mg/ml 

Eye drops, 
solution 

1 bottle EU/1/06/338/001 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Finland, France, 
Germany, Greece, Hungary, 

Ireland, Italy, Latvia, 

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

United Kingdom 

Denmark 24/03/2015 

CC Pharma 23/02/2015 Eklira Genuair 322 µg Inhalation powder 3 inhalers with 
60 actuations 

EU/1/12/778/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

Kingdom 

Germany 09/03/2015 

CC Pharma 23/02/2015 Eklira Genuair 322 µg Inhalation powder 1 inhaler with 

60 actuations 

EU/1/12/778/002 Austria, Belgium, Denmark, 

Finland, France, Greece, 

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

Kingdom 

Germany 09/03/2015 

Orifarm AS 26/02/2015 Eliquis 5 mg Film-coated tablet 168 tablets EU/1/11/691/011 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 04/03/2015 
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Originalis B.V. 10/03/2015 Enbrel 50 mg Solution for 
injection in pre-

filled pen 

4  pre-filled 
pens + 4 

alcohol swabs 

EU/1/99/126/020 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Sweden 12/03/2015 

CC Pharma 27/02/2015 Entyvio 300 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/14/923/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 05/03/2015 

Orifarm GmbH 23/03/2015 Entyvio 300 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/14/923/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 30/03/2015 

Canoma Pharma 
GmbH 

19/03/2015 Erbitux 5 mg/ml Solution for 
infusion 

1 vial EU/1/04/281/005 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 
Italy, Norway, Portugal, 

Slovak Republic, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 27/03/2015 
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Paranova Danmark 
AS 

25/02/2015 Erbitux 5 mg/ml Solution for 
infusion 

1 vial EU/1/04/281/003 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 11/03/2015 

Paranova Oy 11/03/2015 Erivedge 150 mg Capsule, hard 28 capsules EU/1/13/848/001 Austria, Belgium, Cyprus, 
Denmark, France, Germany, 

Greece, Iceland, Ireland, 
Italy, Liechtenstein, 

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

The Netherlands, United 
Kingdom 

Finland 17/03/2015 

2 Care 4 25/03/2015 Esmya 5 mg Tablet 28 tablets EU/1/12/750/001 Austria, Belgium, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

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

Netherlands, United 
Kingdom 

Sweden 30/03/2015 

CC Pharma 16/03/2015 Esmya 5 mg Tablet 28 tablets EU/1/12/750/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

Kingdom 

Germany 24/03/2015 

CC Pharma 16/03/2015 Esmya 5 mg Tablet 84 tablets EU/1/12/750/002 Austria, Belgium, Denmark, 

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

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 24/03/2015 
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Dr Fisher Farma BV 25/02/2015 Exelon 4.6 mg / 
24 hours 

Transdermal 
patch 

30 sachets EU/1/98/066/020 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

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

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 
Sweden, United Kingdom 

The 
Netherlands 

25/03/2015 

kohlpharma GmbH 12/02/2015 Exelon 13.3 mg / 
24 hours 

Transdermal 
patch 

30 sachets EU/1/98/066/028 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 04/03/2015 

kohlpharma GmbH 03/03/2015 Exelon 13.3 mg / 
24 hours 

Transdermal 
patch 

60 (2 x 30) 
sachets 

(multipack) 

EU/1/98/066/029 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 11/03/2015 

adequapharm GmbH 05/03/2015 Exforge 10 mg / 
160 mg 

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

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Romania, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 24/03/2015 
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Kosei Pharma UK 
Limited 

09/03/2015 Exforge 10 mg / 
160 mg 

Film-coated tablet 28 tablets EU/1/06/370/019 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, Sweden, The 

Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

16/03/2015 

Docpharm 
GmbH&CoKGaA 

04/03/2015 Exforge HCT 10 mg / 
320 mg / 

25 mg 

Film-coated tablet 28 tablets EU/1/09/569/050 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/03/2015 

HAEMATO PHARM 
GmbH 

12/03/2015 Exjade 250 mg Dispersible tablet 28 tablets EU/1/06/356/003 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 23/03/2015 
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HAEMATO PHARM 
GmbH 

12/03/2015 Exjade 500 mg Dispersible tablet 28 tablets EU/1/06/356/005 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 23/03/2015 

Paranova Danmark 
AS 

17/03/2015 Ferriprox 1000 mg Film-coated tablet 50 tablets EU/1/99/108/004 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 
Estonia, Finland, France, 

Germany, Greece, Hungary, 
Iceland, Ireland, Italy, 
Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Denmark 26/03/2015 

Doncaster 
Pharmaceuticals 

Group Ltd 

26/02/2015 Forsteo 20 µg/80 
µl 

Solution for 
injection 

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

Italy, Liechtenstein, 
Luxembourg, Portugal, 

Spain, Sweden, The 

Netherlands, United 
Kingdom 

Ireland, 
Malta, United 

Kingdom 

05/03/2015 

Medcor 
Pharmaceuticals BV 

13/03/2015 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, 

United Kingdom 

The 
Netherlands 

27/03/2015 
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Beragena 
Arzneimittel GmbH 

