PRILOHA I

Zoznam nazvov, liekové formy, sily liekov, spésob podania a drZitelia
povolenia na uvedenie lieku na trh v ¢clenskych statoch (EU/EHP)



Clensky Stat
EU/EHP

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

Drzitel' rozhodnutia
betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

86156 Augsburg

Germany

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
CEDEX

France

Vymysleny nazov

Carenox 10 mg
Retardtabletten

Carenox 5 mg
Retardtabletten

Merlodon 20 mg
Retardtabletten

Merlodon 30 mg
Retardtabletten

Merlodon 40 mg
Retardtabletten

Merlodon 60 mg
Retardtabletten

Merlodon 80 mg
Retardtabletten

M - dolor retard 10 mg -
Kapseln

MnoZstvo
aktivnej latk

10 mg

20 mg

30 mg

40 mg

60 mg

80 mg

10 mg

Farmaceuticka forma

Tableta s prediZzenym

Tableta s predlZzenym

Tableta s predlzenym

Tableta s predlzenym

Tableta s prediZzenym

Tableta s predlZzenym

Tableta s predlzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Tvrda kapsula s predlzenym

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne

pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

Drzitel’ rozhodnutia
Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
CEDEX

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
CEDEX

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
CEDEX

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
CEDEX

France

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

Vymysleny nazov

M - dolor retard 100 mg -

Kapseln

M - dolor retard 200 mg -

Kapseln

M - dolor retard 30 mg -

Kapseln

M - dolor retard 60 mg -

Kapseln

Vendal retard 10 mg -

Filmtabletten

Vendal retard 100 mg -

Filmtabletten

Vendal retard 200 mg -

Filmtabletten

MnoZstvo

aktivnej latk

100 mg

200 mg

30 mg

60 mg

10 mg

100 mg

200 mg

Farmaceuticka forma

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s prediZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel’ rozhodnutia
o registracii

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach
Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach
Austria

GlaxoSmithKline Pharma GmbH
Albert-Schweitzer-Gasse 6

1140 Wien
Austria

GlaxoSmithKline Pharma GmbH
Albert-Schweitzer-Gasse 6

1140 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Léw-Weg 17
1020 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Low-Weg 17
1020 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Léw-Weg 17
1020 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Low-Weg 17
1020 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Léw-Weg 17
1020 Wien

Austria

Janssen - Cilag Pharma GmbH

VorgartenstraBe 206b
1020 Wien
Austria

Vymysleny nazov

Vendal retard 30 mg -
Filmtabletten

Vendal retard 60 mg -
Filmtabletten

Kapanol CSR 100 mg -
Kapseln

Kapanol CSR 50 mg -
Kapseln

Oxycodon Hexal 10 mg -
Retardtabletten

Oxycodon Hexal 20 mg -
Retardtabletten

Oxycodon Hexal 40 mg -
Retardtabletten

Oxycodon Hexal 5 mg -
Retardtabletten

Oxycodon Hexal 80 mg -
Retardtabletten

Jurnista 16 mg -
Retardtabletten

MnoZstvo
aktivnej latk

30 mg

60 mg

100 mg

50 mg

10 mg

20 mg

40 mg

80 mg

16 mg

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

AT - Rakusko

Drzitel’ rozhodnutia
Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b
1020 Wien

Austria

Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b
1020 Wien

Austria

Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b
1020 Wien

Austria

Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b
1020 Wien

Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach

Austria

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach

Austria

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach

Austria

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach

Austria

Vymysleny nazov

Jurnista 32 mg -
Retardtabletten

Jurnista 4 mg -
Retardtabletten

Jurnista 64 mg -
Retardtabletten

Jurnista 8 mg -
Retardtabletten

Compensan retard 100
mg - Filmtabletten

Compensan retard 200
mg - Filmtabletten

Compensan retard 300
mg - Filmtabletten

Morphinhydrochlorid

MnoZstvo

aktivnej latk

32 mg

64 mg

100 mg

200 mg

300 mg

Lannacher retard 10 mg - 10 mg

Filmtabletten

Morphinhydrochlorid

Lannacher retard 100 mg 100 mg

- Filmtabletten

Morphinhydrochlorid

Lannacher retard 200 mg 200 mg

- Filmtabletten

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlZzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel' rozhodnutia
o registracii
Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach
Austria

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach
Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria

Vymysleny nazov

Morphinhydrochlorid

Lannacher retard 30 mg -

Filmtabletten

Morphinhydrochlorid

Lannacher retard 60 mg -

Filmtabletten

Hydal retard 16 mg -
Kapseln

Hydal retard 2 mg -
Kapseln

Hydal retard 24 mg -
Kapseln

Hydal retard 4 mg -
Kapseln

Hydal retard 8 mg -
Kapseln

Hydal Uno retard 12 mg -
Kapseln

Hydal Uno retard 16 mg -
Kapseln

Hydal Uno retard 24 mg -
Kapseln

MnoZstvo
aktivnej latk

30 mg

60 mg

16 mg

2 mg

24 mg

4 mg

8 mg

12 mg

16 mg

24 mg

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

Tvrda kapsula
uvolfiovanim

s predlzenym

s predlZzenym

s predizenym

s predlzenym

s predlzenym

s predlZzenym

s predlzenym

s predlZzenym

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel’ rozhodnutia

o registracii
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria

Vymysleny nazov

Hydal Uno retard 32 mg -

Kapseln

Mundidol retard 10 mg -

Filmtabletten

Mundidol retard 100 mg -

Filmtabletten

Mundidol retard 200 mg -

Filmtabletten

Mundidol retard 30 mg -

Filmtabletten

Mundidol retard 60 mg -

Filmtabletten

Mundidol Uno retard 120

mg - Kapseln

Mundidol Uno retard 200

mg - Kapseln

Mundidol Uno retard 30

mg - Kapseln

Mundidol Uno retard 60

mg - Kapseln

MnoZstvo
aktivnej latk

32 mg

10 mg

100 mg

200 mg

30 mg

60 mg

120 mg

200 mg

30 mg

60 mg

Farmaceuticka forma

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel’ rozhodnutia

o registracii
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria
Mundipharma GmbH
Apollogasse 16-18
1070 Wien

Austria

Vymysleny nazov

OxyContin retard 10 mg
Filmtabletten

OxyContin retard 20 mg
Filmtabletten

OxyContin retard 40 mg
Filmtabletten

OxyContin retard 5 mg
Filmtabletten

OxyContin retard 80 mg
Filmtabletten

Substitol retard 120 mg -
Kapseln

Substitol retard 200 mg -
Kapseln

Targin 10 mg/5 mg
Retardtabletten

Targin 20 mg/10 mg
Retardtabletten

Targin 40 mg/20 mg
Retardtabletten

MnoZstvo
aktivnej latk

10 mg

20 mg

40 mg

5 mg

80 mg

120 mg

200 mg

10 mg/5 mg

20 mg/10 mg

40 mg/20 mg

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel’ rozhodnutia

o registracii
Mundipharma GmbH
Apollogasse 16-18

1070 Wien

Austria

Pharmachemie B.V.
Swensweg 5, P.O. Box 552
2003 RN Haarlem
Netherlands

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Vymysleny nazov

Targin 5 mg/2,5 mg
Retardtabletten

Relimal 200 mg
Retardtabletten

Hydromorphon
ratiopharm
16 mg Retardtabletten

Hydromorphon
ratiopharm
24 mg Retardtabletten

Hydromorphon
ratiopharm
4 mg Retardtabletten

Hydromorphon
ratiopharm
8 mg Retardtabletten

Oxycodon-HClI-ratiopharm
5 mg Retardtabletten

Oxycodon-HCl-ratiopharm
20 mg Retardtabletten

MnoZstvo

aktivnej latk

5 mg/2,5 mg

200 mg

16 mg

24 mg

4 mg

5 mg

20 mg

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predlzenym

s predlzenym

s predlzenym

s predlZzenym

s predlzenym

s predlZzenym

s predlZzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko

Drzitel’ rozhodnutia

o registracii
Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Ratiopharm Arzneimittel
Vertriebs-GmbH
Albert-Schweitzer Gasse 3
1140 Wien

Austria

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

Austria

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

Austria

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

Austria

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

Austria

Stada Arzneimittel GmbH
Muthgasse 36

1190 Wien

Austria

Yes Pharmaceutical Development

Services GmbH
BahnstraBe 42-46
61381 Friedrichsdorf
Germany

MnoZstvo

Vymysleny nazov aktivnei latk

Oxycodon-HCl-ratiopharm

40 mg Retardtabletten 40 mg

Oxycodon-HCl-ratiopharm

80 mg Retardtabletten 80 mg

Oxycodon-HCl-ratiopharm

10 mg Retardtabletten 10 mg
Oxycodon-HCI STADA 10 10 m
mg Retardtabletten 9
Oxycodon-HCI STADA 20 20 m
mg Retardtabletten 9
Oxycodon-HCI STADA 40 40 m
mg Retardtabletten 9
Oxycodon-HCI STADA 5 5m
mg Retardtabletten 9
Oxycodon-HCI STADA 80 80 m
mg Retardtabletten 9
Maridolor 20 mg 20 mg

