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49 x 1 tablets | EU/1/04/276/008

(unit dose)

adequapharm GmbH (01/10/2014 Abilify 10 mg Tablet

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

Germany

20/10/2014

14 x 1 tablets | EU/1/04/276/006

(unit dose)

adequapharm GmbH (22/10/2014 Abilify 10 mg Tablet

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

United Kingdom

Germany

23/10/2014

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555
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adequapharm GmbH (22/10/2014 Abilify 15 mg Tablet 49 x 1 tablets | EU/1/04/276/013 | Austria, Belgium, Cyprus, Germany |23/10/2014
(unit dose) Denmark, Finland, France,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta, Norway,
Portugal, Romania, Spain,
Sweden, The Netherlands,
United Kingdom
adequapharm GmbH (23/10/2014 Abilify 15 mg Tablet 14 x 1 tablets | EU/1/04/276/011 | Austria, Belgium, Cyprus, Germany |29/10/2014
(unit dose) Denmark, Finland, France,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta, Norway,
Portugal, Romania, Spain,
Sweden, The Netherlands,
United Kingdom
Eureco-Pharma B.V. [10/10/2014| ABILIFY 400 mg Powder and 1 powder vial | EU/1/13/882/002 | Austria, Belgium, Bulgaria, The 22/10/2014
MAINTENA solvent for + 1 solvent Croatia, Cyprus, Czech Netherlands
prolonged-release vial + 1 Republic, Denmark, Estonia,
suspension for syringe with Finland, France, Germany,
injection pre-attached Greece, Hungary, Iceland,
needle + Ireland, Italy, Latvia,
1 disposable Liechtenstein, Lithuania,
syringe with Luxembourg, Malta, Norway,
luer lock tip + Poland, Portugal, Romania,
1 vial adapter Slovak Republic, Slovenia,
+ 2 needles Spain, Sweden, United
(38 and 50 Kingdom
mm)
ABACUS MEDICINE |22/10/2014 Aclasta 5 mg/ Solution for 1 bottle EU/1/05/308/001 | Austria, Belgium, Bulgaria, Sweden 30/10/2014
A/S 100 ml infusion 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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axicorp Pharma
GmbH

14/10/2014

Aerius

Orodispersible
tablet

90 tablets

EU/1/00/160/059

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

16/10/2014

Orifarm AB

02/10/2014

Aerius

2.5 mg

Orodispersible
tablet

60 tablets

EU/1/00/160/046

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

Sweden

06/10/2014

Orifarm AB

02/10/2014

Aerius

2.5 mg

Orodispersible
tablet

90 tablets

EU/1/00/160/047

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

Kingdom

Sweden

06/10/2014
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0.0. sp. k.

Pharmavitae Sp. z

03/10/2014

Aerius

0.5 mg/ml

Oral solution

1 bottle

ABACUS MEDICINE
A/S

02/10/2014

Angiox

250 mg

Powder for

10 vials

EU/1/00/160/069

EU/1/04/289/001

Ireland, Italy, Latvia,
Lithuania, Luxembourg,

The Netherlands, United
Kingdom

Austria, Belgium, Bulgaria,
Cyprus, Denmark, Estonia,
Finland, France, Germany,
Greece, Hungary, Iceland,

Malta, Norway, Portugal,
Romania, Slovak Republic,
Slovenia, Spain, Sweden,

Poland 09/10/2014

PHARMACHIM AB

24/09/2014

Angiox

250 mg

concentrate for
solution for
injection/infusion

Powder for

10 vials

Croatia, Cyprus, Czech

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

Poland, Portugal, Romania,

Slovak Republic, Slovenia,

Spain, The Netherlands,
United Kingdom

Austria, Belgium, Bulgaria,

Republic, Denmark, Estonia,
Finland, France, Germany,

Luxembourg, Malta, Norway,

Sweden 13/10/2014

Orifarm GmbH

09/10/2014

Apidra

100

concentrate for
solution for
injection/infusion

Solution for

EU/1/04/289/001

Austria, Belgium, Cyprus,
France, Germany, Greece,
Ireland, Italy, Malta,

Norway, Portugal, Spain, The

Netherlands, United
Kingdom

Sweden 13/10/2014

Units/mi

injection

5 cartridges

EU/1/04/285/008

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

Germany |16/10/2014

United Kingdom
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Orifarm GmbH 10/10/2014 Arixtra 7.5 mg/ Solution for 20 pre-filled | EU/1/02/206/019 | Austria, Belgium, Denmark, Germany |14/10/2014
0.6 ml injection syringes Finland, France, Greece,
Iceland, Ireland, Italy,

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

Kingdom
Orifarm GmbH 13/10/2014 Arixtra 10 mg/ Solution for 7 pre-filled EU/1/02/206/016 | Austria, Belgium, Denmark,
0.8 ml injection syringes Finland, France, Greece,
Iceland, Ireland, Italy,

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

Kingdom
84 tablets EU/1/13/838/003 | 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
EU/1/13/838/002 | Austria, Belgium, Bulgaria, Germany
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 |14/10/2014

Germany |08/10/2014

axicorp Pharma B.V. |02/06/2014| AUBAGIO 14 mg |Film-coated tablet

08/10/2014

axicorp Pharma B.V. |02/06/2014| AUBAGIO 14 mg |Film-coated tablet| 28 tablets
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Milinda GmbH & Co.

KG

07/10/2014

AUBAGIO

14 mg

Film-coated tablet

28 tablets

EU/1/13/838/002

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

Germany

23/10/2014

Milinda GmbH & Co.

KG

07/10/2014

AUBAGIO

14 mg

Film-coated tablet

84 tablets

EU/1/13/838/003

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

Germany

23/10/2014

GEKOFAR S.r.l.

21/07/2014

Avamys

27.5
micrograms
/spray

Nasal spray,
suspension

1 bottle

EU/1/07/434/003

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

Italy

02/10/2014

ABACUS MEDICINE
A/S

20/10/2014

Avonex

30 pg/
0.5 ml
(6 million
1U)

Solution for
injection

12 pre-filled
pens

EU/1/97/033/006

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

22/10/2014
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HAEMATO PHARM
GmbH

25/07/2014

Avonex

30 pg/
0.5 ml
(6 million
V)

Solution for
injection

4 pre-filled
pens

EU/1/97/033/005

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

Germany

06/10/2014

HAEMATO PHARM
GmbH

25/07/2014

Avonex

30 pg/
0.5 ml
(6 million
1U)

Solution for
injection

12 pre-filled
pens

EU/1/97/033/006

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

Germany

06/10/2014

Docpharm
GmbH&CoKGaA

21/10/2014

Azarga

10 mg/ml /
5 mg/ml

Eye drops,
suspension

1 bottle

EU/1/08/482/001

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

Germany

27/10/2014

Docpharm
GmbH&CoKGaA

21/10/2014

Azarga

10 mg/ml /
5 mg/ml

Eye drops,
suspension

3 bottles

EU/1/08/482/002

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

Germany

27/10/2014
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Ginova Ltd 14/10/2014 Azarga 10 mg/ml /