13/03/2015 Ganfort 300 µg/ml 
/ 5 mg/ml 

Eye drops, 
solution 

1 bottle EU/1/06/340/001 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 19/03/2015 

Beragena 
Arzneimittel GmbH 

13/03/2015 Ganfort 300 µg/ml 
/ 5 mg/ml 

Eye drops, 
solution 

3 bottles EU/1/06/340/002 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 19/03/2015 

YMD PHARMA 

LIMITED 

08/11/2012 Ganfort 300 µg/ml 

+ 5 
mg/ml 

Eye drops, 

solution 

1 bottle EU/1/06/340/001 Austria, Belgium, Bulgaria, 

Cyprus, Czech Republic, 
Denmark, Estonia, Finland, 
France, Germany, Greece, 
Hungary, Iceland, Ireland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 

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

United Kingdom 

Ireland, 

United 
Kingdom 

09/03/2015 

Orifarm AS 11/03/2015 Gilenya 0.5 mg Capsule, hard 28 capsules EU/1/11/677/005 Austria, Belgium, Denmark, 

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

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

United Kingdom 

The 

Netherlands 

24/03/2015 

Orifarm GmbH 12/03/2015 Glivec 400 mg Film-coated tablet 90 film-coated 
tablets 

EU/1/01/198/013 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Slovenia, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 23/03/2015 
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ACA Müller ADAG 
Pharma AG 

12/03/2015 GONAL-f 300 
IU/0.5 ml 

(22 
micro-

grams/0.5 

ml) 

Solution for 
injection in pre-

filled pen 

1 pre-filled pen 
+ 8 needles 

EU/1/95/001/033 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Estonia, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 

Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 

Slovak Republic, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 24/03/2015 

ACA Müller ADAG 

Pharma AG 

12/03/2015 GONAL-f 900 

IU/1.5 ml 
(66 

micro-
grams/1.5 

ml) 

Solution for 

injection in pre-
filled pen 

1 pre-filled pen 

+ 20 needles 

EU/1/95/001/035 Austria, Belgium, Cyprus, 

Czech Republic, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Liechtenstein, Luxembourg, 
Malta, Norway, Poland, 

Portugal, Romania, Slovak 
Republic, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 24/03/2015 

Orifarm OY 12/03/2015 Halaven 0.44 
mg/ml 

Solution for 
injection 

1 vial EU/1/11/678/001 Austria, Belgium, Cyprus, 
Denmark, France, Germany, 

Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Finland 24/03/2015 

Orifarm OY 17/03/2015 Halaven 0.44 

mg/ml 

Solution for 

injection 

6 vials EU/1/11/678/002 Austria, Belgium, Cyprus, 

Denmark, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Finland 24/03/2015 
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Medcor 
Pharmaceuticals BV 

09/12/2014 Humalog 100 U/ml Solution for 
injection 

5 cartridges EU/1/96/007/004 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 

Luxembourg, Malta, Norway, 
Poland, Portugal, Slovak 
Republic, Spain, Sweden, 

United Kingdom 

The 
Netherlands 

23/03/2015 

Inopha GmbH 12/03/2015 Humira 40 mg Solution for 
injection 

2 pre-filled 
syringes + 2 

alcohol pads 

EU/1/03/256/003 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 27/03/2015 

Orifarm AS 12/03/2015 Inflectra 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/13/854/001 Austria, Belgium, Bulgaria, 
Denmark, Finland, France, 

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

The 
Netherlands 

25/03/2015 

HAEMATO PHARM 
GmbH 

18/02/2015 Inlyta 5 mg Film-coated tablet 56 tablets EU/1/12/777/005 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

Germany, Greece, Iceland, 
Italy, Liechtenstein, 

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

The Netherlands 

Ireland, 
United 

Kingdom 

03/03/2015 
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Orifarm AB 26/02/2015 Jakavi 15 mg Tablet 56 tablets EU/1/12/773/008 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 17/03/2015 

Orifarm AB 26/02/2015 Jakavi 20 mg Tablet 56 tablets EU/1/12/773/011 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 17/03/2015 

Orifarm AB 26/02/2015 Jakavi 5 mg Tablet 56 tablets EU/1/12/773/005 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 17/03/2015 
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Paranova Oy 11/03/2015 Jakavi 15 mg Tablet 56 tablets EU/1/12/773/008 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 16/03/2015 

Paranova Oy 11/03/2015 Jakavi 20 mg Tablet 56 tablets EU/1/12/773/011 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 16/03/2015 

Paranova Oy 11/03/2015 Jakavi 5 mg Tablet 56 tablets EU/1/12/773/005 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 16/03/2015 



 

