ANNEX I

List of the names, pharmaceutical forms, strengths of the medicinal

products, routes of administration, marketing authorisation holders in the
member states (EU/Z/EEA)



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Invented name

Strength

Carenox 10 mg Retardtabletten 10 mg

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 -

194 Bureaux de la Colline - Batiment D, Kapseln

92213 Saint-Cloud CEDEX
France

Ethypharm

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

M - dolor retard 100 mg -

194 Bureaux de la Colline - Batiment D, Kapseln

92213 Saint-Cloud CEDEX
France

5 mg

20 mg

30 mg

40 mg

60 mg

80 mg

10 mg

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Invented name Strength

M - dolor retard 200 mg -

194 Bureaux de la Colline - Batiment D, Kapseln

92213 Saint-Cloud CEDEX
France

Ethypharm

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

M - dolor retard 30 mg -

194 Bureaux de la Colline - Batiment D, Kapseln

92213 Saint-Cloud CEDEX
France

Ethypharm

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

M - dolor retard 60 mg -

194 Bureaux de la Colline - Batiment D, Kapseln

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

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach
Austria

G. L. Pharma GmbH
SchloBplatz 1

8502 Lannach
Austria

Vendal retard 10 mg -
Filmtabletten

Vendal retard 100 mg -
Filmtabletten

Vendal retard 200 mg -
Filmtabletten

Vendal retard 30 mg -
Filmtabletten

Vendal retard 60 mg -
Filmtabletten

200 mg

30 mg

60 mg

10 mg

100 mg

200 mg

30 mg

60 mg

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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-Léw-Weg 17
1020 Wien

Austria

Hexal Pharma GmbH
Stella-Klein-Low-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

Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b

1020 Wien

Austria

Janssen - Cilag Pharma GmbH
VorgartenstraBe 206b

1020 Wien

Austria

Invented name Strength

Kapanol CSR 100 mg - Kapseln 100 mg

Kapanol CSR 50 mg - Kapseln 50 mg
el 0" 1omg
Retardtabletten | 20mg
Retardtasietion 0 40mg
e s

el e aomg
IJRuertr;irscT’?allnl(aeQegn- 16 mg
Jurnista 32 mg - 32 mg

Retardtabletten

Jurnista 4 mg - Retardtabletten 4 mg

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach

Austria

Lannacher Heilmittel GmbH
SchloBplatz 1

8502 Lannach

Austria

Invented name Strength

Jurnista 64 mg -
Retardtabletten

Jurnista 8 mg - Retardtabletten

Compensan retard 100 mg -
Filmtabletten

Compensan retard 200 mg -
Filmtabletten

Compensan retard 300 mg -
Filmtabletten

Morphinhydrochlorid Lannacher
retard 10 mg - Filmtabletten

Morphinhydrochlorid Lannacher
retard 100 mg - Filmtabletten

Morphinhydrochlorid Lannacher
retard 200 mg - Filmtabletten

Morphinhydrochlorid Lannacher
retard 30 mg - Filmtabletten

Morphinhydrochlorid Lannacher
retard 60 mg - Filmtabletten

64 mg

8 mg

100 mg

200 mg

300 mg

10 mg

100 mg

200 mg

30 mg

60 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Invented name Strength

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

Hydal Uno retard 32 mg -
Kapseln

Mundidol retard 10 mg -
Filmtabletten

16 mg

24 mg

4 mg

8 mg

12 mg

16 mg

24 mg

32 mg

10 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Invented name Strength

Mundidol retard 100 mg -

Filmtabletten 100 mg
Mundidol retard 200 mg -

Filmtabletten 200 mg
Mundidol retard 30 mg -

Filmtabletten 30'mg
Mundidol retard 60 mg -

Filmtabletten 60 mg
Mundidol Uno retard 120 mg -

Kapseln 120 mg
Mundidol Uno retard 200 mg - 200 m
Kapseln 9
Mundidol Uno retard 30 mg - 30m
Kapseln 9
Mundidol Uno retard 60 mg -

Kapseln 60 mg
OxyContin retard 10 mg

Filmtabletten 10mg
OxyContin retard 20 mg 20 mg

Filmtabletten

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Invented name Strength

OxyContin retard 40 mg

Filmtabletten 40 mg
OxyContin retard 5 mg

Filmtabletten > mg
OxyContin retard 80 mg

Filmtabletten 80 mg
Substitol retard 120 mg - 120 m
Kapseln g
Substitol retard 200 mg -

Kapseln 200 mg
Targin 10 mg/5 mg

Retardtabletten 10 mg/5 mg
Targin 20 mg/10 mg

Retardtabletten

Targin 40 mg/20 mg

Retardtabletten

Targin 5 mg/2,5 mg

Retardtabletten

Relimal 200 mg Retardtabletten 200 mg

20 mg/10 mg

40 mg/20 mg

5 mg/2,5 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Ratiopharm Arzneimittel Vertriebs-
GmbH

Albert-Schweitzer Gasse 3

1140 Wien

Austria

Ratiopharm Arzneimittel Vertriebs-
GmbH

Albert-Schweitzer Gasse 3

1140 Wien

Austria

Invented name Strength

Hydromorphon ratiopharm

16 mg Retardtabletten 16 mg
Hydromorphon ratiopharm 24 m
24 mg Retardtabletten 9
Hydromorphon ratiopharm 4m

4 mg Retardtabletten 9
Hydromorphon ratiopharm 8m

8 mg Retardtabletten 9
Oxycodon-HCl-ratiopharm 5m

5 mg Retardtabletten 9
Oxycodon-HCl-ratiopharm 20

mg Retardtabletten 20 mg
Oxycodon-HCl-ratiopharm 40

mg Retardtabletten 40 mg
Oxycodon-HCl-ratiopharm 80 80 mg

mg Retardtabletten

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

AT - Austria

Marketing Authorisation Holder

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

Yes Pharmaceutical Development
Services GmbH

BahnstraBe 42-46

61381 Friedrichsdorf

Germany

Yes Pharmaceutical Development
Services GmbH

BahnstraBe 42-46

61381 Friedrichsdorf

Germany

Invented name Strength

Oxycodon-HCl-ratiopharm
10 mg Retardtabletten

Oxycodon-HCI STADA 10 mg
Retardtabletten

Oxycodon-HCI STADA 20 mg
Retardtabletten

Oxycodon-HCI| STADA 40 mg
Retardtabletten

Oxycodon-HCI STADA 5 mg
Retardtabletten

Oxycodon-HCI STADA 80 mg
Retardtabletten

Maridolor 20 mg
Retardtabletten

Maridolor 40 mg
Retardtabletten

Maridolor 80 mg
Retardtabletten

10

10 mg

10 mg

20 mg

40 mg

80 mg

20 mg

40 mg

80 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

AT - Austria

AT - Austria

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

Ethypharm

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

194 Bureaux de la Colline - Batiment D, SULPHATE 10 MG

92213 Saint-Cloud cedex
France

Ethypharm

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

194 Bureaux de la Colline - Batiment D, SULPHATE 100 MG

92213 Saint-Cloud cedex
France

Invented name Strength

Oxycodon-HCI "YES" 10 mg

Retardtabletten 10 mg
Oxycodon-HCI "YES" 5 mg 5m
Retardtabletten 9
DOC MORFINE 10 MG 10mg
DOC MORFINE 100 MG 100 mg
DOC MORFINE 30 MG 30 mg
DOC MORFINE 60 MG 60 mg
ETHYPHARM MORPHINE

10 mg
ETHYPHARM MORPHINE

100 mg

11

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

Invented name Strength

ETHYPHARM MORPHINE

194 Bureaux de la Colline - Batiment D, SULPHATE 30 MG

92213 Saint-Cloud cedex
France

Ethypharm

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

ETHYPHARM MORPHINE

194 Bureaux de la Colline - Batiment D, SULPHATE 60 MG

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

OPIDUR 120MG

OPIDUR 200MG

OPIDUR 20MG

OPIDUR 40MG

12

30 mg

60 mg

120 mg

200 mg

20 mg

40 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

I.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

I.P.S.

(INTERN.PHARMAC.SERVICES)NV

Garden Square, Gebouw C
Laarstraat 16

2610 Wilrijk

Belgium

Invented name Strength

OPIDUR 60MG

KAPANOL 100 MG

KAPANOL 20 MG

KAPANOL 50 MG

MORPHISIN 10

MORPHISIN 100

MORPHISIN 30

60 mg

100 mg

20 mg

50 mg

10 mg

100 mg

30 mg

13

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Modified-release tablet Oral use
Modified-release tablet Oral use
Modified-release tablet Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

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

Invented name Strength

MORPHISIN 60

MS CONTIN 10 MG

MS CONTIN 100MG

MS CONTIN 15 MG

MS CONTIN 200 MG

MS CONTIN 30 MG

MS CONTIN 5 MG

MS CONTIN 60 MG

MS DIRECT 10 MG EX
SEVREDOL

14

60 mg

10 mg

100 mg

15 mg

200 mg

30 mg

60 mg

10 mg

Pharmaceutical form

Modified-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Film-coated tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

Invented name Strength

MS DIRECT 20 MG EX

SEVREDOL

OXYCONTIN 10 MG

OXYCONTIN 120 MG

OXYCONTIN 15 MG

OXYCONTIN 160 MG

OXYCONTIN 20 MG

OXYCONTIN 30 MG

OXYCONTIN 40 MG

OXYCONTIN 5 MG

OXYCONTIN 60 MG

15

20 mg

10 mg

120 mg

15 mg

160 mg

20 mg

30 mg

40 mg

60 mg

Pharmaceutical form

Film-coated tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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

Invented name Strength

OXYCONTIN 80 MG 80 mg
TARGINACT 10 MG/5 MG 10.5 mg
TARGINACT 20 MG/10 MG 21 mg
TARGINACT 40MG/20MG 42 mg
TARGINACT 5MG/2,5MG 5.25 mg

PALLADONE IMMEDIATE

RELEASE 1,3 MG 1.3 mg
PALLADONE IMMEDIATE 5em
RELEASE 2,6 MG -0 Mg
PALLADONE SLOW RELEASE 16

16 mg
MG*
PALLADONE SLOW RELEASE 24 ,, _
MG* 9
PALLADONE SLOW RELEASE 4

4 mg

MG
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Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Capsule, hard

Capsule, hard

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

BE - Belgium

Marketing Authorisation Holder

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
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

Invented name Strength

PALLADONE SLOW RELEASE 8

MG 8 mg
OXYCODON SANDOZ 10 MG~ 10 mg
OXYCODON SANDOZ 10 MG 10 mg
OXYCODON SANDOZ 20 MG~ 20 mg
OXYCODON SANDOZ 20 MG~ 20 mg
OXYCODON SANDOZ 5 MG~ 5 mg
OXYCODON SANDOZ 5 MG~ 5 mg
MORPHINE TEVA 10 MG 10 mg

17

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

BE - Belgium

BE - Belgium

BE - Belgium

BG - Bulgaria

BG - Bulgaria

BG - Bulgaria

BG - Bulgaria

BG - Bulgaria

BG - Bulgaria

BG - Bulgaria

Marketing Authorisation Holder

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

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

Invented name Strength

MORPHINE TEVA 100 MG

MORPHINE TEVA 30 MG

MORPHINE TEVA 60 MG

MST-Continus

MST-Continus

MST-Continus

MST-Continus

OxyContin

OxyContin

OxyContin
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100 mg

30 mg

60 mg

10 mg

30 mg

60 mg

100 mg

10 mg

20 mg

40 mg

Pharmaceutical form

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
Mundipharma Ges.m.b.H.
BG - Bulgaria Apollogasse 16-18, Postfach 83 OxyContin 80 mg Modified-release tablet Oral use
1072 Vienna
Austria
Mundipharma Ges.m.b.H.
_ ; Apollogasse 16-18, Postfach 83 ; _
BG - Bulgaria 1072 Vienna Substitol 120 mg Prolonged-release capsule Oral use
Austria
Mundipharma Ges.m.b.H.
_ : Apollogasse 16-18, Postfach 83 : _
BG - Bulgaria 1072 Vienna Substitol 200 mg Prolonged-release capsule Oral use
Austria
Nycomed Danmark A/S
B . Langebjerg 1 _
BG - Bulgaria DK-4000 Roskilde Doltard 10 mg Prolonged-release tablet Oral use
Denmark
Nycomed Danmark A/S
_ . Langebjerg 1 _
BG - Bulgaria DK-4000 Roskilde Doltard 30 mg Prolonged-release tablet Oral use
Denmark
Nycomed Danmark A/S
_ . Langebjerg 1 _
BG - Bulgaria DK-4000 Roskilde Doltard 60 mg Prolonged-release tablet Oral use
Denmark
Nycomed Danmark A/S
B . Langebjerg 1 _
BG - Bulgaria DK-4000 Roskilde Doltard 100 mg Prolonged-release tablet Oral use
Denmark
Tea ®apmactoTmkbnc benrapus EOO/,
B ; yn. "H.B.Foron" 15, et.1 . ;
BG - Bulgaria 1124 Codusi Morphine Teva 10 mg Prolonged-release tablet Oral use
Bvnrapus
TeBa ®apmactoTmkbnc benrapus EOO/,
) . yn. "H.B.T'oron" 15, et.1 . )
BG - Bulgaria 1124 Codusi Morphine Teva 30 mg Prolonged-release tablet Oral use
Bvnrapus
Tesa ®apmactoTmkbnac benrapua EOO/,
) . yn. "H.B.l'oron" 15, eT.1 . )
BG - Bulgaria 1124 Codusi Morphine Teva 60 mg Prolonged-release tablet Oral use
Bvnrapus
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Me(g&/e;::z)«te Marketing Authorisation Holder Invented name Strength Pharmaceutical form adn?ic:;:(ter::ion
Tea ®apmactloTukbic bbnrapusa EOO/,
yn. "H.B.T'oron" 15, eT.1

1124 Codwus

Bvnrapus

Mundipharma Pharmaceuticals Ltd

13 Othellos street, P.O.Box 23661 MST CONTINUS PR TABLETS
1685 Lefkosia 100mg

Cyprus

Mundipharma Pharmaceuticals Ltd

13 Othellos street, P.O.Box 23661 MST CONTINUS PR TABLETS
1685 Lefkosia 10mg

Cyprus

Mundipharma Pharmaceuticals Ltd

13 Othellos street, P.O.Box 23661 MST CONTINUS PR TABLETS
1685 Lefkosia 30mg

Cyprus

Mundipharma Pharmaceuticals Ltd

13 Othellos street, P.O.Box 23661 MST CONTINUS PR TABLETS
1685 Lefkosia 60mg

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.O.Box 23661
1685 Lefkosia

Cyprus

Mundipharma Pharmaceuticals Ltd
13 Othellos street, P.O.Box 23661
1685 Lefkosia

Cyprus

BG - Bulgaria Morphine Teva 100 mg Prolonged-release tablet Oral use

CY - Cyprus 100mg Prolonged-release tablet Oral use
CY - Cyprus 10mg Prolonged-release tablet Oral use
CY - Cyprus 30mg Prolonged-release tablet Oral use
CY - Cyprus 60mg Prolonged-release tablet Oral use
CY - Cyprus OXYCONTIN PR TABLETS 10mg 10mg Prolonged-release tablet Oral use
CY - Cyprus OXYCONTIN PR TABLETS 20mg 20mg Prolonged-release tablet Oral use
CY - Cyprus OXYCONTIN PR TABLETS 40mg 40mg Prolonged-release tablet Oral use
CY - Cyprus

