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NewNeopharm BV | 02/06/2014 Abilify 10 mg Tablet 56 x 1 tablets | EU/1/04/276/009 | Austria, Belgium, Cyprus, Denmark | 05/06/2014
(unit dose) Finland, France, Germany,

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

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

Kingdom
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NewNeopharm BV |02/06/2014 Abilify 15 mg Tablet 56 x 1 tablets | EU/1/04/276/014 | Austria, Belgium, Cyprus, Denmark | 05/06/2014
(unit dose) Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta,
Norway, Portugal, Romania,
Spain, Sweden, The
Netherlands, United
Kingdom
ABACUS MEDICINE | 28/05/2014 ABILIFY 400 mg Powder and 1 powder vial | EU/1/13/882/002 | Austria, Belgium, Bulgaria, | Denmark | 17/06/2014
A/S MAINTENA solvent for + 1 solvent Cyprus, Czech Republic,
prolonged-release vial + Estonia, Finland, France,
suspension for |1 syringe with Germany, Greece, Hungary,
injection pre-attached Iceland, Ireland, Italy,
needle + Latvia, Liechtenstein,
1 disposable Lithuania, Luxembourg,
syringe with Malta, Norway, Poland,
luer lock tip + Portugal, Romania, Slovak
1 vial adapter Republic, Slovenia, Spain,
+ 2 needles Sweden, The Netherlands,
(38 and 50 United Kingdom
mm)
Pharma Gerke 04/06/2014 Actos 30 mg Tablet 112 tablets EU/1/00/150/027 | Austria, Belgium, Finland, Germany 13/06/2014
GmbH France, Greece, Ireland,
Italy, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
Orifarm GmbH 23/06/2014 Adcirca 20 mg |Film-coated tablet| 56 tablets EU/1/08/476/006 |Austria, Belgium, Denmark,| Germany | 30/06/2014
Finland, France, Greece,
Iceland, Ireland, Italy,
Luxembourg, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom
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Euro Registratie
Collectief BV

26/05/2014| Advagraf

capsule, hard

Prolonged-release

30 capsules

EU/1/07/387/011

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

03/06/2014

Euro Registratie
Collectief BV

27/05/2014| Advagraf

Prolonged-release
capsule, hard

100 x 1
capsule

EU/1/07/387/020

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

02/06/2014

Euro Registratie |02/06/2014

Collectief BV

Advagraf

Prolonged-release
capsule, hard

50 x 1 capsule

EU/1/07/387/022

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

06/06/2014

Euro Registratie
Collectief BV

02/06/2014| Advagraf

Prolonged-release
capsule, hard

100 x 1
capsule

EU/1/07/387/023

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

The
Netherlands

Kingdom

06/06/2014
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Euro Registratie
Collectief BV

02/06/2014

Advagraf

Prolonged-release
capsule, hard

100 x 1
capsule

EU/1/07/387/026

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

06/06/2014

axicorp Pharma
GmbH

18/03/2014

Aerius

Film-coated tablet

20 tablets

EU/1/00/160/009

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 | 05/06/2014

Orifarm GmbH

Orifarm GmbH

04/06/2014

04/06/2014

Aerius

Orodispersible
tablet

18 tablets

EU/1/00/160/054

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

Germany | 13/06/2014

Aerius

Orodispersible
tablet

60 tablets

EU/1/00/160/058

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

Kingdom

Germany | 13/06/2014
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Orifarm GmbH

04/06/2014

Aerius

tablet

Orodispersible

90 tablets EU/1/00/160/059

Orifarm GmbH

06/06/2014

Aldara

5%

Cream

Austria, Belgium, Denmark,
Finland, France, Greece,
Iceland, Ireland, Italy,
Luxembourg, Norway,

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom
24 sachets

EU/1/98/080/002

Germany

13/06/2014

kohlpharma GmbH

24/06/2014

Aloxi

250 ug

Solution for
injection

Austria, Belgium, Denmark,
Finland, France, Greece,
Iceland, Ireland, Italy,
Luxembourg, Norway,

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom
1 vial

EU/1/04/306/001

Germany

20/06/2014

Orifarm OY

13/05/2014

Aloxi

250 g

Solution for
injection

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom
1 vial

EU/1/04/306/001

Germany

26/06/2014

Paranova Oy

28/05/2014

Aloxi

250 g

Solution for
injection

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

Kingdom
1 vial

EU/1/04/306/001

Finland

02/06/2014

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

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

Finland

Spain, Sweden, The
Netherlands, United
Kingdom

16/06/2014
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kohlpharma GmbH

Chemvet Pharma

24/06/2014

13/06/2014

Arixtra

Avamys

7.5 mg/
0.6 ml

27.5

Solution for
injection

20 pre-filled
syringes

EU/1/02/206/019

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

Austria, Belgium, Denmark,

Germany

26/06/2014

ApS

ACA Miuller ADAG

26/05/2014

Axura

micrograms

/spray

10 mg

Nasal spray,
suspension

Film-coated tablet

1 bottle

EU/1/07/434/003

Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech
Republic, Finland, France,
Germany, Greece, Hungary
Ireland, Italy, Latvia,
Lithuania, Poland, Portugal,
Romania, Slovak Republic,
Spain, Sweden, The
Netherlands, United
Kingdom