 

 

Initial notices for parallel distribution – March 2015  

EMA/245546/2015 Page 24/51 

 

Mediwin Ltd 13/03/2015 Januvia 50 mg Film-coated tablet 28 tablets EU/1/07/383/008 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Italy, 

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

The Netherlands 

Ireland, 
United 

Kingdom 

25/03/2015 

N.G. LTD 02/03/2015 Januvia 100 mg Film-coated tablet 28 tablets EU/1/07/383/014 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Ireland, Italy, Malta, 
Norway, Portugal, Spain, 

Sweden, The Netherlands 

United 
Kingdom 

09/03/2015 

Veron Pharma 
Vertriebs GmbH 

09/03/2015 Kaletra 200 mg / 
50 mg 

Film-coated tablet 120 tablets EU/1/01/172/004 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 
Norway, Portugal, Spain, 

Sweden, The Netherlands, 

United Kingdom 

Germany 23/03/2015 

ABACUS MEDICINE 
A/S 

06/03/2015 Keppra 500 mg Film-coated tablet 200 tablets EU/1/00/146/013 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

Denmark, Estonia, Finland, 
France, Germany, Greece, 

Hungary, Iceland, Ireland, 

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

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

Kingdom 

Sweden 10/03/2015 
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ABACUS MEDICINE 
A/S 

16/03/2015 Keppra 500 mg Film-coated tablet 100 tablets EU/1/00/146/011 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 23/03/2015 

ABACUS MEDICINE 
A/S 

19/03/2015 Keppra 100 
mg/ml 

Oral solution 1 bottle + 1 
oral syringe 10 

ml 

EU/1/00/146/027 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 30/03/2015 

ABACUS MEDICINE 
A/S 

19/03/2015 Keppra 100 
mg/ml 

Oral solution 1 bottle + 1 
oral syringe 10 

ml 

EU/1/00/146/027 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 30/03/2015 
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HAEMATO PHARM 
GmbH 

13/03/2015 Keppra 100 
mg/ml 

Oral solution 1 bottle + 1 
oral syringe 10 

ml 

EU/1/00/146/027 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

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

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

United Kingdom 

Austria, 
Germany 

25/03/2015 

NewNeopharm BV 04/03/2015 Keppra 1000 mg Film-coated tablet 200 tablets EU/1/00/146/026 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Denmark 24/03/2015 

Orifarm AB 02/03/2015 Kuvan 100 mg Soluble tablet 120 tablets EU/1/08/481/002 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 11/03/2015 
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HAEMATO PHARM 
GmbH 

06/03/2015 Levitra 20 mg Film-coated tablet 8 tablets EU/1/03/248/011 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 

Austria, 
Germany 

11/03/2015 

HAEMATO PHARM 
GmbH 

06/03/2015 Levitra 20 mg Film-coated tablet 12 tablets EU/1/03/248/012 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

Iceland, Ireland, Italy, 
Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Austria, 
Germany 

11/03/2015 

ORDINANT MEDICAL 
SOLUTIONS 

24/03/2015 Lyrica 25 mg Capsule, hard 56 capsules EU/1/04/279/003 Ireland, Malta, United 
Kingdom 

Ireland, 
Malta, United 

Kingdom 

27/03/2015 

Canoma Pharma 

GmbH 

11/03/2015 Mabthera 100 mg Concentrate for 

solution for 
infusion 

2 vials EU/1/98/067/001 Austria, Belgium, Czech 

Republic, Denmark, Finland, 
France, Greece, Hungary, 
Italy, Norway, Portugal, 
Slovak Republic, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 17/03/2015 
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Euromedicines, S.L. 13/03/2015 Micardis 80 mg Tablet 28 tablets EU/1/98/090/006 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, 
Sweden, The Netherlands, 

United Kingdom 

Spain 23/03/2015 

Euromedicines, S.L. 17/03/2015 MicardisPlus 80 mg / 
12.5 mg 

Tablet 28 tablets EU/1/02/213/007 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, 
Sweden, The Netherlands, 

United Kingdom 

Spain 24/03/2015 

HAEMATO PHARM 
GmbH 

20/02/2015 Mimpara 60 mg Film-coated tablet 28 tablets EU/1/04/292/006 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 02/03/2015 
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HAEMATO PHARM 
GmbH 

20/02/2015 Mimpara 90 mg Film-coated tablet 28 tablets EU/1/04/292/010 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

United Kingdom 

Sweden 02/03/2015 

Originalis B.V. 11/03/2015 Mirapexin 2.62 mg Prolonged-release 
tablet 

30 tablets EU/1/97/051/032 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 

18/03/2015 

BeachCourse Limited 19/02/2015 Neupro 2 mg/24h Transdermal 
patch 

28 patches EU/1/05/331/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands 

United 
Kingdom 

24/03/2015 

2 Care 4 18/03/2015 Nivestim 30 MU 
(300 µg/ 
0.5 ml) 

Solution for 
injection/infusion 

5 pre-filled 
syringes 

EU/1/10/631/005 Austria, Belgium, Bulgaria, 
Croatia, Czech Republic, 

Denmark, Estonia, Finland, 

France, Greece, Hungary, 
Iceland, Ireland, Italy, 

Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 

Slovak Republic, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 30/03/2015 
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Canoma Pharma 
GmbH 