OXYCONTIN PR TABLETS 5mg 5mg Prolonged-release tablet Oral use

CY - Cyprus OXYCONTIN PR TABLETS 80mg 80mg Prolonged-release tablet Oral use
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Member State
(EU/EEA)

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

CZ - Czech
Republic

DE - Germany

DE - Germany

Marketing Authorisation Holder

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

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

Invented name Strength

MST Continus 100 mg

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
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100 mg

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

10 mg

10 mg

20 mg

Pharmaceutical form

Modified-release tablet

Modified-release tablet

Modified-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

Modified-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
1 A Pharma GmbH
_ Keltenring 1 + 3 Oxycodonhydrochlorid - 1 A )
DE - Germany D-82041 Oberhaching Pharma 5 mg Retardtabletten > Mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr. Georg-Spohn-Str. 7 Morphinsulfat AbZ 10 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 10 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr. Georg-Spohn-Str. 7 Morphinsulfat AbZ 100 mg _
DE - Germany D-89143 Blaubeuren Retardtabletten 100 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr. Georg-Spohn-Str. 7 Morphinsulfat AbZ 30 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 30 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr. Georg-Spohn-Str. 7 Morphinsulfat AbZ 60 mg _
DE - Germany D-89143 Blaubeuren Retardtabletten 60 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr.Georg-Spohn-Str. 7 Oxycodon-HCI AbZ 10 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 10 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr.Georg-Spohn-Str. 7 Oxycodon-HCI AbZ 20 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 20 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr.Georg-Spohn-Str. 7 Oxycodon-HCl AbZ 40 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 40 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr.Georg-Spohn-Str. 7 Oxycodon-HCI AbZ 5 mg )
DE - Germany D-89143 Blaubeuren Retardtabletten 5 mg Prolonged-release tablet Oral use
Germany
AbZ-Pharma GmbH
_ Dr.Georg-Spohn-Str. 7 Oxycodon-HCI AbZ 80 mg _
DE - Germany D-89143 Blaubeuren Retardtabletten 80 mg Prolonged-release tablet Oral use
Germany
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Member State
(EU/EEA)

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

Marketing Authorisation Holder

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

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

Invented name Strength

Oxycodonhydrochlorid Acino 10

mg Retardtabletten 10 mg

Oxycodonhydrochlorid Acino 20

mg Retardtabletten 20 mg

Oxycodonhydrochlorid Acino 40

mg Retardtabletten 40 mg

Oxycodonhydrochlorid Acino 5

mg Retardtabletten > mg

Oxycodonhydrochlorid Acino 80
mg Retardtabletten

80 mg
MORPHIN-PUREN 10 mg retard 10 mg

MORPHIN-PUREN 100 mg
retard

MORPHIN-PUREN 30 mg retard 30 mg

MORPHIN-PUREN 60 mg retard 60 mg

Hydromorphon-AL 16 mg

Retardtabletten 16 mg

23

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

Marketing Authorisation Holder

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

Invented name Strength

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
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24 mg

8 mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

40 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

DE - Germany

Marketing Authorisation Holder

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

Invented name Strength

Oxycodon-HCI AL 5 mg

Retardtabletten >mg
QU AL TS g g
Morphin AWD 10 mg retard 10 mg
Morphin AWD 100 mg retard 100 mg
Morphin AWD 30 mg retard 30 mg
Morphin AWD 60 mg retard 60 mg
el AHD 16916 mg
o WD 249 24 mg
Hydromorphon-AWD 4 mg 4 mg
Retardtabletten

Hydromorphon-AWD 8 mg 8 mg

Retardtabletten
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Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

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

Invented name Strength

M-beta 10 10 mg
M-beta 100 100 mg
M-beta 30 30 mg
M-beta 60 60 mg

Oxycodon-HCI beta 10 mg

Retardtabletten 10 mg
Oxycodon-HCI beta 20 mg
Retardtabletten 20 mg
Oxycodon-HCI beta 30 mg
Retardtabletten 30 mg
Oxycodon-HCI beta 40 mg
Retardtabletten 40 mg
Oxycodon-HCIl beta 5 mg 5m
Retardtabletten 9
Oxycodon-HCI beta 60 mg 60 mg

Retardtabletten
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Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
betapharm Arzneimittel GmbH
_ Kobelweg 95 Oxycodon-HCI beta 80 mg )
DE - Germany D-86156 Augsburg Retardtabletten 80 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str., 42 a Morphinsulfat-CT 10 mg )
DE - Germany D-13407 Berlin Retardtabletten 10 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str., 42 a Morphinsulfat-CT 100 mg )
DE - Germany D-13407 Berlin Retardtabletten 100 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str., 42 a Morphinsulfat-CT 30 mg _
DE - Germany D-13407 Berlin Retardtabletten 30 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str., 42 a Morphinsulfat-CT 60 mg _
DE - Germany D-13407 Berlin Retardtabletten 60 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str. 42 a Oxycodon-HCI-CT 10 mg )
DE - Germany D-13407 Berlin Retardtabletten 10 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str. 42 a Oxycodon-HCI-CT 20 mg )
DE - Germany D-13407 Berlin Retardtabletten 20 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str. 42 a Oxycodon-HCI-CT 40 mg )
DE - Germany D-13407 Berlin Retardtabletten 40 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str. 42 a Oxycodon-HCI-CT 5 mg )
DE - Germany D-13407 Berlin Retardtabletten 5 mg Prolonged-release tablet Oral use
Germany
CT Arzneimittel GmbH
_ Lengeder Str. 42 a Oxycodon-HCI-CT 80 mg )
DE - Germany D-13407 Berlin Retardtabletten 80 mg Prolonged-release tablet Oral use
Germany
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Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

GlaxoSmithKline GmbH & Co. KG
Theresienhdhe 11
D-80339 Minchen
Germany
GlaxoSmithKline GmbH & Co. KG
Theresienhtéhe 11
D-80339 Miinchen
Germany
GlaxoSmithKline GmbH & Co. KG
Theresienhéhe 11
D-80339 Miinchen
Germany
Grunenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grunenthal 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
Grunenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany
Grinenthal GmbH
Zieglerstr. 6
D-52078 Aachen
Germany

Invented name Strength

Kapanol 100mg 100 mg
Kapanol 20mg 20 mg
Kapanol 50mg 50 mg
M-long 100mg 100 mg
M-long 10mg 10 mg
M-long 30mg 30 mg
M-long 60mg 60 mg
Morphin Griinenthal 10 mg 10 mg

Morphin Grianenthal 100 mg 100 mg

Morphin Grinenthal 30 mg 30 mg
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Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

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 Nirnberg
Germany

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

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

Invented name Strength

Morphin Grinenthal 60 mg 60 mg
Morphinsulfat-GRY 10 mg
Retardtabletten 10 mg
Morphinsulfat-GRY 100 mg
Retardtabletten 100 mg
Morphinsulfat-GRY 200 mg
Retardtabletten 200 mg
Morphinsulfat-GRY 30 mg
Retardtabletten 30 mg
Morphinsulfat-GRY 60 mg
Retardtabletten 60 mg
Morphin 10 retard Heumann 10 mg
Morphin 100 retard Heumann 100 mg
Morphin 30 retard Heumann 30 mg
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Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

Heumann Pharma GmbH & Co.

Generica KG
Sitdwestpark 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

Invented name Strength

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
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60 mg

16 mg

24 mg

10 mg

20 mg

100 mg

100 mg

10 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

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

Invented name Strength

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-HCI HEXAL 40 mg
Retardtabletten
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10 mg

30 mg

30 mg

60 mg

60 mg

10 mg

20 mg

10 mg

20 mg

40 mg

Pharmaceutical form

Prolonged-release tablet

Route of
administration

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

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

Invented name Strength

Oxycodon-HCI HEXAL 5 mg

Retardtabletten > mg
Oxycodon-HCI HEXAL 5 mg 5m
Retardtabletten 9
Oxycodon-HCI HEXAL 80 mg 80 mg

Retardtabletten

Oxycodonhydrochloridl HEXAL 5

mg Retardtabletten 5 mg
JURNISTA 16 mg 16m
Retardtabletten g
JURNISTA 32 mg 32 mg

Retardtabletten

JURNISTA 4 mg Retardtabletten 4 mg

JURNISTA 64 mg

Retardtabletten 64 mg

JURNISTA 8 mg Retardtabletten 8 mg

Morphanton 100mg
Retardtabletten
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100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg
Germany

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg
Germany

Juta Pharma GmbH
Gutenbergstr. 13
D-24941 Flensburg
Germany

Krewel Meuselbach GmbH
Krewelstr. 2

D-53783 Eitorf

Germany

Krewel Meuselbach GmbH
Krewelstr. 2

D-53783 Eitorf

Germany

Krewel Meuselbach GmbH
Krewelstr. 2

D-53783 Eitorf

Germany

Krewel Meuselbach GmbH
Krewelstr. 2

D-53783 Eitorf

Germany

Krewel Meuselbach GmbH
Krewelstr. 2

D-53783 Eitorf

Germany

medac Gesellschaft fir klinische
Spezialpréaparate mbH
Fehlandtstr. 3

D-20354 Hamburg
Germany

Invented name Strength

Morphanton 10mg
Retardtabletten

Morphanton 30mg
Retardtabletten

Morphanton 60mg
Retardtabletten

Morphin-HCI Krewel 10 mg
Retardtabletten

Morphin-HCI Krewel 100 mg
Retardtabletten

Morphin-HCIl Krewel 200 mg
Retardtabletten

Morphin-HCI Krewel 30 mg
Retardtabletten

Morphin-HCI Krewel 60 mg
Retardtabletten

Capros 1 x taglich 120 mg
Hartkapseln, retardiert
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10 mg

30 mg

60 mg

10 mg

100 mg

200 mg

30 mg

60 mg

120 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

medac Gesellschaft fiur klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft fir klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft fir klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft flr klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft fur klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft flr klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

medac Gesellschaft flr klinische
Spezialpraparate mbH
Fehlandtstr. 3

D-20354 Hamburg

Germany

Mundipharma GmbH
Mundipharma Str. 2

D-65549 Limburg

Germany

Invented name

Capros 1 x taglich 20 mg

Hartkapseln, retardiert

Capros 1 x taglich 200 mg

Hartkapseln, retardiert

Capros 1 x taglich 60 mg

Hartkapseln, retardiert

Capros 100mg

Capros 10mg

Capros 30mg

Capros 60mg

MST 10 mg Mundipharma
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Strength

20 mg

200 mg

60 mg

100 mg

10 mg

30 mg

60 mg

10 mg

Pharmaceutical form

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use

Route of
administration



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany

Invented name

MST 100 mg Mundipharma

MST 200 mg Mundipharma

MST 30 mg Mundipharma

MST 60 mg Mundipharma

MST Continus 100mg

MST Continus 200mg

MST Continus 30mg

MST Continus 60mg

MSTW 10 mg Krugmann

MSTW 100 mg Krugmann
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Strength

100 mg

200 mg

30 mg

60 mg

100 mg

200 mg

30 mg

60 mg

10 mg

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use



Route of
administration

Me(?l?/eEES:?te Marketing Authorisation Holder Invented name Strength Pharmaceutical form
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany

DE - Germany MSTW 200 mg Krugmann 200 mg Prolonged-release tablet Oral use

DE - Germany MSTW 30 mg Krugmann 30 mg Prolonged-release tablet Oral use
DE - Germany MSTW 60 mg Krugmann 60 mg Prolonged-release tablet Oral use
DE - Germany OXYGESIC 10 mg 10 mg Prolonged-release tablet Oral use
DE - Germany OXYGESIC 20 mg 20 mg Prolonged-release tablet Oral use
DE - Germany OXYGESIC 40 mg 40 mg Prolonged-release tablet Oral use
DE - Germany OXYGESIC 5 mg 5 mg Prolonged-release tablet Oral use
DE - Germany OXYGESIC 80 mg 80 mg Prolonged-release tablet Oral use
DE - Germany

OxyContin 10 mg 10 mg Prolonged-release tablet Oral use

DE - Germany OxyContin 20 mg 20 mg Prolonged-release tablet Oral use
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Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany
Mundipharma GmbH
Mundipharma Str. 2
D-65549 Limburg
Germany

Invented name

OxyContin 40 mg

OxyContin 5 mg

OxyContin 80 mg

Oxynal 10/5mg Retardtabletten

Oxynal 20/10mg
Retardtabletten

Palladon retard 16 mg

Palladon retard 24 mg

Palladon retard 4 mg

Palladon retard 8 mg

Targin 10 mg/5 mg
Retardtabletten
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Strength

40 mg

80 mg

10 mg
5 mg

20 mg
10 mg

16 mg

24 mg

8 mg

10 mg
5,45

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
Mundipharma GmbH
_ Mundipharma Str. 2 Targin 10 mg/5 mg 10 mg )
DE - Germany D-65549 Limburg Retardtabletten 5,45 Prolonged-release tablet Oral use
Germany
Mundipharma GmbH
_ Mundipharma Str. 2 Targin 20 mg/10 mg 20 mg )
DE - Germany D-65549 Limburg Retardtabletten 10 mg Prolonged-release tablet Oral use
Germany
Mundipharma GmbH
_ Mundipharma Str. 2 Targin 40 mg/20 mg 40 mg )
DE - Germany D-65549 Limburg Retardtabletten 21,8 mg Prolonged-release tablet Oral use
Germany
Mundipharma GmbH
_ Mundipharma Str. 2 Targin 5 mg/2,5 mg 5 mg )
DE - Germany D-65549 Limburg Retardtabletten 2.73 Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin EINS PS Pharma 10 )
DE - Germany D-40670 Meerbusch mg retard 10 mg Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin EINS PS Pharma 100 )
DE - Germany D-40670 Meerbusch mg retard 100 mg Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin EINS PS Pharma 200 )
DE - Germany D-40670 Meerbusch mg retard 200 mg Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin EINS PS Pharma 30 )
DE - Germany D-40670 Meerbusch mg retard 30 mg Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin EINS PS Pharma 60 )
DE - Germany D-40670 Meerbusch mg retard 60 mg Prolonged-release tablet Oral use
Germany
PS Pharma Service GmbH
_ Lise-Meitner-Str. 10 Morphin PS Pharma 200 mg _
DE - Germany D-40670 Meerbusch retard 200 mg Prolonged-release tablet Oral use
Germany
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Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

PS Pharma Service GmbH
Lise-Meitner-Str. 10
D-40670 Meerbusch
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm

Germany

Invented name

Morphin VIER PS Pharma 10
mg retard

Morphin VIER PS Pharma 100
mg retard

Morphin VIER PS Pharma 30
mg retard

Morphin VIER PS Pharma 60
mg retard

Morphin ZWEI PS Pharma 10
mg retard

Morphin ZWEI PS Pharma 100
mg retard

Morphin ZWEI PS Pharma 200
mg retard

Morphin ZWEI PS Pharma 30
mg retard

Morphin ZWEI PS Pharma 60
mg retard

Hydromorphon-ratiopharm 16
mg Retardtabletten
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Strength

