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ApS (unit dose) Denmark, Finland, France,

Greece, Iceland, Ireland,
Italy, Liechtenstein,
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30 mg

Tablet

56 x 1 tablets
(unit dose)

Ireland,
United
Kingdom

Austria, Belgium, Cyprus,
Denmark, Finland, France,

EU/1/04/276/019
Germany, Greece, Iceland,

11/04/2014

G-Pharma Ltd 10/04/2014 Abilify

Abilify

10 mg

Tablet

14 x 1 tablets

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

EU/1/04/276/006

(unit dose)

Ireland,
United
Kingdom

24/04/2014

G-Pharma Ltd 16/04/2014

Abilify

Tablet

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

EU/1/04/276/001
Germany, Greece, Iceland,

14 x 1 tablets
(unit dose)

Ireland,
United
Kingdom

24/04/2014

G-Pharma Ltd 17/04/2014

Abraxane

5 mg/ml

Powder for
suspension for

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

1 vial EU/1/07/428/001

Germany

02/04/2014

CC Pharma 28/03/2014

infusion

The Netherlands, United
Kingdom
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axicorp Pharma |26/03/2014 Actos

GmbH

45 mg

Tablet

98 tablets

EU/1/00/150/015

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

01/04/2014

axicorp Pharma |26/03/2014 Actos

GmbH

45 mg

Tablet

196 tablets

EU/1/00/150/030

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

01/04/2014

axicorp Pharma |26/03/2014 Actos

GmbH

45 mg

Tablet

112 tablets

EU/1/00/150/029

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

01/04/2014
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Prolonged-release

50 x 1 capsule

EU/1/07/387/022

Austria, Belgium, Bulgaria,

Cyprus, Czech Republic,

Germany

11/04/2014

axicorp Pharma
B.V.

13/03/2014

Advagraf

5 mg

capsule, hard

Prolonged-release

50 capsules

EU/1/07/387/008

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
Austria, Belgium, Bulgaria,
Cyprus, Czech Republic,

Germany

11/04/2014

axicorp Pharma
B.V.

13/03/2014

Advagraf

capsule, hard

30 capsules

EU/1/07/387/007

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

Austria, Belgium, Cyprus,
Denmark, Finland, France,

The
Netherlands

24/04/2014

Medcor
Pharmaceuticals
BV

18/04/2014

Advagraf

5 mg

Prolonged-release

capsule, hard

Ireland, Italy,

Malta, Norway, Poland,
Portugal, Spain, Sweden,

Germany, Greece, Iceland,

Liechtenstein, Luxembourg,

United Kingdom
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Paranova Oy 26/02/2014 Aerinaze 2.5 mg/ | Modified-release 20 tablets EU/1/07/399/006 | Austria, Belgium, Bulgaria, Finland 03/04/2014
120 mg tablet Croatia, Cyprus, Czech
Republic, Denmark,
Estonia, France, Germany,
Greece, Hungary, Iceland,
Ireland, Italy, Latvia,
Liechtenstein, Lithuania,
Luxembourg, Malta,
Norway, Poland, Portugal,
Romania, Slovak Republic,
Slovenia, Spain, Sweden,
The Netherlands, United

Kingdom
ABACUS MEDICINE | 28/03/2014 Afinitor 10 mg Tablet 30 tablets EU/1/09/538/004 | Austria, Belgium, Bulgaria, Sweden 14/04/2014
A/S 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
axicorp Pharma |08/04/2014 Afinitor 10 mg Tablet 90 tablets EU/1/09/538/006 | Austria, Belgium, Bulgaria, | Germany | 10/04/2014
B.V. Cyprus, Czech Republic,

Denmark, Finland, France,
Greece, Hungary, Iceland,
Ireland, Italy, Latvia,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom
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axicorp Pharma
B.V.

09/04/2014

Afinitor

Tablet

30 tablets

EU/1/09/538/001

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

Germany

10/04/2014

Medartuum AB

10/12/2013

Afinitor

10 mg

Tablet

30 tablets

EU/1/09/538/004

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

Sweden

08/04/2014

Orifarm GmbH

14/03/2014

Afinitor

10 mg

Tablet

30 tablets

EU/1/09/538/004

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

Germany

29/04/2014

Orifarm GmbH

13/03/2014

Aloxi

250 ug

Solution for
injection

1 vial

EU/1/04/306/001

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

Germany

29/04/2014
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Orifarm AB

16/04/2014

Altargo

10 mg/g

Ointment

1 tube

EU/1/07/390/002

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

24/04/2014

ACA Muller ADAG
Pharma AG

19/03/2014

Apidra

100
Units/mi

Solution for
injection

3 pre-filled
pens

EU/1/04/285/030

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

Germany

08/04/2014

ACA Muller ADAG
Pharma AG

19/03/2014

Apidra

100
Units/ml

Solution for
injection

9 pre-filled
pens

EU/1/04/285/035

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

Germany

08/04/2014

kohlpharma GmbH

11/04/2014

Ariclaim

30 mg

Gastro-resistant
capsule, hard

98 capsules

EU/1/04/283/010

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

Kingdom

Germany

14/04/2014
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European Pharma
B.V.

28/01/2014

Avastin

25 mg/mi

Concentrate for
solution for
infusion

1 vial

EU/1/04/300/002

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

Germany

15/04/2014

hvd medical GmbH

01/04/2014

Avonex

30 pg/
0.5 ml
(6 million
V)

Solution for
injection

12 pre-filled
syringes +
12 needles

EU/1/97/033/004

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

Germany

10/04/2014

kohlpharma GmbH

07/04/2014

Axura

5 mg/pump
actuation

Oral solution

1 bottle

EU/1/02/218/005

Austria, Belgium, Denmark,

Finland, France, Greece,
Ireland, Italy, Norway,
Poland, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom

Germany

10/04/2014

kohlpharma GmbH

07/04/2014

Axura

5 mg/pump
actuation

Oral solution

1 bottle

EU/1/02/218/006

Austria, Belgium, Denmark,

Finland, France, Greece,
Ireland, Italy, Norway,
Poland, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom

Germany

10/04/2014

axicorp Pharma
B.V.

12/03/2014

Baraclude

0.5 mg

Film-coated tablet

30 x 1 tablets

EU/1/06/343/003

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

Germany

16/04/2014

axicorp Pharma
B.V.