Eye drops, 1 bottle
5 mg/ml

EU/1/08/482/001
suspension

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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, Germany |01/10/2014
Czech Republic, Denmark,
Finland, France, Greece,
Iceland, Ireland, Italy,
Liechtenstein, Luxembourg,
Malta, Norway, Portugal,
Slovak Republic, Spain,
Sweden, The Netherlands,
United Kingdom
90 x 1 tablets | EU/1/06/343/006 | Austria, Belgium, Bulgaria, Germany |21/10/2014
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

United 21/10/2014
Kingdom

HAEMATO PHARM

25/07/2014
GmbH

Azarga 10 mg/ml / Eye drops, 3 bottles EU/1/08/482/002
5 mg/ml suspension

ABACUS MEDICINE |16/10/2014| Baraclude 0.5 mg [Film-coated tablet
A/S
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EU/1/06/343/007

Austria, Belgium, Bulgaria,

Germany

21/10/2014

ABACUS MEDICINE (16/10/2014| Baraclude

A/S

Film-coated tablet

90 x 1 tablets

30 x 1 tablets

EU/1/06/343/003

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

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

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

Austria, Belgium, Cyprus,

Croatia, Cyprus, Czech

Lithuania, Luxembourg,
Malta, Norway, Poland,

United Kingdom

Netherlands

The 0

7/10/2014

BModesto B.V. 23/09/2014| Baraclude

0.5 mg

Film-coated tablet

Denmark, Finland, France,
Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway,

Austria, Belgium, Denmark,

Portugal, Romania, Spain,
Sweden, United Kingdom

Germany

29/10/2014

Orifarm GmbH 24/10/2014| Betmiga

50 mg

Prolonged-release
tablet

50 tablets

EU/1/12/809/017

EU/1/12/809/018

Austria, Belgium, Denmark,

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom

Germany

29/10/2014

Orifarm GmbH 24/10/2014| Betmiga

50 mg

Prolonged-release
tablet

100 tablets

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom
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Orifarm AS

20/10/2014

Bretaris
Genuair

322 g

Inhalation powder

1 inhaler with
60 actuations

EU/1/12/781/002

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

28/10/2014

Orifarm AS

20/10/2014

Bretaris
Genuair

322 g

Inhalation powder

3 inhalers with
60 actuations

EU/1/12/781/003

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

28/10/2014

Dr Fisher Farma BV

22/10/2014

Brilique

90 mg

Film-coated tablet

56 tablets

EU/1/10/655/004

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

30/10/2014

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 10/63



EU-Pharma BV

25/09/2014

Brilique

FD Pharma GmbH

30/09/2014

CellCept

90 mg

500 mg

Film-coated tablet

56 tablets

EU/1/10/655/004

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

The

Netherlands

30/10/2014

Pharma Gerke GmbH

21/07/2014

Cervarix

Film-coated tablet

50 tablets

EU/1/96/005/002

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

Germany

06/10/2014

Eurim-Pharm 18/07/2014

Champix

Suspension for
injection

1 pre-filled
syringe +
1 needle

EU/1/07/419/004

Kingdom
Austria, Belgium, Czech
Republic, Finland, France,

Greece, Ireland, ltaly,

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

Kingdom

Germany

27/10/2014

Arzneimittel GmbH

1.0 mg

Film-coated tablet

56 tablets

EU/1/06/360/016

Austria, Belgium, Bulgaria,
Denmark, Finland, France,
Greece, Ireland, ltaly,
Norway, Poland, Portugal,
Romania, Spain, Sweden,
The Netherlands, United

Kingdom

Germany

22/10/2014
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Shipping Dynamics
Scandinavia AB

08/09/2014

Champix

1.0 mg

Film-coated tablet

112 tablets

EU/1/06/360/022

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

Sweden

27/10/2014

Shipping Dynamics
Scandinavia AB

03/10/2014

Cialis

10 mg

Film-coated tablet

4 tablets

EU/1/02/237/001

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

Sweden

07/10/2014

Kosei Pharma UK
Limited

27/10/2014

Competact

15 mg /
850 mg

Film-coated tablet

56 tablets

EU/1/06/354/005

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

Kingdom

Ireland,
United
Kingdom

30/10/2014
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Orifarm GmbH

06/10/2014

Dafiro HCT

10 mg /
160 mg /
25 mg

Film-coated tablet

98 tablets

EU/1/09/574/042

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

Germany

23/10/2014

Orifarm GmbH

06/10/2014

Dafiro HCT

5mg/
160 mg /
12.5 mg

Film-coated tablet

98 tablets

EU/1/09/574/006

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

Germany

23/10/2014

Orifarm GmbH

06/10/2014

Dafiro HCT

5mg/
160 mg /
25 mg

Film-coated tablet

98 tablets

EU/1/09/574/030

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

Germany

23/10/2014

Orifarm GmbH

07/10/2014

Dafiro HCT

10 mg /
160 mg /
12.5 mg

Film-coated tablet

98 tablets

EU/1/09/574/018

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

Germany

23/10/2014

BB Farma s.r.l.

01/10/2014

Ebixa

20 mg

Film-coated tablet

98 tablets

EU/1/02/219/031

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

06/10/2014
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25/09/2014

10 mg

Efient

Film-coated tablet

28 tablets

EU/1/08/503/009

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
Finland, France, Germany,

Latvia, Portugal, Romania,

Denmark

Greece, Ireland, ltaly,

Spain, Sweden, The

03/10/2014

Chemvet Pharma
ApS

Eklira

EU/1/12/778/002

1 inhaler with
60 actuations

322 ug |Inhalation powder

Netherlands, United
Kingdom

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

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

The

Netherlands

08/10/2014

30/10/2014

Dr Fisher Farma BV

22/05/2014

27/10/2014

Genuair

Eklira
Genuair

Inhalation powder

1 inhaler with
60 actuations

EU/1/12/778/002

322 pg

United Kingdom
Austria, Belgium, Cyprus,
Denmark, Finland, France,

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

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

Ireland,
United
Kingdom

Kosei Pharma UK
Limited

Eklira

03/09/2014
Genuair

322 ug |Inhalation powder

1 inhaler with
60 actuations

EU/1/12/778/002

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

The Netherlands, United

Ireland,
Malta, United
Kingdom

17/10/2014

WAYMADE PLC

Kingdom
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STRATHCLYDE
PHARMACEUTICALS
LTD

25/09/2014

Eliquis

2.5 mg

Film-coated tablet

60 tablets

EU/1/11/691/003

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

15/10/2014

STRATHCLYDE
PHARMACEUTICALS
LTD

01/10/2014

Eliquis

Film-coated tablet

60 tablets

EU/1/11/691/009

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

07/10/2014

Paranova Lakemedel
AB

22/10/2014

ellaOne

30 mg

Tablet

1 tablet

EU/1/09/522/001

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

Sweden

27/10/2014
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Docpharm
GmbH&CoKGaA

21/10/2014

Enbrel

25 mg

Solution for
injection in pre-
filled syringe

4 pre-filled
syringes +
4 alcohol
swabs

EU/1/99/126/013

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

Germany

27/10/2014

Docpharm
GmbH&CoKGaA

21/10/2014

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

Germany

27/10/2014

Originalis B.V.

24/07/2014

Enbrel

50 mg

Solution for
injection in pre-
filled syringe

12 pre-filled
syringes +
12 alcohol

swabs

EU/1/99/126/018

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

01/10/2014

Canoma Pharma
GmbH

14/10/2014

Erbitux

5 mg/ml

Solution for
infusion

1 vial

EU/1/04/281/003

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

Germany

20/10/2014

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 16/63



BB Farma s.r.l.