Retardtabletten

10

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlZzenym

s predlzenym

s predlzenym

s predlzenym

s predlZzenym

s predlzenym

s predizenym

s predlzenym

s predizenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP

AT - Rakusko
AT - Rakusko
AT - Rakusko
AT - Rakusko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko

Drzitel’ rozhodnutia

o registracii

Yes Pharmaceutical Development

Services GmbH
BahnstraBe 42-46
61381 Friedrichsdorf
Germany

Yes Pharmaceutical Development

Services GmbH
BahnstraBe 42-46
61381 Friedrichsdorf
Germany

Yes Pharmaceutical Development

Services GmbH
BahnstraBe 42-46
61381 Friedrichsdorf
Germany

Yes Pharmaceutical Development

Services GmbH
BahnstraBe 42-46
61381 Friedrichsdorf
Germany
DOCPHARMA N.V.
Ambachtenlaan 13H
3001 Leuven
Belgium
DOCPHARMA N.V.
Ambachtenlaan 13H
3001 Leuven
Belgium
DOCPHARMA N.V.
Ambachtenlaan 13H
3001 Leuven
Belgium
DOCPHARMA N.V.
Ambachtenlaan 13H
3001 Leuven
Belgium

Vymysleny nazov

Maridolor 40 mg
Retardtabletten

Maridolor 80 mg
Retardtabletten

Oxycodon-HCI "YES" 10
mg Retardtabletten

Oxycodon-HCI "YES" 5
mg Retardtabletten

DOC MORFINE 10 MG

DOC MORFINE 100 MG

DOC MORFINE 30 MG

DOC MORFINE 60 MG

MnoZstvo
aktivnej latk

40 mg

80 mg

10 mg

10mg

100 mg

30 mg

60 mg

1"

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlZzenym

s predizenym

s predizenym

s predlzenym

s predlzenym

s predizenym

s predlzenym

s predlZenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroradlne
pouZitie



Clensky stat

EU/EHP

BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko

Drzitel’ rozhodnutia

o registracii

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Vymysleny nazov

ETHYPHARM MORPHINE
SULPHATE 10 MG

ETHYPHARM MORPHINE
SULPHATE 100 MG

ETHYPHARM MORPHINE
SULPHATE 30 MG

ETHYPHARM MORPHINE
SULPHATE 60 MG

OPIDUR 120MG

MnoZstvo
aktivnej latk

10 mg

100 mg

30 mg

60 mg

120 mg

12

Farmaceuticka forma

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie



Clensky stat

EU/EHP

BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko

Drzitel’ rozhodnutia

o registracii

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

Ethypharm

21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline -
Batiment D, 92213 Saint-Cloud
cedex

France

GLAXOSMITHKLINE S.A.
Rue Du Tilleul 13

1332 Genval

Belgium
GLAXOSMITHKLINE S.A.
Rue Du Tilleul 13

1332 Genval

Belgium
GLAXOSMITHKLINE S.A.
Rue Du Tilleul 13

1332 Genval

Belgium

Vymysleny nazov

OPIDUR 200MG

OPIDUR 20MG

OPIDUR 40MG

OPIDUR 60MG

KAPANOL 100 MG

KAPANOL 20 MG

KAPANOL 50 MG

MnoZstvo
aktivnej latk

200 mg

20 mg

40 mg

60 mg

100 mg

20 mg

50 mg

13

Farmaceuticka forma

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predizenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Spdsob
podavania

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne

pouzitie

Peroralne
pouZitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

Drzitel’ rozhodnutia
o registracii

I.P.S.

(INTERN.PHARMAC.SERVICES)NV

Garden Square, Gebouw C
Laarstraat 16

2610 Wilrijk

Belgium

1.P.S.

(INTERN.PHARMAC.SERVICES)NV

Garden Square, Gebouw C
Laarstraat 16

2610 Wilrijk

Belgium

1.P.S.

(INTERN.PHARMAC.SERVICES)NV

Garden Square, Gebouw C
Laarstraat 16

2610 Wilrijk

Belgium

I.P.S.