12/03/2014

Baraclude

0.5 mg

Film-coated tablet

90 x 1 tablets

EU/1/06/343/006

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

United Kingdom

Germany

16/04/2014
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axicorp Pharma |04/04/2014| Bondronat 50 mg |Film-coated tablet| 84 tablets EU/1/96/012/010 | Austria, Belgium, Bulgaria, | Germany | 28/04/2014
B.V. 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

PHARMACHIM AB |24/04/2014 Brilique 90 mg |Film-coated tablet| 56 tablets EU/1/10/655/004 | Austria, Belgium, Croatia, Sweden 29/04/2014
Czech Republic, Estonia,
France, Germany, Greece,
Hungary, Ireland, Italy,
Latvia, Lithuania, Malta,
Norway, Poland, Portugal,
Romania, Slovak Republic,
Spain, The Netherlands,
United Kingdom

PHARMACHIM AB |24/04/2014 Brilique 90 mg Film-coated tablet| 168 tablets EU/1/10/655/005 | Austria, Belgium, Croatia, Sweden 29/04/2014
Czech Republic, Estonia,
France, Germany, Greece,
Hungary, Ireland, Italy,
Latvia, Lithuania, Malta,
Norway, Poland, Portugal,
Romania, Slovak Republic,
Spain, The Netherlands,
United Kingdom

Initial notices for parallel distribution —April 2014
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axicorp Pharma
B.V.

08/04/2014

Cancidas

50 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/01/196/001

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

Germany

15/04/2014

B2B Medical GmbH

10/04/2014

CellCept

500 mg

Film-coated tablet

150 tablets

EU/1/96/005/004

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

Germany

29/04/2014

Necessity Supplies
Ltd

13/03/2014

CellCept

250 mg

Capsule, hard

100 capsules

EU/1/96/005/001

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

Ireland,
United
Kingdom

04/04/2014

PCO Manufacturing

07/03/2014

Champix

1.0 mg

Film-coated tablet

56 tablets

EU/1/06/360/016

United Kingdom

Ireland

11/04/2014
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200 mg

Solution for

2 pre-filled
syringes +

EU/1/09/544/001

Aust

Czech Republic, Denmark,
Estonia, Finland, France,

ria, Belgium, Bulgaria,

Sweden

29/04/2014

Northern Medical
Group ApS.

03/04/2014

Cimzia

Circadin

2 mg

injection

Prolonged-release

tablet

2 alcohol wipes

30 tablets

EU/1/07/392/003

No
Ro

A

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

Denmark, Finland, France,

Latvia, Lithuania,
Luxembourg, Malta,
rway, Poland, Portugal,
mania, Slovak Republic,
Slovenia, Spain, The
Netherlands, United
Kingdom
ustria, Belgium, Cyprus,

Sweden

Germany, Greece, Iceland,
Ireland, Italy,

29/04/2014

Paranova 07/04/2014

Lakemedel AB

CoAprovel

300 mg /

Film-coated tablet

Liechtenstein, Luxembourg,

98 E

U/1/98/086/027

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

Germany

29/04/2014

Pharma Gerke
GmbH

29/10/2013

25 mg

200 mg

Film-coated tablet

100

EU/1/98/082/003

Romania, Spain, Sweden,
The Netherlands, United
Kingdom
Austria, Belgium, Cyprus,
Denmark, Finland, France,
Greece, Iceland, Ireland,

Germany

02/04/2014

ACA Muller ADAG
Pharma AG

03/01/2014

Comtess

Film-coated tablet

20 tablets

EU/1/11/739/003

Italy, Liechtenstein,

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

Iceland, Ireland, Italy,

Germany

29/04/2014

Orifarm GmbH

14/03/2014

Dasselta

Luxembourg, Norway,
Portugal, Spain, Sweden,

The Netherlands, United
Kingdom

Page 11/59

Initial notices for parallel distribution —April 2014

EMA/270666/2014



Orifarm GmbH

14/03/2014

Dasselta

Film-coated tablet

50 tablets

EU/1/11/739/005

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

Germany

29/04/2014

Orifarm GmbH

14/03/2014

Dasselta

Film-coated tablet

100 tablets

EU/1/11/739/007

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

Germany

29/04/2014

2 Care 4

20/03/2014

DuoTrav

40 pg/mil /
5 mg/ml

Eye drops,
solution

3 bottles

EU/1/06/338/002

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

Sweden

30/04/2014

Ginova Ltd

04/03/2014

DuoTrav

40 pg/mil /
5 mg/ml

Eye drops,
solution

1 bottle

EU/1/06/338/001

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

United
Kingdom

29/04/2014

Medicopharm AG

25/03/2014

ECALTA

100 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/07/416/002

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

Germany

01/04/2014
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Necessity Supplies
Ltd

14/03/2014

Efient

10 mg

Film-coated tablet

28 tablets

EU/1/08/503/009

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

Ireland,
United
Kingdom

04/04/2014

European Pharma
B.V.

11/04/2014

Elonva

150
micrograms

Solution for
injection

1 pre-filled
syringe +
1 needle

EU/1/09/609/002

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

Germany

14/04/2014

Milinda GmbH & Co.
KG

20/03/2014

Enbrel

50 mg

Solution for
injection in pre-
filled pen

4 pre-filled
pens +
4 alcohol
swabs

EU/1/99/126/020

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

Germany

03/04/2014

Milinda GmbH & Co.
KG

20/03/2014

Enbrel

50 mg

Solution for
injection in pre-
filled pen

12 pre-filled
pens +
12 alcohol
swabs

EU/1/99/126/021

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

Germany

03/04/2014
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Germany

16/04/2014

axicorp Pharma
B.V.

07/04/2014

Erbitux

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/005

EU/1/12/750/001

Austria, Belgium, Bulgaria,

Greece, Hungary, Iceland,

Portugal, Romania, Slovak

Sweden, The Netherlands,

Austria, Belgium, Denmark,

Croatia, Cyprus, Czech
Republic, Denmark,
Estonia, Finland, France,

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

Republic, Slovenia, Spain,

United Kingdom

Germany

02/04/2014

kohlpharma GmbH | 2

8/01/2014

Esmya

5 mg

Tablet

28 tablets

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

Denmark

29/04/2014

Paranova Danmark
AS

04/04/2014

Esmya

Tablet

28 tablets

EU/1/12/750/001

EU/1/07/425/010

Germany, Greece, Hungary,

Austria, Belgium, Bulgaria,
Cyprus, Czech Republic,
Estonia, Finland, France,

Iceland, Ireland, Italy,
Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,

United Kingdom
Austria, Belgium, Bulgaria,

Germany

28/04/2014

European Pharma
B.V.