10/03/2015 Norvir 100 mg Film-coated tablet 90 (3 x 30) 
tablets 

EU/1/96/016/007 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 16/03/2015 

Amimed Direct Ltd 25/03/2015 NovoMix 100 U/ml Suspension for 
injection 

5 cartridges EU/1/00/142/004 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 

Liechtenstein, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

31/03/2015 

ABACUS MEDICINE 
A/S 

18/03/2015 NutropinAq 10 mg/  
2 ml 

Solution for 
injection 

6 cartridges EU/1/00/164/005 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 30/03/2015 

CC Pharma 10/03/2015 Omnitrope 10 mg/ 
1.5ml 

Solution for 
injection in 
cartridge 

1 cartridges EU/1/06/332/016 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/03/2015 

CC Pharma 10/03/2015 Omnitrope 10 mg/ 
1.5ml 

Solution for 
injection in 
cartridge 

5 cartridges EU/1/06/332/017 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/03/2015 
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CC Pharma 10/03/2015 Omnitrope 5 mg/ 
1.5ml 

Solution for 
injection in 
cartridge 

1 cartridges EU/1/06/332/013 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/03/2015 

CC Pharma 10/03/2015 Omnitrope 5 mg/ 
1.5ml 

Solution for 
injection in 
cartridge 

5 cartridges EU/1/06/332/014 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 18/03/2015 

Amimed Direct Ltd 17/03/2015 Onglyza 2.5 mg Film-coated tablet 28 tablets EU/1/09/545/012 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 

27/03/2015 

Amimed Direct Ltd 17/03/2015 Onglyza 5 mg Film-coated tablet 28 tablets EU/1/09/545/006 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 

27/03/2015 

Kosei Pharma UK 
Limited 

17/03/2015 Onglyza 5 mg Film-coated tablet 98 tablets EU/1/09/545/008 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, Estonia, 
Finland, France, Germany, 
Greece, Hungary, Iceland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

Ireland, 
United 

Kingdom 

27/03/2015 
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Orifarm GmbH 18/02/2015 Orencia 125 mg Solution for 
injection in pre-

filled syringe 

4 pre-filled 
syringes with 
needle guard 

EU/1/07/389/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 16/03/2015 

Paranova Danmark 
AS 

10/03/2015 Orencia 250 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial + 1 
syringe 

EU/1/07/389/001 Austria, Belgium, Cyprus, 
Czech Republic, Finland, 

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

Liechtenstein, Luxembourg, 
Malta, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Denmark 19/03/2015 

Pharma Gerke GmbH 09/03/2015 Ovitrelle 250 

micro-
grams 

Solution for 

injection in pre-
filled pen 

1 pre-filled pen 

+ 1 needle 

EU/1/00/165/008 Austria, Belgium, Finland, 

France, Greece, Ireland, 
Italy, Lithuania, Norway, 
Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 17/03/2015 

2 Care 4 27/03/2015 Pergoveris 150 IU / 

75 IU 

Powder and 

solvent for 
solution for 

injection 

1 vial + 1 vial EU/1/07/396/001 Austria, Belgium, Croatia, 

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

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

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

United Kingdom 

Denmark 31/03/2015 
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2 Care 4 27/03/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

10 vials + 10 
vials 

EU/1/07/396/003 Austria, Belgium, Croatia, 
Czech Republic, Estonia, 

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

Ireland, Italy, Latvia, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Denmark 31/03/2015 

EMRA-Med 24/02/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

1 vial + 1 vial EU/1/07/396/001 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 06/03/2015 

EMRA-Med 24/02/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

3 vials + 3 
vials 

EU/1/07/396/002 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 06/03/2015 
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EMRA-Med 24/02/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

10 vials + 10 
vials 

EU/1/07/396/003 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

Iceland, Ireland, Italy, 

Latvia, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Germany 06/03/2015 

Orifarm GmbH 26/03/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

1 vial + 1 vial EU/1/07/396/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Poland, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 30/03/2015 

Orifarm GmbH 26/03/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

3 vials + 3 
vials 

EU/1/07/396/002 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Poland, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 30/03/2015 

Orifarm GmbH 26/03/2015 Pergoveris 150 IU / 
75 IU 

Powder and 
solvent for 
solution for 

injection 

10 vials + 10 
vials 

EU/1/07/396/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Luxembourg, Norway, 
Poland, Portugal, Spain, 