(INTERN.PHARMAC.SERVICES)NV

Garden Square, Gebouw C
Laarstraat 16

2610 Wilrijk

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

Vymysleny nazov

MORPHISIN 10

MORPHISIN 100

MORPHISIN 30

MORPHISIN 60

MS CONTIN 10 MG

MS CONTIN 100MG

MS CONTIN 15 MG

MS CONTIN 200 MG

MnoZstvo
aktivnej latk

10 mg

100 mg

30 mg

60 mg

10 mg

100 mg

15 mg

200 mg

14

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s riadenym uvolfiovanim

s riadenym uvolfiovanim

s riadenym uvolfiovanim

s riadenym uvolfiovanim

s predlZenym uvolfiovanim

s predlZenym uvolfiovanim

s predlzenym uvolfiovanim

s predlzenym uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

Drzitel’ rozhodnutia

o registracii
MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

Vymysleny nazov

MS CONTIN 30 MG

MS CONTIN 5 MG

MS CONTIN 60 MG

MS DIRECT 10 MG EX
SEVREDOL

MS DIRECT 20 MG EX
SEVREDOL

OXYCONTIN 10 MG

OXYCONTIN 120 MG

OXYCONTIN 15 MG

OXYCONTIN 160 MG

OXYCONTIN 20 MG

MnoZstvo

aktivnej latk

30 mg

60 mg

10 mg

20 mg

10 mg

120 mg

15 mg

160 mg

20 mg

15

Farmaceuticka forma

Tableta s predizenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Filmom obalena tableta

Filmom obalena tableta

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroradlne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

Drzitel’ rozhodnutia
MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

Vymysleny nazov

OXYCONTIN 30 MG

OXYCONTIN 40 MG

OXYCONTIN 5 MG

OXYCONTIN 60 MG

OXYCONTIN 80 MG

TARGINACT 10 MG/5 MG

TARGINACT 20 MG/10
MG

TARGINACT 40MG/20MG

TARGINACT 5MG/2,5MG

PALLADONE IMMEDIATE
RELEASE 1,3 MG

MnoZstvo
aktivnej latk

30 mg

40 mg

60 mg

80 mg

10.5 mg

21 mg

42 mg

5.25 mg

1.3 mg

16

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlzenym

s predlZzenym

s predlzenym

s predlzenym

Tvrda kapsula

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

BE - Belgicko

Drzitel’ rozhodnutia

o registracii
MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

MUNDIPHARMA CVA-SCA
Schaliénhoevedreef 20H
2800 Mechelen

Belgium

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

Vymysleny nazov

PALLADONE IMMEDIATE
RELEASE 2,6 MG

PALLADONE SLOW
RELEASE 16 MG*

PALLADONE SLOW
RELEASE 24 MG*

PALLADONE SLOW
RELEASE 4 MG

PALLADONE SLOW
RELEASE 8 MG

OXYCODON SANDOZ 10
MG

OXYCODON SANDOZ 10
MG

OXYCODON SANDOZ 20
MG

OXYCODON SANDOZ 20
MG

MnoZstvo

aktivnej latk

2.6 mg

16 mg

24 mg

4 mg

8 mg

10 mg

10 mg

20 mg

20 mg

17

Farmaceuticka forma

Tvrda kapsula

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym

uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroradlne
pouzitie



Clensky stat

EU/EHP

BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko
BE - Belgicko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

Drzitel' rozhodnutia

o registracii

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

SANDOZ N.V.