03/04/2014

Eucreas

50 mg /
1000 mg

Film-coated tablet

120 tablets

Finland, France, Greece,

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

Kingdom
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European Pharma
B.V.

24/03/2014

Eviplera

200 mg /
25 mg /
245 mg

Film-coated tablet

30 tablets

EU/1/11/737/001

Austria, Belgium, Finland,
France, Greece, Ireland,
Italy, Norway, Portugal,

Spain, Sweden, The
Netherlands, United
Kingdom

Germany

01/04/2014

Chemilines Ltd

27/03/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

30 sachets

EU/1/98/066/028

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

Ireland,
United
Kingdom

23/04/2014

kohlpharma GmbH

11/04/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

90 (3 x 30)
sachets
(multipack)

EU/1/98/066/030

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

Germany

28/04/2014

kohlpharma GmbH

22/04/2014

Exelon

4.6 mg/
24 hours

Transdermal
patch

84 (2 x 42)
sachets
(multipack)

EU/1/98/066/032

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

Germany

28/04/2014

kohlpharma GmbH

22/04/2014

Exelon

4.6 mg/
24 hours

Transdermal
patch

42 sachets

EU/1/98/066/031

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

Germany

28/04/2014

kohlpharma GmbH

22/04/2014

Exelon

9.5mg/
24 hours

Transdermal
patch

84 (2 x 42)
sachets
(multipack)

EU/1/98/066/034

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

Germany

28/04/2014
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kohlpharma GmbH

22/04/2014

Exelon

9.5mg/
24 hours

Transdermal
patch

42 sachets

EU/1/98/066/033

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

Germany

28/04/2014

Orifarm GmbH

20/02/2014

Exforge

5mg/
160 mg

Film-coated tablet

28 tablets

EU/1/06/370/011

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

Germany

29/04/2014

Emra-Med

28/03/2014

Exforge HCT

10 mg /
160 mg /
12.5 mg

Film-coated tablet

98 tablets

EU/1/09/569/018

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

Germany

01/04/2014

Emra-Med

28/03/2014

Exforge HCT

10 mg /
160 mg /
25 mg

Film-coated tablet

98 tablets

EU/1/09/569/042

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

Germany

01/04/2014

kohlpharma GmbH

07/04/2014

Exforge HCT

5mg/
160 mg /
12.5 mg

Film-coated tablet

98 tablets

EU/1/09/569/006

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

Kingdom

Germany

10/04/2014
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axicorp Pharma
B.V.

08/04/2014

Exjade

500 mg

Dispersible tablet

84 tablets

EU/1/06/356/006

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

10/04/2014

Orifarm GmbH

13/03/2014

Exjade

250 mg

Dispersible tablet

84 tablets

EU/1/06/356/004

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

Germany

29/04/2014

Medicopharm AG

10/04/2014

Forsteo

20 pg/
80 ul

Solution for
injection

1 pre-filled pen

EU/1/03/247/001

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

Germany

11/04/2014

NewNeopharm BV

13/01/2014

Gilenya

0.5 mg

Capsule, hard

28 capsules

EU/1/11/677/005

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

United Kingdom

Denmark

02/04/2014

Initial notices for parallel distribution —April 2014

EMA/270666/2014

Page 17/59



EU/1/11/677/005

Belgium, Cyprus, Denmark,

Austria

07/04/2014

NewNeopharm BV

02/04/2014

Gilenya

0.5 mg Capsule, hard

28 capsules

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

Finland

03/04/2014

Paranova Oy

28/03/2014

Gilenya

0.5 mg Capsule, hard

Film-coated tablet

28 capsules

30 film-coated

EU/1/11/677/005

EU/1/01/198/010

Cyprus, Czech Republic,
Denmark, France,
Germany, Greece, Iceland,

Ireland, Italy, Latvia,

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

Kingdom
Austria, Belgium, Bulgaria,

Sweden

08/04/2014

A/S

ABACUS MEDICINE

28/03/2014

Glivec

400 mg

tablets

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
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Paranova
Lakemedel AB

14/04/2014

Halaven

0.44 mg/ml

Solution for
injection

1 vial

EU/1/11/678/001

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

15/04/2014

ACA Muller ADAG
Pharma AG

14/04/2014

Insulatard

100 iu/ml

Suspension for
injection

10 cartridges

EU/1/02/233/007

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

Germany

16/04/2014

ACA Muller ADAG
Pharma AG

14/04/2014

Insulatard

100 iu/ml

Suspension for
injection

5 cartridges

EU/1/02/233/006

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

Germany

16/04/2014

Pharma Gerke
GmbH

28/03/2014

Insulatard

100 iu/ml

Suspension for
injection

10 cartridges

EU/1/02/233/007

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

Germany

15/04/2014
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ACA Muller ADAG
Pharma AG

14/03/2014

Insuman

100 1U/ml

Solution for
injection

5 pre-filled
pens

EU/1/97/030/142

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

Germany

08/04/2014

ACA Muller ADAG
Pharma AG

14/03/2014

Insuman

100 1U/ml

Solution for
injection

10 pre-filled
pens

EU/1/97/030/145

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

Germany

08/04/2014

ACA Muller ADAG
Pharma AG

10/04/2014

Insuman

100 1U/ml

Suspension for
injection

10 pre-filled
pens

EU/1/97/030/151

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

Germany

11/04/2014

axicorp Pharma
GmbH

11/03/2014

Insuman

100 1U/ml

Suspension for
injection

5 pre-filled
pens

EU/1/97/030/160

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

United Kingdom

Germany

07/04/2014
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Paranova
Lakemedel AB