Denmark

19/06/2014

Pharma AG

ACA Miuller ADAG

27/05/2014

Axura

98 tablets

EU/1/02/218/014

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

Germany

02/06/2014

Pharma AG

Orifarm GmbH

28/05/2014

20 mg

Film-coated tablet

98 tablets

EU/1/02/218/021

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

Germany

02/06/2014

Axura

20 mg

Film-coated tablet

42 tablets

EU/1/02/218/019

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

Germany

26/06/2014
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Docpharm
GmbH&CoKGaA

19/05/2014

Baraclude

Film-coated tablet

30 x 1 tablets

EU/1/06/343/004

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

Germany

02/06/2014

HAEMATO PHARM
GmbH

02/05/2014

Bonviva

150 mg

Film-coated tablet

3 tablets

EU/1/03/265/004

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

Germany

30/06/2014

NewNeopharm BV

02/06/2014

Bretaris
Genuair

322 pg

Inhalation powder

1 inhaler with
60 actuations

EU/1/12/781/002

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

Denmark

05/06/2014

axicorp Pharma
GmbH

13/06/2014

BYETTA

10
micrograms

Solution for
injection

1 pre-filled pen

EU/1/06/362/003

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

18/06/2014
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axicorp Pharma
B.V.

05/06/2014

Cancidas

70 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/01/196/003

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

Germany

12/06/2014

Eureco-Pharma B.V.

28/05/2014

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,
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

11/06/2014

Eureco-Pharma B.V.

28/05/2014

Cancidas

70 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/01/196/003

Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech
Republic, Denmark,
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

11/06/2014
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2 Care 4

10/06/2014

CellCept

500 mg

Film-coated tablet

50 tablets

EU/1/96/005/002

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

Germany

17/06/2014

2 Care 4

10/06/2014

CellCept

500 mg

Film-coated tablet

150 tablets

EU/1/96/005/004

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

Germany

17/06/2014

Medicopharm AG

12/06/2014

CellCept

500 mg

Film-coated tablet

150 tablets

EU/1/96/005/004

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

Germany

18/06/2014

Paranova Danmark
AS

26/05/2014

Cetrotide

0.25 mg

Powder and

solvent for

solution for
injection

1 vial +
1 pre-filled
syringe +
2 injection
needles +
2 alcohol

swabs

EU/1/99/100/001

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

Denmark

10/06/2014

Paranova Danmark
AS

18/06/2014

Champix

1.0 mg

Film-coated tablet

56 tablets

EU/1/06/360/016

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,
The Netherlands, United

Kingdom

Denmark

26/06/2014
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Paranova 18/06/2014 Champix 1.0 mg [|Film-coated tablet| 56 tablets EU/1/06/360/016 | Austria, Belgium, Bulgaria, Sweden 26/06/2014

Lakemedel AB 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,
The Netherlands, United

Kingdom
BB Farma s.r.l. 02/06/2014 | CoAprovel 150 mg / |Film-coated tablet| 84 tablets EU/1/98/086/021 | Austria, Belgium, Bulgaria, | Germany | 26/06/2014
12.5 mg 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
Orifarm AS 13/06/2014| Constella 290 Capsule, hard 28 capsules | EU/1/12/801/002 | Austria, Belgium, Cyprus, Denmark | 19/06/2014
micrograms Finland, France, Germany,

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

Norway, Portugal, Spain,

Sweden, The Netherlands,

United Kingdom
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EuroPharma DK

ApS

kohlpharma GmbH

18/06/2014

Cymbalta

60 mg

Gastro-resistant
capsule, hard

98 capsules

EU/1/04/296/004

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

24/06/2014

kohlpharma GmbH

16/06/2014

16/06/2014

Dasselta

Dasselta

Film-coated tablet

100 tablets

EU/1/11/739/007

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

Germany

20/06/2014

kohlpharma GmbH

5 mg

Film-coated tablet

50 tablets

EU/1/11/739/005

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

Germany

20/06/2014

16/06/2014

Dasselta

Film-coated tablet

20 tablets

EU/1/11/739/003

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

Germany

Kingdom

20/06/2014
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BB Farma s.r.l.

02/06/2014

Ebixa

10 mg

Film-coated tablet

56 tablets

EU/1/02/219/008

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

France

26/06/2014

BB Farma s.r.l.

02/06/2014

Ebixa

20 mg

Film-coated tablet

28 tablets

EU/1/02/219/024

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

France

26/06/2014

Eureco-Pharma B.V.