14/10/2014

Evista

60 mg

Film-coated tablet

84 tablets

EU/1/98/073/003

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

21/10/2014

Emra-Med

17/02/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

90 (3 x 30)
sachets
(multipack)

EU/1/98/066/030

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

Germany

24/10/2014

Orifarm AS

13/10/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

30 sachets

EU/1/98/066/028

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

24/10/2014
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EU/1/98/066/029

Austria, Belgium, Bulgaria,

Denmark

24/10/2014

Orifarm AS

13/10/2014

Exelon

13.3mg/
24 hours

Transdermal
patch

60 (2 x 30)
sachets
(multipack)

98 tablets

EU/1/09/569/018

Cyprus, Czech Repubilic,
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,

Germany

14/10/2014

axicorp Pharma
GmbH

13/10/2014

Exforge HCT

10 mg /
160 mg /
12.5 mg

Film-coated tablet

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
Austria, Belgium, Bulgaria,

Germany

16/10/2014

axicorp Pharma
GmbH

13/10/2014

Exforge HCT

10 mg /
160 mg /
25 mg

Film-coated tablet

98 tablets

EU/1/09/569/042

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

Initial notices for parallel distribution — October 2014
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axicorp Pharma
GmbH

13/10/2014

Exforge HCT

5mg/

Film-coated tablet

98 tablets
/

Docpharm
GmbH&CoKGaA

21/10/2014

Exforge HCT

160 mg
25 mg

10 mg /
160 mg /

Film-coated tablet

EU/1/09/569/030

Austria, Belgium, Bulgaria,

Germany

28 tablets EU/1/09/569/014

Croatia, Cyprus, Czech

Finland, France, Greece,

Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom

Republic, Denmark, Estonia,

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

14/10/2014

Docpharm

21/10/2014
GmbH&CoKGaA

Exforge HCT

12.5 mg

10 mg /
160 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

23/10/2014

Docpharm

27/10/2014
GmbH&CoKGaA

Exforge HCT

12.5 mg

10 mg /
160 mg /

Film-coated tablet| 28 tablets

EU/1/09/569/038

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

Germany

23/10/2014

25 mg

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

Germany

Kingdom

30/10/2014
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Docpharm
GmbH&CoKGaA

27/10/2014

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

30/10/2014

Docpharm
GmbH&CoKGaA

27/10/2014

Exforge HCT

5mg/
160 mg /
25 mg

Film-coated tablet

28 tablets

EU/1/09/569/026

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

Germany

30/10/2014

Docpharm
GmbH&CoKGaA

27/10/2014

Exforge HCT

5mg/1
60 mg / 25
mg

Film-coated tablet

98 tablets

EU/1/09/569/030

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

Germany

30/10/2014

IMED Healthcare Ltd

16/10/2014

Exforge HCT

10 mg /
160 mg /
12.5 mg

Film-coated tablet

28 tablets

EU/1/09/569/014

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

21/10/2014
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IMED Healthcare Ltd

16/10/2014

Exforge HCT

5mg/
160 mg /
12.5 mg

Film-coated tablet

28 tablets

EU/1/09/569/002

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

21/10/2014

Docpharm
GmbH&CoKGaA

Emra-Med

21/10/2014

Eylea

40 mg/ml Solution for

injection

1 vial

EU/1/12/797/002

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

Germany

27/10/2014

HAEMATO PHARM

14/10/2014

Fampyra

10 mg |Prolonged-release

tablet

56 tablets

EU/1/11/699/004

Germany

Austria

24/10/2014

GmbH

05/09/2014

Fampyra

10 mg |Prolonged-release

tablet

56 tablets

EU/1/11/699/004

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

Denmark

02/10/2014
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Paranova Lakemedel
AB

20/10/2014

Fampyra

10 mg

Prolonged-release
tablet

56 tablets

EU/1/11/699/004

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

28/10/2014

Paranova Oy

20/10/2014

Fampyra

10 mg

Prolonged-release
tablet

56 tablets

EU/1/11/699/004

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

28/10/2014

BB Farma s.r.l.

10/10/2014

Forsteo

20 pg/80 pl

Solution for
injection

3 pre-filled
pens

EU/1/03/247/002

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

Kingdom

Germany

14/10/2014
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MPT Pharma

24/09/2014

Forxiga

Film-coated tablet

28 tablets

EU/1/12/795/002

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

Ireland,
Malta, United
Kingdom

03/10/2014

Necessity Supplies
Ltd

01/10/2014

Forxiga

10 mg

Film-coated tablet

28 tablets

EU/1/12/795/007

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

06/10/2014

Necessity Supplies
Ltd

01/10/2014

Forxiga

Film-coated tablet

28 tablets

EU/1/12/795/002

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

Kingdom

Ireland,
United
Kingdom

06/10/2014
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NewNeopharm BV

NewNeopharm BV

30/09/2014

Forxiga

10 mg

Film-coated tablet

98 tablets

EU/1/12/795/008

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

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

The Netherlands, United

Denmark

Liechtenstein,

Kingdom

03/10/2014

Denmark

03/10/2014

30/09/2014

Forxiga 10 mg

Film-coated tablet

28

tablets

EU/1/12/795/007

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

Kingdom

Denmark

17/10/2014

29/09/2014

Forxiga 10

mg

Film-coated tablet

28 tablets

EU/1/12/795/007

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

Italy, Liechtenstein,

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

The Netherlands, United
Kingdom

Denmark

17/10/2014

Orifarm AS

29/09/2014

Forxiga

10 mg

Film-coated tablet

98 tablets

EU/1/12/795/008

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

The 08/10/2014

Orifarm AS

07/10/2014

Ganfort

300 pg/ml /
5 mg/ml

Eye drops,
solution

containers
(LPDE)

30 single-dose

EU/1/06/340/004

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

Netherlands

Poland, Portugal, Spain,
Sweden, United Kingdom

Luxembourg, Malta, Norway,

Medcor
Pharmaceuticals BV

Page 24/63
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Northern Medical
Group ApS.

24/07/2014

Glivec

100 mg

Film-coated tablet

120 film-
coated tablets

EU/1/01/198/011

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

24/10/2014

ABACUS MEDICINE
A/S

22/10/2014

GONAL-f

900 U/
1.5 ml
(66
micrograms
/1.5 ml)

Solution for
injection in pre-
filled pen

1 pre-filled pen
+ 20 needles

EU/1/95/001/035

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

Germany

29/10/2014

ACA Miller ADAG
Pharma AG

08/05/2014

Humalog

100 U/ml

Suspension for
injection

2 X 5 pens

EU/1/96/007/036

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

Germany

08/10/2014
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ACA Miller ADAG
Pharma AG

14/05/2014

Humalog

100 U/ml

Solution for
injection

5 x 1 vial

EU/1/96/007/021

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

Germany

01/10/2014

ABACUS MEDICINE
A/S

22/10/2014

Humira

40 mg

Solution for
injection

4 pre-filled
syringes +

4 alcohol pads

EU/1/03/256/004

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

27/10/2014

kohlpharma GmbH

27/10/2014

Inovelon

400 mg

Film-coated tablet

200 tablets

EU/1/06/378/016

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

Germany

30/10/2014

Orifarm GmbH

12/09/2014

Invokana

300 mg

Film-coated tablet

30 tablets

EU/1/13/884/006

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

Kingdom

Germany

02/10/2014
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EU/1/09/526/002

Austria, Belgium, Bulgaria,

Germany |24/10/2014

A/S

ABACUS MEDICINE [20/10/2014

Iressa

250 mg |Film-coated tablet

30 tablets

EU/1/09/526/001

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
Austria, Belgium, Bulgaria,

Germany |14/10/2014

BB Farma s.r.l.