17/03/2014

Insuman

100 1U/ml

Solution for
injection

5 pre-filled
pens

EU/1/97/030/142

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

Sweden

25/04/2014

CC Pharma

03/04/2014

INTELENCE

200 mg

Tablet

60 tablets

EU/1/08/468/002

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

Germany

28/04/2014

HAEMATO PHARM
GmbH

10/04/2014

INTELENCE

200 mg

Tablet

60 tablets

EU/1/08/468/002

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

11/04/2014
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Kosei Pharma UK

Limited

Euro Registratie

25/04/2014

Janumet

50 mg /
1000 mg

Film-coated tablet

56 tablets

EU/1/08/455/010

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,

Ireland,
United
Kingdom

28/04/2014

Collectief BV

Ginova Ltd

10/04/2014

04/03/2014

Januvia

Januvia

100 mg

Film-coated tablet

98 tablets

EU/1/07/383/017

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

The

Netherlands

11/04/2014

CC Pharma

16/04/2014

Javlor

100 mg

25 mg/ml | Concentrate for

Film-coated tablet

28 tablets

EU/1/07/383/014

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

United
Kingdom

29/04/2014

solution for
infusion

1 vial

EU/1/09/550/005

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

The Netherlands, United

Kingdom

Germany

23/04/2014
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2 Care 4

03/04/2014

Keppra

100 mg/ml

Oral solution

1 bottle +
1 oral syringe
10 mi

EU/1/00/146/027

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

Kingdom

Sweden

11/04/2014

Necessity Supplies
Ltd

14/03/2014

Keppra

500 mg

Film-coated tablet

60 tablets

EU/1/00/146/010

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

11/04/2014

STRATHCLYDE
PHARMACEUTICAL
S LTD

15/04/2014

Keppra

1000 mg

Film-coated tablet

100 tablets

EU/1/00/146/025

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

Ireland,
Malta,
United

Kingdom

22/04/2014

Initial notices for parallel distribution —April 2014

EMA/270666/2014

Page 23/59




STRATHCLYDE

PHARMACEUTICAL

SLTD

15/04/2014

Keppra

1000 mg

Film-coated tablet

50 tablets

EU/1/00/146/023

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

Ireland,
Malta,
United

Kingdom

22/04/2014

ACA Muller ADAG
Pharma AG

11/04/2014

Kivexa

300 mg /
600 mg

Film-coated tablet

3 x 30 tablets

EU/1/04/298/003

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

Germany

15/04/2014

Ebb Medical AB

26/03/2014

Levetiracetam
Accord

250 mg

Film-coated tablet

100 tablets

EU/1/11/712/006

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

14/04/2014
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Ebb Medical AB

15/04/2014

Levetiracetam
Accord

500 mg

Film-coated tablet

100 tablets

EU/1/11/712/013

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

16/04/2014

Emra-Med

25/03/2014

Lonquex

6 mg

Solution for
injection

1 pre-filled
syringe with
safety device

EU/1/13/856/001

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

Germany

09/04/2014

kohlpharma GmbH

22/04/2014

Lonquex

6 mg

Solution for
injection

1 pre-filled
syringe with
safety device

EU/1/13/856/001

Austria

Germany

23/04/2014

Milinda GmbH & Co.
KG

08/04/2014

Lucentis

10 mg/mi

Solution for
injection

1 vial +
1 filter needle
+ 1 injection
needle +
1 syringe

EU/1/06/374/001

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

Germany

11/04/2014

Beragena
Arzneimittel
GmbH

02/04/2014

Lumigan

0.3 mg/mi

Eye drops,
solution

3 bottles

EU/1/02/205/002

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

Germany

09/04/2014
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Emra-Med

14/04/2014

Lumigan

0.3 mg/mi

Eye drops,
solution

90 single-dose
containers

EU/1/02/205/007

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

Germany

15/04/2014

EuroPharma DK

ApS

25/04/2014

Lumigan

0.3 mg/mi

Eye drops,
solution

3 bottles

EU/1/02/205/002

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

Germany

28/04/2014

BB Farma s.r.l.

01/04/2014

Micardis

40 mg

Tablet

98 tablets

EU/1/98/090/004

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

Germany

28/04/2014

HAEMATO PHARM

GmbH

13/03/2014

MicardisPlus

80 mg /
12.5 mg

Tablet

98 tablets

EU/1/02/213/010

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

United Kingdom

Germany

03/04/2014
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HAEMATO PHARM
GmbH

13/03/2014

MicardisPlus

80 mg /
25 mg

Tablet

28 tablets

EU/1/02/213/018

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

Austria,
Germany

11/04/2014

HAEMATO PHARM
GmbH

28/03/2014

MicardisPlus

80 mg /
12.5 mg

Tablet

28 tablets

EU/1/02/213/007

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

Austria,
Germany

11/04/2014

Kosei Pharma UK
Limited

14/04/2014

Mirapexin

2.1 mg

Prolonged-release
tablet

100 tablets

EU/1/97/051/024

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

23/04/2014
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MPT Pharma

05/03/2014

Mirapexin

2.1 mg

Prolonged-release
tablet

100 tablets

EU/1/97/051/024

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

Ireland,
Malta,
United

Kingdom

11/04/2014

Necessity Supplies
Ltd

08/10/2013

Mirapexin

0.26 mg

Prolonged-release
tablet

10 tablets

EU/1/97/051/013

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,
United
Kingdom

01/04/2014

Necessity Supplies
Ltd

08/10/2013

Mirapexin

0.52 mg

Prolonged-release
tablet

10 tablets

EU/1/97/051/016

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

01/04/2014
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Necessity Supplies
Ltd

08/10/2013

Mirapexin

1.05 mg

Prolonged-release
tablet

30 tablets

EU/1/97/051/020

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

Ireland,
United
Kingdom

01/04/2014

Necessity Supplies
Ltd

08/10/2013

Mirapexin

3.15 mg

Prolonged-release
tablet

30 tablets

EU/1/97/051/026

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

01/04/2014

Emra-Med

03/04/2014

Mircera

50 pg/
0.3 ml

Solution for
injection

3 x 1 pre-filled

syringe

EU/1/07/400/023

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

09/04/2014
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Emra-Med 03/04/2014

Mircera 75 ng/

0.3 ml

Solution for 3 x 1 pre-filled| EU/1/07/400/024 | Austria, Belgium, Bulgaria, | Germany | 09/04/2014

Eureco-Pharma B.V.