11/06/2014

ECALTA

100 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/07/416/002

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, United Kingdom

The
Netherlands

18/06/2014
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Euro Registratie
Collectief BV

24/06/2014

Eklira Genuair

322 pg

Inhalation powder

1 inhaler with
60 actuations

EU/1/12/778/002

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

The
Netherlands

26/06/2014

STRATHCLYDE
PHARMACEUTICAL
S LTD

04/06/2014

Eliquis

Film-coated tablet

168 tablets

EU/1/11/691/011

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,
Malta,
United

Kingdom

13/06/2014

Milinda GmbH & Co.
KG

23/05/2014

ellaOne

30 mg

Tablet

1 tablet

EU/1/09/522/001

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

Germany

16/06/2014

ABACUS MEDICINE
A/S

02/06/2014

Elonva

150
micrograms

Solution for
injection

1 pre-filled
syringe +
1 needle

EU/1/09/609/002

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

Denmark

27/06/2014
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axicorp Pharma
GmbH

05/06/2014

Emselex

7.5 mg

Prolonged-release
tablet

98 tablets

EU/1/04/294/020

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

Germany

13/06/2014

Northern Medical
Group ApS.

12/02/2014

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,
Germany, Greece, Iceland,
Ireland, Italy, Luxembourg,
Malta, Norway, Spain, The
Netherlands, United
Kingdom

Sweden

27/06/2014

G-Pharma Ltd

18/06/2014

Eucreas

50 mg /
1000 mg

Film-coated tablet

30 tablets

EU/1/07/425/008

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

Ireland,
United
Kingdom

25/06/2014

Aara Pharm s.r.o.

26/02/2014

EVRA

600 pg / 6
mg

Transdermal
patch

9 transdermal
patches

EU/1/02/223/002

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

Czech
Republic

17/06/2014

FD Pharma GmbH

15/05/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

90 (3 x 30)
sachets
(multipack)

EU/1/98/066/030

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

United Kingdom

Germany

02/06/2014
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13.3mg/

Transdermal

30 sachets

EU/1/98/066/028

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

Netherlands

The

12/06/2014

Medcor 22/04/2014

Pharmaceuticals
BV

Exelon

24 hours

13.3mg/

patch

Transdermal

90 (3 x 30)
sachets

EU/1/98/066/030

Liechtenstein, Luxembourg,

Ireland, Italy,

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

Sweden

13/06/2014

Paranova 04/06/2014

Lakemedel AB

Exelon

24 hours

5mg/

patch

Film-coated tablet

(multipack)

98 tablets

EU/1/09/569/006

Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, The Netherlands,
United Kingdom
Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech
Republic, Denmark,

Germany

10/06/2014

axicorp Pharma
GmbH

15/05/2014

Exforge HCT

160 mg /
12.5 mg

10 mg

Prolonged-release

56 (4 blisters

of 14)

EU/1/11/699/004

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, Belgium, Denmark,
Finland, France, Germany,
Greece, Iceland, Ireland,

Sweden

30/06/2014

2 Care 4

16/06/2014

Fampyra

tablet

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

The Netherlands, United
Kingdom

Initial notices for parallel distribution —June 2014

EMA/405392/2014

Page 15/42



2 Care 4

25/06/2014

Forxiga

10 mg

Film-coated tablet

28 tablets

EU/1/12/795/007

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

Denmark

27/06/2014

2 Care 4

25/06/2014

Forxiga

10 mg

Film-coated tablet

98 tablets

EU/1/12/795/008

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

Denmark

30/06/2014

STRATHCLYDE
PHARMACEUTICAL
SLTD

02/06/2014

Forxiga

10 mg

Film-coated tablet

28 tablets

EU/1/12/795/007

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

Ireland,
Malta,
United

Kingdom

04/06/2014

STRATHCLYDE
PHARMACEUTICAL
SLTD

02/06/2014

Forxiga

10 mg

Film-coated tablet

98 tablets

EU/1/12/795/008

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,
Malta,
United

Kingdom

04/06/2014
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STRATHCLYDE

PHARMACEUTICAL

SLTD

02/06/2014

Forxiga

Film-coated tablet

28 tablets

EU/1/12/795/002

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

Ireland,
Malta,
United

Kingdom

04/06/2014

G-Pharma Ltd

18/06/2014

Galvus

50 mg

Tablet

56 tablets

EU/1/07/414/005

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

Ireland,
United
Kingdom

25/06/2014

Paranova
Lakemedel AB

10/06/2014

Ganfort

300 pg/ml /
5 mg/ml

Eye drops,
solution

90 single-dose
containers
(LPDE)

EU/1/06/340/005

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

12/06/2014
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Paranova
Lakemedel AB

16/06/2014

Ganfort

300 pg/ml /
5 mg/ml

Eye drops,
solution

30 single-dose
containers
(LPDE)