10/10/2014

Iressa

250 mg |F

ilm-coated tablet| 30 tablets

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
Austria, Belgium, Denmark,

The 14/10/2014

Orifarm AS

09/10/2014

Iressa

250 mg

Film-coated tablet

30 tablets

EU/1/09/526/002

Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Norway,
Portugal, Spain, Sweden,

United Kingdom

Netherlands
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Necessity Supplies
Ltd

01/10/2014

Janumet

50 mg /
1000 mg

Film-coated tablet

56 tablets

EU/1/08/455/010

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

22/10/2014

Ginova Ltd

Orifarm AS

07/10/2014

Januvia

25 mg

Film-coated tablet

28 tablets

EU/1/07/383/002

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

20/10/2014

02/10/2014

Januvia

25 mg

Film-coated tablet

98 tablets

EU/1/07/383/005

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

Denmark

06/10/2014

PULLPHARMA LTD

02/10/2014

Januvia

100 mg

Film-coated tablet

28 tablets

EU/1/07/383/014

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

Ireland,
United
Kingdom

08/10/2014

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 28/63



axicorp Pharma
GmbH

14/10/2014

Keppra

100 mg/ml

Oral solution

1 bottle +
1 oral syringe
1mil

EU/1/00/146/032

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

17/10/2014

Necessity Supplies
Ltd

14/03/2014

Keppra

100 mg/ml

Oral solution

1 bottle +
1 oral syringe
10 ml

EU/1/00/146/027

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

Ireland,
United
Kingdom

03/10/2014

Necessity Supplies
Ltd

14/03/2014

Keppra

100 mg/ml

Oral solution

1 bottle +
1 oral syringe
3ml

EU/1/00/146/031

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

Ireland,
United
Kingdom

03/10/2014
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Necessity Supplies
Ltd

14/03/2014

Keppra

100 mg/ml

Oral solution

1 bottle +
1 oral syringe
1mil

EU/1/00/146/032

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

Ireland,
United
Kingdom

03/10/2014

Cross Pharma AB

26/09/2014

Kineret

100 mg

Solution for
injection

28 pre-filled
syringes

EU/1/02/203/003

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

17/10/2014

axicorp Pharma B.V.

15/10/2014

Kiovig

100 mg/ml

Solution for
infusion

1 vial

EU/1/05/329/006

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

21/10/2014
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European Pharma
B.V.

04/06/2014

Kivexa

300 mg /
600 mg

Film-coated tablet

30 tablets

EU/1/04/298/002

Austria, Belgium, Bulgaria,
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

06/10/2014

2 Care 4

30/09/2014

Levetirace-
tam Accord

1000 mg

Film-coated tablet

100 tablets

EU/1/11/712/027

Austria, Belgium, Denmark,
Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,

Norway, Portugal, Spain, The

Netherlands, United
Kingdom

Sweden

02/10/2014

2 Care 4

30/09/2014

Levetirace-
tam Accord

250 mg

Film-coated tablet

100 tablets

EU/1/11/712/006

Austria, Belgium, Denmark,
Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,

Norway, Portugal, Spain, The

Netherlands, United
Kingdom

Sweden

02/10/2014

2 Care 4

30/09/2014

Levetirace-
tam Accord

500 mg

Film-coated tablet

100 tablets

EU/1/11/712/013

Austria, Belgium, Denmark,
Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,

Norway, Portugal, Spain, The

Netherlands, United
Kingdom

Sweden

02/10/2014

2 Care 4

30/09/2014

Levetirace-
tam Accord

750 mg

Film-coated tablet

100 tablets

EU/1/11/712/020

Austria, Belgium, Denmark,
Finland, France, Germany,
Greece, Iceland, Ireland,
Italy, Luxembourg, Malta,

Norway, Portugal, Spain, The

Netherlands, United
Kingdom

Sweden

02/10/2014
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Austria, Belgium, Czech Germany |21/10/2014

26/09/2014| Lucentis 10 mg/ml Solution for 1 pre-filled EU/1/06/374/003
injection syringe Republic, Denmark, Finland,
France, Greece, Hungary,
Ireland, Italy, Norway,
Portugal, Slovak Republic,
Spain, Sweden, The
Netherlands, United
Kingdom
18/07/2014| Lumigan 0.3 mg/mi Eye drops, 90 single-dose | EU/1/02/205/007 | Austria, Belgium, Finland, Germany |27/10/2014
solution containers France, Greece, Ireland,
Italy, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
100 x 1 EU/1/04/279/019 | Austria, Belgium, Bulgaria, Germany |08/10/2014
capsules 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
Austria, Belgium, Cyprus,
Denmark, Finland, France,
Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,
Luxembourg, Malta, Norway,
Portugal, Spain, The
Netherlands, United
Kingdom

Eurim-Pharm
Arzneimittel GmbH

Pharma Gerke GmbH

axicorp Pharma |23/09/2014 Lyrica 150 mg Capsule, hard

GmbH

Sweden 17/10/2014

1 bottle EU/2/97/004/005

Metacam 1.5 mg/ml | Oral suspension

Cross Pharma AB (14/10/2014
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Pharma Gerke GmbH

14/08/2014

Micardis

40 mg

Tablet

98 tablets

EU/1/98/090/004

Austria, Belgium, Bulgaria,
Czech Republic, Estonia,
Finland, France, Greece,
Hungary, Ireland, Italy,

Latvia, Lithuania, Norway,
Poland, Portugal, Slovak
Republic, Spain, Sweden,
The Netherlands, United

Kingdom

Germany

24/10/2014

HAEMATO PHARM
GmbH

24/09/2014

MicardisPlus

80 mg /
12.5 mg

Tablet

56 tablets

EU/1/02/213/009

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

Germany

06/10/2014

HAEMATO PHARM
GmbH

29/09/2014

MicardisPlus

80 mg /
25 mg

Tablet

56 tablets

EU/1/02/213/021

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

Germany

06/10/2014
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Doncaster

Pharmaceuticals

Group Ltd

Emra-Med

07/10/2014

Mirapexin

0.52 mg

Prolonged-release
tablet

30 tablets

EU/1/97/051/017

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

09/10/2014

Pharma Gerke GmbH

29/09/2014

Mixtard

100 1U/ml

Suspension for
injection

10 pre-filled
pens

EU/1/02/231/032

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

Germany

16/10/2014

07/08/2014

M-M-
RVAXPRO

Powder and
solvent for
suspension for
injection

1 vial +
1 pre-filled
syringe +
2 needles

EU/1/06/337/011

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

Spain, Sweden, The
Netherlands, United
Kingdom

Germany

24/10/2014

Pharma Gerke GmbH

07/08/2014

M-M-
RVAXPRO

Powder and
solvent for
suspension for
injection

10 vials +
10 pre-filled
syringes +
20 needles

EU/1/06/337/012

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

Spain, Sweden, The
Netherlands, United

Kingdom

Germany

24/10/2014
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Al Pharmaceuticals