Telecom Gardens
Medialaan 40

1800 Vilvoorde

Belgium

TEVA PHARMA BELGIUM
Laarstraat 16

2610 Wilrijk

Belgium

TEVA PHARMA BELGIUM
Laarstraat 16

2610 Wilrijk

Belgium

TEVA PHARMA BELGIUM
Laarstraat 16

2610 Wilrijk

Belgium

TEVA PHARMA BELGIUM
Laarstraat 16

2610 Wilrijk

Belgium

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Vymysleny nazov

OXYCODON SANDOZ 5
MG

OXYCODON SANDOZ 5
MG

MORPHINE TEVA 10 MG

MORPHINE TEVA 100 MG

MORPHINE TEVA 30 MG

MORPHINE TEVA 60 MG

MST-Continus

MST-Continus

MST-Continus

MnoZstvo

aktivnej latk

5mg

10 mg

100 mg

30 mg

60 mg

10 mg

30 mg

60 mg

18

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

S

S

S

S

S

S

S

S

S

predlZenym uvolfiovanim

predlZzenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

riadenym uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

Drzitel' rozhodnutia
Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Vienna

Austria

Nycomed Danmark A/S
Langebjerg 1

DK-4000 Roskilde

Denmark

Nycomed Danmark A/S
Langebjerg 1

DK-4000 Roskilde

Denmark

Nycomed Danmark A/S
Langebjerg 1

DK-4000 Roskilde

Denmark

Vymysleny nazov

MST-Continus

OxyContin

OxyContin

OxyContin

OxyContin

Substitol

Substitol

Doltard

Doltard

Doltard

MnoZstvo
aktivnej latk

100 mg

10 mg

20 mg

40 mg

80 mg

120 mg

200 mg

10 mg

30 mg

60 mg

19

Farmaceuticka forma

Tableta s riadenym uvolfiovanim

Tableta s riadenym uvolfiovanim

Tableta s riadenym uvolfiovanim

Tableta s riadenym uvolfiovanim

Tableta s riadenym uvolfiovanim

Kapsula s predlzenym uvolfiovanim

Kapsula s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie



Clensky Stat
EU/EHP

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

BG - Bulharsko

CY - Cyprus

CY - Cyprus

CY - Cyprus

Drzitel' rozhodnutia

Nycomed Danmark A/S
Langebjerg 1

DK-4000 Roskilde

Denmark

TeBa ®apmMacloTMKbAC Bbrrapus
EOOA, yn. "H.B.loron" 15, eT1.1
1124 Codwus

Bvnrapusa

TeBa ®apMacloTMKbAC Bbnarapus
EOO[, yn. "H.B.loron" 15, eT.1
1124 Codwus

Bvnrapus

TeBa ®apmacloTKbC Bbarapus
EOO/A, yn. "H.B.l'oron" 15, eT.1
1124 Codwus

Bvnrapus

TeBa ®apmMacloTMKbAC Bbnrapus
EOOA, yn. "H.B.loron" 15, eT.1
1124 Codus

Bvnrapusa

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.0O.Box
23661

1685 Lefkosia

Cyprus

Vymysleny nazov

Doltard

Morphine Teva

Morphine Teva

Morphine Teva

Morphine Teva

MST CONTINUS PR
TABLETS 100mg

MST CONTINUS PR
TABLETS 10mg

MST CONTINUS PR
TABLETS 30mg

MnoZstvo
aktivnej latk

100 mg

10 mg

30 mg

60 mg

100 mg

100mg

10mg

30mg

20

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

CY - Cyprus

CY - Cyprus

CY - Cyprus

CY - Cyprus

CY - Cyprus

CY - Cyprus

CZ - Ceska
republika

Drzitel' rozhodnutia
Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.0.Box
23661

1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals
Ltd

13 Othellos street, P.O.Box
23661

1685 Lefkosia

Cyprus

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18

A-1070 Viena

Austria

Vymysleny nazov

MST CONTINUS PR
TABLETS 60mg

OXYCONTIN PR TABLETS
10mg

OXYCONTIN PR TABLETS
20mg

OXYCONTIN PR TABLETS
40mg

OXYCONTIN PR TABLETS
5mg

OXYCONTIN PR TABLETS
80mg

MST Continus 100 mg

MnoZstvo
aktivnej latk

60mg

10mg

20mg

40mg

5mg

80mg

100 mg

21

Farmaceuticka forma

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s riadenym uvolfiovanim

Spdsob
podavania

Peroralne

pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Perordlne
pouzitie

Peroralne
pouzitie



Clensky stat

EU/EHP
CZ - Ceska
republika

CZ - Ceska
republika

CZ - Ceska
republika

CZ - Ceska
republika

CZ - Ceska
republika

CZ - Ceska
republika

CZ - Ceska
republika

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel' rozhodnutia

o registracii
MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18
A-1070 Viena

Austria

MUNDIPHARMA Ges.m.b.H
Apollogasse 16-18, A-1070
Viena, Austria

1 A Pharma GmbH
Keltenring 1 + 3

D-82041 Oberhaching
Germany

1 A Pharma GmbH
Keltenring 1 + 3

D-82041 Oberhaching
Germany

1 A Pharma GmbH
Keltenring 1 + 3

D-82041 Oberhaching
Germany

Vymysleny nazov

MST Continus 30 mg

MST Continus 60 mg

OxyContin 10mg

OxyContin 20mg

OxyContin 40mg

OxyContin 80mg

MST Continus 10 mg

Oxycodonhydrochlorid - 1
A Pharma 10 mg
Retardtabletten

Oxycodonhydrochlorid - 1
A Pharma 20 mg
Retardtabletten

Oxycodonhydrochlorid - 1
A Pharma 5 mg
Retardtabletten

MnoZstvo

aktivnej latk

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

10 mg

10 mg

20 mg

5 mg
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Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s riadenym uvolfiovanim