10 mg

100 mg

30 mg

60 mg

10 mg

100 mg

200 mg

30 mg

60 mg

16 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

Invented name

Hydromorphon-ratiopharm 24
mg Retardtabletten

Hydromorphon-ratiopharm 4
mg Retardtabletten

Hydromorphon-ratiopharm 8
mg Retardtabletten

Morphin-ratiopharm 10 mg
Retardtabletten

Morphin-ratiopharm 100 mg
Retardtabletten

Morphin-ratiopharm 30 mg
Retardtabletten

Morphin-ratiopharm 60 mg
Retardtabletten

Oxycodon-HCl-ratiopharm 10
mg Retardtabletten

Oxycodon-HCl-ratiopharm 20
mg Retardtabletten

Oxycodon-HCl-ratiopharm 40
mg Retardtabletten
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Strength

24 mg

8 mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

40 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

ratiopharm GmbH
Graf-Arco-Str. 3
D-89079 Ulm
Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11
D-83607 Holzkirchen
Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11
D-83607 Holzkirchen
Germany

Invented name

Oxycodon-HCI-ratiopharm 5 mg
Retardtabletten

Oxycodon-HCl-ratiopharm 80
mg Retardtabletten

Oxycodonhydrochlorid-
ratiopharm 10 mg
Retardtabletten

Oxycodonhydrochlorid-
ratiopharm 5 mg
Retardtabletten

Oxycodonhydrochlorid-
ratiopharm 20 mg
Retardtabletten

Oxycodonhydrochlorid-
ratiopharm 40 mg
Retardtabletten

Oxycodonhydrochlorid-
ratiopharm 5 mg
Retardtabletten

Oxycodonhydrochlorid-

ratiopharm 80 mg
Retardtabletten

Morph Sandoz 100mg
Retardtabletten

Morph Sandoz 10mg
Retardtabletten
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Strength

5 mg

80 mg

10 mg

20 mg

40 mg

5mg

80 mg

100 mg

10 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany
DE - Germany

Marketing Authorisation Holder

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen

Germany

Sandoz Pharmaceuticals GmbH
Raiffeisenstr. 11

D-83607 Holzkirchen
Germany

Stadapharm GmbH

Stadastr. 2-18

D-61118 Bad Vilbel

Germany

Invented name

Morph Sandoz 30mg
Retardtabletten

Morph Sandoz 60mg
Retardtabletten

Oxycodon-HCI Sandoz 10 mg
Retardtabletten

Oxycodon-HCI Sandoz 20 mg
Retardtabletten

Oxycodon-HCI Sandoz 20 mg
Retardtabletten

Oxycodon-HCI Sandoz 40 mg
Retardtabletten

Oxycodon-HCI Sandoz 5 mg
Retardtabletten

Oxycodon-HCI Sandoz 80 mg
Retardtabletten

Oxycodon-HCI Sandoz 10 mg

Hydromorphon-Stada 16 mg
Retardtabletten
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Strength

30 mg

60 mg

10 mg

20 mg

20 mg

40 mg

5mg

80 mg

10 mg

16 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Route of
administration

Me(g&/e;::z)«te Marketing Authorisation Holder Invented name Strength Pharmaceutical form
Stadapharm GmbH

Stadastr. 2-18 Hydromorphon-Stada 24 mg
D-61118 Bad Vilbel Retardtabletten

Germany

Stadapharm GmbH

Stadastr. 2-18 Hydromorphon-Stada 4 mg
D-61118 Bad Vilbel Retardtabletten

Germany

Stadapharm GmbH

Stadastr. 2-18 Hydromorphon-Stada 8 mg
D-61118 Bad Vilbel Retardtabletten

Germany
Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany
Stadapharm GmbH
Stadastr. 2 - 18 M-Stada 100 mg
D-61118 Bad Vilbel Retardtabletten
Germany

Stadapharm GmbH

Stadastr. 2 - 18 M-Stada 200 mg
D-61118 Bad Vilbel Retardtabletten
Germany
Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany
Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany
Stadapharm GmbH
Stadastr. 2 - 18 Oxycodon-HCI STADA 10 mg
D-61118 Bad Vilbel Retardtabletten

Germany

Stadapharm GmbH

Stadastr. 2 - 18 Oxycodon-HCI| STADA 20 mg
D-61118 Bad Vilbel Retardtabletten

Germany

DE - Germany 24 mg Prolonged-release tablet Oral use

DE - Germany 4 mg Prolonged-release tablet Oral use
DE - Germany 8 mg Prolonged-release tablet Oral use
DE - Germany M-Stada 10 mg Retardtabletten 10 mg Prolonged-release tablet Oral use
DE - Germany 100 mg Prolonged-release tablet Oral use
DE - Germany 200 mg Prolonged-release tablet Oral use
DE - Germany M-Stada 30 mg Retardtabletten 30 mg Prolonged-release tablet Oral use
DE - Germany M-Stada 60 mg Retardtabletten 60 mg Prolonged-release tablet Oral use
DE - Germany

10 mg Prolonged-release tablet Oral use

DE - Germany 20 mg Prolonged-release tablet Oral use
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Member State

(EU/EEA)
DE - Germany
DE - Germany
DE - Germany
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany
Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany
Stadapharm GmbH
Stadastr. 2 - 18
D-61118 Bad Vilbel
Germany

Acino AG

Am Windfeld 35
DE-83714 Miesbach
Germany

Acino AG

Am Windfeld 35
DE-83714 Miesbach
Germany

Acino AG

Am Windfeld 35
DE-83714 Miesbach
Germany

Acino AG

Am Windfeld 35
DE-83714 Miesbach
Germany

Acino AG

Am Windfeld 35
DE-83714 Miesbach
Germany
Ethypharm

17-21, rue St. Mathieu (Z.1.)
F- 78550 Houdan

194 Bureaux de la Colline - Batiment D

92213 Saint-Cloud cedex
France

Invented name

Oxycodon-HCI STADA 40 mg
Retardtabletten

Oxycodon-HCI STADA 5 mg
Retardtabletten

Oxycodon-HCI| STADA 80 mg
Retardtabletten

Oxycodonhydrochlorid "Acino"

Oxycodonhydrochlorid "Acino"

Oxycodonhydrochlorid "Acino"

Oxycodonhydrochlorid "Acino"

Oxycodonhydrochlorid "Acino"

Ethirfin
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Strength

40 mg

80 mg

10 mg

20 mg

40 mg

80 mg

20 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Invented name Strength
Ethirfin 40 mg
Ethirfin 60 mg
Ethirfin 120 mg
Ethirfin 200 mg
Morphinsulfat "Ethypharm" 20 mg
Morphinsulfat "Ethypharm" 40 mg
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Pharmaceutical form

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

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

France

Invented name Strength
Morphinsulfat "Ethypharm" 60 mg
Morphinsulfat "Ethypharm" 120 mg
Morphinsulfat "Ethypharm" 200 mg
Zomorph 20 mg
Zomorph 40 mg
Zomorph 60 mg
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Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Route of
administration

Me(g&/e;::z)«te Marketing Authorisation Holder Invented name Strength Pharmaceutical form

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline - Batiment D

92213 Saint-Cloud cedex

France

Ethypharm

17-21, rue St. Mathieu (Z.1.)

F- 78550 Houdan

194 Bureaux de la Colline - Batiment D

92213 Saint-Cloud cedex

France

HEXAL A/S

Kanalholmen 8-12

DK 2650 Hvidovre

Denmark

HEXAL A/S

Kanalholmen 8-12

DK 2650 Hvidovre

Denmark

HEXAL A/S

DK - Denmark g?(nglehsooln;?,?dg;i Oxycodonhydrochlorid "Hexal" 20 mg Prolonged-release tablet Oral use

Denmark

HEXAL A/S

Kanalholmen 8-12

DK 2650 Hvidovre

Denmark

HEXAL A/S

Kanalholmen 8-12

DK 2650 Hvidovre

Denmark

Janssen-Cilag A/S (TIBOTEC)

DK - Denmark gaKnggbgﬁ—ter]mljg Jurnista 4 mg Prolonged release tablet Oral use
Denmark
Janssen-Cilag A/S (TIBOTEC)

DK - Denmark gf(grzggbgikrtzrr\gég Jurnista 8 mg Prolonged release tablet Oral use
Denmark

DK - Denmark Zomorph 120 mg Prolonged-release capsule, hard Oral use

DK - Denmark Zomorph 200 mg Prolonged-release capsule, hard Oral use

DK - Denmark Oxycodonhydrochlorid "Hexal" 5 mg Prolonged-release tablet Oral use

DK - Denmark

Oxycodonhydrochlorid "Hexal" 10 mg Prolonged-release tablet Oral use

DK - Denmark

Oxycodonhydrochlorid "Hexal" 40 mg Prolonged-release tablet Oral use

DK - Denmark Oxycodonhydrochlorid "Hexal" 80 mg Prolonged-release tablet Oral use
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Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Invented name

Jurnista

Jurnista

Jurnista

Fidestor

Fidestor

Fidestor

Fidestor

Fidestor

Spanzar

Spanzar
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Strength

16 mg

32 mg

64 mg

4 mg

8 mg

16 mg

32 mg

64 mg

8 mg

Pharmaceutical form

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Janssen-Cilag A/S (TIBOTEC)
Hammerbakken 19

DK-3460 Birkergd

Denmark

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

A-8502 Lannach

Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

A-8502 Lannach

Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

A-8502 Lannach

Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

A-8502 Lannach

Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

A-8502 Lannach

Austria

Norpharma A/S

Slotsmarken 15

DK-2970 Hgrsholm

Denmark

Norpharma A/S

Slotsmarken 15

DK-2970 Hgrsholm

Denmark

Invented name

Spanzar

Spanzar

Spanzar

Depolan

Depolan

Depolan

Depolan

Depolan

OxyContin

OxyContin
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Strength

16 mg

32 mg

64 mg

10 mg

30 mg

60 mg

100 mg

200 mg

80 mg

15 mg

Pharmaceutical form

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

DK - Denmark

DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark

Invented name

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

Palladon

Palladon
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Strength

60 mg

120 mg

10 mg

20 mg

40 mg

80 mg

160 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonges release capsule, hard Oral use

Prolonges release capsule, hard Oral use



Mce(?LI':/eEES:z):\te Marketing Authorisation Holder Invented name Strength Pharmaceutical form adn?ic:;:(ter::ion
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
DK - Denmark gllgf;gq;lgk:;rslr?olm Palladon 24 mg Prolonges release capsule, hard Oral use
Denmark
Norpharma A/S
DK - Denmark gllg_tggqukﬁgrslgolm Targin 5+ 2,5mg Prolonged-release tablet Oral use
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
Slotsmarken 15
DK-2970 Hgrsholm
Denmark
Norpharma A/S
DK - Denmark gllg-tgr;;(;k:;rslr?olm Targin 40 + 20 mg  Prolonged-release tablet Oral use
Denmark
Nycomed Danmark ApS
Langebjerg 1
DK-4000 Roskilde
Denmark
Nycomed Danmark ApS
Langebjerg 1
DK-4000 Roskilde
Denmark
Nycomed Danmark ApS
Langebjerg 1
DK-4000 Roskilde
Denmark
Nycomed Danmark ApS
Langebjerg 1
DK-4000 Roskilde
Denmark

DK - Denmark Palladon 16 mg Prolonges release capsule, hard Oral use

DK - Denmark Targin 10 + 5 mg Prolonged-release tablet Oral use

DK - Denmark Targin 20 + 10 mg Prolonged-release tablet Oral use

DK - Denmark Doltard 10 mg Prolonged-release tablet Oral use

DK - Denmark Doltard 30 mg Prolonged-release tablet Oral use
DK - Denmark

Doltard 60 mg Prolonged-release tablet Oral use

DK - Denmark Doltard 100 mg Prolonged-release tablet Oral use
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Route of
administration

Me(?l?/eEES:?te Marketing Authorisation Holder Invented name Strength Pharmaceutical form
Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

DK - Denmark Contalgin 5 mg Prolonged-release tablet Oral use

DK - Denmark Contalgin 10 mg Prolonged-release tablet Oral use

DK - Denmark Contalgin 30 mg Prolonged-release tablet Oral use

DK - Denmark Contalgin 60 mg Prolonged-release tablet Oral use

DK - Denmark Contalgin 100 mg Prolonged-release tablet Oral use

DK - Denmark Contalgin 200 mg Prolonged-release tablet Oral use

Prolonged-release granules, for

DK - Denmark .
oral suspension

Contalgin 20 mg Oral use

Prolonged-release granules, for

DK - Denmark .
oral suspension

Contalgin 30 mg Oral use

Prolonged-release granules, for

DK - Denmark .
oral suspension

Contalgin 60 mg Oral use

Prolonged-release granules, for

DK - Denmark .
oral suspension

Contalgin 100 mg Oral use
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Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark

Pfizer ApS
Lautrupvang 8
DK-2750 Ballerup
Denmark
Ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany

Invented name

Contalgin

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

Oxycodonhydrochlorid
"ratiopharm"

Oxycodonhydrochlorid
"ratiopharm"

Oxycodonhydrochlorid
"ratiopharm"
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Strength

200 mg

30 mg

60 mg

90 mg

120 mg

150 mg

200 mg

10 mg

20 mg

Pharmaceutical form

Prolonged-release granules, for
oral suspension

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark
DK - Denmark

Marketing Authorisation Holder

Ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm

Germany

Ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm

Germany

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Sandoz A/S

Edvard Thomsens Vej 14
DK-2300 Kgbenhavn S
Denmark

Teva Denmark A/S
Parallelvej 10

DK-2800 Kongens Lyngby
Denmark

Teva Denmark A/S
Parallelvej 10

DK-2800 Kongens Lyngby
Denmark

Invented name

Oxycodonhydrochlorid
"ratiopharm"

Oxycodonhydrochlorid
"ratiopharm"

Oxicos

Oxicos

Oxicos

Oxycodonhydrochlorid "1A
Farma"

Oxycodonhydrochlorid "1A
Farma"

Oxycodonhydrochlorid "1A
Farma"

Malfin

Malfin
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Strength

40 mg

80 mg

10 mg

20 mg

10 mg

20 mg

10 mg

30 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

DK - Denmark

DK - Denmark

DK - Denmark

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

Marketing Authorisation Holder

Teva Denmark A/S
Parallelvej 10

DK-2800 Kongens Lyngby

Denmark
Teva Denmark A/S
Parallelvej 10

DK-2800 Kongens Lyngby

Denmark
Teva Denmark A/S
Parallelvej 10

DK-2800 Kongens Lyngby

Denmark

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

LAVIPHARM HELLAS AE
Agias Marinas Str.
Paiania Attikis 19002
Greece

Invented name

Malfin

Malfin

Malfin

MORFICONTIN

MORFICONTIN

MORFICONTIN

MORFICONTIN

MORFICONTIN

MORFICONTIN

MORFICONTIN
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Strength

60 mg

100 mg

200 mg

10 mg

30 mg

60 mg

100 mg

30 mg

60 mg

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

EL-Greece

Marketing Authorisation Holder

LAVIPHARM HELLAS AE

Agias Marinas Str.