19/09/2014

Neupro

2 mg/24h

Transdermal
patch

28 patches

EU/1/05/331/002

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

United
Kingdom

14/10/2014

Al Pharmaceuticals

19/09/2014

Neupro

4 mg/24h

Transdermal
patch

28 patches

EU/1/05/331/005

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

United
Kingdom

14/10/2014

Al Pharmaceuticals

19/09/2014

Neupro

6 mg/24h

Transdermal
patch

28 patches

EU/1/05/331/008

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

United
Kingdom

14/10/2014

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 35/63




Al Pharmaceuticals

19/09/2014

Neupro

8 mg/24h

Transdermal
patch

28 patches

EU/1/05/331/011

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

United
Kingdom

14/10/2014

Docpharm
GmbH&CoKGaA

15/10/2014

Neupro

3 mg/24h

Transdermal
patch

28 patches

EU/1/05/331/049

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

Germany

20/10/2014

Docpharm
GmbH&CoKGaA

15/10/2014

Neupro

3 mg/24h

Transdermal
patch

84 patches

EU/1/05/331/053

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

Germany

20/10/2014

Eurim-Pharm
Arzneimittel GmbH

22/10/2014

Neupro

3 mg/24h

Transdermal
patch

84 patches

EU/1/05/331/053

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

Germany

27/10/2014

Milinda GmbH & Co.
KG

24/09/2014

Neupro

4 mg/24h

Transdermal
patch

7 patches

EU/1/05/331/004

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

Germany

29/10/2014

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 36/63



KG

Milinda GmbH & Co

. 124/09/2014

Neupro

4 mg/24h

Transdermal

28 patches

EU/1/05/331/005

KG

Milinda GmbH & Co

. 124/09/2014

Neup

ro

4 mg/24h

patch

patch

Transdermal

56 patches

EU/1/05/331/022

Greece, Ireland, ltaly,

Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

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

Luxembourg, Malta, Norway,

Germany

29/10/2014

KG

Milinda GmbH & Co

. 124/09/2014

Neupro

4 mg/24h

patch

Transdermal

84 patches

EU/1/05/331/024

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

Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

Luxembourg, Malta, Norway,

Germany

29/10/2014

KG

Milinda GmbH & Co. |24/09/2014

Neupro

8 mg/24h

Transdermal

7 patches

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

Germany

29/10/2014

Milinda GmbH & Co

KG

. |24/09/2014

Neupro

8 mg/24h

patch

Transdermal
patch

28 patches

EU/1/05/331/010

EU/1/05/331/011

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

Kingdom

Germany

29/10/2014

Luxembourg, Malta, Norway,

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

Portugal, Spain, Sweden,
The Netherlands, United

Kingdom

Germany

29/10/2014
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Milinda GmbH
KG

& Co.

24/09/2014

Neupro

8 mg/24h

Transdermal

56 patches

EU/1/05/331/034

KG

Milinda GmbH & Co.

24/09/2014

Neupro

8 mg/24h

patch

Transdermal
patch

84 patches

EU/1/05/331/036

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

Germany

29/10/2014

Orifarm GmbH

08/10/2014

Neup

ro 2 mg/24h

Transdermal
patch

7 patches

EU/1/05/331/001

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

Germany

29/10/2014

Orifarm GmbH

08/10/2014

Neupro

2 mg/24h

Transdermal

84 patches

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

Portugal, Spain, Sweden,

The Netherlands, United

Kingdom

Germany

09/10/2014

Orifarm GmbH

08/10/2014

Neupro

4 mg/24h

patch

Transdermal
patch

7 patches EU/1/05/331/004

EU/1/05/331/018

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

Germany

09/10/2014

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

Kingdom

Germany

09/10/2014
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Orifarm GmbH

08/10/2014

Neupro

4 mg/24h

Transdermal
patch

84 patches

EU/1/05/331/024

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

Germany

09/10/2014

Orifarm GmbH

08/10/2014

Neupro

8 mg/24h

Transdermal
patch

7 patches

EU/1/05/331/010

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

Germany

09/10/2014

Orifarm GmbH

08/10/2014

Neupro

8 mg/24h

Transdermal
patch

84 patches

EU/1/05/331/036

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

Germany

09/10/2014

Paranova Danmark
AS

08/10/2014

NeuroBloc

5000 u/ml

Solution for
injection

1 vial

EU/1/00/166/003

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

Denmark

13/10/2014

Orifarm AS

29/09/2014

Nexavar

200 mg

Film-coated tablet

112 tablets

EU/1/06/342/001

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

The
Netherlands

01/10/2014
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Cross Pharma AB

30/09/2014

Nivestim

30 MU
(300 pg/
0.5 ml)

Solution for
injection/infusion

5 pre-filled
syringes

EU/1/10/631/005

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

Sweden

02/10/2014

Cross Pharma AB

30/09/2014

Nivestim

48 MU
(480 g/
0.5 ml)

Solution for
injection/infusion

5 pre-filled
syringes

EU/1/10/631/008

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

02/10/2014

Orifarm AB

21/10/2014

Nivestim

30 MU
(300 pg/
0.5 ml)

Solution for
injection/infusion

5 pre-filled
syringes

EU/1/10/631/005

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

Kingdom

Sweden

30/10/2014
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Orifarm AB

21/10/2014

Nivestim

48 MU
(480 g/
0.5 ml)

Solution for
injection/infusion

5 pre-filled
syringes

EU/1/10/631/008

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

Sweden

30/10/2014

Pharma Gerke GmbH

25/08/2014

NovoRapid

100 U/ml

Solution for
injection

10 pre-filled
pens

EU/1/99/119/010

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

Germany

20/10/2014

HAEMATO PHARM

GmbH

02/10/2014

OLYSIO

150 mg

Capsule, hard

28 capsules

EU/1/14/924/002

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

Germany

06/10/2014

Emra-Med

09/10/2014

Ovitrelle

250
micrograms

Solution for
injection in pre-
filled pen

1 pre-filled pen
+ 1 needle

EU/1/00/165/008

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

Kingdom

Germany

14/10/2014
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EU/1/12/796/001

Austria, Belgium, Bulgaria,

Ireland,

29/10/2014

Kosei Pharma UK
Limited

27/10/2014

Picato

150
micrograms
/9

Gel

3 tubes

EU/1/11/715/002

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

United
Kingdom

Germany

08/10/2014

axicorp Pharma
GmbH

06/10/2014

Plenadren

20 mg

Modified-release
tablet

50 tablets

100 (2 x 50)

EU/1/11/715/006

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
Austria, Belgium, Bulgaria,

Germany

08/10/2014

axicorp Pharma
GmbH

06/10/2014

Plenadren

20 mg

Modified-release
tablet

tablets
(multipack)

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
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Cross Pharma AB

26/09/2014

Plenadren

Modified-release
tablet

50 tablets

EU/1/11/715/001

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

17/10/2014

Doncaster
Pharmaceuticals
Group Ltd

28/08/2014

Pradaxa

110 mg

Capsule, hard

30x1
capsules
(unit dose)

EU/1/08/442/006

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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,

