PRILOHA 1

SEZNAM NAZVU LECIVYCH PRIPRAVKU, LEKOVE FORMY, KONCENTRACE, ZPUSOBY
PODANI, DRZITELE ROZHODNUTI O REGISTRACI V CLENSKYCH STATECH



Clensky stat | Drzitel rozhodnuti o Smysleny nazev Koncentrace | Lékova forma Zpisob podani Obsah
EU/EHP registraci (koncentrace)
Rakousko Novartis Pharma GmbH Sandimmun - Neoral 10 | 10 mg Me¢kka tobolka Peroralni podani
Stella-Klein-Low-Weg 17 mg Kapseln
AT-1020 Wien
Austria
Rakousko Novartis Pharma GmbH Sandimmun - Neoral 25 | 25 mg Mekka tobolka Peroralni podani
Stella-Klein-Léw-Weg 17 mg Kapseln
AT-1020 Wien
Austria
Rakousko Novartis Pharma GmbH Sandimmun - Neoral 50 | 50 mg Mekka tobolka Peroralni podani
Stella-Klein-Léw-Weg 17 mg Kapseln
AT-1020 Wien
Austria
Rakousko Novartis Pharma GmbH Sandimmun - Neoral 100 mg Meékka tobolka Peroréalni podani
Stella-Klein-Léw-Weg 17 100 mg Kapseln
AT-1020 Wien
Austria
Rakousko Novartis Pharma GmbH Sandimmun - Neoral 100 mg/ml Peroralni roztok Peroralni podani 100 mg/ml
Stella-Klein-Low-Weg 17 100 mg/ml -
AT-1020 Wien Trinklésung
Austria
Belgie N.V. Novartis Pharma S.A. Neoral - Sandimmun 10 | 10 mg Tobolka Peroralni podani
Medialaan 40, mg
B-1800 Vilvoorde
Belgium
Belgie N.V. Novartis Pharma S.A. Neoral-Sandimmun 100 | 100 mg Tobolka Peroralni podani

Medialaan 40,
B-1800 Vilvoorde
Belgium

mg




Clensky stat | Drzitel rozhodnuti o Smysleny nazev Koncentrace | Lékova forma Zpisob podani Obsah
EU/EHP registraci (koncentrace)
Belgie N.V. Novartis Pharma S.A. Neoral - Sandimmun 25 | 25 mg Tobolka Peroréalni podani
Medialaan 40, mg
B-1800 Vilvoorde
Belgium
Belgie N.V. Novartis Pharma S.A. Neoral - Sandimmun 50 | 50 mg Tobolka Peroréalni podani
Medialaan 40, mg
B-1800 Vilvoorde
Belgium
Belgie N.V. Novartis Pharma S.A. Neoral-Sandimmun 100 | 100 mg/ml Peroralni roztok Peroréalni podani 100 mg/mi
Medialaan 40, mg/ml
B-1800 Vilvoorde
Belgium
Bulharsko Novartis Pharma GmbH Sandimmun Neoral 25 | 25 mg Mekka tobolka Peroralni podani
Roonstrasse 25, 90429 mg capsule
Nuremberg
Germany
Bulharsko Novartis Pharma GmbH Sandimmun Neoral 50 | 50 mg Meékka tobolka Peroréalni podani
Roonstrasse 25, 90429 mg capsule
Nuremberg
Germany
Bulharsko Novartis Pharma GmbH Sandimmun Neoral 100 | 100 mg Meékka tobolka Peroréalni podani
Roonstrasse 25, 90429 mg capsule
Nuremberg
Germany
Bulharsko Novartis Pharma GmbH Sandimmun Neoral 100 | 100 mg/ml Perorélni roztok Peroralni podani 100 mg/ml —
Roonstrasse 25, 90429 mg/ml oral solution 50 ml

Nuremberg
Germany




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Kypr

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Sandimmun Neoral 25

mg

25 mg

Meékka tobolka

Peroréalni podani

Kypr

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Sandimmun Neoral 50

mg

50 mg

Meékka tobolka

Peroréalni podani

Kypr

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Sandimmun Neoral 100

mg

100 mg

Meékka tobolka

Peroréalni podani

Kypr

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Sandimmun Neoral
Oral Solution 100 mg/

ml

100 mg/ml

Peroralni roztok

Peroréalni podani

100 mg/mi

Ceska
republika

Novartis s.r.o.