Paiania Attikis 19002

Greece

LAVIPHARM HELLAS AE

Agias Marinas Str.

Paiania Attikis 19002

Greece

MUNDIPHARMA GMBH GERMANY
Mundipharma Strasse 2
POSTFACH 1350 D-620

Limbirg D-6270

Germany

MUNDIPHARMA GMBH GERMANY
Mundipharma Strasse 2
POSTFACH 1350 D-620

Limbirg D-6270

Germany

MUNDIPHARMA GMBH GERMANY
Mundipharma Strasse 2
POSTFACH 1350 D-620

Limbirg D-6270

Germany

MUNDIPHARMA GMBH GERMANY
Mundipharma Strasse 2
POSTFACH 1350 D-620

Limbirg D-6270

Germany

P.N.G. GEROLYMATOS AEBE

13 Asklipiou Str.

145 68, Kryoneri Athens

Greece

P.N.G. GEROLYMATOS AEBE

13 Asklipiou Str.

145 68, Kryoneri Athens

Greece

P.N.G. GEROLYMATOS AEBE

13 Asklipiou Str.

145 68, Kryoneri Athens

Greece

Invented name

MORFICONTIN

MORFICONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

MONGOL

MONGOL

MONGOL
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Strength

5 mg

15 mg

10 mg

20 mg

40 mg

80 mg

10 mg

30 mg

60 mg

Pharmaceutical form

Modified release tablet

Modified release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release capsule

Modified-release capsule

Modified-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

EL-Greece

EL-Greece

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

Marketing Authorisation Holder

P.N.G. GEROLYMATOS AEBE

13 Asklipiou Str.

145 68, Kryoneri Athens

Greece

P.N.G. GEROLYMATOS AEBE

13 Asklipiou Str.

145 68, Kryoneri Athens

Greece

ARCHIMEDES PHARMA IBERICA S.L.
C/ Jorge Juan 139

Madrid

Spain

ARCHIMEDES PHARMA IBERICA S.L.
C/ Jorge Juan 139

Madrid

Spain

ARCHIMEDES PHARMA IBERICA S.L.
C/ Jorge Juan 139

Madrid

Spain

ARCHIMEDES PHARMA IBERICA S.L.
C/ Jorge Juan 139

Madrid

Spain

JANSSEN-CILAG

S.A.PO de Las Doce Estrellas, 5 -7
28042 MADRID

Spain

JANSSEN-CILAG

S.A.PO de Las Doce Estrellas, 5 -7
28042 MADRID

Spain

JANSSEN-CILAG

S.A.PO de Las Doce Estrellas, 5 -7
28042 MADRID

Spain

JANSSEN-CILAG

S.A.P° de Las Doce Estrellas, 5 -7
28042 MADRID

Spain

Invented name

MONGOL

MONGOL

ZOMORPH10 MG Cépsulas

ZOMORPH100 mg Capsulas

ZOMORPH30 mg Capsulas

ZOMORPH60 mg Capsulas

JURNISTA

JURNISTA

JURNISTA

JURNISTA
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Strength

100 mg

200 mg

10mg

100mg

30mg

60mg

64mg

32mg

16mg

8mg

Pharmaceutical form

Modified-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

Marketing Authorisation Holder

JANSSEN-CILAG

S.A.PO de Las Doce Estrellas, 5 -7
28042 MADRID

Spain

LANNACHER HEILMITTEL
GES.M.G.H.Schlobplatz, 1

Lannach A-9502

Austria

LANNACHER HEILMITTEL
GES.M.G.H.Schlobplatz, 1

Lannach A-9502

Austria

LANNACHER HEILMITTEL
GES.M.G.H.Schlobplatz, 1

Lannach A-9502

Austria

LANNACHER HEILMITTEL
GES.M.G.H.Schlobplatz, 1

Lannach A-9502

Austria

LANNACHER HEILMITTEL
GES.M.G.H.Schlobplatz, 1

Lannach A-9502

Austria

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

Invented name

JURNISTA

MORFINA LANNACHER 10 MG

MORFINA LANNACHER 100 MG

MORFINA LANNACHER 200 MG
Comprimidos

MORFINA LANNACHER 30 MG

MORFINA LANNACHER 60 MG

MST 10 CONTINUS

MST 100 CONTINUS

MST 15 CONTINUS
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Strength

4mg

10 mg

100mg

200 mg

30 mg

60 mg

10mg

100mg

15 mg

Pharmaceutical form

Prolonged-release tablet

coated tablet

coated tablet

coated tablet

coated tablet

coated tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

ES - Spain

Marketing Authorisation Holder

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D)

Via de los Poblados, 1

28033 Madrid

Spain

MUNDIPHARMA PHARMACEUTICALS

S.L.Edificio Alvento (Torre D) Via de los

Poblados, 1

28033 MADRID

Spain

MUNDIPHARMA PHARMACEUTICALS

S.L.Edificio Alvento (Torre D) Via de los

Poblados, 1

28033 MADRID

Spain

MUNDIPHARMA PHARMACEUTICALS

S.L.Edificio Alvento (Torre D) Via de los

Poblados, 1

28033 MADRID

Spain

MUNDIPHARMA PHARMACEUTICALS

S.L.Edificio Alvento (Torre D) Via de los

Poblados, 1
28033 MADRID
Spain

Invented name

MST 200 CONTINUS

MST 30 CONTINUS

MST 5 CONTINUS

MST 60 CONTINUS

OXYCONTIN 10 mg

comprimidos de liberacién

modificada

OXYCONTIN 20 mg

comprimidos de liberacién

modificada

OXYCONTIN 40 mg

comprimidos de liberacion

modificada

OXYCONTIN 5 mg comprimidos

de liberacién prolongada
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Strength

200 mg

30mg

60mg

10mg

20mg

40mg

Ul

mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Route of
administration

Me(g&/e;::z)«te Marketing Authorisation Holder Invented name Strength Pharmaceutical form
MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D) Via de los OXYCONTIN 80 mg
ES - Spain Poblados, 1 comprimidos de liberacion 80mg Prolonged-release tablet Oral use
28033 MADRID modificada
Spain
MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D) Via de los
ES - Spain Poblados, 1 PALLADONE CONTINUS 4mg Prolonged-release capsule Oral use
28033 MADRID
Spain
MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D) Via de los
ES - Spain Poblados, 1 PALLADONE CONTINUS 8mg Prolonged-release capsule Oral use
28033 MADRID
Spain
MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D) Via de los
ES - Spain Poblados, 1 PALLADONE CONTINUS 16mg Prolonged-release capsule Oral use
28033 MADRID
Spain
MUNDIPHARMA PHARMACEUTICALS
S.L.Edificio Alvento (Torre D) Via de los
ES - Spain Poblados, 1 PALLADONE CONTINUS 24mg Prolonged-release capsule Oral use
28033 MADRID
Spain
Johnson & Johnson UAB
Gelezinio Vilko g. 18A
LT-08104 Vilnius
Lithuania
Johnson & Johnson UAB
Gelezinio Vilko g. 18A
LT-08104 Vilnius
Lithuania
Johnson & Johnson UAB
Gelezinio Vilko g. 18A
LT-08104 Vilnius
Lithuania
Johnson & Johnson UAB
Gelezinio Vilko g. 18A
LT-08104 Vilnius
Lithuania

ET - Estonia JURNISTA 4mg Prolonged-release tablet Oral use

ET - Estonia JURNISTA 8mg Prolonged-release tablet Oral use
ET - Estonia

JURNISTA 16mg Prolonged-release tablet Oral use

ET - Estonia JURNISTA 32mg Prolonged-release tablet Oral use

60



Member State
(EU/EEA)

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

Marketing Authorisation Holder

Johnson & Johnson UAB
Gelezinio Vilko g. 18A
LT-08104 Vilnius

Lithuania

LANNACHER HEILMITTEL GmbH
Schlossplatz 1

A-8502 Lannach

Austria

LANNACHER HEILMITTEL GmbH
Schlossplatz 1

A-8502 Lannach

Austria

LANNACHER HEILMITTEL GmbH
Schlossplatz 1

A-8502 Lannach

Austria

LANNACHER HEILMITTEL GmbH
Schlossplatz 1

A-8502 Lannach

Austria

LANNACHER HEILMITTEL GmbH
Schlossplatz 1

A-8502 Lannach

Austria

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

A-1072 Wien

Austria

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

A-1072 Wien

Austria

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

A-1072 Wien

Austria

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

A-1072 Wien

Austria

Invented name

JURNISTA

VENDAL RETARD 10 MG

VENDAL RETARD 100 MG

VENDAL RETARD 200 MG

VENDAL RETARD 30 MG

VENDAL RETARD 60 MG

MST CONTINUS 30 MG

MXL 120 MG

MXL 30 MG

OXYCONTIN 10 MG
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Strength

64mg

10mg

100mg

200mg

30mg

60mg

30mg

120mg

30mg

10mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release granules for

oral suspension

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Oral use



Member State
(EU/EEA)

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

ET - Estonia

FI - Finland

FI - Finland

FI - Finland

FI - Finland

FI - Finland

Marketing Authorisation Holder

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

A-1072 Wien

Austria

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

A-1072 Wien

Austria

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

A-1072 Wien

Austria

Nycomed Sefa AS

Jaama 55B

63308 Polva

Estonia

Nycomed Sefa AS

Jaama 55B

63308 Polva

Estonia

Hexal A/S

Kanalholmen 8-12

2650 HVIDOVRE

Denmark

Hexal A/S

Kanalholmen 8-12

2650 HVIDOVRE

Denmark

Hexal A/S

Kanalholmen 8-12

2650 HVIDOVRE

Denmark

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

8502 Lannach

Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1

8502 Lannach

Austria

Invented name

OXYCONTIN 20 MG

OXYCONTIN 40 MG

OXYCONTIN 80 MG

DOLTARD

DOLTARD

Oxycodone Hexal

Oxycodone Hexal

Oxycodone Hexal

Depolan

Depolan
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Strength

20mg

40mg

80mg

30mg

60mg

20 mg

40 mg

80 mg

10 mg

30 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland

Marketing Authorisation Holder

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1
8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1
8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1
8502 Lannach
Austria
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland

Invented name

Depolan

Depolan

Depolan

Docontin Unotard

Docontin Unotard

Docontin Unotard

Docontin Unotard

Docontin Unotard

Docontin Unotard

Dolcontin
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Strength

60 mg

100 mg

200 mg

30 mg

60 mg

90 mg

120 mg

150 mg

200 mg

20 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Modified-release granules for
oral suspension

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland

Marketing Authorisation Holder

Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland

Invented name

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Oxycontin
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Strength

30 mg

60 mg

100 mg

200 mg

10 mg

30 mg

60 mg

100 mg

200 mg

Pharmaceutical form

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland

Marketing Authorisation Holder

Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland

Invented name

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Palladon
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Strength

10 mg

15 mg

20 mg

30 mg

40 mg

60 mg

80 mg

120 mg

160 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland
FI - Finland

Marketing Authorisation Holder

Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
Mundipharma Oy
Rajatorpantie 41 B
01640 Vantaa
Finland
ratiopharm GmbH
Graf-Arco-Strasse 3
89079 ULM
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
89079 ULM
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
89079 ULM
Germany

Invented name

Palladon

Palladon

Palladon

Targiniq

Targiniq

Targiniq

Targiniq

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm
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Strength

8 mg

16 mg

24 mg

10 mg/ 5 mg

20 mg/ 10 mg

40 mg/ 20 mg

5 mg/ 2,5 mg

10 mg

20 mg

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
ratiopharm GmbH
. Graf-Arco-Strasse 3 .

FI - Finland 89079 ULM Oxycodone ratiopharm 40 mg Prolonged-release tablet Oral use
Germany
ratiopharm GmbH

FI - Finland Graf-Arco-Strasse 3 Oxycodone ratiopharm 80 mg Prolonged-release tablet Oral use
89079 ULM
Germany
Sandoz A/S

e C. F. Tietgens Boulevard 40 Oxycodone Hydrocloride )

FI - Finland 5220 ODENSE S@ Sandoz 20 mg Prolonged-release tablet Oral use
Denmark
ARCHIMEDES PHARMA FRANCE SARL

FR - France 12 rue du_Sergent Bobillot 92400 ‘ZO.MQREH L.P. 120 ma, gelule 120 mg Prolonged-release capsule, hard Oral use
Courbevoie a libération prolongée
France
ARCHIMEDES PHARMA FRANCE SARL

FR - France 12 rue du. sergent Bobillot 92400 Z.O,MOI.D‘PH L.P. 20,mg, gelule a 20 mg Prolonged-release capsule, hard Oral use
Courbevoie libération prolongée
France
ARCHIMEDES PHARMA FRANCE SARL

FR - France 12 rue du_ sergent Bobillot 92400 \ZO.MQREH L.P. 200 mg, gelule 200 mg Prolonged-release capsule, hard Oral use
Courbevoie a libération prolongée
France
ARCHIMEDES PHARMA FRANCE SARL

FR - France 12 rue du_Sergent Bobillot 92400 Z.O,MORPH L.P. 40,mg, gelule a 40 mg Prolonged-release capsule, hard Oral use
Courbevoie libération prolongée
France
ARCHIMEDES PHARMA FRANCE SARL

FR - France 12 rue du.Sergent Bobillot 92400 Z.O,MORPH L.P. 60,mg, gelule a 60 mg Prolonged-release capsule, hard Oral use
Courbevoie libération prolongée
France
BRISTOL - MYERS _SQUIBB SKENAN L.P. 10 mg, . .
3, rue Joseph Monier ) S ot Prolonged-release micropillules

FR - France b : microgranules a libération 10 mg . Oral use
92500 Rueil-Malmaison . , in hard capsule

prolongée en gélule

France
gREg?I(;S;;’IJEE?‘é?UIBB SKENAN L.P. 190 mg, Prolonged-release micropillules

FR - France ! microgranules a libération 100 mg Oral use

92500 Rueil-Malmaison
France

. X in hard capsule
prolongée en gelule P

67



Me(g&/e;::z)«te Marketing Authorisation Holder
BRISTOL - MYERS SQUIBB

3, rue Joseph Monier

92500 Rueil-Malmaison

France

BRISTOL - MYERS SQUIBB

3, rue Joseph Monier

92500 Rueil-Malmaison

France

BRISTOL - MYERS SQUIBB

3, rue Joseph Monier

92500 Rueil-Malmaison

France

ETHYPHARM

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

France

ETHYPHARM

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

France

ETHYPHARM

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

France

ETHYPHARM

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

France

ETHYPHARM

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

France

Laboratoire GLAXOSMITHKLINE

100, route de Versailles

78163 Marly-le-Roi Cedex

France

Laboratoire GLAXOSMITHKLINE

100, route de Versailles

78163 Marly-le-Roi Cedex

France

FR - France

FR - France

FR - France

FR - France

FR - France

FR - France

FR - France

FR - France

FR - France

FR - France

Invented name

SKENAN L.P. 200 mg,
microgranules a libération
prolongée en gélule

SKENAN L.P. 30 mg,
microgranules a libération
prolongée en gélule

SKENAN L.P. 60 mg,
microgranules a libération
prolongée en gélule

SULFATE DE MORPHINE
ETHYPHARM L.P. 10 mg, gélule
a libération prolongée

SULFATE DE MORPHINE
ETHYPHARM L.P. 100 mg,
gélule a libération prolongée

SULFATE DE MORPHINE
ETHYPHARM L.P. 30 mg, gélule
a libération prolongée

SULFATE DE MORPHINE
ETHYPHARM L.P. 60 mg, gélule
a libération prolongée

SULFATE DE MORPHINE

ETHYPHARM LP 200 mg, gélule
a libération prolongée

KAPANOL L.P. 100 mg, gélule &
libération prolongée

KAPANOL L.P. 20 mg, gélule a
libération prolongée
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Strength