s riadenym uvolfiovanim

s predlzenym uvolfiovanim

s predlzenym uvolfiovanim

s predlzenym uvolfiovanim

s predlZzenym uvolfiovanim

s riadenym uvolfiovanim

s predlZzenym uvolfiovanim

s predlZenym uvolfiovanim

s predlZzenym uvolfiovanim

Spdsob
podavania

Peroradlne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia

o registracii
AbZ-Pharma GmbH

Dr. Georg-Spohn-Str. 7

D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH

Dr. Georg-Spohn-Str. 7

D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH

Dr. Georg-Spohn-Str. 7

D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH

Dr. Georg-Spohn-Str. 7

D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH
Dr.Georg-Spohn-Str.
D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH
Dr.Georg-Spohn-Str.
D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH
Dr.Georg-Spohn-Str.
D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH
Dr.Georg-Spohn-Str.
D-89143 Blaubeuren
Germany
AbZ-Pharma GmbH
Dr.Georg-Spohn-Str.
D-89143 Blaubeuren
Germany

ACINO AG

Am Windfeld 35
D-83714 Miesbach
Germany

MnoZstvo

Vymysleny nazov aktivnei latk

Morphinsulfat AbZ 10 mg

Retardtabletten 10 mg
Morphinsulfat AbZ 100

mg Retardtabletten 100 mg
Morphinsulfat AbZ 30 mg
Retardtabletten 30 mg
Morphinsulfat AbZ 60 mg
Retardtabletten 60 mg
Oxycodon-HCI AbZ 10 mg
Retardtabletten 10 mg
Oxycodon-HCI AbZ 20 mg
Retardtabletten 20 mg
Oxycodon-HCI AbZ 40 mg
Retardtabletten 40 mg
Oxycodon-HCI AbZ 5 mg 5m
Retardtabletten 9
Oxycodon-HCI AbZ 80 mg 80 mg

Retardtabletten

Oxycodonhydrochlorid
Acino 10 mg 10 mg
Retardtabletten
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Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia
ACINO AG

Am Windfeld 35
D-83714 Miesbach
Germany

ACINO AG

Am Windfeld 35
D-83714 Miesbach
Germany

ACINO AG

Am Windfeld 35
D-83714 Miesbach
Germany

ACINO AG

Am Windfeld 35
D-83714 Miesbach
Germany

Actavis Deutschland GmbH & Co.

KG
Elisabeth-Selbert-Str. 1
D-40764 Langenfeld
Germany

Actavis Deutschland GmbH & Co.

KG
Elisabeth-Selbert-Str. 1
D-40764 Langenfeld
Germany

Actavis Deutschland GmbH & Co.

KG
Elisabeth-Selbert-Str. 1
D-40764 Langenfeld
Germany

Actavis Deutschland GmbH & Co.

KG
Elisabeth-Selbert-Str. 1
D-40764 Langenfeld
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-STr. 19
D-89150 Laichingen
Germany

Vymysleny nazov

Oxycodonhydrochlorid
Acino 20 mg
Retardtabletten

Oxycodonhydrochlorid
Acino 40 mg
Retardtabletten

Oxycodonhydrochlorid
Acino 5 mg
Retardtabletten

Oxycodonhydrochlorid
Acino 80 mg
Retardtabletten

MORPHIN-PUREN 10 mg

retard

MORPHIN-PUREN 100 mg

retard

MORPHIN-PUREN 30 mg

retard

MORPHIN-PUREN 60 mg

retard

Hydromorphon-AL 16 mg

Retardtabletten

MnoZstvo
aktivnej latk

20 mg

40 mg

80 mg

10 mg

100 mg

30 mg

60 mg

16 mg
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Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predizenym

s predlzenym

s predlZzenym

s predizenym

s predlzenym

s predlzenym

s predlZzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Perordlne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko
DE - Nemecko
DE - Nemecko

Drzitel' rozhodnutia
ALIUD PHARMA GmbH
Gottlieb-Daimler-STr. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-STr. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-STr. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

Vymysleny nazov

Hydromorphon-AL 24 mg
Retardtabletten

Hydromorphon-AL 4 mg
Retardtabletten

Hydromorphon-AL 8 mg
Retardtabletten

Morphin AL 10 retard

Morphin AL 100 retard

Morphin AL 30 retard

Morphin AL 60 retard

Oxycodon-HCI AL 10 mg
Retardtabletten

Oxycodon-HCI AL 20 mg
Retardtabletten

Oxycodon-HCI AL 40 mg
Retardtabletten

MnoZstvo
aktivnej latk

24 mg

8 mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

40 mg
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Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predizenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel' rozhodnutia

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

ALIUD PHARMA GmbH
Gottlieb-Daimler-Str. 19
D-89150 Laichingen
Germany

AWD.pharma GmbH & Co. KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co. KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co. KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co. KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co.KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co.KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co.KG
Wasastr. 50