Emra-Med

20/03/2014

injection

syringe

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

Orifarm GmbH

07/04/2014

MULTAQ

400 mg

Film-coated tablet

100 x 1 tablets

EU/1/09/591/004

Kingdom

Austria, Belgium, Cyprus,
Denmark, Finland, France,
Greece, Iceland, Ireland,

Italy, Liechtenstein,

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

Germany

16/04/2014

12/02/2014

Myocet

50 mg

Powder,
dispersion and
solvent for
concentrate for
dispersion for
infusion

1 set of 3 vials
(1 powder +
1 liposomes +
1 buffer)

EU/1/00/141/002

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

Germany

29/04/2014

Neupro

8 mg/
24h

Transdermal
patch

28 patches

EU/1/05/331/011

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

23/04/2014
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Orifarm AS

25/03/2014

Nevanac

3 mg/ml

Eye drops,
suspension

1 bottle

EU/1/07/433/002

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

14/04/2014

Paranova
Lakemedel AB

14/04/2014

Nevanac

3 mg/ml

Eye drops,
suspension

1 bottle

EU/1/07/433/002

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

Sweden

15/04/2014

ABACUS MEDICINE
A/S

31/03/2014

Nexavar

200 mg

Film-coated tablet

112 tablets

EU/1/06/342/001

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

14/04/2014
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HAEMATO PHARM
GmbH

18/03/2014

Nexavar

200 mg

Film-coated tablet

112 tablets

EU/1/06/342/001

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

Sweden

29/04/2014

CC Pharma

28/03/2014

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

Germany

01/04/2014

kohlpharma GmbH

11/04/2014

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

Germany

15/04/2014

kohlpharma GmbH

11/04/2014

Orencia

125 mg

Solution for
injection in pre-
filled syringe

12 pre-filled
syringes with
needle guard

EU/1/07/389/009

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

Kingdom

Germany

15/04/2014
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Medartuum AB

07/04/2014

Ovitrelle

250
micrograms

Solution for
injection

1 pre-filled pen

+ 1 needle

EU/1/00/165/008

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

Sweden

28/04/2014

Pharma Gerke
GmbH

07/02/2014

Ovitrelle

250
micrograms
/0.5 ml

Solution for
injection

1 pre-filled
syringe

EU/1/00/165/007

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

Germany

14/04/2014

Eurim-Pharm
Arzneimittel
GmbH

27/01/2014

Pegasys

180 ug

Solution for
injection

4 pre-filled
pens

EU/1/02/221/015

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

Germany

15/04/2014

Eureco-Pharma B.V.

28/03/2014

Picato

150
micrograms
/9

Gel

3 tubes

EU/1/12/796/001

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

The
Netherlands

Kingdom

08/04/2014
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Eureco-Pharma B.V.

28/03/2014

Picato

500
micrograms

/g9

Gel

2 tubes

EU/1/12/796/002

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

The
Netherlands

08/04/2014

Euro Registratie
Collectief BV

27/03/2014

Picato

150
micrograms

/9

Gel

3 tubes

EU/1/12/796/001

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

The
Netherlands

01/04/2014

Paranova
Lakemedel AB

10/04/2014

Plenadren

Modified-release

tablet

50 tablets

EU/1/11/715/001

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

11/04/2014

emra-Med

28/03/2014

Pradaxa

150 mg

Capsule, hard

60x1
capsules
(unit dose)

EU/1/08/442/011

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

Germany

10/04/2014
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Emra-Med 14/04/2014 Pradaxa 110 mg Capsule, hard 180 EU/1/08/442/014 | Austria, Belgium, Bulgaria, | Germany | 16/04/2014
(3x60x1) Cyprus, Czech Republic,
capsules Denmark, Estonia, Finland,
(unit dose) France, Greece, Hungary,
(multipack) Iceland, Ireland, Italy,
Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom
Emra-Med 14/04/2014 Pradaxa 110 mg Capsule, hard 100 ct EU/1/08/442/015 | Austria, Belgium, Bulgaria, | Germany | 16/04/2014
multipack Cyprus, Czech Republic,
(2 x50ct Denmark, Estonia, Finland,
packs France, Greece, Hungary,
(5 blister cards Iceland, Ireland, Italy,
X 10 capsules Latvia, Liechtenstein,
per bc = Lithuania, Luxembourg,
50 capsules) Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom
IMED Healthcare |04/03/2014 Pradaxa 110 mg Capsule, hard 60 x 1 EU/1/08/442/007 | Austria, Belgium, Bulgaria, Ireland 23/04/2014
Ltd capsules Cyprus, Czech Republic,
(unit dose) 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

Initial notices for parallel distribution —April 2014

EMA/270666/2014

Page 35/59




IMED Healthcare
Ltd

05/03/2014

Pradaxa

150 mg

Capsule, hard

60 x 1
capsules
(unit dose)

EU/1/08/442/011

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,
Sweden, The Netherlands,
United Kingdom

Ireland

23/04/2014

O.P.D. Laboratories
Ltd

25/03/2014

Pradaxa

75 mg

Capsule, hard

10x 1
capsules
(unit dose)

EU/1/08/442/001

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

United
Kingdom

25/04/2014

O.P.D. Laboratories
Ltd

25/03/2014

Pradaxa

75 mg

Capsule, hard

30x1
capsules
(unit dose)

EU/1/08/442/002

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

United
Kingdom

Netherlands

25/04/2014
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Orifarm AS

26/03/2014

Pradaxa

150 mg

Capsule, hard

60 x 1
capsules
(unit dose)

EU/1/08/442/011

Austria, Belgium, Bulgaria,
Cyprus, 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

24/04/2014

Paranova Danmark
AS

04/03/2014

Pradaxa

110 mg

Capsule, hard

180
(3x60x1)
capsules
(unit dose)
(multipack)

EU/1/08/442/014

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

10/04/2014

Paranova Danmark
AS

14/03/2014

Pradaxa

110 mg

Capsule, hard

60 x 1
capsules
(unit dose)

EU/1/08/442/007

Austria, Belgium, Bulgaria,
Cyprus, Czech Republic,
Estonia, Finland, France,

Germany, Greece, Hungary,

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

Portugal, Romania, Slovak
Republic, Slovenia, Spain,

Sweden, The Netherlands,

United Kingdom

Denmark

10/04/2014
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Paranova Danmark | 15/04/2014
AS

Pradaxa 150 mg Capsule, hard 30x1 EU/1/08/442/010 | Austria, Belgium, Bulgaria, | Denmark | 16/04/2014
capsules Cyprus, Czech Republic,
(unit dose) 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
Capsule, hard 60 x 1 EU/1/08/442/011 |Austria, Belgium, Denmark, Ireland, 24/04/2014
capsules Finland, France, Germany, Malta,
(unit dose) Greece, Iceland, Ireland, United

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

Kingdom
Austria, Belgium, Cyprus, Germany | 11/04/2014
Denmark, Finland, France,
Greece, Ireland, Italy,