200 mg

30 mg

60 mg

10 mg

100 mg

30 mg

60 mg

200 mg

100 mg

20 mg

Pharmaceutical form

Prolonged-release micropillules

. Oral use
in hard capsule

Prolonged-release micropillules

X Oral use
in hard capsule

Prolonged-release micropillules

. Oral use
in hard capsule

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Route of
administration



Member State

(EU/EEA)
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France

Marketing Authorisation Holder

Laboratoire GLAXOSMITHKLINE

100, route de Versailles

78163 Marly-le-Roi Cedex

France

Laboratoires STADA ARZNEIMITTEL AG
Stada Strasse 2-18

Postfach 1260

61118 Bad Vilbel - Dortelweil

Germany

Laboratoires STADA ARZNEIMITTEL AG
Stada Strasse 2-18

Postfach 1260

61118 Bad Vilbel - Dortelweil

Germany

Laboratoires STADA ARZNEIMITTEL AG
Stada Strasse 2-18

Postfach 1260

61118 Bad Vilbel - Dortelweil

Germany

Laboratoires STADA ARZNEIMITTEL AG
Stada Strasse 2-18

Postfach 1260

61118 Bad Vilbel - Dortelweil

Germany

Laboratoires STADA ARZNEIMITTEL AG
Stada Strasse 2-18

Postfach 1260

61118 Bad Vilbel - Dortelweil

Germany

MUNDIPHARMA

2, rue du Docteur Lombard

92130 Issy-les-Moulineaux

France

MUNDIPHARMA

2, rue du Docteur Lombard

92130 Issy-les-Moulineaux

France

MUNDIPHARMA

2, rue du Docteur Lombard

92130 Issy-les-Moulineaux

France

Invented name

KAPANOL L.P. 50 mg, gélule &
libération prolongée

MORPHINE STADA L.P. 10 mg,
comprimé pelliculé a libération
prolongée

MORPHINE STADA L.P. 100 mg,
comprimé pelliculé a libération
prolongée

MORPHINE STADA L.P. 200 mg,
comprimé pelliculé a libération
prolongée

MORPHINE STADA L.P. 30 mg,
comprimé pelliculé a libération
prolongée

MORPHINE STADA L.P. 60 mg,
comprimé pelliculé a libération
prolongée

MOSCONTIN 10 mg, comprimé
enrobé a libération prolongée

MOSCONTIN 100 mg,
comprimé enrobé a libération
prolongée

MOSCONTIN 15 mg, comprimé
pelliculé a libération prolongée
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Strength

50 mg

10 mg

100 mg

200 mg

30 mg

60 mg

10 mg

100 mg

15 mg

Pharmaceutical form

Prolonged-release capsule, hard Oral use

Prolonged-release film-coated

tablet Oral use
Prolonged-release film-coated

Oral use
tablet
Prolonged-release film-coated

Oral use
tablet
Prolonged-release film-coated

Oral use
tablet
Prolonged-release film-coated

Oral use

tablet

Prolonged-release coated tablet Oral use

Prolonged-release coated tablet Oral use

Prolonged-release film-coated

tablet

Oral use

Route of
administration



Member State

(EU/EEA)
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France

Marketing Authorisation Holder

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

Invented name

MOSCONTIN 30 mg, comprimé
enrobé a libération prolongée

MOSCONTIN 5 mg, comprimé
pelliculé a liberation prolongée

MOSCONTIN 60 mg, comprimé
enrobé a libération prolongée

MOSCONTIN L.P. 200 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN L.P. 5 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 10 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 120 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 15 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 160 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 20 mg,

comprimé pelliculé a libération
prolongée

70

Strength

30 mg

60 mg

200 mg

10 mg

120 mg

160 mg

20 mg

Pharmaceutical form

Prolonged-release coated tablet

Prolonged-release film-coated
tablet

Prolonged-release coated tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France

Marketing Authorisation Holder

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

Invented name

OXYCONTIN LP 30 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 40 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 60 mg,
comprimé pelliculé a libération
prolongée

OXYCONTIN LP 80 mg,
comprimé pelliculé a libération
prolongée

SOPHIDONE L.P. 16 mg, gélule
a libération prolongée

SOPHIDONE L.P. 24 mg, gélule
a libération prolongée

SOPHIDONE L.P. 4 mg, gélule a
libération prolongée

SOPHIDONE L.P. 8 mg, gélule a
libération prolongée

TARGINACT 10 mg/5 mg,
comprimé a libération
prolongée

TARGINACT 20 mg/10 mg,

comprimé a libération
prolongée

71

Strength

30 mg

40 mg

60 mg

80 mg

16 mg

24 mg

4 mg

8 mg

10 mg/5 mg

20 mg/10 mg

Pharmaceutical form

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

prolonged-release tablet

prolonged-release tablet

Oral use

Oral use



Member State

(EU/EEA)
FR - France
FR - France
FR - France
FR - France
FR - France
FR - France
HU - Hungary
HU - Hungary
HU - Hungary

Marketing Authorisation Holder

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

MUNDIPHARMA

2, rue du Docteur Lombard
92130 Issy-les-Moulineaux
France

NAPP Laboratories Limited
Cambridge Science Park
Milton Road

CB4 4GW Cambridge
United Kingdom

NAPP Laboratories Limited
Cambridge Science Park
Milton Road

CB4 4GW Cambridge
United Kingdom

NAPP Laboratories Limited
Cambridge Science Park
Milton Road

CB4 4GW Cambridge
United Kingdom

NAPP Laboratories Limited
Cambridge Science Park
Milton Road

CB4 4GW Cambridge
United Kingdom

EGIS Gyodgyszergyar nyrt.
Kereszturi ut 30-38.

1106, Budapest

Hungary

EGIS Gydgyszergyar nyrt.
Kereszturi Ut 30-38.,
1106, Budapest

Hungary

EGIS Gyodgyszergyar nyrt.
Kereszturi Ut 30-38.,
1106, Budapest

Hungary

Invented name
TARGINACT 40 mg/20 mg,
comprimé a libération
prolongée
TARGINACT 5 mg/2,5 mg,
comprimé a libération
prolongée

PALLADONE L.P. 16 mg, gélule

a libération prolongée

PALLADONE L.P. 24 mg, gélule
a libération prolongée

PALLADONE L.P. 4 mg, gélule a
libération prolongée

PALLADONE L.P. 8 mg, gélule a
libération prolongée

M-ESLON

M-ESLON

M-ESLON

72

Strength

40 mg/20 mg prolonged-release tablet

5 mg/2,5 mg

16 mg

24 mg

8 mg

30mg

60mg

100mg

Route of

Pharmaceutical form administration

Oral use

prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary

Marketing Authorisation Holder

EGIS Gyodgyszergyar nyrt.
Kereszturi Ut 30-38.,

1106, Budapest

Hungary

Janssen-Cilag Kft.

H-2045 Toérokbalint, To Park
Hungary

Janssen-Cilag Kft.

H-2045 Torokbalint, To Park
Hungary

Janssen-Cilag Kft.

H-2045 Toérokbalint, Té Park
Hungary

Janssen-Cilag Kft.

H-2045 Torokbalint, To Park
Hungary

Janssen-Cilag Kft.

H-2045 Torokbalint, To Park
Hungary

Mundipharma Ges.m.b.H.
Apollogasse 16-18.,

A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18.,

A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18.,

A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18.,

A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18.,

A-1072 Vienna

Austria

Invented name

M-ESLON

Jurnista

Jurnista

Jurnista

Jurnista

Jurnista

MST Continus

MST Continus

MST Continus

MST Continus

Oxycontin

73

Strength

200mg

4mg

8mg

16mg

32mg

64mg

10mg

30mg

60mg

100mg

10mg

Pharmaceutical form

Route of

administration

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release film coated
tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release film coated
tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary
HU - Hungary

Marketing Authorisation Holder

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

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

Austria

Invented name

Oxycontin

Oxycontin

Oxycontin

Palladone-SR

Palladone-SR

Palladone-SR

Palladone-SR

Palladone-XL

Palladone-XL

Palladone-XL

74

Strength

20mg

40mg

80mg

4mg

8mg

16mg

24mg

12mg

16mg

24mg

Pharmaceutical form

Prolonged-release film coated

tablet

Prolonged-release film coated

tablet

Prolonged-release film coated

tablet

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
HU - Hungary
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland

Marketing Authorisation Holder

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

Austria

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
Napp Pharmaceuticals Ltd.

Cambridge Science Park, Milton Road

Cambridge CB4 OGW
United Kingdom

Invented name

Palladone-XL

ETHIRFIN 120 mg prolonged-
release capsules, hard

ETHIRFIN 20 mg prolonged-
release capsules, hard

ETHIRFIN 200 mg prolonged-
release capsules, hard

ETHIRFIN 40 mg prolonged-
release capsules, hard

ETHIRFIN 60 mg prolonged-
release capsules, hard

MST CONTINUS 10 MG

PROLONGED-RELEASE TABLETS

75

Strength

32mg

120 mg

20 mg

200 mg

40 mg

60 mg

10 mg

Pharmaceutical form

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

IE - Ireland

Marketing Authorisation Holder

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 0GW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 0GW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Invented name

MST CONTINUS 100 MG

PROLONGED-RELEASE TABLETs 100 M9

MST CONTINUS 15 MG

PROLONGED-RELEASE TABLETS 1> M9

MST CONTINUS 200 MG

PROLONGED-RELEASE TABLETS 200 M9

MST CONTINUS 30 MG

PROLONGED-RELEASE TABLETS 30 M9

MST CONTINUS 5 MG

PROLONGED-RELEASE TABLETS ° M9

MST CONTINUS 60 MG

PROLONGED-RELEASE TABLETS ©0 M9

MST CONTINUS suspension 100

mg 100 mg

MST CONTINUS suspension 20

mg 20 mg

MST CONTINUS suspension 200

mg 200 mg

MST CONTINUS suspension 30

mg 30 mg

76

Strength

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release granules

Prolonged-release granules

Prolonged-release granules

Prolonged-release granules

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland

Marketing Authorisation Holder

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 O0GW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 0GW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Invented name

MST CONTINUS suspension 60
mg

Oxycontin 10 mg Prolonged-
release tablets

Oxycontin 20 mg Prolonged-
release tablets

Oxycontin 40 mg Prolonged-
release tablets

Oxycontin 5 mg Prolonged-
release tablets

Oxycontin 80 mg Prolonged-
release tablets

Palladone SR Capsules 16 mg

Palladone SR Capsules 2 mg

Palladone SR Capsules 24 mg

Palladone SR Capsules 4 mg

i

Strength

60 mg

10 mg

20 mg

40 mg

80 mg

16 mg

24 mg

Pharmaceutical form

Prolonged-release granules

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland

Marketing Authorisation Holder

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Napp Pharmaceuticals Ltd.
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Rowex Ltd.

Bantry, Co.Cork

Ireland

Invented name

Palladone SR Capsules 8mg

Targin 10mg/5 mg Prolonged-
release tablets

Targin 20mg/10 mg Prolonged-
release tablets

Targin 40mg/20 mg Prolonged-
release tablets

Targin 5mg/2.5 mg Prolonged-
release tablets

DANCEX SR 10 mg Prolonged-
release tablets

DANCEX SR 20 mg Prolonged-
release tablets

DANCEX SR 5 mg Prolonged-
release tablets

Oxydon 10 mg Prolonged-
release tablets

Oxydon 20 mg Prolonged-
release tablets

Oxydon 40 mg Prolonged-
release tablets

Oxydon 5 mg Prolonged-release
tablets

78

Strength

8 mg

10mg/5mg

20mg/10mg

40mg/20mg

5mg/2.5 mg

10 mg

20 mg

5 mg

10 mg

20 mg

40 mg

5 mg

Pharmaceutical form

Prolonged-release capsule

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IE - Ireland
IS - Iceland
IS - Iceland
IS - Iceland

Marketing Authorisation Holder

Rowex Ltd.

Bantry, Co.Cork

Ireland

Napp Pharmaceuticals Limited
Cambridge Science Park,
Milton Road

Cambridge, CB4 OGW

United Kingdom

Napp Pharmaceuticals Limited
Cambridge Science Park,
Milton Road

Cambridge, CB4 0GW

United Kingdom

Napp Pharmaceuticals Limited
Cambridge Science Park,
Milton Road

Cambridge, CB4 OGW

United Kingdom

Napp Pharmaceuticals Limited
Cambridge Science Park,
Milton Road

Cambridge, CB4 OGW

United Kingdom

Napp Pharmaceuticals Limited
Cambridge Science Park,
Milton Road

Cambridge, CB4 OGW

United Kingdom

Ethypharm

194 Bureaux de la Colline Batiment
D 92213 Saint-Cloud Cedex
France

Ethypharm

194 Bureaux de la Colline Batiment
D 92213 Saint-Cloud Cedex
France

Ethypharm

194 Bureaux de la Colline Batiment
D 92213 Saint-Cloud Cedex
France

Invented name

Oxydon 80 mg Prolonged-
release tablets

OxyContin 60 mg prolonged

release tablets

OxyContin 120 mg prolonged
release tablets

OxyContin 160 mg prolonged
release tablets

OxyContin 15 mg prolonged
release tablets

OxyContin 30 mg prolonged
release tablets

Oxycodone Ethypharm

Oxycodone Ethypharm

Oxycodone Ethypharm

79

Strength

80 mg

60mg

120mg

160mg

15mg

30mg

10 mg

20 mg

40 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release tablet Oral use
Prolonged release tablet Oral use
Prolonged release tablet Oral use
Prolonged release tablet Oral use
Prolonged release tablet Oral use
Prolonged release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland

Marketing Authorisation Holder

Ethypharm

194 Bureaux de la Colline Batiment
D 92213 Saint-Cloud Cedex

France
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark

Invented name

Oxycodone Ethypharm

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

Palladon

Palladon

Palladon

Palladon

80

Strength

80 mg

10 mg

20 mg

40 mg

80 mg

4 mg

8 mg

16 mg

24 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland
IS - Iceland

Marketing Authorisation Holder

Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark
Norpharma
Slotsmarken 15
2970 Hgrsholm
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Pfizer Aps
Lautrupsvang 8
2750 Ballerud
Denmark

Invented name

Targin

Targin

Targin

Targin

Contalgin

Contalgin

Contalgin

Contalgin

Contalgin

Contalgin

81

Strength

5/2.5 mg

10/5 mg

20/10 mg

40/20 mg

10 mg

30 mg

60 mg

100 mg

200 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

IS - Iceland

IS - Iceland

IS - Iceland

IS - Iceland

IS - Iceland

IS - Iceland

IT - Italy

IT - Italy

IT - Italy

IT - Italy

Marketing Authorisation Holder

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Pfizer Aps

Lautrupsvang 8

2750 Ballerud

Denmark

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Invented name

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

Contalgin Uno

ETHIRFIN

ETHIRFIN

ETHIRFIN

ETHIRFIN

82

Strength

30 mg

60 mg

90 mg

120 mg

150 mg

200 mg

20 mg

40 mg

60 mg

120 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

Marketing Authorisation Holder

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

Aziende Chimiche Riunite Angelini
Francesco A.C.R.A.F. S.p.A.