Kingdom

Malta, United

13/10/2014

Doncaster
Pharmaceuticals
Group Ltd

28/08/2014

Pradaxa

150 mg

Capsule, hard

60 x 1
capsules
(unit dose)

EU/1/08/442/011

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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,
Malta, United
Kingdom

United Kingdom

13/10/2014
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HAEMATO PHARM |08/10/2014 Pradaxa 110 mg Capsule, hard 60 x 1 EU/1/08/442/007 | Austria, Belgium, Bulgaria, Austria, 16/10/2014
GmbH capsules Croatia, Cyprus, Czech Germany
(unit dose) 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
kohlpharma GmbH |23/01/2014| Pradaxa 110 mg Capsule, hard 180 EU/1/08/442/014 | Austria, Belgium, Denmark, Germany |17/10/2014
(3x60x1) Finland, France, Greece,
capsules Ireland, Italy, Norway,
(unit dose) Poland, Portugal, Spain,
(multipack) Sweden, The Netherlands,
United Kingdom
kohlpharma GmbH |28/01/2014| Pradaxa 150 mg Capsule, hard 180 EU/1/08/442/012 | Austria, Belgium, Denmark, Germany |17/10/2014
(3x60x1) Finland, France, Greece,
capsules Ireland, Italy, Norway,
(unit dose) Poland, Portugal, Spain,
(multipack) Sweden, The Netherlands,
United Kingdom
kohlpharma GmbH |06/10/2014| Pradaxa 150 mg Capsule, hard 60 capsules | EU/1/08/442/013 | Austria, Belgium, Denmark, Germany |08/10/2014

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

Orifarm AS 15/10/2014 Pradaxa 110 mg Capsule, hard 180 EU/1/08/442/014 | Austria, Belgium, Bulgaria, Denmark |29/10/2014
(3x60x1) Cyprus, Czech Repubilic,
capsules Estonia, Finland, France,
(unit dose) Germany, Greece, Hungary,
(multipack) Iceland, Ireland, Italy,
Latvia, Liechtenstein,
Lithuania, Luxembourg,
Malta, Norway, Poland,
Portugal, Romania, Slovak
Republic, Slovenia, Spain,
Sweden, The Netherlands,
United Kingdom
Orifarm GmbH 16/10/2014| Pradaxa 110 mg Capsule, hard 180 EU/1/08/442/014 | Austria, Belgium, Bulgaria, Germany |29/10/2014
(3x60x1) Denmark, Finland, France,
capsules Greece, Iceland, Ireland,
(unit dose) Italy, Luxembourg, Norway,
(multipack) Portugal, Spain, Sweden,
The Netherlands, United
Kingdom
Pharma Gerke GmbH|16/04/2014 Pradaxa 110 mg Capsule, hard 100 ct EU/1/08/442/015 | Austria, Belgium, Finland, Germany |20/10/2014
multipack France, Greece, Ireland,
(2 x50 ct Italy, Norway, Poland,
packs Portugal, Romania, Spain,
(5 blister cards Sweden, The Netherlands,
X 10 capsules United Kingdom
per bc =
50 capsules)
STRATHCLYDE 10/10/2014| Pradaxa 110 mg Capsule, hard 30x1 EU/1/08/442/006 | Austria, Belgium, Bulgaria, Ireland, 17/10/2014
PHARMACEUTICALS capsules Cyprus, Czech Republic, [Malta, United
LTD (unit dose) Denmark, Estonia, Finland, Kingdom
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13/10/2014

Pradaxa 110 mg

Capsule, hard

EU/1/08/442/007

60 x 1
capsules
(unit dose)

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

Luxembourg, Malta, Norway,

Poland, Portugal, Spain,
Sweden, The Netherlands

Kingdom

United 14/10/2014

United 21/10/2014
Kingdom

Swingward Ltd TA
Medihealth

150 mg

Capsule, hard

60 x 1
capsules
(unit dose)

EU/1/08/442/011

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

Luxembourg, Malta, Norway,
Poland, Portugal, Spain,

Sweden 20/10/2014

Pradaxa
Sweden, The Netherlands

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

14/10/2014

Swingward Ltd TA
Medihealth
Chewable tablet 30 tablets EU/2/04/045/004

Previcox 227 mg
Germany |20/10/2014

16/10/2014

Cross Pharma AB
60 tablets EU/1/06/380/002

Film-coated tablet

15/10/2014| Prezista 600 mg

Docpharm
GmbH&CoKGaA

Page 46/63

Initial notices for parallel distribution — October 2014

EMA/695965/2014



Paranova Lakemedel
AB

03/10/2014

Procoralan

Film-coated tablet

112 tablets

EU/1/05/316/007

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

Sweden

06/10/2014

Pharma Gerke GmbH

12/09/2014

Procoralan

Film-coated tablet

98 tablets

EU/1/05/316/005

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

Germany

24/10/2014

European Pharma
B.V.

02/05/2014

Prolia

60 mg/ml

Solution for
injection

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

EU/1/10/618/003

Austria, Belgium, Bulgaria,
Czech Republic, Finland,
France, Greece, Hungary,

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

Kingdom

Germany

22/10/2014

Pharma Gerke GmbH

09/09/2014

Protopic

0.1%

Ointment

1 tube

EU/1/02/201/003

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

Germany

23/10/2014
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07/10/2014

900 U/ Solu
inj

Puregon
1.08 ml

EU/1/96/008/041

1 cartridge +
3 packs with

tion for
3 pen needles

ection

Austria, Belgium, Bulgaria,
Croatia, Cyprus, Czech
Republic, Denmark, Estonia,
Finland, France, Greece,
Hungary, Iceland, Ireland,
Italy, Latvia, Liechtenstein,
Lithuania, Luxembourg,

Germal

ny

09/10/2014

BB Farma s.r.l.