EU/1/06/340/004

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

Sweden

20/06/2014

kohlpharma GmbH

26/05/2014

Gardasil

Suspension for
injection

10 pre-filled
syringes +
20 needles

EU/1/06/357/008

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

Germany

04/06/2014

Canoma Pharma
GmbH

16/06/2014

Glivec

100 mg

Film-coated tablet

60 film-coated
tablets

EU/1/01/198/008

Czech Republic, Hungary,
Slovak Republic

Germany

20/06/2014

Medartuum AB

19/06/2014

Halaven

0.44 mg/ml

Solution for
injection

1 vial

EU/1/11/678/001

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

United Kingdom

Sweden

25/06/2014
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Paranova Oy 28/05/2014 Halaven

0.44 mg/ml

Solution for
injection

1 vial

EU/1/11/678/001

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

11/06/2014

CC Pharma 09/04/2014 | Herceptin

600 mg

Solution for
injection

1 vial

EU/1/00/145/002

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

Germany

10/06/2014

Originalis B.V. 13/05/2014| Herceptin

150 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/00/145/001

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

The
Netherlands

02/06/2014

Canoma Pharma |12/06/2014 Humira

GmbH

40 mg

Solution for
injection

4 pre-filled
syringes +
4 alcohol pads

EU/1/03/256/003

Austria, Belgium, France,
Greece, Italy, Norway,
Sweden, United Kingdom

Germany

25/06/2014

Canoma Pharma |12/06/2014 Humira

GmbH

40 mg

Solution for
injection

2 pre-filled
pens +
2 alcohol pads
in a blister

EU/1/03/256/008

Austria, Belgium, France,
Greece, Italy, Norway,
Sweden, United Kingdom

Germany

25/06/2014

2 Care 4 17/06/2014 Inlyta

Film-coated tablet

56 tablets

EU/1/12/777/002

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

Kingdom

Sweden

20/06/2014

Initial notices for parallel distribution —June 2014
EMA/405392/2014

Page 19/42



Film-coated tablet| 56 tablets EU/1/12/777/005 | Austria, Belgium, Finland, Denmark | 19/06/2014
France, Germany, Greece,

2 Care 4 17/06/2014 Inlyta 5 mg
Iceland, Ireland, Italy,
Luxembourg, Malta,
Norway, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom
EU/1/12/777/005 |Austria, Belgium, Denmark,| Sweden 19/06/2014
Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,
Norway, Portugal, Spain,
The Netherlands, United

Kingdom
EU/1/12/777/002 | Austria, Belgium, Cyprus, Sweden 10/06/2014
Denmark, Finland, France,

Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, The Netherlands,
United Kingdom
EU/1/12/777/005 | Austria, Belgium, Cyprus, Sweden 10/06/2014
Denmark, Finland, France,
Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, The Netherlands,
United Kingdom
ACA Muller ADAG |20/06/2014 Iressa EU/1/09/526/001 | Austria, Belgium, Cyprus, Germany | 25/06/2014
Pharma AG Denmark, Finland, France,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta,
Norway, Portugal, Slovak
Republic, Spain, Sweden,
The Netherlands, United
Kingdom

2 Care 4 17/06/2014 Inlyta Film-coated tablet| 56 tablets

Film-coated tablet| 56 tablets

Medartuum AB 28/05/2014 Inlyta

Film-coated tablet| 56 tablets

Medartuum AB 28/05/2014 Inlyta

Film-coated tablet| 30 tablets

250 mg
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B2B Medical GmbH

06/06/2014

Iscover

75 mg

Film-coated tablet

100 tablets

EU/1/98/070/004a

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

Germany

17/06/2014

axicorp Pharma
B.V.

05/06/2014

Isentress

400 mg

Film-coated tablet

60 tablets

EU/1/07/436/001

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

Germany

11/06/2014

Medicopharm AG

05/06/2014

Isentress

400 mg

Film-coated tablet

60 tablets

EU/1/07/436/001

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

Germany

10/06/2014

Eureco-Pharma B.V.

02/06/2014

Jakavi

15 mg

Tablet

56 tablets

EU/1/12/773/008

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

Kingdom

The
Netherlands

13/06/2014
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The 13/06/2014

EU/1/12/773/011 | Austria, Belgium, Cyprus,
Denmark, Finland, France, | Netherlands

Jakavi 20 mg Tablet 56 tablets
Germany, Greece, Iceland,
Ireland, Italy,

Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, United

Kingdom
Jakavi 5 mg Tablet EU/1/12/773/005 | Austria, Belgium, Cyprus, The 13/06/2014
Denmark, Finland, France, | Netherlands
Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, United

Kingdom
EU/1/12/773/011 | Austria, Belgium, Cyprus, Finland 27/06/2014
Denmark, France,
Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
Austria

Eureco-Pharma B.V.|02/06/2014

56 tablets

Eureco-Pharma B.V.|02/06/2014

20 mg Tablet 56 tablets

Orifarm OY 13/05/2014 Jakavi

Film-coated tablet| 120 tablets | EU/1/01/172/004 Germany | 17/06/2014

10/06/2014 Kaletra 200 mg /
50 mg
Austria Germany

360 (3 x 120) | EU/1/01/172/007
tablets

17/06/2014

Canoma Pharma
GmbH

Film-coated tablet

10/06/2014 Kaletra 200 mg /
50 mg

Canoma Pharma
GmbH
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MPT Pharma