Viale Amelia 70 00181 Roma
Italy

BRUNO FARMACEUTICI S.P.A.

Via delle Ande, 15

00100 Roma

Italy

BRUNO FARMACEUTICI S.P.A.

Via delle Ande, 15

00100 Roma

Italy

BRUNO FARMACEUTICI S.P.A.

Via delle Ande, 15

00100 Roma

Italy

BRUNO FARMACEUTICI S.P.A.

Via delle Ande, 15

00100 Roma

Italy

BRUNO FARMACEUTICI S.P.A.

Via delle Ande, 15

00100 Roma

Italy

Invented name

ETHIRFIN

TWICE

TWICE

TWICE

TWICE

UNIMORF

UNIMORF

UNIMORF

UNIMORF

UNIMORF

83

Strength

200 mg

10 mg

30 mg

60 mg

100 mg

20 mg

40 mg

60 mg

120 mg

200 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

Marketing Authorisation Holder

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

JANSSEN-CILAG SpA

Via M. Buonarroti, 23

20093 Cologno Monzese (MI)
Italy

JANSSEN-CILAG SpA

Via M. Buonarroti, 23

20093 Cologno Monzese (MI)
Italy

JANSSEN-CILAG SpA

Via M. Buonarroti, 23

20093 Cologno Monzese (MI)
Italy

JANSSEN-CILAG SpA

Via M. Buonarroti, 23

20093 Cologno Monzese (MI)
Italy

Invented name

SKENAN

SKENAN

SKENAN

SKENAN

JURNISTA

JURNISTA

JURNISTA

JURNISTA

84

Strength

10 mg

30 mg

60 mg

100 mg

16 mg

32 mg

Pharmaceutical form

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

Marketing Authorisation Holder

JANSSEN-CILAG SpA

Via M. Buonarroti, 23

20093 Cologno Monzese (MI)
Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Invented name

JURNISTA

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

MS CONTIN

85

Strength

64 mg

10 mg

30 mg

60 mg

100 mg

200 mg

20 mg

30 mg

60 mg

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Controlled release granules for
oral suspension

Controlled release granules for
oral suspension

Controlled release granules for
oral suspension

Controlled release granules for
oral suspension

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

IT - Italy

LT - Lithuania

LT - Lithuania

LT - Lithuania

LT - Lithuania

Marketing Authorisation Holder

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Mundipharma Pharmaceuticals Srl
Via G. Serbelloni, 4

20122 Milano

Italy

Lannacher Heilmittel Ges. m . b. H

Schlossplatz 1
8502 Lannach
Austria

Lannacher Heilmittel Ges. m . b. H

Schlossplatz 1
8502 Lannach
Austria

Lannacher Heilmittel Ges. m . b. H

Schlossplatz 1
8502 Lannach
Austria

Lannacher Heilmittel Ges. m . b. H

Schlossplatz 1
8502 Lannach
Austria

Invented name

MS CONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

Vendal retard

Vendal retard

Vendal retard

Vendal retard

86

Strength

200 mg

10 mg

20 mg

40 mg

80 mg

10 mg

30 mg

60 mg

100 mg

Pharmaceutical form

Controlled release granules for

oral suspension

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

LT - Lithuania

LT - Lithuania

LT - Lithuania

LU -
Luxembourg

LU -
Luxembourg

LU -
Luxembourg

LU -
Luxembourg

LU -
Luxembourg

LU -
Luxembourg

LU -
Luxembourg

Marketing Authorisation Holder

Lannacher Heilmittel Ges. m . b. H
Schlossplatz 1

8502 Lannach

Austria

Nycomed Danmark ApS
Langebjerg 1

DK-4000 Roskilde
Denmark

Nycomed Danmark ApS
Langebjerg 1

DK-4000 Roskilde
Denmark

Ethypharm

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

France

Ethypharm

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

France

Ethypharm

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

France

Ethypharm

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

France

Ethypharm

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

France

Mundipharma C.V.A.
Schalienhoevedreef 20H
B- 2800 Mechelen
Belgium

Mundipharma C.V.A.
Schalienhoevedreef 20H
B- 2800 Mechelen
Belgium

Invented name

Vendal retard

Doltard

Doltard

Morphine Sulfate LP Ethypharm

Zomorph L.P.

Zomorph L.P.

Zomorph L.P.

Zomorph L.P.

Palladone Slow Release

Palladone Slow Release

87

Strength

200 mg

30 mg

60 mg

200mg

40mg

60mg

120mg

200mg

4mg

8mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release capsule,

Prolonged-release capsule,

Prolonged-release capsule,

Prolonged-release capsule,

Prolonged-release capsule,

Capsule

Capsule

Route of
administration

Oral use

Oral use

Oral use

hard Oral use

soft Oral use

soft Oral use

soft Oral use

soft Oral use

Oral use

Oral use



Member State

(EU/EEA)
LU -
Luxembourg
LU -
Luxembourg
LU -
Luxembourg
LU -
Luxembourg
LV - Latvia
LV - Latvia
LV - Latvia
LV - Latvia
LV - Latvia
LV - Latvia

Marketing Authorisation Holder

Mundipharma C.V.A.
Schalienhoevedreef 20H

B- 2800 Mechelen

Belgium

Mundipharma C.V.A.
Schalienhoevedreef 20H

B- 2800 Mechelen

Belgium

Mundipharma C.V.A.
Schalienhoevedreef 20H

B- 2800 Mechelen

Belgium

Mundipharma C.V.A.
Schalienhoevedreef 20H

B- 2800 Mechelen

Belgium

Lannacher Heilmittel Ges.mbH
Schlofplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
Schlofplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
SchlofBplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
SchlofBplatz 1

A-8502, Lannach

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

Invented name

Palladone Slow Release

Palladone Slow Release

Targinact-10/15

Targinact-20/10

Vendal retard 10 mg
prolonged-release tablets

Vendal retard 100 mg
prolonged-release tablets

Vendal retard 30 mg
prolonged-release tablets

Vendal retard 60 mg
prolonged-release tablets

OxyContin 10 mg prolonged
release tablets

OxyContin 20 mg prolonged
release tablets
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Strength

16mg

24mg

10/5mg

20/10mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

Pharmaceutical form

Capsule

Capsule

prolonged-release tablet

prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

LV - Latvia

LV - Latvia

LV - Latvia

LV - Latvia

MT - Malta

MT - Malta

MT - Malta

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

MUNDIPHARMA Ges.m.b.H.
Apollogasse 16-18
A-1072 Viena

Austria

MUNDIPHARMA Ges.m.b.H.
Apollogasse 16-18
A-1072 Viena

Austria

Nycomed Danmark ApS
Langebjerg 1

DK - 4000 Roskilde
Denmark

Nycomed Danmark ApS
Langebjerg 1

DK - 4000 Roskilde
Denmark

Napp Pharmaceuticals Ltd
Cambridge Science Park
Milton Road

Cambridge CB4 OGW
United Kingdom

Napp Pharmaceuticals Ltd
Cambridge Science Park
Milton Road

Cambridge CB4 OGW
United Kingdom

Napp Pharmaceuticals Ltd
Cambridge Science Park
Milton Road

Cambridge CB4 0GW
United Kingdom
Apothecon B.V.
Nijverheidsweg 3
NL-3771 ME Barneveld
The Netherlands
Apothecon B.V.
Nijverheidsweg 3
NL-3771 ME Barneveld
The Netherlands

Invented name

OxyContin 40 mg prolonged
release tablets

OxyContin 80 mg prolonged
release tablets

Doltard 30 mg prolonged-
release tablets

Doltard 60 mg prolonged-
release tablets

MST CONTINUS 10 mg tablets

MST CONTINUS 30 mg tablets

MST CONTINUS 60mg tablets

Morfine HCl retard 10 A,
tabletten met verlengde afgifte
10 mg

Morfine HCl retard 100 A,

tabletten met verlengde afgifte
10 mg
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Strength

40 mg

80 mg

30 mg

60 mg

10mg

30mg

60mg

10 mg

100 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NL -

Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

Apothecon B.V.
Nijverheidsweg 3
NL-3771 ME Barneveld
The Netherlands
Apothecon B.V.
Nijverheidsweg 3
NL-3771 ME Barneveld
The Netherlands
Apothecon B.V.
Nijverheidsweg 3
NL-3771 ME Barneveld
The Netherlands
Centrafarm Services BV
Nieuwe Donk 9
NL-4879 AC Etten-Leur
The Netherlands
Centrafarm Services BV
Nieuwe Donk 9
NL-4879 AC Etten-Leur
The Netherlands
Centrafarm Services BV
Nieuwe Donk 9
NL-4879 AC Etten-Leur
The Netherlands
Centrafarm Services BV
Nieuwe Donk 9
NL-4879 AC Etten-Leur
The Netherlands
Centrafarm Services BV
Nieuwe Donk 9
NL-4879 AC Etten-Leur
The Netherlands
GlaxoSmithKline B.V.
Huis ter Heideweg 62
NL-3705 LZ Zeist

The Netherlands
GlaxoSmithKline B.V.
Huis ter Heideweg 62
NL-3705 LZ Zeist

The Netherlands

Invented name

Morfine HCI retard 200 A,
tabletten met verlengde afgifte
10 mg

Morfine HCI retard 30 A,
tabletten met verlengde afgifte
10 mg

Morfine HCI retard 60 A,
tabletten met verlengde afgifte
10 mg

Morfine HCI retard CF 10 mg,
tabletten met gereguleerde
afgifte

Morfine HCI retard CF 100 mg,
tabletten met gereguleerde
afgifte

Morfine HCI retard CF 200 mg,
tabletten met gereguleerde
afgifte

Morfine HCI retard CF 30 mg,
tabletten met gereguleerde
afgifte

Morfine HCI retard CF 60 mg,

tabletten met gereguleerde
afgifte

Kapanol 100, capsules met
gereguleerde afgifte 20 mg

Kapanol 20, capsules met
gereguleerde afgifte 20 mg
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Strength

200 mg

30 mg

60 mg

10 mg

100 mg

200 mg

30 mg

60 mg

100 mg

20 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Prolonged-release capsule

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NL -

Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

GlaxoSmithKline B.V.

Huis ter Heideweg 62

NL-3705 LZ Zeist

The Netherlands

Laboratoires UPSA (Rueil Malmaison),
128, Rue Danton

FR-92500 Rueil Malmaison

France

Laboratoires UPSA (Rueil Malmaison),
128, Rue Danton

FR-92500 Rueil Malmaison

France

Laboratoires UPSA (Rueil Malmaison),
128, Rue Danton

FR-92500 Rueil Malmaison

France

Laboratoires UPSA (Rueil Malmaison),
128, Rue Danton

FR-92500 Rueil Malmaison

France

Laboratoires UPSA (Rueil Malmaison),
128, Rue Danton

FR-92500 Rueil Malmaison

France

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Invented name

Kapanol 50, capsules met
gereguleerde afgifte 20 mg

Skenan SR 10 mg, capsules
met gereguleerde afgifte

Skenan SR 100 mg, capsules
met gereguleerde afgifte

Skenan SR 200 mg, capsules
met gereguleerde afgifte

Skenan SR 30 mg, capsules
met gereguleerde afgifte

Skenan SR 60 mg, capsules
met gereguleerde afgifte

MS Contin 10 mg, tabletten
met gereguleerde afgifte

MS Contin 100 mg, tabletten
met gereguleerde afgifte

MS Contin 15 mg, tabletten
met gereguleerde afgifte

MS Contin 200 mg, tabletten
met gereguleerde afgifte
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Strength

50 mg

10 mg

100 mg

200 mg

30 mg

60 mg

10 mg

100 mg

15 mg

2000 mg

Pharmaceutical form

Prolonged-release capsule

Modified-release capsule

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NL -

Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Invented name

MS Contin 30 mg, tabletten
met gereguleerde afgifte

MS Contin 5 mg, tabletten met
gereguleerde afgifte

MS Contin 60 mg, tabletten
met gereguleerde afgifte

OxyContin 10 mg, tabletten
met gereguleerde afgifte

OxyContin 20 mg, tabletten
met gereguleerde afgifte

OxyContin 40 mg, tabletten
met gereguleerde afgifte

OxyContin 5 mg, tabletten met
gereguleerde afgifte

OxyContin 80 mg, tabletten
met gereguleerde afgifte

Palladon-SR capsule 16 mg,
capsules met verlengde afgifte

Palladon-SR capsule 2 mg,
capsules met verlengde afgifte
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Strength

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

16 mg

Pharmaceutical form

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified release tablet

Modified release tablet

Modified release tablet

Modified release tablet

Modified release tablet

Prolonged release capsule

Prolonged release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NL -

Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Mundipharma Pharmaceuticals B.V.
De Weil 20

NL-3871 MV Hoevelaken

The Netherlands

Pharmachemie BV

Swensweg 5

NL-2031 GA Haarlem

The Netherlands

Pharmachemie BV

Swensweg 5

NL-2031 GA Haarlem

The Netherlands

Pharmachemie BV

Swensweg 5

NL-2031 GA Haarlem

The Netherlands

Invented name

Palladon-SR capsule 24 mg,
capsules met verlengde afgifte

Palladon-SR capsule 4 mg,
capsules met verlengde afgifte

Palladon-SR capsule 8 mg,
capsules met verlengde afgifte

Targinact 10 mg/ 5 mg,
tabletten met verlengde afgifte

Targinact 20 mg/ 10 mg,
tabletten met verlengde afgifte

Targinact 40 mg/ 20 mg,
tabletten met verlengde afgifte

Targinact 5 mg/ 2,5 mg,
tabletten met verlengde afgifte

Morfinesulfaat retard 10 PCH,
tabletten met gereguleerde
afgifte 10 mg

Morfinesulfaat retard 100 PCH,
tabletten met gereguleerde
afgifte 10 mg

Morfinesulfaat retard 30 PCH,

tabletten met gereguleerde
afgifte 10 mg
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Strength
24 mg
4 mg
8 mg
10 and 5 mg
20 and 10 mg
40 and 20 mg
5and 2.5 mg
10 mg
100 mg
30 mg

Pharmaceutical form

Prolonged release capsule

Prolonged release capsule

Prolonged release capsule

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

Marketing Authorisation Holder

Pharmachemie BV

Swensweg 5

NL-2031 GA Haarlem

The Netherlands

Ratiopharm Nederland B.V.
Ronde Tocht 11

NL-1507 CC Zaandam Florapark 4
2012 HK Haarlem

The Netherlands

Ratiopharm Nederland B.V.
Ronde Tocht 11

NL-1507 CC Zaandam Florapark 4
2012 HK Haarlem

The Netherlands

Ratiopharm Nederland B.V.
Ronde Tocht 11

NL-1507 CC Zaandam Florapark 4
2012 HK Haarlem

The Netherlands

Ratiopharm Nederland B.V.
Ronde Tocht 11

NL-1507 CC Zaandam Florapark 4
2012 HK Haarlem

The Netherlands

Ratiopharm Nederland B.V.
Ronde Tocht 11

NL-1507 CC Zaandam Florapark 4
2012 HK Haarlem

The Netherlands

Sandoz B.V.