Na Pankréaci 1724/129
140 00 Prague 4 - Nusle
Czech Republic

Sandimmun Neoral 25

mg

25 mg

Meékka tobolka

Peroralni podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Ceska
republika

Novartis s.r.o.

Na Pankréaci 1724/129
140 00 Prague 4 - Nusle
Czech Republic

Sandimmun Neoral 50
mg

50 mg

Meékka tobolka

Peroralni podani

Ceska
republika

Novartis s.r.o.

Na Pankréaci 1724/129
140 00 Prague 4 - Nusle
Czech Republic

Sandimmun Neoral 100
mg

100 mg

Meékka tobolka

Peroralni podani

Ceska
republika

Novartis s.r.o.

Na Pankréaci 1724/129
140 00 Prague 4 - Nusle
Czech Republic

Sandimmun Neoral 100
mg/ml

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Déansko

Novartis Healthcare A/S
Lyngbyvej 172
DK-2100 Copenhagen
Denmark

Sandimmun Neoral

10 mg

Meékka tobolka

Peroralni podani

Déansko

Novartis Healthcare A/S
Lyngbyvej 172
DK-2100 Copenhagen
Denmark

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Dansko

Novartis Healthcare A/S
Lyngbyvej 172
DK-2100 Copenhagen
Denmark

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Dansko

Novartis Healthcare A/S
Lyngbyvej 172
DK-2100 Copenhagen
Denmark

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Dansko

Novartis Healthcare A/S

Lyngbyvej 172
DK-2100 Copenhagen
Denmark

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Estonsko

Novartis Finland OY
Metsénneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral

25 mg

Meékka tobolka

Peroréalni podani

Estonsko

Novartis Finland OY
Metsénneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral

50 mg

Meékka tobolka

Peroréalni podani

Estonsko

Novartis Finland OY
Metsénneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral

100 mg

Meékka tobolka

Peroréalni podani

Finsko

Novartis Finland OY
Metsénneidonkuja 10
F1-02130 Espoo
Finland

Sandimmun Neoral

25 mg

Meékka tobolka

Peroréalni podani

Finsko

Novartis Finland OY
Metsénneidonkuja 10
F1-02130 Espoo
Finland

Sandimmun Neoral

50 mg

Meékka tobolka

Peroréalni podani

Finsko

Novartis Finland OY
Metsénneidonkuja 10
F1-02130 Espoo
Finland

Sandimmun Neoral

100 mg

Meékka tobolka

Peroréalni podani




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Finsko

Novartis Finland OY
Metsénneidonkuja 10
F1-02130 Espoo
Finland

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroréalni podani

100 mg/ml

Francie

Novartis Pharma S.A.S.

2-4, rue Lionel Terray

92500 RUEIL-MALMAISON,
France

NEORAL

10 mg

Meékka tobolka

Peroralni podani

Francie

Novartis Pharma S.A.S.

2- 4, rue Lionel Terray

92500 RUEIL-MALMAISON,
France

NEORAL

25 mg

Meékka tobolka

Peroréalni podani

Francie

Novartis Pharma S.A.S.

2-4, rue Lionel Terray

92500 RUEIL-MALMAISON,
France

NEORAL

50 mg

Meékka tobolka

Peroréalni podani

Francie

Novartis Pharma S.A.S.

2-4, rue Lionel Terray

92500 RUEIL-MALMAISON,
France

NEORAL

100 mg

Meékka tobolka

Peroralni podani

Francie

Novartis Pharma S.A.S.