Sweden, The Netherlands, 
United Kingdom 

Germany 30/03/2015 
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Amimed Direct Ltd 11/03/2015 Pradaxa 110 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

EU/1/08/442/007 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, 
United 

Kingdom 

18/03/2015 

Amimed Direct Ltd 11/03/2015 Pradaxa 150 mg Capsule, hard 30 x 1 
capsules (unit 

dose) 

EU/1/08/442/010 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

Spain, Sweden, The 

Netherlands, United 
Kingdom 

Ireland, 
United 

Kingdom 

18/03/2015 

Amimed Direct Ltd 10/03/2015 Pradaxa 75 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

EU/1/08/442/003 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 

25/03/2015 
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Docpharm 
GmbH&CoKGaA 

26/02/2015 Pradaxa 110 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

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

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/03/2015 

Docpharm 
GmbH&CoKGaA 

26/02/2015 Pradaxa 110 mg Capsule, hard 180 (3 x 60 x 
1) capsules 
(unit dose) 

(multipack) 

EU/1/08/442/014 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/03/2015 

Docpharm 

GmbH&CoKGaA 

24/03/2015 Pradaxa 150 mg Capsule, hard 60 x 1 

capsules (unit 
dose) 

EU/1/08/442/011 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 30/03/2015 

Docpharm 
GmbH&CoKGaA 

24/03/2015 Pradaxa 150 mg Capsule, hard 180 (3 x 60 x 
1) capsules 
(unit dose) 
(multipack) 

EU/1/08/442/012 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 30/03/2015 

Eurim-Pharm 
Arzneimittel GmbH 

27/05/2014 Pradaxa 150 mg Capsule, hard 60 capsules EU/1/08/442/013 Austria, Belgium, Denmark, 
Finland, France, Greece, 

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

Sweden, The Netherlands, 
United Kingdom 

Germany 09/03/2015 
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HAEMATO PHARM 
GmbH 

03/03/2015 Pradaxa 110 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

EU/1/08/442/007 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

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

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

Ireland, 
United 

Kingdom 

11/03/2015 

HAEMATO PHARM 
GmbH 

03/03/2015 Pradaxa 150 mg Capsule, hard 60 x 1 
capsules (unit 

dose) 

EU/1/08/442/011 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

Republic, Denmark, Estonia, 
Finland, France, Germany, 
Greece, Hungary, Iceland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 

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

Ireland, 
United 

Kingdom 

27/03/2015 

IMED Healthcare Ltd 03/02/2015 Pradaxa 110 mg Capsule, hard 60 capsules EU/1/08/442/008 Austria, Belgium, Bulgaria, 

Cyprus, Czech Republic, 
Denmark, Estonia, Finland, 
France, Germany, Greece, 
Hungary, Iceland, Ireland, 
Italy, Latvia, Liechtenstein, 

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Ireland 02/03/2015 
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IMED Healthcare Ltd 03/02/2015 Pradaxa 150 mg Capsule, hard 60 capsules EU/1/08/442/013 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

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

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

United Kingdom 

Ireland 02/03/2015 

Orifarm GmbH 24/02/2015 Prevenar 13 -- Suspension for 
injection 

50 pre-filled 
syringes with 

separate 
needle 

EU/1/09/590/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 06/03/2015 

kohlpharma GmbH 05/03/2015 Protopic 0.1% Ointment 1 tube EU/1/02/201/006 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 24/03/2015 

kohlpharma GmbH 06/03/2015 Ratiograstim 30 MIU 
(300 µg/ 
0.5 ml) 

Solution for 
injection/infusion 

5 pre-filled 
syringes 

EU/1/08/444/010 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 11/03/2015 

kohlpharma GmbH 06/03/2015 Ratiograstim 48 MIU 
(480 µg/ 
0.8 ml) 

Solution for 
injection/infusion 

5 pre-filled 
syringes 

EU/1/08/444/012 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 11/03/2015 
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PCO Manufacturing 05/02/2015 Rebif 44 µg/ 
0.5 ml 

Solution for 
injection 

4 cartridges EU/1/98/063/009 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Italy, Luxembourg, Malta, 
Norway, Portugal, Spain, 

Sweden, The Netherlands 

Ireland, 
United 

Kingdom 

03/03/2015 

Veron Pharma 
Vertriebs GmbH 

13/02/2015 Rebif 44 µg/ 
0.5 ml 

Solution for 
injection 

4 cartridges EU/1/98/063/009 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 
Norway, Portugal, Spain, 

Sweden, The Netherlands, 

United Kingdom 

Germany 23/03/2015 

Veron Pharma 
Vertriebs GmbH 

13/02/2015 Rebif 44 µg/ 
0.5 ml 

Solution for 
injection 

12 cartridges EU/1/98/063/019 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Ireland, Italy, Luxembourg, 
Norway, Portugal, Spain, 