D-01445 Radebeul

Germany

AWD.pharma GmbH & Co.KG
Wasastr. 50

D-01445 Radebeul

Germany

Vymysleny nazov

Oxycodon-HCI AL 5 mg
Retardtabletten

Oxycodon-HCI AL 80 mg
Retardtabletten

Morphin AWD 10 mg
retard

Morphin AWD 100 mg
retard

Morphin AWD 30 mg
retard

Morphin AWD 60 mg
retard

Hydromorphon-AWD 16
mg Retardtabletten

Hydromorphon-AWD 24
mg Retardtabletten

Hydromorphon-AWD 4
mg Retardtabletten

Hydromorphon-AWD 8
mg Retardtabletten

MnoZstvo
aktivnej latk

5 mg

80 mg

10 mg

100 mg

30 mg

60 mg

16 mg

24 mg

26

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlZzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko
DE - Nemecko
DE - Nemecko

Drzitel' rozhodnutia
betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

betapharm Arzneimittel GmbH
Kobelweg 95

D-86156 Augsburg

Germany

Vymysleny nazov

M-beta 10

M-beta 100

M-beta 30

M-beta 60

Oxycodon-HCI beta 10
mg Retardtabletten

Oxycodon-HCI beta 20
mg Retardtabletten

Oxycodon-HCI beta 30
mg Retardtabletten

Oxycodon-HCI beta 40
mg Retardtabletten

Oxycodon-HCIl beta 5 mg
Retardtabletten

Oxycodon-HCI beta 60
mg Retardtabletten

MnoZstvo
aktivnej latk

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

30 mg

40 mg

60 mg
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Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel' rozhodnutia
betapharm Arzneimittel GmbH
Kobelweg 95
D-86156 Augsburg
Germany

CT Arzneimittel GmbH
Lengeder Str., 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str., 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str., 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str., 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str. 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str. 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str. 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str. 42 a
D-13407 Berlin
Germany

CT Arzneimittel GmbH
Lengeder Str. 42 a
D-13407 Berlin
Germany

Vymysleny nazov

Oxycodon-HCI beta 80
mg Retardtabletten

Morphinsulfat-CT 10 mg
Retardtabletten

Morphinsulfat-CT 100 mg
Retardtabletten

Morphinsulfat-CT 30 mg
Retardtabletten

Morphinsulfat-CT 60 mg
Retardtabletten

Oxycodon-HCI-CT 10 mg
Retardtabletten

Oxycodon-HCI-CT 20 mg
Retardtabletten

Oxycodon-HCI-CT 40 mg
Retardtabletten

Oxycodon-HCI-CT 5 mg
Retardtabletten

Oxycodon-HCI-CT 80 mg
Retardtabletten

MnoZstvo
aktivnej latk

80 mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg
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Farmaceuticka forma

Tableta s prediZzenym

Tableta s predlZzenym

Tableta s predlzenym

Tableta s predlzenym

Tableta s prediZzenym

Tableta s predlZzenym

Tableta s predlzenym

Tableta s predlzenym

Tableta s predlZzenym

Tableta s predlzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko
DE - Nemecko
DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia

o registracii

GlaxoSmithKline GmbH & Co. KG

Theresienhohe 11
D-80339 Miinchen
Germany

GlaxoSmithKline GmbH & Co. KG

Theresienh6he 11
D-80339 Miinchen
Germany

GlaxoSmithKline GmbH & Co. KG

Theresienhéhe 11
D-80339 Minchen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grunenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany

Vymysleny nazov

Kapanol 100mg

Kapanol 20mg

Kapanol 50mg

M-long 100mg

M-long 10mg

M-long 30mg

M-long 60mg

Morphin Griinenthal 10

mg

Morphin Grinenthal 100

mg

Morphin Grinenthal 30

mg

MnoZstvo
aktivnej latk

100 mg

20 mg

50 mg

100 mg

10 mg

30 mg

60 mg

10 mg

100 mg

30 mg

29

Farmaceuticka forma

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlZzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
GRY-Pharma GmbH
Wasastr. 50