2-4, rue Lionel Terray

92500 RUEIL-MALMAISON,
France

NEORAL

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/mi

Némecko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral 10
mg Weichkapseln

10 mg

Meékka tobolka

Peroralni podani




Clensky stat | Drzitel rozhodnuti o Smysleny nazev Koncentrace | Lékova forma Zpisob podani Obsah
EU/EHP registraci (koncentrace)
Némecko Novartis Pharma GmbH Sandimmun Optoral 25 | 25 mg Mekka tobolka Peroralni podani
Roonstrasse 25 mg Weichkapseln
D-90429 Nirnberg
Germany
Némecko Novartis Pharma GmbH Sandimmun Optoral 50 | 50 mg Mekka tobolka Peroralni podani
Roonstrasse 25 mg Weichkapseln
D-90429 Nirnberg
Germany
Némecko Novartis Pharma GmbH Sandimmun Optoral 100 mg Mekka tobolka Peroralni podani
Roonstrasse 25 100 mg Weichkapseln
D-90429 Nirnberg
Germany
Némecko Novartis Pharma GmbH Sandimmun Optoral 100 mg/ml Perorélni roztok Peroralni podani 100 mg/ml
Roonstrasse 25 100 mg/ml Lésung zum
D-90429 Niirnberg Einnehmen
Germany
Recko Novartis (Hellas) S.A.C.1. SANDIMMUN 25 mg/tobolk | M¢kka tobolka Peroralni podani
National Road No. 1 (12th Km) | NEORAL a
Metamorphosis
GR-144 51 Athens
Greece
Recko Novartis (Hellas) S.A.C.1. SANDIMMUN 50 mg/tobolk | Mé&kka tobolka Peroralni podani
National Road No. 1 (12th Km) | NEORAL a

Metamorphosis
GR-144 51 Athens
Greece




Clensky stat | Drzitel rozhodnuti o Smysleny nazev Koncentrace | Lékova forma Zpisob podani Obsah
EU/EHP registraci (koncentrace)
Recko Novartis (Hellas) S.A.C.1. SANDIMMUN 100 mg/tobol | M¢kka tobolka Peroralni podani
National Road No. 1 (12th Km) | NEORAL ka
Metamorphosis
GR-144 51 Athens
Greece
Recko Novartis (Hellas) S.A.C.1. SANDIMMUN 500 mg/sml | Peroralni roztok Peroralni podani 100 mg/ml
National Road No. 1 (12th Km) | NEORAL
Metamorphosis
GR-144 51 Athens
Greece
Mad’arsko Novartis Hungéria Kft. Pharma | Sandimmun Neoral 10 | 10 mg Mekka tobolka Peroralni podani
részlege mg lagy kapszula
Bartok Béla Ut 43-47
H-1114 Budapest
Hungary
Madarsko Novartis Hungaria Kft. Pharma | Sandimmun Neoral 25 | 25 mg Mekka tobolka Peroralni podani
részlege mg lagy kapszula
Bartok Béla Ut 43-47
H-1114 Budapest
Hungary
Mad’arsko Novartis Hungéria Kft. Pharma | Sandimmun Neoral 50 | 50 mg Mekka tobolka Peroralni podani
részlege mg lagy kapszula