Sweden, The Netherlands, 

United Kingdom 

Germany 23/03/2015 

Kosei Pharma UK 
Limited 

12/03/2015 Relvar Ellipta 184 
micro-
grams / 

22 micro-

grams 

Inhalation 
powder, pre-

dispensed 

1 x 30 dose 
inhaler 

EU/1/13/886/005 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, The 

Netherlands, United 
Kingdom 

Ireland, 
United 

Kingdom 

23/03/2015 
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Kosei Pharma UK 
Limited 

12/03/2015 Relvar Ellipta 92 micro-
grams / 

22 micro-
grams 

Inhalation 
powder, pre-

dispensed 

1 x 30 dose 
inhaler 

EU/1/13/886/002 Austria, Belgium, Bulgaria, 
Croatia, Cyprus, Czech 

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

Ireland, Italy, Latvia, 
Liechtenstein, Lithuania, 

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

Spain, Sweden, The 

Netherlands, United 

Kingdom 

Ireland, 
United 

Kingdom 

23/03/2015 

STRATHCLYDE 
PHARMACEUTICALS 

LTD 

26/02/2015 Relvar Ellipta 184 
micro-
grams / 

22 micro-
grams 

Inhalation 
powder, pre-

dispensed 

1 x 30 dose 
inhaler 

EU/1/13/886/005 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 

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

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

Portugal, Romania, Slovak 
Republic, Slovenia, Spain, 

Sweden, The Netherlands, 

United Kingdom 

Ireland, 
Malta, United 

Kingdom 

16/03/2015 

Dr Fisher Farma BV 20/02/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/13/853/001 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 

11/03/2015 
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LABORATORIOS 
ALBA S.L. 

25/02/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/13/853/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Poland, Portugal, Sweden, 
The Netherlands, United 

Kingdom 

Spain 04/03/2015 

Medicopharm AG 27/02/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 

infusion 

5 Vials EU/1/13/853/005 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 10/03/2015 

Orifarm AB 13/03/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 

infusion 

3 Vials EU/1/13/853/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

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

Portugal, Spain, The 
Netherlands, United 

Kingdom 

Sweden 23/03/2015 

Orifarm AS 26/02/2015 Remsima 100 mg Powder for 

concentrate for 
solution for 

infusion 

1 vial EU/1/13/853/001 Austria, Belgium, Czech 

Republic, Denmark, Finland, 
France, Germany, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Norway, 

Portugal, Spain, Sweden, 

United Kingdom 

The 

Netherlands 

12/03/2015 
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Orifarm AS 27/02/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/13/853/001 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 
Estonia, Finland, France, 

Germany, Greece, Hungary, 
Iceland, Ireland, Italy, 

Latvia, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Denmark 13/03/2015 

Paranova Danmark 
AS 

02/03/2015 Remsima 100 mg Powder for 
concentrate for 

solution for 
infusion 

1 vial EU/1/13/853/001 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Denmark 30/03/2015 

2 Care 4 20/02/2015 Reyataz 300 mg Capsule, hard 3 x 30 
capsules 

EU/1/03/267/010 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

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

Kingdom 

Germany 17/03/2015 

2 Care 4 20/02/2015 Reyataz 300 mg Capsule, hard 30 capsules EU/1/03/267/008 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Iceland, Ireland, Italy, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 17/03/2015 
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Orifarm AS 04/03/2015 Reyataz 200 mg Capsule, hard 60 capsules EU/1/03/267/006 Austria, Belgium, Bulgaria, 
Cyprus, Czech Republic, 
Estonia, Finland, France, 

Germany, Greece, Hungary, 
Iceland, Ireland, Italy, 

Latvia, Liechtenstein, 
Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Denmark 17/03/2015 

Paranova Oy 11/03/2015 Reyataz 200 mg Capsule, hard 60 capsules EU/1/03/267/005 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 18/03/2015 

Beragena 
Arzneimittel GmbH 

17/03/2015 Seebri 
Breezhaler 

44 micro-
gram 

Inhalation 
powder, hard 

capsule 

30 x 1 
capsules (unit 

dose) +1 
inhaler 

EU/1/12/788/003 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 25/03/2015 

Beragena 
Arzneimittel GmbH 

17/03/2015 Seebri 
Breezhaler 

44 micro-
gram 

Inhalation 
powder, hard 

capsule 

90 (3 x 30 x 1) 
capsules (unit 

dose) 
(multipack) + 

3 inhalers 

EU/1/12/788/004 Austria, Belgium, France, 
Greece, Ireland, Italy, 

Norway, Portugal, Spain, The 
Netherlands, United 

Kingdom 

Germany 25/03/2015 
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Orifarm AS 02/03/2015 Seebri 
Breezhaler 