Veluwezoom 22

NL-1327 AH Almere

The Netherlands

Sandoz B.V.

Veluwezoom 22

NL-1327 AH Almere

The Netherlands

Sandoz B.V.

Veluwezoom 22

NL-1327 AH Almere

The Netherlands

Invented name

Morfinesulfaat retard 60 PCH,
tabletten met gereguleerde
afgifte 10 mg

60 mg

Oxycodon HCI ratiopharm 10
mg, tabletten met verlengde
afgifte

10 mg

Oxycodon HCI ratiopharm 20
mg, tabletten met verlengde
afgifte

20 mg

Oxycodon HCI ratiopharm 40
mg, tabletten met verlengde
afgifte

40 mg

Oxycodon HCI ratiopharm 50
mg, tabletten met verlengde 5 mg
afgifte

Oxycodon HCI ratiopharm 80

mg, tabletten met verlengde 80 mg
afgifte

Oxycodon HCI Sandoz 10 mg, 10 m
tabletten met verlengde afgifte 9
Oxycodon HCI Sandoz 20 mg, 20m
tabletten met verlengde afgifte 9
Oxycodon HCI Sandoz 40 mg, 40 mg

tabletten met verlengde afgifte
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Strength

Pharmaceutical form

Modified-release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NL -

Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NL -
Netherlands

NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway

Marketing Authorisation Holder

Sandoz B.V.
Veluwezoom 22
NL-1327 AH Almere
The Netherlands
Sandoz B.V.
Veluwezoom 22
NL-1327 AH Almere
The Netherlands
Sandoz B.V.
Veluwezoom 22
NL-1327 AH Almere
The Netherlands
Sandoz B.V.
Veluwezoom 22
NL-1327 AH Almere
The Netherlands
Sandoz B.V.
Veluwezoom 22
NL-1327 AH Almere
The Netherlands
Hexal A/S
Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S
Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S
Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S
Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S
Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Invented name Strength

Oxycodon HCl Sandoz 5 mg,

tabletten met verlengde afgifte > mg

Oxycodon HCI Sandoz 80 mg,

tabletten met verlengde afgifte 80 mg

Oxycodon HCI Sandoz retard 10
mg, tabletten met verlengde 10 mg
afgifte

Oxycodon HCI Sandoz retard 20
mg, tabletten met verlengde 20 mg
afgifte

Oxycodon HCI Sandoz retard 5
mg, tabletten met verlengde 5 mg
afgifte

Oxycodone Hexal 20 mg
Oxycodone Hexal 40 mg
Oxycodone Hexal 80 mg
Oxycodone Hexal 10 mg
Oxycodone Hexal 5 mg
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Pharmaceutical form

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway

Marketing Authorisation Holder

Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway

Invented name

OXYCONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

OXYCONTIN

PALLADON

PALLADON

PALLADON

PALLADON

PALLADON
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Strength

5 mg

10 mg

20 mg

40 mg

80 mg

16 mg

24 mg

1,3 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

capsule, hard

Oral use



Member State

(EU/EEA)
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway

Marketing Authorisation Holder

Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway
Mundipharma As
Vollsveien 13c
1366 Lysaker
Norway

Pfizer As
Postboks 3

1324 Lysaker
Norway

Pfizer As
Postboks 3

1324 Lysaker
Norway

Pfizer As
Postboks 3

1324 Lysaker
Norway

Pfizer As
Postboks 3

1324 Lysaker
Norway

Pfizer As
Postboks 3

1324 Lysaker
Norway

Invented name

PALLADON

Targiniq

Targiniq

Targiniq

Targiniq

DOLCONTIN

DOLCONTIN

DOLCONTIN

DOLCONTIN

DOLCONTIN
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Strength

2,6 mg

5 mg/2,5 mg

40 mg/20 mg

10 mg/5 mg

20 mg/10 mg

20 mg/dose

10 mg

30 mg

60 mg

Pharmaceutical form

capsule, hard

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release granules for
oral suspension

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway
NO - Norway

Marketing Authorisation Holder

Pfizer As

Postboks 3

1324 Lysaker
Norway

Pfizer As

Postboks 3

1324 Lysaker
Norway

Ratiopharm GmbH
Graf-Arco-Strasse 3
89070 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
89070 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
89070 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
89070 Ulm
Germany
Ratiopharm GmbH
Graf-Arco-Strasse 3
89070 Ulm
Germany

Sandoz A/S

C.F. Tietgens Boulevard 40
DK-5220 Odense S@
Danmark

Sandoz A/S

C.F. Tietgens Boulevard 40
DK-5220 Odense S@
Danmark

Sandoz A/S

C.F. Tietgens Boulevard 40
DK-5220 Odense S@
Danmark

Invented name

DOLCONTIN

DOLCONTIN

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone Sandoz

Oxycodone Sandoz

Oxycodone Sandoz

98

Strength

100 mg

200 mg

20 mg

40 mg

80 mg

10 mg

10 mg

20 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged release tablet

Prolonged release tablet

Prolonged release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

PL - Poland

Marketing Authorisation Holder

G.L. Pharma GmbH
Schlofplatz 1
A-8502 Lannach
Austria

G.L. Pharma GmbH
Schlofplatz 1
A-8502 Lannach
Austria

G.L. Pharma GmbH
SchlofBplatz 1
A-8502 Lannach
Austria

G.L. Pharma GmbH
SchloBplatz 1
A-8502 Lannach
Austria

G.L. Pharma GmbH
Schlofplatz 1
A-8502 Lannach
Austria

Molteni Farmaceutici Polska Sp.

3 Obroncow Modlina St.
30-733, Cracow
Poland

Molteni Farmaceutici Polska Sp.

3 Obroncow Modlina St.
30-733, Cracow
Poland

Molteni Farmaceutici Polska Sp.

3 Obroncow Modlina St.
30-733, Cracow
Poland

Molteni Farmaceutici Polska Sp.

3 Obroncow Modlina St.
30-733, Cracow
Poland

Molteni Farmaceutici Polska Sp.

3 Obroncow Modlina St.
30-733, Cracow
Poland

Z 0.0.

Z 0.0.

Z 0.0.

Z 0.0.

Z 0.0.

Invented name

Vendal retard

Vendal retard

Vendal retard

Vendal retard

Vendal retard

Oramorph O.D. 20

Oramorph 0.D. 200

Oramorph O.D. 40

Oramorph O.D. 60

Oramorph 0.D.120

Strength

10 mg

30 mg

60 mg

100 mg

200 mg

20 mg

200 mg

40 mg

60 mg

120 mg

Pharmaceutical form

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Prolonged-release film-coated
tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State

(EU/EEA)
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland

Marketing Authorisation Holder

Mundipharma Ges.m.b.H
Apollogase 16-18
A-1072 Wien

Austria

Mundipharma Ges.m.b.H
Apollogase 16-18
A-1072 Wien

Austria

Mundipharma Ges.m.b.H
Apollogase 16-18
A-1072 Wien

Austria

Mundipharma Ges.m.b.H
Apollogase 16-18
A-1072 Wien

Austria

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15

2970 Hgrsholm
Denmark

Invented name

Palladone-XL 12mg

Palladone-XL 16mg

Palladone-XL 24mg

Palladone-XL 32mg

MST Continus

MST Continus

MST Continus

MST Continus

MST Continus

OxyContin
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Strength

12 mg

16 mg

24 mg

32 mg

10 mg

30 mg

60 mg

100 mg

200 mg

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Modified-release film-coated
tablet

Modified-release film-coated
tablet

Modified-release film-coated
tablet

Modified-release film-coated
tablet

Modified-release film-coated
tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PL - Poland
PT - Portugal
PT - Portugal
PT - Portugal

Marketing Authorisation Holder

Norpharma A/S
Slotsmarken 15
2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15
2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15
2970 Hgrsholm
Denmark

Norpharma A/S
Slotsmarken 15
2970 Hgrsholm
Denmark

Nycomed Pharma Sp. z o.o.

Al. Jerozoimskie 146A
02-305 Warsaw, Poland

Nycomed Pharma Sp. z o.0.

Al. Jerozoimskie 146A
02-305 Warsaw, Poland

Nycomed Pharma Sp. z o.0.

Al. Jerozoimskie 146A
02-305 Warsaw, Poland

Nycomed Pharma Sp. z o.o.

Al. Jerozoimskie 146A
02-305 Warsaw, Poland
Grinenthal, S.A.

Rua Alfredo da Silva, 16
2610-016 Amadora
Portugal

Grinenthal, S.A.

Rua Alfredo da Silva, 16
2610-016 Amadora
Portugal

Grunenthal, S.A.

Rua Alfredo da Silva, 16
2610-016 Amadora
Portugal

Invented name

OxyContin

OxyContin

OxyContin

OxyContin

Doltard

Doltard

Doltard

Doltard

Grumorph

Grumorph

Grumorph
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Strength

10 mg

20 mg

40 mg

80 mg

10 mg

30 mg

60 mg

100 mg

10 mg

30 mg

60 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release capsule

Prolonged-release capsule

Prolonged-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal

Marketing Authorisation Holder

Grunenthal, S.A.

Rua Alfredo da Silva, 16
2610-016 Amadora

Portugal

Janssen-Cilag Farmacéutica, Lda.
Estrada Consiglieri Pedroso, 69

A - Queluz de Baixo

2734-503 Barcarena

Portugal

Janssen-Cilag Farmacéutica, Lda.
Estrada Consiglieri Pedroso, 69

A - Queluz de Baixo

2734-503 Barcarena

Portugal

Janssen-Cilag Farmacéutica, Lda.
Estrada Consiglieri Pedroso, 69

A - Queluz de Baixo

2734-503 Barcarena

Portugal

Janssen-Cilag Farmacéutica, Lda.
Estrada Consiglieri Pedroso, 69

A - Queluz de Baixo

2734-503 Barcarena

Portugal

Janssen-Cilag Farmacéutica, Lda.
Estrada Consiglieri Pedroso, 69

A - Queluz de Baixo

2734-503 Barcarena

Portugal

Mundipharma Farmacéutica, Lda.
Praca Duque de Saldanha, 1 - 6° -
Edificio Atrium Saldanha, 1050-094
Sao Jorge de Arroios - Lisboa
Portugal

Mundipharma Farmacéutica, Lda.
Praca Duque de Saldanha, 1 - 6° -
Edificio Atrium Saldanha, 1050-094
Sao Jorge de Arroios — Lisboa
Portugal

Invented name

Grumorph

Jurnista

Jurnista

Jurnista

Jurnista

Jurnista

Mst 1

Mst 10
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Strength

100 mg

8 mg

16 mg

32 mg

64 mg

10 mg

100 mg

Pharmaceutical form

Prolonged-release capsule

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal
PT - Portugal

Marketing Authorisation Holder

Mundipharma Farmacéutica, Lda.
Praca Duque de Saldanha, 1 - 69° -
Edificio Atrium Saldanha, 1050-094
Sao Jorge de Arroios - Lisboa
Portugal

Mundipharma Farmacéutica, Lda.
Praca Duque de Saldanha, 1 - 69° -
Edificio Atrium Saldanha, 1050-094
Sé&o Jorge de Arroios - Lisboa
Portugal

Mundipharma Farmacéutica, Lda.
Praga Duque de Saldanha, 1 - 6° -
Edificio Atrium Saldanha, 1050-094
Séo Jorge de Arroios - Lisboa
Portugal

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2

D-65549, Limburg

Germany

Invented name

Mst 20

Mst 3

Mst 6

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Oxycontin

Targin
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Strength

200 mg

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

9mg + 4.5
mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
PT - Portugal
PT - Portugal
PT - Portugal

RO - Romania

RO - Romania

RO - Romania

RO - Romania

RO - Romania

RO - Romania

RO - Romania

Marketing Authorisation Holder

Mundipharma GmbH
Mundipharma Strasse 2
D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2
D-65549, Limburg

Germany

Mundipharma GmbH
Mundipharma Strasse 2
D-65549, Limburg

Germany

Lannacher Heilmittel Ges.mbH
SchloBplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
Schlofplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
SchlofBplatz 1

A-8502, Lannach

Austria

Lannacher Heilmittel Ges.mbH
SchlofBplatz 1

A-8502, Lannach

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

Invented name

Targin

Targin

Targin

VENDAL RETARD 10 mg,
comprimate cu eliberare
prelungita

VENDAL RETARD 100 mg,
comprimate cu eliberare
prelungita

VENDAL RETARD 30 mg,
comprimate cu eliberare
prelungita

VENDAL RETARD 60 mg,
comprimate cu eliberare
prelungita

MST CONTINUS 10 mg,
comprimate cu eliberare
modificatad

MST CONTINUS 100 mg,
comprimate cu eliberare
modificata

MST CONTINUS 200 mg,

comprimate cu eliberare
modificata
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Strength

18 mg + 9 mg

36 mg + 18
mg

4.5mg + 2.25
mg

10 mg

100 mg

30 mg

60 mg

10 mg

100 mg

200 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

RO - Romania

RO - Romania

RO - Romania

RO - Romania

RO - Romania

RO - Romania

SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden

Marketing Authorisation Holder

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

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

A-1072 Viena

Austria

Hexal A/S

Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S

Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S

Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Hexal A/S

Kanalholmen 8-12
DK-2650 Hvidovre
Denmark

Invented name

MST CONTINUS 30 mg,
comprimate fcu eliberare
modificatd

MST CONTINUS 60 mg,
comprimate cu eliberare
modificata

OXYCONTIN 10 mg,
comprimate cu eliberare
modificata

OXYCONTIN 20 mg,

comprimate cu eliberare
modificata

OXYCONTIN 40 mg,
comprimate cu eliberare
modificata

OXYCONTIN 80 mg,

comprimate cu eliberare

modificata

Oxycodone Hexal

Oxycodone Hexal

Oxycodone Hexal

Oxycodone Hexal
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Strength

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

20 mg

40 mg

80 mg

Pharmaceutical form

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden

Marketing Authorisation Holder

Hexal A/S

Kanalholmen 8-12

DK-2650 Hvidovre

Denmark

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.,
Schlossplatz 1 8502 Lannach
Austria

Mundipharma AB

Mdélndalsvéagen 30 B

412 63 Goteborg

Sweden

Invented name

Oxycodone Hexal

Depolan

Depolan

Depolan

Depolan

Depolan

Oxycodone Lannacher

Oxycodone Lannacher

Oxycodone Lannacher

Oxycodone Lannacher

Oxycodone Lannacher

OxyContin
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Strength

10 mg

10 mg

30 mg

60 mg

100 mg

200 mg

5 mg

10 mg

20 mg

40 mg

80 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden

Marketing Authorisation Holder

Mundipharma AB
Mélndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MélIndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MélIndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
Mélndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
Mélndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MélIndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MoéIndalsvéagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
Mélndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
Mélndalsvéagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
Moélndalsvéagen 30 B
412 63 Goteborg
Sweden

Invented name

OxyContin

OxyContin

OxyContin

OxyContin

OxyContin

Palladon

Palladon

Palladon

Palladon

Targiniq
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Strength

10 mg

20 mg

40 mg

80 mg

160 mg

16 mg

24 mg

40 mg/20mg

Route of

Pharmaceutical form . .
administration

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use



Member State

(EU/EEA)
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden

Marketing Authorisation Holder

Mundipharma AB
Mélndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MélIndalsvagen 30 B
412 63 Goteborg
Sweden
Mundipharma AB
MélIndalsvagen 30 B
412 63 Goteborg
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Invented name

Targiniq

Targiniq

Targiniq

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin

Dolcontin
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Strength

5 mg/2,5mg

10 mg/5 mg

20 mg/10 mg

20 mg

30 mg

60 mg

100 mg

10 mg

30 mg

60 mg

100 mg

200 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Modified-release granules for
oral suspension

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden
SE - Sweden

Marketing Authorisation Holder

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

Pfizer AB

191 90 Sollentuna
Sweden

ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany
ratiopharm GmbH
Graf-Arco-Strasse 3
DE-89079 Ulm
Germany

Invented name

Dolcontin

Dolcontin Unotard

Dolcontin Unotard

Dolcontin Unotard

Dolcontin Unotard

Dolcontin Unotard

Dolcontin Unotard

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm

Oxycodone ratiopharm
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Strength

5 mg

30 mg

60 mg

90 mg

120 mg

150 mg

200 mg

10 mg

20 mg

40 mg

80 mg

Pharmaceutical form

Prolonged-release tablet

Route of
administration

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)
SE - Sweden
SE - Sweden
SE - Sweden

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

Marketing Authorisation Holder

Sandoz A/S

C.F. Tietgens Boulevard 40

DK-5220 Odense S@

Danmark

Sandoz A/S

C.F. Tietgens Boulevard 40

DK-5220 Odense S@

Danmark

Sandoz A/S

C.F. Tietgens Boulevard 40

DK-5220 Odense S@

Danmark

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

Johnson & Johnson d.o.o.