Bartok Béla Ut 43-47
H-1114 Budapest
Hungary




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Mad’arsko

Novartis Hungéaria Kft. Pharma
részlege

Bartok Béla Ut 43-47

H-1114 Budapest

Hungary

Sandimmun Neoral 100

mg lagy kapszula

100 mg

Meékka tobolka

Peroralni podani

Mad’arsko

Novartis Hungaria Kft. Pharma
részlege

Bartok Béla Ut 43-47

H-1114 Budapest

Hungary

Sandimmun Neoral 100
mg/ml belsdleges oldat

100 mg/mi

Peroralni roztok

Peroréalni podani

100 mg/ml

Island

Novartis Healthcare A/S
Edward Thomsens Vej 14 2003
Kdbenhavn S Denmark

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Island

Novartis Healthcare A/S
Edward Thomsens Vej 14 2003
Koébenhavn S Denmark

Sandimmun Neoral

50 mg

Mekka tobolka

Peroréalni podani

Island

Novartis Healthcare A/S
Edward Thomsens Vej 14 2003
Kodbenhavn S Denmark

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani

Island

Novartis Healthcare A/S
Edward Thomsens Vej 14 2003
Kobenhavn S Denmark

Sandimmun Neoral

100 mg/mi

Peroralni roztok

Peroréalni podani

100 mg/ml

Irsko

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Neoral

25 mg

Meékka tobolka

Peroralni podani

10




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Irsko

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Neoral

50 mg

Meékka tobolka

Peroralni podani

Irsko

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Neoral

100 mg

Meékka tobolka

Peroralni podani

Irsko

Novartis Pharmaceuticals
UNITED KINGDOM Ltd
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR

United Kingdom

Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/mi

Italie

Novartis Europharm Limited
Wimblehurst Road

Horsham

West Sussex, RH12 5AB
United Kingdom

Sandimmun Neoral

10 mg

Meékka tobolka

Peroralni podani

Italie

Novartis Europharm Limited
Wimblehurst Road

Horsham

West Sussex, RH12 5AB
United Kingdom

Sandimmun Neoral

25 mg

Mekka tobolka

Peroréalni podani

11




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Italie

Novartis Europharm Limited
Wimblehurst Road

Horsham

West Sussex, RH12 5AB
United Kingdom

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Italie

Novartis Europharm Limited
Wimblehurst Road

Horsham

West Sussex, RH12 5AB
United Kingdom

Sandimmun Neoral

100 mg

Mekka tobolka

Peroréalni podani

Italie

Novartis Europharm Limited
Wimblehurst Road

Horsham

West Sussex, RH12 5AB
United Kingdom

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/mi

Lotyssko

Novartis Finland OY
Metsanneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral
25 mg mikstas kapsulas

25 mg

Mekka tobolka

Peroréalni podani

LotySsko

Novartis Finland OY
Metsanneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral
50 mg mikstas kapsulas

50 mg

Mekka tobolka

Peroréalni podani

LotySsko

Novartis Finland OY
Metsanneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral
100 mg mikstas
kapsulas

100 mg

Mekka tobolka

Peroréalni podani

12




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Litva

Novartis Finland Oy
Metsénneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Litva

Novartis Finland Oy
Metsénneidonkuja 10
FIN-02130 Espoo, Finland

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Litva

Novartis Finland Oy
Metsanneidonkuja 10
FIN-02130 Espoo
Finland

Sandimmun Neoral

100 mg

Mekka tobolka

Peroréalni podani

Lucembursko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral 10
mg Weichkapseln

10 mg

Mekka tobolka

Peroréalni podani

Lucembursko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral 25
mg Weichkapseln

25 mg

Mekka tobolka

Peroréalni podani

Lucembursko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral 50
mg Weichkapseln

50 mg

Mekka tobolka

Peroréalni podani

Lucembursko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral
100 mg Weichkapseln

100 mg

Mekka tobolka

Peroréalni podani

13




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Lucembursko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Optoral
100 mg/ml Lésung zum
Einnehmen