44 micro-
gram 

Inhalation 
powder, hard 

capsule 

30 x 1 
capsules (unit 

dose) +1 
inhaler 

EU/1/12/788/003 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 04/03/2015 

Orifarm AS 02/03/2015 Seebri 
Breezhaler 

44 micro-
gram 

Inhalation 
powder, hard 

capsule 

90 (3 x 30 x 1) 
capsules (unit 

dose) 
(multipack) + 

3 inhalers 

EU/1/12/788/004 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 04/03/2015 

Medcor 
Pharmaceuticals BV 

05/01/2015 Selincro 18 mg Film-coated tablet 7 tablets EU/1/12/815/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 

United Kingdom 

The 
Netherlands 

23/03/2015 

Medcor 
Pharmaceuticals BV 

05/01/2015 Selincro 18 mg Film-coated tablet 14 tablets EU/1/12/815/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

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

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

23/03/2015 
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Eurim-Pharm 
Arzneimittel GmbH 

10/03/2015 SIMBRINZA 10 mg/ml 
/ 2 mg/ml 

Eye drops, 
suspension 

1 Bottle  EU/1/14/933/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 25/03/2015 

EuroPharma DK ApS 18/03/2015 Simponi 50 mg Solution for 
injection 

1 pre-filled pen EU/1/09/546/001 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 30/03/2015 

Originalis B.V. 10/03/2015 Simponi 50 mg Solution for 
injection 

1 pre-filled pen EU/1/09/546/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
United Kingdom 

The 
Netherlands 

17/03/2015 

Eurim-Pharm 
Arzneimittel GmbH 

27/02/2015 Sprycel 100 mg Film-coated tablet 30 x 1 tablet 
(unit dose) 

EU/1/06/363/011 Austria, Belgium, Bulgaria, 
Croatia, Denmark, Finland, 
France, Greece, Hungary, 

Ireland, Italy, Norway, 

Poland, Portugal, Romania, 
Slovak Republic, Slovenia, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 18/03/2015 

kohlpharma GmbH 06/03/2015 Sprycel 140 mg Film-coated tablet 30 x 1 tablet 
(unit dose) 

EU/1/06/363/015 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 16/03/2015 



 

 

 

Initial notices for parallel distribution – March 2015  

EMA/245546/2015 Page 46/51 

 

Paranova Danmark 
AS 

25/02/2015 Stivarga 40 mg Film-coated tablet 3 x 28 tablets EU/1/13/858/002 Austria, Belgium, Cyprus, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Denmark 03/03/2015 

Euro Registratie 
Collectief BV 

25/02/2015 Stribild 150 mg / 
150 mg / 
200 mg / 

245 mg 

Film-coated tablet 30 tablets EU/1/13/830/001 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 

02/03/2015 

Paranova Oy 10/02/2015 Stribild 150 mg / 
150 mg / 
200 mg / 
245 mg 

Film-coated tablet 30 tablets EU/1/13/830/001 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 09/03/2015 

ABACUS MEDICINE 
A/S 

18/03/2015 Targretin 75 mg Capsule, soft 100 EU/1/01/178/001 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, The 
Netherlands, United 

Kingdom 

Sweden 25/03/2015 



 

 

 

Initial notices for parallel distribution – March 2015  

EMA/245546/2015 Page 47/51 

 

CC Pharma 09/02/2015 Tivicay 50 mg Film-coated tablet 30 tablets EU/1/13/892/001 Austria, Belgium, Croatia, 
Denmark, Finland, France, 

Greece, Ireland, Italy, 
Norway, Portugal, Slovenia, 

Spain, Sweden, The 

Netherlands, United 
Kingdom 

Germany 11/03/2015 

Paranova Oy 11/03/2015 Tivicay 50 mg Film-coated tablet 30 tablets EU/1/13/892/001 Austria, Belgium, Cyprus, 
Denmark, France, Germany, 

Greece, Iceland, Ireland, 
Italy, Liechtenstein, 

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

Kingdom 

Finland 17/03/2015 

ABACUS MEDICINE 
A/S 

25/03/2015 TOBI Podhaler 28 mg Inhalation 
powder, hard 

capsule 

224 (4x 56) 
capsules + 5 

inhalers 
(monthly 

multipack) 

EU/1/10/652/002 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

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

Portugal, Spain, The 
Netherlands, United 

Kingdom 

Sweden 31/03/2015 

FD Pharma GmbH 09/03/2015 Toviaz 8 mg Prolonged-release 
tablet 

100 tablets 
(10 x 10) 

EU/1/07/386/018 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Iceland, Ireland, Italy, 

Norway, Portugal, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 23/03/2015 

Orifarm GmbH 12/01/2015 Travatan 40 µg/ml Eye drops, 
solution 

1 bottle EU/1/01/199/001 Austria, Belgium, Denmark, 
Finland, France, Greece, 

Hungary, Iceland, Ireland, 
Italy, Luxembourg, Norway, 

Portugal, Spain, Sweden, 

The Netherlands, United 
Kingdom 

Germany 09/03/2015 



 

 

 

Initial notices for parallel distribution – March 2015  

EMA/245546/2015 Page 48/51 

 

European Pharma 
B.V. 