Luxembourg, Malta,
Norway, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom
Austria, Belgium, Bulgaria, | Germany 03/04/2014

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

WAYMADE PLC 14/01/2014 Pradaxa 150 mg

Milinda GmbH & Co.| 08/04/2014 | Prevenar 13 -- Suspension for 1 pre-filled EU/1/09/590/002

KG injection syringe with

separate
needle

European Pharma |18/03/2014 Privigen 100 mg/ml Solution for
B.V.

infusion

1 vial EU/1/08/446/003
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axicorp Pharma
GmbH

08/04/2014

Procoralan

Film-coated tablet

28 tablets

EU/1/05/316/002

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

Germany

15/04/2014

axicorp Pharma
GmbH

08/04/2014

Procoralan

Film-coated tablet

56 tablets

EU/1/05/316/003

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

Germany

15/04/2014

axicorp Pharma
GmbH

08/04/2014

Procoralan

Film-coated tablet

98 tablets

EU/1/05/316/005

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

Germany

15/04/2014

Emra-Med

25/03/2014

Protelos

29

Granules for oral
suspension

84 sachets

EU/1/04/288/005

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

Germany

28/04/2014
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ACA Muller ADAG
Pharma AG

13/12/2013

Puregon

300
1U/0.36 ml

Solution for
injection

1 cartridge +
2 packs with
3 pen needles

EU/1/96/008/038

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

Germany

15/04/2014

ACA Muller ADAG
Pharma AG

13/12/2013

Puregon

900
1U/1.08 ml

Solution for
injection

1 cartridge +
3 packs with
3 pen needles

EU/1/96/008/041

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

Germany

15/04/2014

Cross Pharma AB

28/03/2014

Qutenza

179 mg

Cutaneous patch

1 patch +
1 cleansing gel

EU/1/09/524/001

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

16/04/2014

2 Care 4

11/04/2014

Raloxifene
Teva

60 mg

Film-coated tablet

84 tablets

EU/1/10/627/003

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

United Kingdom

Denmark

15/04/2014
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ABACUS MEDICINE
A/S

01/04/2014

Rapamune

Coated tablet

100 tablets

EU/1/01/171/008

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

Germany

03/04/2014

ABACUS MEDICINE
A/S

28/03/2014

Rebetol

200 mg

Capsule, hard

168 hard
capsules

EU/1/99/107/003

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

08/04/2014

Paranova Danmark
AS

11/04/2014

Relvar Ellipta

92
micrograms
/22
micrograms

Inhalation
powder, pre-
dispensed

1 x 30 dose
inhaler

EU/1/13/886/002

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

Denmark

15/04/2014

Paranova Danmark
AS

11/04/2014

Relvar Ellipta

92
micrograms
/22
micrograms

Inhalation
powder, pre-
dispensed

3 x 30 dose
inhaler

EU/1/13/886/003

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

Denmark

15/04/2014
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800 mg

Film-coated tablet

1

bottle of EU/1/99/123/012

Austria, Belgium, Cyprus,
Denmark, Finland, France,

United
Kingdom

01/04/2014

O.P.D. Laboratories
Ltd

27/03/2014 Renagel

800 mg

Film-coated tablet| 1

180 tablets
without outer

carton

80 tablets | EU/1/09/521/003

Germany, Greece, Iceland,
Ireland, Italy, Luxembourg,

Malta, Norway, Portugal,

Austria, Belgium, Cyprus,
Denmark, Finland, France,
Germany, Greece, Iceland,

Spain, Sweden, The
Netherlands

United
Kingdom

01/04/2014

O.P.D. Laboratories
Ltd

27/03/2014 Renvela

Retacrit

2000 1u/

Solution for

(without outer

carton)

6 pre-filled EU/1/07/431/004

syringes

Ireland, Italy, Luxembourg,

Austria, Belgium, Bulgaria,

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

Croatia, Cyprus, Czech
Republic, Denmark,

Sweden

10/04/2014

ABACUS MEDICINE

A/S

28/03/2014

Retacrit

0.6 ml

6000 1U/

injection

Solution for

6 pre-filled EU/1/07/431/012

syringes

Germany, Greece, Hungary,

Estonia, Finland, France,

Iceland, Ireland, Italy,
Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
The Netherlands, United
Kingdom
Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech

Republic, Denmark,

Sweden

10/04/2014

ABACUS MEDICI
A/S

NE | 28/03/2014

0.6 ml

injection

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

Page 42/59
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ABACUS MEDICINE
A/S

28/03/2014

Retacrit

8000 11U/
0.8 ml

Solution for
injection

6 pre-filled
syringes

EU/1/07/431/014

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

Sweden

10/04/2014

Orifarm AB

18/03/2014

Retacrit

2000 1u/
0.6 ml

Solution for
injection

6 pre-filled
syringes

EU/1/07/431/004

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

Sweden

25/04/2014

Orifarm AB

18/03/2014

Retacrit

3000 1U/
0.9 ml

Solution for
injection

6 pre-filled
syringes

EU/1/07/431/006

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

25/04/2014
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Orifarm AB

18/03/2014

Retacrit

6000 1U/
0.6 ml

Solution for
injection

6 pre-filled
syringes

EU/1/07/431/012

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

Sweden

25/04/2014

Orifarm AB

18/03/2014

Retacrit

8000 I1U/
0.8 mi

Solution for
injection

6 pre-filled
syringes

EU/1/07/431/014

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,
The Netherlands, United
Kingdom

Sweden

25/04/2014

European Pharma
B.V.

28/03/2014

Revatio

20 mg

Film-coated tablet

90 tablets

EU/1/05/318/001

Austria, Belgium, Bulgaria,
Croatia, Czech Republic,
Estonia, Finland, France,
Greece, Hungary, Ireland,
Italy, Latvia, Lithuania,
Norway, Poland, Portugal,

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

Kingdom

Germany

02/04/2014

FD Pharma GmbH

07/04/2014

Reyataz

300 mg

Capsule, hard

3x30
capsules

EU/1/03/267/010

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

Kingdom

Germany

10/04/2014
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Axicorp Pharma
B.V.

25/03/2014

RoActemra

20 mg/mi

Concentrate for
solution for
infusion

4 vials

EU/1/08/492/004

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

Germany

01/04/2014

EuroPharma DK
ApS

23/04/2014

RoActemra

20 mg/mi

Concentrate for
solution for
infusion

4 vials

EU/1/08/492/006

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

Germany

24/04/2014

European Pharma
B.V.