13/06/2014

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

18/06/2014

Paranova Oy

18/06/2014

Keppra

1000 mg

Film-coated tablet

100 tablets

EU/1/00/146/025

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

Finland

30/06/2014

Orifarm AS

19/05/2014

Kuvan

100 mg

Soluble tablet

120 tablets

EU/1/08/481/002

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

03/06/2014
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Doncaster
Pharmaceuticals
Group Ltd

05/06/2014

Levemir

100 U/ml

Solution for
injection

5 pre-filled
pens

EU/1/04/278/005

Austria, Belgium, Cyprus,

Denmark, Finland, France,

Germany, Greece, Ireland,
Italy, Liechtenstein,

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

Ireland,
Malta,
United

Kingdom

12/06/2014

HAEMATO PHARM
GmbH

28/05/2014

Lonquex

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

13/06/2014

Medicopharm AG

18/06/2014

Lonquex

Solution for
injection

1 pre-filled
syringe with
safety device

EU/1/13/856/001

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

Germany

26/06/2014

Orifarm GmbH

04/06/2014

Lumigan

0.3 mg/mi

Eye drops,
solution

1 bottle

EU/1/02/205/001

Austria, Belgium, Denmark,

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom

Germany

16/06/2014

Orifarm GmbH

11/06/2014

Lumigan

0.3 mg/mi

Eye drops,
solution

90 single-dose
containers

EU/1/02/205/007

Austria, Belgium, Denmark,

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom

Germany

16/06/2014

Canoma Pharma
GmbH

12/05/2014

Mabthera

500 mg

Concentrate for
solution for
infusion

1 vial

EU/1/98/067/002

Greece, Norway, Spain,
United Kingdom

Germany

10/06/2014
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BB Farma s.r.l.

14/05/2014

Micardis

80 mg

Tablet

98 tablets

EU/1/98/090/008

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

30/06/2014

axicorp Pharma
B.V.

02/06/2014

Mimpara

60 mg

Film-coated tablet

28 tablets

EU/1/04/292/006

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

Germany

25/06/2014

kohlpharma GmbH

26/05/2014

Mircera

30 pg/
0.3 ml

Solution for
injection

1 pre-filled
syringe

EU/1/07/400/017

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

Germany

04/06/2014

kohlpharma GmbH

24/06/2014

Mixtard

100 1U/ml

Suspension for
injection

5 cartridges

EU/1/02/231/018

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

Germany

26/06/2014
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Germany | 26/06/2014

Suspension for EU/1/02/231/019 |Austria, Belgium, Denmark,
injection Finland, France, Greece,
Ireland, Italy, Norway,
Poland, Portugal, Spain,
Sweden, The Netherlands,
United Kingdom
Solution for EU/1/09/537/001 | Austria, Belgium, Cyprus, Finland 02/06/2014
injection Denmark, France,
Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
24/06/2014 Neupro 6 mg/ Transdermal EU/1/05/331/007 | Austria, Belgium, Cyprus,
24h patch Denmark, Finland, France,
Germany, Greece, Italy,
Luxembourg, Malta,
Norway, Portugal, Spain,

100 1U/ml 10 cartridges

kohlpharma GmbH | 24/06/2014 Mixtard

20 mg/mi 1 vial

Orifarm OY 13/05/2014 Mozobil

Ireland, 30/06/2014

United

7 patches
Kingdom

Chemilines Ltd

Sweden, The Netherlands
24/06/2014 Neupro 6 mg/ Transdermal 28 patches EU/1/05/331/008 | Austria, Belgium, Cyprus, Ireland, 30/06/2014
24h patch Denmark, Finland, France, United
Germany, Greece, Italy, Kingdom
Luxembourg, Malta,

Chemilines Ltd
Norway, Portugal, Spain,

Sweden, The Netherlands
25/06/2014 Neupro 8 mg/ Transdermal 28 patches EU/1/05/331/011 | Austria, Belgium, Cyprus, Ireland, 30/06/2014
24h patch Denmark, Finland, France, United
Germany, Greece, Italy, Kingdom
Luxembourg, Malta,

Chemilines Ltd
Norway, Portugal, Spain,

Sweden, The Netherlands
2 Care 4 28/05/2014 Nivestim 30 MU Solution for 5 pre-filled EU/1/10/631/005 |Austria, Belgium, Denmark, Sweden 30/06/2014
(300 g/ |injection/infusion syringes Finland, France, Germany,
0.5 ml) Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,
Norway, Poland, Portugal,

Spain, The Netherlands,
United Kingdom
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30/06/2014