22/10/2014
/

184

Relvar Ellipta
micrograms

Inhalation 1 x 30 dose
inhaler

powder, pre-
dispensed

EU/1/13/886/005

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

United Kingdom
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

Ireland,
United

23/10/2014

23/10/2014

Amimed Direct Ltd

22/10/2014
/

22
micrograms

92

Relvar Ellipta
micrograms

Inhalation
inhaler

powder, pre-
dispensed

1 x 30 dose

EU/1/13/886/002

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

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

Kingdom

s Ireland,
United

06/10/2014

Amimed Direct Ltd

22

Relvar Ellipta 184

micrograms

EU/1/13/886/005

Austria, Belgium, Bulgaria
Croatia, Cyprus, Czech

Kingdom

Republic, Denmark, Estonia,

1 x 30 dose

micrograms

Inhalation

powder, pre-
dispensed

inhaler

Greece, Hungary, Icelan
Ireland, Italy, Latvia,

Finland, France, Germany,
d,

Liechtenstein, Lithuania,

Necessity Supplies
Ltd

01/10/2014
/

22

micrograms

Luxembourg, Malta, Norway,

Poland, Portugal, Romania,

Slovak Republic, Slovenia,
Spain, Sweden, The

Kingdom

Netherlands, United
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Necessity Supplies |01/10/2014|Relvar Ellipta 92 Inhalation 1 x 30 dose | EU/1/13/886/002 | Austria, Belgium, Bulgaria, Ireland, [06/10/2014
Ltd micrograms| powder, pre- inhaler Croatia, Cyprus, Czech United
/ dispensed Republic, Denmark, Estonia, Kingdom
22 Finland, France, Germany,
micrograms Greece, Hungary, Iceland,
Ireland, Italy, Latvia,
Liechtenstein, Lithuania,
Luxembourg, Malta, Norway,
Poland, Portugal, Romania,
Slovak Republic, Slovenia,
Spain, Sweden, The
Netherlands, United
Kingdom
NewNeopharm BV |09/10/2014|Relvar Ellipta 184 Inhalation 1 x 30 dose | EU/1/13/886/005 | Austria, Belgium, Cyprus, Denmark [15/10/2014
micrograms powder, pre- inhaler Finland, France, Germany,
/ dispensed Greece, Iceland, Ireland,
22 Italy, Liechtenstein,
micrograms Luxembourg, Malta, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom
NewNeopharm BV |09/10/2014|Relvar Ellipta 92 Inhalation 1 x 30 dose | EU/1/13/886/002 | Austria, Belgium, Cyprus, Denmark |[15/10/2014
micrograms| powder, pre- inhaler Finland, France, Germany,
/22 dispensed Greece, Iceland, Ireland,
micrograms Italy, Liechtenstein,
Luxembourg, Malta, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom
Orifarm AS 29/09/2014|Relvar Ellipta 184 Inhalation 1 x 30 dose | EU/1/13/886/005 | Austria, Belgium, Cyprus, Denmark |[16/10/2014
micrograms| powder, pre- inhaler Finland, France, Germany,
/ dispensed Greece, Iceland, Ireland,
22 Italy, Liechtenstein,

micrograms

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

Kingdom
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Orifarm AS

29/09/2014

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

15/10/2014

Orifarm AS

29/09/2014

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

16/10/2014

BB Farma s.r.l.

08/10/2014

Remicade

100 mg

Powder for
concentrate for
solution for
infusion

4 vials

EU/1/99/116/004

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

14/10/2014

BB Farma s.r.l.

14/10/2014

Remicade

100 mg

Powder for
concentrate for
solution for
infusion

3 vials

EU/1/99/116/003

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

22/10/2014
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Medicopharm AG

08/09/2014

Remicade

100 mg

Powder for
concentrate for
solution for
infusion

2 vials

EU/1/99/116/002

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

Germany

23/10/2014

Eureco-Pharma B.V.

10/10/2014

Remsima

100 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/13/853/001

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

The
Netherlands

24/10/2014

Pharmaceuticals BV

Medcor

13/10/2014

Remsima

100 mg

Powder for
concentrate for
solution for
infusion

1 vial

EU/1/13/853/001

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

Kingdom

The
Netherlands

24/10/2014
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ABACUS MEDICINE
A/S

20/10/2014

Reyataz

300 mg

Capsule, hard

30 capsules

EU/1/03/267/008

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

24/10/2014

EuroPharma DK ApS

17/10/2014

Reyataz

300 mg

Capsule, hard

30 capsules

EU/1/03/267/008

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

Germany

20/10/2014

EuroPharma DK ApS

17/10/2014

Reyataz

300 mg

Capsule, hard

3 x 30
capsules

EU/1/03/267/010

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

Germany

20/10/2014

BB Farma s.r.l.

15/10/2014

Rilutek

50 mg

Film-coated tablet

56 tablets

EU/1/96/010/001

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

24/10/2014
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2 Care 4

28/10/2014

Seebri

Breezhaler

44

microgram

Inhalation
powder, hard

30 capsules + | EU/1/12/788/003

2 Care 4

28/10/2014

Seebri

Breezhaler

44
microgram

1 inhaler
capsule

Inhalation
powder, hard

90 (3 x 30 x 1)| EU/1/12/788/004

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

Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

Luxembourg, Malta, Norway,

Denmark (30/10/2014

FD Pharma GmbH

08/10/2014

Seebri
Breezhaler

44
microgram

capsules
capsule (unit dose)
3 inhalers

Inhalation

powder, hard 1 inhaler

(multipack) +

30 capsules + | EU/1/12/788/003

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

Denmark (30/10/2014

Kosei Pharma UK

14/10/2014
Limited

Seebri
Breezhaler

44
microgram

capsule

Inhalation 30 capsules +

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

Germany |13/10/2014

powder, hard

1 inhaler
capsule

EU/1/12/788/003

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

Sweden, The Netherlands

Ireland,
United
Kingdom

24/10/2014
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Paranova Lakemedel
AB

17/10/2014

Seebri
Breezhaler

44
microgram

Inhalation
powder, hard
capsule

90 (3 x 30 x 1)

capsules
(unit dose)

(multipack) +

3 inhalers

EU/1/12/788/004

Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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

24/10/2014

Shipping Dynamics
Scandinavia AB

16/09/2014

Simponi

50 mg

Solution for
injection

1 pre-filled
syringe

EU/1/09/546/003

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

20/10/2014

adequapharm GmbH

17/10/2014

Sprycel

50 mg

Film-coated tablet

60 tablets

EU/1/06/363/002

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

Germany

27/10/2014

Canoma Pharma
GmbH

21/10/2014

Sprycel

100 mg

Film-coated tablet

30 tablets

EU/1/06/363/010

Austria, Belgium, Czech
Republic, Denmark, Finland,
France, Greece, Hungary,
Italy, Norway, Poland,
Portugal, Slovak Republic,
Spain, Sweden, The
Netherlands, United

Kingdom

Germany

30/10/2014
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PHARMA LAB 22/07/2014 Stalevo 200 mg /

50 mg /
200 mg

Film-coated tablet| 100 tablets EU/1/03/260/021 Austria, Belgium, Cyprus, France 22/10/2014

Denmark, Finland, Germany,
Greece, Iceland, Ireland,
Italy, Liechtenstein,
Luxembourg, Malta, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom
Film-coated tablet| 3 x 28 tablets | EU/1/13/858/002 | Austria, Belgium, Bulgaria, The
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
Austria, Belgium, Bulgaria, Sweden [28/10/2014
Cyprus, Czech Repubilic,
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
EU/1/13/830/002 | Austria, Belgium, Denmark, Germany |22/10/2014
Finland, France, Greece,
Ireland, Italy, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

Eureco-Pharma B.V. [20/10/2014| Stivarga 40 mg 22/10/2014

Paranova Lakemedel (24/10/2014 Stocrin 600 mg

Film-coated tablet| 30 tablets EU/1/99/111/008
AB

CC Pharma 20/10/2014 Stribild 150 mg / |Film-coated tablet| 90 (3 x 30)

150 mg / tablets
200 mg /

245 mg
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CC Pharma

20/10/2014

Stribild

150 mg /
150 mg /
200 mg /
245 mg

Film-coated tablet

30 tablets

EU/1/13/830/001

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

Germany

22/10/2014

Orifarm OY

26/09/2014

Stribild

150 mg /
150 mg /
200 mgqg /
245 mg

Film-coated tablet

30 tablets

EU/1/13/830/001

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

Finland

28/10/2014

Necessity Supplies
Ltd

18/08/2014

Suboxone

2mg/
0.5 mg

Sublingual tablet

28 tablets

EU/1/06/359/002

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

Ireland,
United
Kingdom

23/10/2014

Necessity Supplies
Ltd

07/10/2014

Suboxone

8mg/
2 mg

Sublingual tablet

28 tablets

EU/1/06/359/004

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

Kingdom

Ireland,
United
Kingdom

08/10/2014
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ACA Muller ADAG

25/09/2014

Sustiva

Orifarm AS

Pharma AG

26/09/2014

Tarceva

600 mg

Film-coated tablet|90 (3 x 30 x 1)

tablets
(unit dose)
(multipack)