24/03/2015 Trizivir 150 mg / 
300 mg / 
300 mg 

Film-coated tablet 60 tablets EU/1/00/156/004 Austria, Belgium, Finland, 
France, Greece, Ireland, 
Italy, Norway, Portugal, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 30/03/2015 

kohlpharma GmbH 06/03/2015 Ultibro 
Breezhaler 

85 mcg / 
43 mcg 

Inhalation 
powder, hard 

capsule 

30 x 1 capsule 
+ 1 inhaler 

EU/1/13/862/003 Austria, Belgium, Denmark, 
Finland, France, Greece, 
Ireland, Italy, Norway, 

Portugal, Spain, Sweden, 
The Netherlands, United 

Kingdom 

Germany 10/03/2015 

G-Pharma Ltd 20/02/2015 Victoza 6 mg/ml Solution for 
injection in pre-

filled pen 

3 pre-filled 
pens 

EU/1/09/529/003 Austria, Belgium, Cyprus, 
Czech Republic, Denmark, 
Finland, France, Germany, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 

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

Kingdom 

Ireland, 
United 

Kingdom 

04/03/2015 

ABACUS MEDICINE 

A/S 

16/03/2015 Viramune 400 mg Prolonged-release 

tablet 

90 tablets EU/1/97/055/009 Austria, Belgium, Bulgaria, 

Croatia, Cyprus, Czech 

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

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

Lithuania, Luxembourg, 
Malta, Norway, Poland, 

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

United Kingdom 

Germany 30/03/2015 

adequapharm GmbH 16/03/2015 Viread 245 mg Film-coated tablet 30 tablets EU/1/01/200/001 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 
Greece, Iceland, Ireland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Romania, Spain, 
Sweden, The Netherlands, 

United Kingdom 

Germany 30/03/2015 
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Canoma Pharma 
GmbH 

23/02/2015 Votrient 400 mg Film-coated tablet 30 tablets EU/1/10/628/003 Austria, Belgium, Czech 
Republic, Denmark, Finland, 
France, Greece, Hungary, 
Italy, Norway, Portugal, 

Romania, Slovak Republic, 

Spain, Sweden, The 
Netherlands, United 

Kingdom 

Germany 11/03/2015 

Eureco-Pharma B.V.  13/03/2015 Xagrid 0.5 mg Capsule, hard 100 capsules EU/1/04/295/001 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 

25/03/2015 

HAEMATO PHARM 
GmbH 

17/02/2015 XALKORI 250 mg Capsule, hard 60 capsules EU/1/12/793/003 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 
Germany, Greece, Iceland, 

Italy, Liechtenstein, 
Luxembourg, Malta, Norway, 

Portugal, Spain, Sweden, 
The Netherlands 

Ireland, 
United 

Kingdom 

06/03/2015 

Mediwin Ltd 25/07/2014 Xarelto 10 mg Film-coated tablet 30 tablets EU/1/08/472/007 Austria, Belgium, Cyprus, 
Denmark, Finland, France, 

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

United 
Kingdom 

06/03/2015 

O.P.D. Laboratories 

Ltd 

25/03/2015 Xelevia 100 mg Film-coated tablet 28 tablets EU/1/07/382/014 Austria, Belgium, Cyprus, 

Denmark, Finland, France, 
Germany, Greece, Iceland, 
Ireland, Italy, Luxembourg, 

Malta, Norway, Portugal, 
Spain, Sweden, The 

Netherlands 

United 

Kingdom 

30/03/2015 
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ABACUS MEDICINE 
A/S 

11/03/2015 Xeplion 150 mg Prolonged-release 
suspension for 

injection 

1 pre-filled 
syringe + 2 

needles 

EU/1/11/672/005 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 17/03/2015 

InPharm Spzoo 11/02/2015 Zalasta 5 mg Tablet 28 tablets EU/1/07/415/007 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 19/03/2015 

InPharm Spzoo 06/02/2015 Zalasta 10 mg Tablet 28 tablets EU/1/07/415/018 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 23/03/2015 
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Eureco-Pharma B.V.  13/03/2015 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, Sweden, 
United Kingdom 

The 
Netherlands 

25/03/2015 

Orifarm GmbH 27/03/2015 Zometa 4 mg Concentrate for 
solution for 

infusion 

4 vials EU/1/01/176/005 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 31/03/2015 

Kernfarm B.V. 05/03/2015 DRAXXIN 100 
mg/ml 

Solution for 
injection 

1 vial EU/2/03/041/003 Austria, Belgium, Denmark, 
Estonia, Finland, France, 

Germany, Greece, Hungary, 
Iceland, Ireland, Italy, 

Latvia, Lithuania, 
Luxembourg, Malta, Norway, 
Poland, Portugal, Romania, 

Spain, Sweden 

The 
Netherlands 

19/03/2015 

 