48 MU Solution for 5 pre-filled EU/1/10/631/008 |Austria, Belgium, Denmark,| Sweden
Finland, France, Germany,

(480 g/ |injection/infusion syringes
0.5 ml) Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,
Norway, Poland, Portugal,
Spain, The Netherlands,
United Kingdom
Doncaster 20/06/2014| NovoRapid 100 U/ml Solution for 5 cartridges | EU/1/99/119/003 | Austria, Belgium, Cyprus, Ireland,
Pharmaceuticals injection Denmark, Finland, France, Malta,
Group Ltd Germany, Greece, Ireland, United
Italy, Liechtenstein, Kingdom
Luxembourg, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
NovoRapid 100 U/ml Solution for 5 cartridges | EU/1/99/119/003 | Austria, Belgium, Bulgaria, Sweden
injection 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
Eureco-Pharma B.V.| 28/05/2014 | NutropinAq 10 mg/ Solution for 1 cartridge EU/1/00/164/003 | Austria, Belgium, Bulgaria, The
2 ml injection Croatia, Cyprus, Czech Netherlands
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

2 Care 4 28/05/2014 Nivestim

25/06/2014

11/06/2014

Shipping Dynamics | 22/04/2014
Scandinavia AB

13/06/2014
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Finland 02/06/2014

Concentrate for EU/1/13/813/001 | Austria, Belgium, Cyprus,
solution for Denmark, France,
infusion Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
Concentrate for EU/1/13/813/001 | Austria, Belgium, Cyprus, Finland 13/06/2014
solution for Denmark, France,
infusion Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
EU/1/12/796/001 | Austria, Belgium, Cyprus, The 11/06/2014
Denmark, Finland, France, | Netherlands
Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, United
Kingdom
Paranova 15/05/2014 500 EU/1/12/796/002 | Austria, Belgium, Bulgaria,
Lakemedel AB micrograms Cyprus, Czech Republic,
/9 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

420 mg 1 vial

Orifarm OY 19/05/2014 Perjeta

1 vial

Perjeta 420 mg

Paranova Oy 28/05/2014

150 Gel 3 tubes

27/05/2014 Picato
micrograms
/9

Dr Fisher Farma BV

Sweden 27/06/2014

Gel 2 tubes

Picato
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STRATHCLYDE 28/01/2014 Pradaxa 110 mg Capsule, hard 60 x 1 EU/1/08/442/007 | Austria, Belgium, Bulgaria, Ireland, 10/06/2014
PHARMACEUTICAL capsules Cyprus, Czech Republic, Malta,
S LTD (unit dose) Denmark, Estonia, Finland, United
France, Germany, Greece, Kingdom
Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom

BB Farma s.r.l. 12/06/2014 Prezista 400 mg [|Film-coated tablet| 60 tablets EU/1/06/380/003 | Austria, Belgium, Bulgaria, | Germany | 26/06/2014
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
Northern Medical |12/02/2014 Prezista 600 mg |Film-coated tablet| 60 tablets EU/1/06/380/002 | Austria, Belgium, Bulgaria, Sweden 26/06/2014
Group ApS. Cyprus, Czech Republic,

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

16/06/2014

Paranova Oy

28/05/2014

Prezista

800 mg

Film-coated tablet

30 tablets

EU/1/06/380/007

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

Germany

23/06/2014

European Pharma
B.V.

20/03/2014

Privigen

100 mg/ml

Solution for
infusion

3 vials

EU/1/08/446/005

EU/1/05/316/003

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

United

02/06/2014

Ginova Ltd

22/04/2014

Procoralan

5 mg

Film-coated tablet

56 tablets

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

Kingdom

United

06/06/2014

Ginova Ltd

22/04/2014

Procoralan

7.5 mg

Film-coated tablet

56 tablets

EU/1/05/316/010

Czech Republic, Denmark,
France, Germany, Greece,
Ireland, Italy, Luxembourg,
Malta, Norway, Portugal,
Romania, Slovak Republic,
Slovenia, Spain, Sweden,

The Netherlands

Kingdom
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Milinda GmbH & Co.

KG

23/05/2014

Prolia

60 mg/mi

Solution for
injection

1 pre-filled
syringe with
automatic
needle guard
(blistered)

EU/1/10/618/003

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

Germany

20/06/2014

Eureco-Pharma B.V.

20/06/2014

Qutenza

179 mg

Cutaneous patch

1 patch +
1 cleansing gel

EU/1/09/524/001

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

The
Netherlands

27/06/2014

Originalis B.V.

13/05/2014

Remicade

100 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/99/116/001

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

The
Netherlands

02/06/2014

EuroPharma DK
ApS

06/06/2014

Revatio

20 mg

Film-coated tablet

90 tablets

EU/1/05/318/001

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

Germany

12/06/2014
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Northern Medical
Group ApS.