22/01/2014

Seebri
Breezhaler

44
microgram

Inhalation
powder, hard
capsule

30 capsules +
1 inhaler

EU/1/12/788/003

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

Germany

15/04/2014

European Pharma
B.V.

22/01/2014

Seebri
Breezhaler

44
microgram

Inhalation
powder, hard
capsule

capsules
(unit dose)
(multipack) +
3 inhalers

90 (3 x 30 x 1)

EU/1/12/788/004

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

Germany

15/04/2014

ACA Muller ADAG
Pharma AG

14/01/2014

Sifrol

2.62 mg

Prolonged-release
tablet

100 tablets

EU/1/97/050/033

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

Kingdom

Germany

15/04/2014
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axicorp Pharma |07/04/2014 Siklos

GmbH

100 mg

Film-coated tablet

60 tablets

EU/1/07/397/002

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

Germany

09/04/2014

axicorp Pharma |07/04/2014 Siklos

GmbH

1000 mg

Film-coated tablet

30 tablets

EU/1/07/397/001

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, Spain, Sweden,
The Netherlands, United
Kingdom

Germany

09/04/2014

Eurim-Pharm 28/04/2014
Arzneimittel

GmbH

Sprycel

100 mg

Film-coated tablet

30 tablets

EU/1/06/363/010

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

30/04/2014
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ABACUS MEDICINE
A/S

28/03/2014

Stelara

45 mg

Solution for
injection in pre-
filled syringe

1 pre-filled
syringe

EU/1/08/494/003

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

02/04/2014

Northern Medical
Group ApS.

03/04/2014

Stelara

90 mg

Solution for
injection in pre-
filled syringe

1 pre-filled
syringe

EU/1/08/494/004

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

Sweden

29/04/2014

HAEMATO PHARM
GmbH

19/03/2014

Stocrin

600 mg

Film-coated tablet

30 tablets

EU/1/99/111/008

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

03/04/2014
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AS

Paranova Danmark

02/04/2014

Stocrin

600 mg

Film-coated tablet

B.V.

axicorp Pharma

07/04/2014

Stribild

150 mg /

Film-coated tablet

30 tablets

30 tablets

EU/1/99/111/008

Cyprus, Czech Republic,
Estonia, Finland, France,

Iceland, Ireland, Italy,
Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom

Austria, Belgium, Bulgaria,

Germany, Greece, Hungary,

Denmark

14/04/2014

Euromedicines, S.L.

10/04/2014

Stronghold

150 mg /
200 mg /
245 mg

15 mg

Spot-on solution

EU/1/13/830/001

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

Germany

16/04/2014

3 tubes

EU/2/99/014/001

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,
Sweden, The Netherlands,

United Kingdom

Spain

29/04/2014
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Euromedicines, S.L.

10/04/2014

Stronghold

45 mg

Spot-on solution

3 tubes

EU/2/99/014/002

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,
Sweden, The Netherlands,
United Kingdom

Spain

29/04/2014

axicorp Pharma

B.V.

07/04/2014

Sutent

50 mg

Capsule, hard

30 capsules

EU/1/06/347/003

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

Germany

09/04/2014

Haemato Pharm

GmbH

10/03/2014

Sycrest

10 mg

Sublingual tablet

60 tablets

EU/1/10/640/005

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

Denmark

29/04/2014

Haemato Pharm

GmbH

10/03/2014

Sycrest

Sublingual tablet

60 tablets

EU/1/10/640/002

Liechtenstein, Luxembourg,

Austria, Belgium, Cyprus,
Finland, France, Germany,
Iceland, Ireland, Italy,

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

Denmark

Kingdom

29/04/2014
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ABACUS MEDICINE
A/S

28/03/2014

Synagis

100 mg

Powder and

1 vial +

kohlpharma GmbH

28/01/2014

Tarceva

100 mg

solvent for
solution for
injection

Film-coated tablet

1 ampoule

30 tablets

EU/1/99/117/002

Republic, Denmark,
Iceland, Ireland, Italy,
Latvia, Liechtenstein,

Malta, Norway, Poland,

Kingdom

Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech

Estonia, Finland, France,
Germany, Greece, Hungary,
Lithuania, Luxembourg,
Portugal, Romania, Slovak

Republic, Slovenia, Spain,
The Netherlands, United

Sweden

24/04/2014

Axicorp Pharma
B.V.

10/02/2014

Truvada

200 mg /
245 mg

Film-coated tablet

3 x 30 tablets

EU/1/05/311/002

EU/1/04/305/002

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

Austria, Belgium, Denmark,

Germany

02/04/2014

Pharma Gerke
GmbH

14/04/2014

Twynsta

80 mg /

Tablet

98 tablets

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

Germany

14/04/2014

10 mg

EU/1/10/648/027

Austria, Belgium, Czech
Republic, Finland, France,
Greece, Ireland, Italy,
Latvia, Norway, Poland,
Portugal, Spain, Sweden,
The Netherlands, United

Germany

Kingdom

15/04/2014
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Pharma Gerke 14/04/2014 Twynsta 80 mg / Tablet
GmbH

98 tablets EU/1/10/648/020
5 mg

Austria, Belgium, Czech Germany | 15/04/2014
Republic, Finland, France,

Greece, Ireland, Italy,
Latvia, Norway, Poland,

Portugal, Spain, Sweden,
ACA Muller ADAG |25/04/2014

The Netherlands, United
Tysabri 300 mg Concentrate for
Pharma AG

Kingdom
1 vial EU/1/06/346/001 | Austria, Belgium, Cyprus, Germany | 29/04/2014
solution for Denmark, Finland, France,
infusion Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta,
Norway, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom
Austria, Belgium, Bulgaria, Sweden 02/04/2014
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
kohlpharma GmbH | 14/03/2014 Vfend 40 mg/ml Austria, Belgium, Denmark,| Germany | 15/04/2014
Finland, France, Greece,
Ireland, Italy, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

ABACUS MEDICINE | 28/03/2014| Valdoxan 25 mg |Film-coated tablet| 84 tablets EU/1/08/499/006
A/S

Powder for oral 1 bottle EU/1/02/212/026
suspension
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Paranova 27/03/2014 Vidaza 25 mg/mi Powder for 1 vial EU/1/08/488/001 | Austria, Belgium, Bulgaria, Sweden 02/04/2014
Lakemedel AB

suspension for Cyprus, Czech Republic,
injection 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
Austria, Belgium, Cyprus, Germany | 02/04/2014
Denmark, Finland, France,
Greece, Hungary, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United