D-01445 Radebeul
Germany
GRY-Pharma GmbH
Wasastr. 50

D-01445 Radebeul
Germany
GRY-Pharma GmbH
Wasastr. 50

D-01445 Radebeul
Germany
GRY-Pharma GmbH
Wasastr. 50

D-01445 Radebeul
Germany
GRY-Pharma GmbH
Wasastr. 50

D-01445 Radebeul
Germany

Heumann Pharma GmbH & Co.
Generica KG
Stdwestpark 50
D-90449 Nurnberg
Germany

Heumann Pharma GmbH & Co.
Generica KG
Sltdwestpark 50
D-90449 Nirnberg
Germany

Heumann Pharma GmbH & Co.
Generica KG
Stdwestpark 50
D-90449 Nirnberg
Germany

Vymysleny nazov

Morphin Griinenthal 60

mg

Morphinsulfat-GRY 10 mg

Retardtabletten

Morphinsulfat-GRY 100

mg Retardtabletten

Morphinsulfat-GRY 200

mg Retardtabletten

Morphinsulfat-GRY 30 mg

Retardtabletten

Morphinsulfat-GRY 60 mg

Retardtabletten

Morphin 10 retard
Heumann

Morphin 100 retard
Heumann

Morphin 30 retard
Heumann

MnoZstvo
aktivnej latk

60 mg

10 mg

100 mg

200 mg

30 mg

60 mg

10 mg

100 mg

30 mg

30

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlzenym

s predizenym

s predlzenym

s predlzenym

s predlzenym

s predlzenym

s predlZzenym

s predlzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko
DE - Nemecko
DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia

o registracii

Heumann Pharma GmbH & Co.

Generica KG
Stdwestpark 50
D-90449 Nirnberg
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

Vymysleny nazov

Morphin 60 retard
Heumann

Hydromorphon-HEXAL
retard 16 mg
Retardtabletten

Hydromorphon-HEXAL
retard 24 mg
Retardtabletten

Hydromorphon-HEXAL
retard 4 mg
Retardtabletten

Hydromorphon-HEXAL
retard 8 mg
Retardtabletten

Kancodal HEXAL 10 mg
Retardtabletten

Kancodal HEXAL 20 mg
Retardtabletten

Morphin HEXAL 100mg
Retardkapseln

Morphin HEXAL 100mg
Retardtabletten

Morphin HEXAL 10mg
Retardkapseln

MnoZstvo
aktivnej latk

60 mg

16 mg

24 mg

10 mg

20 mg

100 mg

100 mg

10 mg

31

Farmaceuticka forma

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

Tableta

s predlZzenym

s predlZzenym

s predlZzenym

s predizenym

s predlzenym

s predlZzenym

s predlZzenym

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

uvolfiovanim

Tvrda kapsula s predlZzenym
uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Spdsob
podavania

Peroralne
pouzitie
Peroradlne

pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG
Industriestr. 25
D-83607 Holzkirchen
Germany

Vymysleny nazov

Morphin HEXAL 10mg
Retardtabletten

Morphin HEXAL 30mg
Retardkapseln

Morphin HEXAL 30mg
Retardtabletten

Morphin HEXAL 60mg
Retardkapseln

Morphin HEXAL 60mg
Retardtabletten

Oxyco HEXAL 10 mg
Retardtabletten

Oxyco HEXAL 20 mg
Retardtabletten

Oxycodon-HCI HEXAL 10

mg Retardtabletten

Oxycodon-HCI| HEXAL 20

mg Retardtabletten

Oxycodon-HCIl HEXAL 40

mg Retardtabletten

MnoZstvo
aktivnej latk

10 mg

30 mg

30 mg

60 mg

60 mg

10 mg

20 mg

10 mg

20 mg

40 mg

32

Farmaceuticka forma

Tableta s predlZzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tvrda kapsula s predlzenym
uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZzenym uvolfiovanim

Tableta s predlZenym uvolfiovanim

Spdsob
podavania

Peroralne

pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouZitie

Peroralne
pouzitie

Peroralne
pouzitie



Clensky Stat
EU/EHP

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

DE - Nemecko

Drzitel’ rozhodnutia
HEXAL AG

Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG

Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG

Industriestr. 25
D-83607 Holzkirchen
Germany

HEXAL AG

Industriestr. 25
D-83607 Holzkirchen
Germany
Janssen-Cilag GmbH
Johnson & Johnson
Platz 1 D-41470 Neuss
Germany
Janssen-Cilag GmbH
Johnson & Johnson
Platz 1 D-41470 Neuss
Germany
Janssen-Cilag GmbH
Johnson & Johnson
Platz 1 D-41470 Neuss
Germany
Janssen-Cilag GmbH
Johnson & Johnson
Platz 1 D-41470 Neuss
Germany
Janssen-Cilag GmbH
Johnson & Johnson
Platz 1 D-41470 Neuss
Germany

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg
Germany

Vymysleny nazov

Oxycodon-HCI| HEXAL 5
mg Retardtabletten

Oxycodon-HCI HEXAL 5
mg Retardtabletten

Oxycodon-HCI| H