12/02/2014

Revlimid

25 mg

Capsule, hard

21 capsules

EU/1/07/391/004

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, Spain, The
Netherlands, United
Kingdom

Sweden

20/06/2014

ACA Muller ADAG
Pharma AG

13/06/2014

Rilutek

50 mg

Film-coated tablet

56 tablets

EU/1/96/010/001

Austria, Belgium, Cyprus,

Denmark, Finland, France,

Greece, Hungary, Iceland,

Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom

Germany

18/06/2014

Mediwin Ltd

02/06/2014

Silodyx

Capsule, hard

30 capsules

EU/1/09/607/011

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

Spain

24/06/2014

ABACUS MEDICINE
A/S

02/06/2014

Sprycel

100 mg

Film-coated tablet

30 tablets

EU/1/06/363/010

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

Kingdom

Sweden

03/06/2014

Initial notices for parallel distribution —June 2014

EMA/405392/2014

Page 32/42




ABACUS MEDICINE
A/S

02/06/2014

Sprycel

50 mg

Film-coated tablet

60 tablets

EU/1/06/363/002

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

05/06/2014

axicorp Pharma
B.V.

13/06/2014

Stribild

150 mg /
150 mg /
200 mg /
245 mg

Film-coated tablet

90 (3 x 30)
tablets

EU/1/13/830/002

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

18/06/2014

BB Farma s.r.l.

11/06/2014

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

Germany

17/06/2014

kohlpharma GmbH

26/05/2014

Stribild

150 mg /
150 mg /
200 mg /
245 mg

Film-coated tablet

30 tablets

EU/1/13/830/001

Belgium, Norway

Germany

10/06/2014

Initial notices for parallel distribution —June 2014

EMA/405392/2014

Page 33/42




Medicopharm AG

23/06/2014

Stribild

150 mg /
150 mg /
200 mgqg /
245 mg

Film-coated tablet

30 tablets

EU/1/13/830/001

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

Germany

30/06/2014

Ethigen Limited

24/06/2014

Suboxone

8mg/
2 mg

Sublingual tablet

28 tablets

EU/1/06/359/004

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

30/06/2014

hvd medical GmbH

23/05/2014

Suprelorin

4.7 mg

Implant

5 implants
preloaded in
implanters +

1 actuator

EU/2/07/072/002

Belgium

Germany

17/06/2014

hvd medical GmbH

10/06/2014

Suprelorin

9.4 mg

Implant

2 implants
preloaded in
implanters +

1 actuator

EU/2/07/072/003

Belgium

Germany

17/06/2014

axicorp Pharma
B.V.

16/06/2014

Tarceva

100 mg

Film-coated tablet

30 tablets

EU/1/05/311/002

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

Kingdom

Germany

23/06/2014
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Northern Medical |12/02/2014 Tarceva 100 mg |Film-coated tablet| 30 tablets EU/1/05/311/002 | Austria, Belgium, Bulgaria, Sweden 05/06/2014
Group ApS. Cyprus, Czech Republic,
Denmark, Estonia, Finland,
France, Germany, Greece,
Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Spain, The
Netherlands, United

Kingdom
Northern Medical |12/02/2014 Tarceva 150 mg |Film-coated tablet| 30 tablets EU/1/05/311/003 | Austria, Belgium, Bulgaria, Sweden 05/06/2014
Group ApS. Cyprus, Czech Republic,

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

Polyfarma BV 18/06/2014 Tarceva 150 mg |Film-coated tablet| 30 tablets EU/1/05/311/003 | Austria, Belgium, Bulgaria, | Germany | 24/06/2014
Cyprus, Czech Republic,
Denmark, Finland, France,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta,
Norway, Poland, Portugal,
Romania, Slovak Republic,
Slovenia, Spain, Sweden,
The Netherlands, United
Kingdom
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2 Care 4

25/06/2014

Tasigna

200 mg

Capsule, hard

112 capsules
(4x28)
(multipack)

EU/1/07/422/008

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

Sweden

30/06/2014

Orifarm OY

19/05/2014

Tractocile

37.5 mg/
5 ml

Concentrate for
solution for
infusion

1 vial

EU/1/99/124/002

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

Finland

02/06/2014

Canoma Pharma
GmbH

13/06/2014

Tyverb

250 mg

Film-coated tablet

70 tablets

EU/1/07/440/004

Czech Republic, Hungary,
Slovak Republic

Germany

18/06/2014

Eureco-Pharma B.V.

03/06/2014

Tyverb

250 mg

Film-coated tablet

140 tablets

EU/1/07/440/005

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

The
Netherlands

11/06/2014

Dr Fisher Farma BV

02/06/2014

Ultibro
Breezhaler

85 mcg /
43 mcg

Inhalation
powder, hard
capsule

30 x 1 capsule
+ 1 inhaler

EU/1/13/862/003

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

Kingdom

The
Netherlands

26/06/2014
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axicorp Pharma
B.V.

05/06/2014

VELCADE

3.5 mg

Powder for
solution for
injection

1 vial

EU/1/04/274/001

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

Germany

16/06/2014

Orifarm OY

19/05/2014

Vfend

200 mg

Powder for
solution for
infusion

1 vial

EU/1/02/212/025

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

Finland

04/06/2014

Paranova Oy

28/05/2014

Vfend

200 mg

Powder for
solution for
infusion

1 vial

EU/1/02/212/025

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

Finland

23/06/2014
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BB Farma s.r.l.