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Malta

Novartis Pharmaceuticals UK
Ltd

Frimley Business Park
Frimley, Camberley

Surrey GU16 7SR

United Kingdom

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Malta

Novartis Pharmaceuticals UK
Ltd

Frimley Business Park
Frimley, Camberley

Surrey GU16 7SR

United Kingdom

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani

Malta

Novartis Pharmaceuticals UK
Ltd

Frimley Business Park
Frimley, Camberley

Surrey GU16 7SR

United Kingdom

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/mi

Nizozemsko

Novartis Pharma B.V.
Raapopseweg 1

6824 DP Arnhem
The Netherlands

Neoral 25 mg, capsules

25 mg

Meékka tobolka

Peroralni podani

14




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Nizozemsko

Novartis Pharma B.V.
Raapopseweg 1

6824 DP Arnhem
The Netherlands

Neoral 100 mg,
capsules

100 mg

Meékka tobolka

Peroralni podani

Nizozemsko

Novartis Pharma B.V.
Raapopseweg 1

6824 DP Arnhem
The Netherlands

Neoral 100 mg/ml,

drank

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Norsko

Novartis Norge AS
Nydalen Alle 37A
P.O Box 4284
Nydalen, N-0401 Oslo
Norway

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Norsko

Novartis Norge AS
Nydalen Alle 37A
P.O Box 4284
Nydalen, N-0401 Oslo
Norway

Sandimmun Neoral

50 mg

Mekka tobolka

Peroréalni podani

Norsko

Novartis Norge AS
Nydalen Alle 37A
P.O Box 4284
Nydalen, N-0401 Oslo
Norway

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani

Norsko

Novartis Norge AS
Nydalen Alle 37A
P.O Box 4284
Nydalen, N-0401 Oslo
Norway

Sandimmun Neoral

100 mg/mi

Peroralni roztok

Peroréalni podani

100 mg/ml

15




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Polsko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Neoral

10 mg

Meékka tobolka

Peroralni podani

Polsko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Polsko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Polsko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani

Polsko

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nirnberg
Germany

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Portugalsko

Novartis Farma - Produtos
Farmacéuticos S.A.

Rua do Centro Empresarial,
Edificio 8

Quinta da Beloura
P-2710-444 Sintra

Portugal

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

16




Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Portugalsko

Novartis Farma - Produtos
Farmacéuticos S.A.

Rua do Centro Empresarial,
Edificio 8

Quinta da Beloura
P-2710-444 Sintra

Portugal

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Portugalsko

Novartis Farma - Produtos
Farmacéuticos S.A.

Rua do Centro Empresarial,
Edificio 8

Quinta da Beloura
P-2710-444 Sintra

Portugal

Sandimmun Neoral

100 mg

Mekka tobolka

Peroréalni podani

Portugalsko

Novartis Farma - Produtos
Farmacéuticos S.A.

Rua do Centro Empresarial,
Edificio 8

Quinta da Beloura
P-2710-444 Sintra

Portugal

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/mi

Rumunsko Novartis Pharma GmbH SANDIMMUN 25 mg Meékka tobolka Peroréalni podani
Roonstrasse 25 NEORAL capsule moi,
D-90429 Nirnberg 25 mg
Germany

Rumunsko Novartis Pharma GmbH SANDIMMUN 50 mg Meékka tobolka Peroréalni podani

Roonstrasse 25
D-90429 Nirnberg
Germany

NEORAL,capsule moi,
50 mg

17




Clensky stat | Drzitel rozhodnuti o Smysleny nazev Koncentrace | Lékova forma Zpisob podani Obsah
EU/EHP registraci (koncentrace)
Rumunsko Novartis Pharma GmbH SANDIMMUN 100 mg/ml Perorélni roztok Peroralni podani 100 mg /ml
Roonstrasse 25 NEORAL, solutie
D-90429 Nirnberg orala, 100 mg/ml
Germany
Slovenska Novartis s.r.o. Sandimmun Neoral 25 | 25 mg Mekka tobolka Peroralni podani
republika Na Pankréaci 1724/129 mg
Prague 140 00
Czech Republic
Slovenska Novartis s.r.o. Sandimmun Neoral 50 | 50 mg Mekka tobolka Peroralni podani
republika Na Pankraci 1724/129 mg
Prague 140 00
Czech Republic
Slovenska Novartis s.r.o. Sandimmun Neoral 100 | 100 mg Mekka tobolka Peroralni podani
republika Na Pankraci 1724/129 mg
Prague 140 00
Czech Republic
Slovenska Novartis s.r.o. Sandimmun Neoral 100 | 100 mg/ml Peroralni roztok Peroralni podani 100 mg/ml
republika Na Pankraci 1724/129 mg/ml
Prague 140 00
Czech Republic
Slovinsko Novartis Pharma GmbH Sandimmun Neoral 25 | 25 mg Mekka tobolka Peroralni podani
Roonstrasse 25 mg mehke kapsule
D-90429 Nirnberg
Germany
Slovinsko Novartis Pharma GmbH Sandimmun Neoral 50 | 50 mg Mekka tobolka Peroralni podani