EU/1/99/110/010

Austria, Belgium, Cyprus,

Denmark, Finland, France,

Greece, Iceland, Ireland,
Italy, Liechtenstein,

Portugal, Spain, Sweden,
The Netherlands, United

Luxembourg, Malta, Norway,

Germany

09/10/2014

ABACUS MEDICINE

09/10/2014

Telzir

100 mg

700 mg

Film-coated tablet

Film-coated tablet

30 tablets

EU/1/05/311/002

Kingdom

Austria, Belgium, Denmark,

Finland, France, Germany,

Greece, Iceland, Ireland,

Italy, Luxembourg, Norway,

Portugal, Spain, Sweden,
United Kingdom

The

Netherlands

07/10/2014

A/S

kohlpharma GmbH

21/10/2014

60 tablets

EU/1/04/282/001

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,

Germany

13/10/2014

Tivicay

50 mg

Film-coated tablet

30 tablets

EU/1/13/892/001

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

Kingdom

Germany

23/10/2014
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Orifarm AS

29/09/2014

TOBI
Podhaler

28 mg

Inhalation
powder, hard
capsule

224 (4x 56)
capsules +
5 inhalers

(monthly
multipack)

EU/1/10/652/002

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

The
Netherlands

01/10/2014

EURO REGISTRATIE
COLLECTIEF BV

09/10/2014

Ultibro
Breezhaler

85 mcg /
43 mcg

Inhalation
powder, hard
capsule

30 x 1 capsule
+ 1 inhaler

EU/1/13/862/003

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

The
Netherlands

15/10/2014

Paranova Danmark
AS

24/09/2014

Ultibro
Breezhaler

85 mcg /
43 mcg

Inhalation
powder, hard
capsule

90 (3 packs of

30 x 1)
capsules +
3 inhalers

EU/1/13/862/004

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

Denmark

03/10/2014

Paranova Danmark
AS

24/09/2014

Ultibro
Breezhaler

85 mcg /
43 mcg

Inhalation
powder, hard
capsule

30 x 1 capsule
+ 1 inhaler

EU/1/13/862/003

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

Denmark

Kingdom

03/10/2014
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Paranova Lakemedel

26/09/2014

Ultibro
Breezhaler

85 mcg /
43 mcg

Inhalation
powder, hard
capsule

EU/1/13/862/003

30 x 1 capsule
+ 1 inhaler

Sweden

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

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

Kingdom

03/10/2014

Sweden 03/10/2014

AB

Ultibro

Inhalation

90 (3 packs of
30 x 1)

capsules +

EU/1/13/862/004

85 mcg /

powder, hard

43 mcg
capsule

3 inhalers

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

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

Germany

24/10/2014

26/09/2014
Kingdom
Austria, Belgium, Finland,
France, Greece, Ireland,
Italy, Norway, Portugal,
Spain, Sweden, The
Netherlands, United
Kingdom
Austria, Belgium, Bulgaria,
Cyprus, Czech Repubilic,
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, Denmark,
Finland, France, Greece,
Iceland, Ireland, Italy,
Luxembourg, Norway,
Portugal, Spain, Sweden,
The Netherlands, United
Kingdom

Breezhaler

Paranova Lakemedel

AB
Valdoxan 25 mg [Film-coated tablet| 98 tablets EU/1/08/499/007
Sweden |06/10/2014

07/05/2014

European Pharma
EU/1/09/533/003

B.V.
03/10/2014 Vedrop 50 mg/ml Oral solution 1 bottle +
2 ml oral
syringe

Paranova Lakemedel

AB
24/10/2014

Germany

EU/1/08/451/004

30 tablets

Film-coated tablet

Volibris 10 mg

16/10/2014

Orifarm GmbH
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16/10/2014

Volibris

Film-coated tablet

30 tablets

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

Portugal, Spain, Sweden,

The Netherlands, United

EU/1/08/451/002

Sweden

24/10/2014

03/10/2014

Orifarm GmbH

23/09/2014

Volibris

Film-coated tablet

30 tablets

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

Germany, Greece, Iceland,
Ireland, Italy, Liechtenstein,

Luxembourg, Malta, Norway,
Portugal, Spain, The

EU/1/08/451/002

Paranova Lakemedel
AB

26/09/2014

Xarelto

film-coated

20mg
tablets

28 tablets

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

Ireland,
United

EU/1/08/472/018
Kingdom

Ireland,
United
Kingdom

02/10/2014

27/10/2014

PULLPHARMA LTD

24/10/2014

Xarelto

15 mg

Film-coated tablet

28 tablets

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

EU/1/08/472/012

Ireland,
United
Kingdom

24/10/2014

Pullpharma Ltd

14/10/2014 Xelevia

100 mg

Film-coated tablet

28 tablets

Denmark, Finland, France,

EU/1/07/382/014
Germany, Greece, Iceland,

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

N.G. LTD
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Austria, Belgium, Bulgaria,

Ireland,

Necessity Supplies
Ltd

01/10/2014

Xelevia

100 mg

Film-coated tablet

28 tablets

EU/1/07/382/014

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

United
Kingdom

Germany

HAEMATO PHARM
GmbH

30/09/2014

Xeplion

75 mg

Prolonged-release

suspension for
injection

1 pre-filled

syringe +
2 needles

EU/1/11/672/003

EU/1/11/672/001

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

The 06/10/2014

Medcor

Pharmaceuticals BV

01/10/2014

Xeplion

25 mg

Prolonged-release
suspension for
injection

1 pre-filled
syringe +
2 needles

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

Portugal, Spain, Sweden,
United Kingdom

Luxembourg, Malta, Norway,

Netherlands

Germany

CC Pharma

20/10/2014

Xtandi

40 mg

Capsule, soft

112 capsules

EU/1/13/846/001

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

Kingdom

Initial notices for parallel distribution — October 2014

EMA/695965/2014

Page 61/63

06/10/2014
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Paranova Lakemedel

AB

02/10/2014

Yellox

0.9 mg/mli

Eye drops,
solution

1 bottle

EU/1/11/692/001

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

Sweden

06/10/2014

Emra-Med

17/10/2014

Zelboraf

240 mg

Film-coated tablet

56 tablets

EU/1/12/751/001

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

Italy, Liechtenstein,

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

Kingdom

Austria

24/10/2014

Orifarm AS

06/10/2014

Zelboraf

240 mg

Film-coated tablet

56 tablets

EU/1/12/751/001

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

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

United Kingdom

The
Netherlands

07/10/2014

kohlpharma GmbH

25/09/2014

Zypadhera

210 mg

Powder and
solvent for
prolonged-release
suspension for
injection

1 vial +
1 vial +
1 syringe with
pre-attached
safety needle
+ 2 safety
needles

EU/1/08/479/001

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

Sweden, The Netherlands,

United Kingdom

Germany

10/10/2014

Mediwin Ltd

18/09/2014

Zyprexa

Coated tablet

28 tablets

EU/1/96/022/004

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

Kingdom

Spain

13/10/2014
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