20/05/2014

Viagra

100 mg

Film-coated tablet

12 tablets

EU/1/98/077/012

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

03/06/2014

2 Care 4

18/06/2014

Victoza

6 mg/ml

Solution for
injection in pre-
filled pen

3 pre-filled
pens

EU/1/09/529/003

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

Denmark

23/06/2014

Doncaster
Pharmaceuticals
Group Ltd

08/05/2014

Victoza

6 mg/ml

Solution for
injection in pre-
filled pen

2 pre-filled
pens

EU/1/09/529/002

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

Ireland,
Malta,
United

Kingdom

02/06/2014

Medicopharm AG

02/06/2014

Viread

245 mg

Film-coated tablet

3 x 30 tablets

EU/1/01/200/002

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

Germany

05/06/2014
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Film-coated tablet

10 tablets

EU/1/08/472/006

Austria, Belgium, Cyprus,
Czech Republic, Denmark,

Germany

23/06/2014

Docpharm 17/06/2014 Xarelto 10 mg

GmbH&CoKGaA

Film-coated tablet

28 tablets

EU/1/08/472/018

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

United
Kingdom

04/06/2014

Ginova Ltd 27/03/2014 Xarelto 20 mg

28 tablets

EU/1/08/472/018

Denmark, Estonia, France,
Germany, Greece, Hungary,
Ireland, Italy, Latvia,

Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands
Austria, Belgium, Cyprus,
Denmark, Finland, France,

Ireland,
United

26/06/2014

G-Pharma Ltd 20/06/2014 Xarelto 20 mg

Film-coated tablet

Film-coated tablet

28 tablets EU/1/08/472/018

Germany, Greece, Iceland,
Ireland, Italy,
Liechtenstein, Luxembourg
Malta, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom

Finland, France, Greece,

Austria, Belgium, Denmark,

Kingdom

Germany

25/06/2014

kohlpharma GmbH | 04/03/2014 Xarelto 20 mg

Ireland, Italy, Norway,
Portugal, Spain, Sweden

The Netherlands, United

Kingdom
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Lexon (UK) Ltd

03/04/2014

Xarelto

20 mg

Film-coated tablet

28 tablets

EU/1/08/472/018

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

Ireland,
United
Kingdom

02/06/2014

MPT Pharma

23/05/2014

Xarelto

20 mg

Film-coated tablet

28 tablets

EU/1/08/472/018

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

Ireland,
Malta,
United

Kingdom

06/06/2014

Paranova Oy

18/06/2014

Xelevia

50 mg

Film-coated tablet

98 tablets

EU/1/07/382/011

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

Ireland, Italy,

Liechtenstein, Luxembourg,

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

Kingdom

Finland 24/06/2014
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Alliance Healthcare,
S.A.

14/04/2014

Xenical

120 mg

Capsule, hard

84 capsules

EU/1/98/071/003

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

Portugal

13/06/2014

Canoma Pharma
GmbH

12/06/2014

Xeplion

100 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/004

Austria, Belgium, France,
Greece, Italy, Norway,
Sweden, United Kingdom

Germany

17/06/2014

Canoma Pharma
GmbH

12/06/2014

Xeplion

150 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/005

Austria, Belgium, France,
Greece, Italy, Norway,
Sweden, United Kingdom

Germany

17/06/2014

Canoma Pharma
GmbH

12/06/2014

Xeplion

75 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/003

Austria, Belgium, France,
Greece, Italy, Norway,
Sweden, United Kingdom

Germany

17/06/2014

Medicopharm AG

17/06/2014

Xeplion

75 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

EU/1/11/672/003

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

Germany

24/06/2014

Orifarm AS

14/05/2014

Xtandi

40 mg

Capsule, soft

112 capsules

EU/1/13/846/001

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

Denmark

03/06/2014
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0.25 mg

Powder for

1 vial

EU/1/07/417/001

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

Finland 04/06/2014

Orifarm OY 13/05/2014 Yondelis

Zelboraf

240 mg

concentrate for
solution for

Film-coated tablet

infusion

56 tablets

Liechtenstein, Luxembourg,

EU/1/12/751/001

Ireland, Italy,

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

Finland 02/06/2014

Orifarm OY 13/05/2014

100 mg

Capsule, hard

56 capsules

EU/1/04/307/004

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

Ireland, 17/06/2014

United
Kingdom

16/06/2014| Zonegran

Polyfarma Ltd

Zytiga

250 mg

Tablet

120 tablets

EU/1/11/714/001

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

Denmark

03/06/2014

Orifarm AS 27/05/2014

Luxembourg, Malta,
Norway, Portugal, Spain,

Sweden, The Netherlands,

United Kingdom
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