Roonstrasse 25
D-90429 Nirnberg
Germany

mg mehke kapsule
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Slovinsko Novartis Pharma GmbH Sandimmun Neoral 100 | 100 mg Mekka tobolka Peroralni podani
Roonstrasse 25 mg mehke kapsule
D-90429 Nirnberg
Germany
Slovinsko Novartis Pharma GmbH Sandimmun Neoral 100 | 100 mg/ml Perorélni roztok Peroralni podani 100 mg/ml
Roonstrasse 25 mg/ml peroralna
D-90429 Nirnberg raztopina
Germany
Spanélsko Novartis Farmacéutica S.A. Sandimmun Neoral 25 | 25 mg Mekka tobolka Peroralni podani
Gran Via de les Corts mg capsulas blandas
Catalanes, 764
E-08013 Barcelona
Spain
Spanélsko Novartis Farmacéutica S.A. Sandimmun Neoral 50 | 50 mg Mekka tobolka Peroralni podani
Gran Via de les Corts mg cépsulas blandas
Catalanes, 764
E-08013 Barcelona
Spain
Spanglsko Novartis Farmacéutica S.A. Sandimmun Neoral 100 | 100 mg Mekka tobolka Peroralni podani
Gran Via de les Corts mg capsulas blandas
Catalanes, 764
E-08013 Barcelona
Spain
Spanélsko Novartis Farmacéutica S.A. Sandimmun Neoral 100 | 100 mg/ml Peroralni roztok Peroralni podani 100 mg/ml

Gran Via de les Corts
Catalanes, 764
E-08013 Barcelona
Spain

mg/ml solucion oral
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Clensky stat
EU/EHP

Drzitel rozhodnuti o
registraci

Smysleny nazev

Koncentrace

Lékova forma

Zpusob podani

Obsah
(koncentrace)

Svédsko

Novartis Sverige AB
Kemistvagen 1B / Box 1150
SE-183 11 Téby

Sweden

Sandimmun Neoral

10 mg

Mekka tobolka

Peroralni podani

Svédsko

Novartis Sverige AB
Kemistvagen 1B / Box 1150
SE-183 11 Téby

Sweden

Sandimmun Neoral

25 mg

Meékka tobolka

Peroralni podani

Svédsko

Novartis Sverige AB
Kemistvagen 1B / Box 1150
SE-183 11 Téby

Sweden

Sandimmun Neoral

50 mg

Meékka tobolka

Peroralni podani

Svédsko

Novartis Sverige AB
Kemistvagen 1B / Box 1150
SE-183 11 Téby

Sweden

Sandimmun Neoral

100 mg

Meékka tobolka

Peroralni podani

Svédsko

Novartis Sverige AB
Kemistvagen 1B / Box 1150
SE-183 11 Téby

Sweden

Sandimmun Neoral

100 mg/ml

Peroralni roztok

Peroralni podani

100 mg/ml

Spojené
kralovstvi

Novartis Pharmaceuticals UK
Ltd

Frimley Business Park
Frimley, Camberley

Surrey GU16 7SR

United Kingdom

Neoral Soft Gelatin
Capsules 10mg

10 mg

Meékka tobolka

Peroralni podani
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Spojené Novartis Pharmaceuticals UK Neoral Soft Gelatin 25 mg Mekka tobolka Peroralni podani
kralovstvi Ltd Capsules 25mg
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR
United Kingdom
Spojené Novartis Pharmaceuticals UK Neoral Soft Gelatin 50 mg Mekka tobolka Peroralni podani
kralovstvi Ltd Capsules 50mg
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR
United Kingdom
Spojené Novartis Pharmaceuticals UK Neoral Soft Gelatin 100 mg Mekka tobolka Peroralni podani
kralovstvi Ltd Capsules 100mg
Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR
United Kingdom
Spojené Novartis Pharmaceuticals UK Neoral Oral solution 100 mg/ml Oral Solution Peroralni podani 100 mg/mi
krélovstvi Ltd

Frimley Business Park
Frimley, Camberley
Surrey GU16 7SR
United Kingdom
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