Kingdom
ABACUS MEDICINE | 31/03/2014| Viramune 400 mg |Prolonged-release| 30 tablets EU/1/97/055/008 | Austria, Belgium, Bulgaria,
A/S

tablet 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

ACA Muller ADAG |25/03/2014 Vimpat 100 mg

Film-coated tablet| 56 tablets EU/1/08/470/005
Pharma AG

Sweden 14/04/2014
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ACA Muller ADAG
Pharma AG

15/04/2014

Viramune

200 mg

Tablet

120 tablets

EU/1/97/055/003

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

Germany

16/04/2014

Emra-Med

11/03/2014

Viread

245 mg

Film-coated tablet

3 x 30 tablets

EU/1/01/200/002

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

Germany

15/04/2014

HAEMATO PHARM
GmbH

11/04/2014

Viread

245 mg

Film-coated tablet

3 x 30 tablets

EU/1/01/200/002

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

14/04/2014

Milinda GmbH & Co.
KG

27/03/2014

Xarelto

10 mg

Film-coated tablet

10 tablets

EU/1/08/472/006

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

United Kingdom

Germany

03/04/2014
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Milinda GmbH & Co.

KG

01/04/2014

Xarelto

10 mg

Film-coated tablet

30 tablets

EU/1/08/472/007

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

Germany

03/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

15 mg

Film-coated tablet

14 tablets

EU/1/08/472/011

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

Germany

09/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

15 mg

Film-coated tablet

28 tablets

EU/1/08/472/012

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

Germany

09/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

15 mg

Film-coated tablet

42 tablets

EU/1/08/472/013

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

Germany

09/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

15 mg

Film-coated tablet

98 tablets

EU/1/08/472/014

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

Germany

09/04/2014
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Milinda GmbH & Co.

KG

02/04/2014

Xarelto

20 mg

Film-coated tablet

14 tablets

EU/1/08/472/017

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

Germany

09/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

20 mg

Film-coated tablet

28 tablets

EU/1/08/472/018

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

Germany

09/04/2014

Milinda GmbH & Co.

KG

02/04/2014

Xarelto

20 mg

Film-coated tablet

98 tablets

EU/1/08/472/019

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

Germany

09/04/2014

Necessity Supplies
Ltd

14/03/2014

Xarelto

10 mg

Film-coated tablet

30 tablets

EU/1/08/472/007

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

United Kingdom

Ireland,
United
Kingdom

08/04/2014
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BR Pharma
International Ltd

23/04/2014

Xelevia

25 mg

Film-coated tablet

28 tablets

EU/1/07/382/002

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

Ireland,
Malta,
United

Kingdom

24/04/2014

BR Pharma
International Ltd

23/04/2014

Xelevia

50 mg

Film-coated tablet

28 tablets

EU/1/07/382/008

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

Ireland,
Malta,
United

Kingdom

24/04/2014

kohlpharma GmbH

07/04/2014

Xelevia

25 mg

Film-coated tablet

98 tablets

EU/1/07/382/005

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

Germany

10/04/2014

necessity Supplies
Ltd

14/10/2013

Xenical

120 mg

Capsule, hard

84

EU/1/98/071/003

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

Ireland,
United
Kingdom

22/04/2014

axicorp Pharma
B.V.

08/04/2014

Xeplion

50 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/002

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

Germany

10/04/2014
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24/04/2014

FD Pharma GmbH

17/04/2014

Xeplion

75 mg

Prolonged-release
suspension for

injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/003

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

Germany

Sweden

29/04/2014

Northern Medical
Group ApS.

03/04/2014

Xolair

150 mg

Solution for

injection

1 pre-filled
syringe

EU/1/05/319/008

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

Germany

01/04/2014

Emra-Med

26/03/2014

Zarzio

30 MU

(60 MU/mI) | injection/infusion

Solution for

syringes with

5 pre-filled

needle guard

EU/1/08/495/003

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

01/04/2014

Emra-Med

26/03/2014

Zarzio

48 MU
(96 MU/ml)

injection/infusion

Solution for

5 pre-filled
syringes with
needle guard

EU/1/08/495/007

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,

Germany

United Kingdom
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France, Germany, Greece,
Hungary, Iceland, Ireland,
Italy, Latvia, Lithuania,
Luxembourg, Malta,
Norway, Portugal, Romania,
Slovak Republic, Slovenia,
Spain, Sweden, The
Netherlands, United

Kingdom

cc Pharma 18/02/2014 Zebinix 800 mg Tablet 90 tablets EU/1/09/514/019 France Germany | 01/04/2014
European Pharma |23/04/2014 Zebinix 800 mg Tablet 90 tablets EU/1/09/514/019 Austria, Belgium, Czech Germany | 24/04/2014
B.V. Republic, Finland, France,
Greece, Ireland, Italy,
Norway, Portugal, Slovak
Republic, Spain, Sweden,
The Netherlands, United
Kingdom
PHARMACHIM AB |24/04/2014 Zostavax |&gt; 19,400 Powder and 1 vial + EU/1/06/341/011 Austria, Czech Republic, Sweden 29/04/2014
PFU of solvent for 1 pre-filled France, Germany, Greece,
varicella- suspension for syringe + Ireland, Italy, Latvia, Malta,
zoster virus injection 2 separate Norway, Poland, Portugal,
(Live) needles Slovak Republic, Spain, The
Netherlands, United
Kingdom
Aga Kommerz spol.|11/03/2014 Zyprexa 10 mg Powder for 1 vial EU/1/96/022/016 | Austria, Belgium, Bulgaria, Poland 03/04/2014
S r.o. solution for Cyprus, Czech Republic,
injection Denmark, Estonia, Finland,
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Ireland, 24/04/2014

10 mg Orodispersible 28 tablets EU/1/99/125/002 | Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech United

tablet

Republic, Denmark, Kingdom
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, Belgium, Bulgaria, Ireland, 24/04/2014

5 mg Orodispersible 28 tablets EU/1/99/125/001

tablet Croatia, Cyprus, Czech United
Republic, Denmark, Kingdom
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

Zyprexa

Necessity Supplies | 17/04/2014
Velotab

Ltd

Zyprexa

Necessity Supplies | 17/04/2014
Velotab

Ltd
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