Smartinska 53

SI- 1000 Ljubljana

Slovenia

Invented name

Oxycodone Sandoz

Oxycodone Sandoz

Oxycodone Sandoz

M-eslon 10 mg trde kapsule s
podaljSanim spros¢anjem

M-eslon 100 mg trde kapsule s
podaljSanim spros¢anjem

M-eslon 30 mg trde kapsule s
podaljSanim sprosc¢anjem

M-eslon 60 mg trde kapsule s
podaljSsanim spros¢anjem

JURNISTA 16 mg tablete s
podaljSanim spros¢anjem
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Strength

5 mg

10 mg

20 mg

10 mg

100 mg

30 mg

60 mg

16 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

prolonged-release tablet

Oral use



Member State
(EU/EEA)

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

Marketing Authorisation Holder

_'lvohnson & Johnson d.o.o.
Smartinska 53

SI- 1000 Ljubljana

Slovenia

Jvohnson & Johnson d.o.o.
Smartinska 53

SI- 1000 Ljubljana

Slovenia

Johnson & Johnson d.o.o.
Smartinska 53

SI- 1000 Ljubljana

Slovenia

Jvohnson & Johnson d.o.o.
Smartinska 53

SI- 1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.
Verovskova 57

SI-1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.
Verovskova 57

SI-1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.
Verovskova 57

SI-1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.,
Verovskova 57

SI-1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.,
Verovskova 57

SI-1000 Ljubljana

Slovenia

LEK farmacevtska druzba d.d.,
Verovskova 57

SI-1000 Ljubljana

Slovenia

Invented name

JURNISTA 32 mg tablete s
podaljsanim spros¢anjem

JURNISTA 4 mg tablete s
podaljSanim sproscanjem

JURNISTA 64 mg tablete s
podaljSanim spros¢anjem

JURNISTA 8 mg tablete s
podaljSsanim spros¢anjem

Carexil 10 mg tablete s
podaljSanim sproscanjem

Carexil 20 mg tablete s
podaljSanim sproscanjem

Carexil 5 mg tablete s
podaljSanim spros¢anjem

Oksikodon Lek 10 mg tablete s

podaljSsanim spros¢anjem

Oksikodon Lek 20 mg tablete s

podaljSanim sprosc¢anjem

Oksikodon Lek 40 mg tablete s

podaljSanim spros¢anjem
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Strength

32 mg

64 mg

10 mg

20 mg

5mg

10 mg

20 mg

40 mg

Pharmaceutical form

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

Marketing Authorisation Holder

LEK farmacevtska druzba d.d.,
Verovskova 57
SI-1000 Ljubljana
Slovenia

LEK farmacevtska druzba d.d.,
Verovskova 57
SI-1000 Ljubljana
Slovenia

Medis, d.o.o0.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o0.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnci¢eva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o0.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o0.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Invented name

Oksikodon Lek 5 mg tablete s
podaljsanim spros¢anjem

Oksikodon Lek 80 mg tablete s
podaljSanim sproscanjem

MST Continus 10 mg filmsko
oblozene tablete s podaljsanim
sproscanjem

MST Continus 100 mg filmsko
oblozene tablete s podaljsanim
spros¢anjem

MST Continus 30 mg filmsko
obloZene tablete s podaljSanim
sprosc¢anjem

MST Continus 60 mg filmsko
obloZene tablete s podaljSanim
sprosc¢anjem

OxyContin 10 mg filmsko
oblozene tablete s podaljsanim
spros¢anjem

OxyContin 20 mg filmsko
obloZene tablete s podaljSanim
spros¢anjem

OxyContin 40 mg filmsko
oblozene tablete s podaljsanim
sprosc¢anjem

OxyContin 80 mg filmsko

obloZene tablete s podaljSanim
spros¢anjem
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Strength

5 mg

80 mg

10 mg

100 mg

30 mg

60 mg

10 mg

20 mg

40 mg

80 mg

Pharmaceutical form

prolonged-release tablet

prolonged-release tablet

film-coated prolonged-release
capsule, hard

film-coated prolonged-release
capsule, hard

film-coated prolonged-release
capsule, hard

film-coated prolonged-release
capsule, hard

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SI - Slovenia

SK - Slovakia
SK - Slovakia
SK - Slovakia

Marketing Authorisation Holder

Medis, d.o.o.
Brnci¢eva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o0.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnci¢eva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnciceva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brncic¢eva 1
SI-1001 Ljubljana
Slovenia

Medis, d.o.o.
Brnci¢eva 1
SI-1001 Ljubljana
Slovenia

Johnson & Johnson s.r.o.
Plynarenska 7/B
Bratislava 82478
Slovak Republic
Johnson & Johnson s.r.o.
Plynarenska 7/B
Bratislava 82478
Slovak Republic
Johnson & Johnson s.r.o.
Plynarenska 7/B
Bratislava 82478
Slovak Republic

Invented name

PALLADONE 16 mg trde kapsule
s podaljSanim spros¢anjem

PALLADONE 2 mg trde kapsule
s podaljSanim sprosc¢anjem

PALLADONE 24 mg trde kapsule
s podaljSanim sprosc¢anjem

PALLADONE 4 mg trde kapsule
s podaljSanim spros¢anjem

PALLADONE 8 mg trde kapsule
s podaljSanim sprosc¢anjem

SUBSTITOL 120 mg trde
kapsule s podaljSanim
spros¢anjem

SUBSTITOL 200 mg trde

kapsule s podaljsanim
spros¢anjem

Jurnista 16 mg tablety s
predlzenym uvolfiovanim

Jurnista 32 mg tablety s
predlzenym uvolfiovanim

Jurnista 4 mg tablety s
predizenym uvolfiovanim
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Strength

16 mg

2 mg

24 mg

4 mg

8 mg

120 mg

200 mg

16 mg

32 mg

4 mg

Pharmaceutical form

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Route of
administration



Member State

(EU/EEA)
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia

Marketing Authorisation Holder

Johnson & Johnson s.r.o.
Plynarenska 7/B

Bratislava 82478

Slovak Republic

Johnson & Johnson s.r.o.
Plynarenska 7/B

Bratislava 82478

Slovak Republic

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1, 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1, 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1, 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1, 8502 Lannach
Austria

Lannacher Heilmittel Ges.m.b.H.
Schlossplatz 1, 8502 Lannach
Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Invented name

Jurnista 64 mg tablety s
predlzenym uvolfiovanim

Jurnista 8 mg tablety s
predizenym uvolfiovanim

Oxypro 10 mg tablety s
predlzenym uvolfiovanim

Oxypro 20 mg tablety s
predizenym uvolfiovanim

Oxypro 40 mg tablety s
predlzenym uvolfiovanim

Oxypro 5 mg tablety s
predizenym uvolfiovanim

Oxypro 80 mg tablety s
predlzenym uvolfiovanim

MST Continus 100 mg

MST Continus 30 mg

MST Continus 10 mg
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Strength

64 mg

8 mg

10 mg

20 mg

40 mg

80 mg

100 mg

30 mg

10 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State

(EU/EEA)

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

SK - Slovakia

Marketing Authorisation Holder

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Mundipharma Ges.m.b.H.
Apollogasse 16-18
A-1072 Vienna

Austria

Sandoz Pharmaceuticals d.d.,
Verovskova 57

1000 Ljubljana

Slovenia

Invented name

MST Continus 60 mg 60 mg
OxyContin 10 mg 10 mg
OxyContin 20 mg 20 mg
OxyContin 40 mg 40 mg
OxyContin 80 mg 80 mg
PALLADONE - SR capsules 16 16

mg

mg

PALLADONE - SR capsules 2 mg 2 mg

PALLADONE - SR capsules 4 mg 4 mg

PALLADONE - SR capsules 8 mg 8 mg

Oxykodo6n Sandoz 20 mg
tablety s predizenym
uvolfiovanim

20 mg
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Strength

Route of

Pharmaceutical form . .
administration

Modified-release tablet Oral use
Modified-release tablet Oral use
Modified-release tablet Oral use
Modified-release tablet Oral use
Modified-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet Oral use



Member State

(EU/EEA)
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia
SK - Slovakia

Marketing Authorisation Holder

Sandoz Pharmaceuticals d.d.,
Verovskova 57

1000 Ljubljana

Slovenia

Sandoz Pharmaceuticals d.d.,
Verovskova 57

1000 Ljubljana

Slovenia

Sandoz Pharmaceuticals d.d.,
Verovskova 57

1000 Ljubljana

Slovenia

Sandoz Pharmaceuticals d.d.,
Verovskova 57

1000 Ljubljana

Slovenia

YES Pharmaceutical Devel.
Services GmbH
Bahnstrasse 42-46
D-61381, Friedrichsdorf
Germany

YES Pharmaceutical Devel.
Services GmbH
Bahnstrasse 42-46
D-61381, Friedrichsdorf
Germany

YES Pharmaceutical Devel.
Services GmbH
Bahnstrasse 42-46
D-61381, Friedrichsdorf
Germany

YES Pharmaceutical Devel.
Services GmbH
Bahnstrasse 42-46
D-61381, Friedrichsdorf
Germany

YES Pharmaceutical Devel.
Services GmbH
Bahnstrasse 42-46
D-61381, Friedrichsdorf
Germany

Invented name

Oxykodén Sandoz 40 mg
tablety s predizenym
uvolfiovanim

Oxykodoén Sandoz 80 mg

tablety s predizenym
uvolfiovanim

Oxykosan 10 mg tablety s
prediZzenym uvolfiovanim

Oxykosan 20 mg tablety s
predlzenym uvolfiovanim

Oxykodo6n YES 10 mg tablety s
predlzenym uvolfiovanim

Oxykodon YES 20 mg tablety s
predlzenym uvolfiovanim

Oxykodén YES 40 mg tablety s
predlzenym uvolfiovanim

Oxykodon YES 5 mg tablety s
predlzenym uvolfiovanim

Oxykodon YES 80 mg tablety s
predlZzenym uvolfiovanim
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Strength

40 mg

80 mg

10 mg

20 mg

10 mg

20 mg

40 mg

80 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

UK - United

Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

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

Ethypharm

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

194 Bureaux de la Colline - Batiment D

92213 Saint-Cloud cedex
France

Invented name

ZOMORPH 100MG

ZOMORPH 200MG

ZOMORPH 30MG

ZOMORPH 60MG

ZOMORPH CAPSULES XL

120MG PROLONGED-RELEASE

" CAPSULES

117

ZOMORPH CAPSULES 10MG

Strength

100 mg

200 mg

30 mg

60 mg

10 mg

120 mg

Pharmaceutical form

Modified-release capsule

Modified-release capsule

Modified-release capsule

Modified-release capsule

Modified-release capsule

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Prolonged-release capsule, hard Oral use



Member State Route of

(EU/EEA) Marketing Authorisation Holder Invented name Strength Pharmaceutical form administration
Ethypharm
21, r . Mathi Z.1.
UK - United  F- '78u5e5§tHouadtaneu et ZOMORPH CAPSULES XL
Kinad 194 B de la Colline - Bati tD 200MG PROLONGED-RELEASE 200 mg Prolonged-release capsule, hard Oral use
gdom ureaux de la Colline - Batiment D, ~:ps )| Es
92213 Saint-Cloud cedex
France
Ethypharm
. 21, rue St. Mathieu (Z.1.) ZOMORPH CAPSULES XL 20MG
UK - United F- 78550 Houdan
Kinadom 194 Bureaux de la Colline - Batiment D PROLONGED-RELEASE 20 mg Prolonged-release capsule, hard Oral use
9 ; " CAPSULES
92213 Saint-Cloud cedex
France
Ethypharm
. 21, rue St. Mathieu (2.1.) ZOMORPH CAPSULES XL 40MG
UK - United F- 78550 Houdan
. . Aps PROLONGED-RELEASE 40 mg Prolonged-release capsule, hard Oral use
Kingdom 194 Bureaux de la Colline - Batiment D, CAPSULES
92213 Saint-Cloud cedex
France
Ethypharm
. 21, rue St. Mathieu (Z.1.) ZOMORPH CAPSULES XL 60MG
UK - United F- 78550 Houdan
. . Aps PROLONGED-RELEASE 60 mg Prolonged-release capsule, hard Oral use
Kingdom 194 Bureaux de la Colline - Batiment D, CAPSULES
92213 Saint-Cloud cedex
France
NAPP PHARMACEUTICALS LIMITED
UK - United Cambridge Science Park, Milton Road ~ MST CONTINUS SUSPENSION 100 mg Prolonged-release granules Oral use
Kingdom Cambridge CB4 0GW 100MG
United Kingdom
NAPP PHARMACEUTICALS LIMITED
UK - United Cambridge Science Park, Milton Road MST CONTINUS SUSPENSION 200 mg Prolonged-release granules Oral use
Kingdom Cambridge CB4 0GW 200MG
United Kingdom
NAPP PHARMACEUTICALS LIMITED
UK - United Cambridge Science Park, Milton Road = MST CONTINUS SUSPENSION 20 mg Prolonged-release granules Oral use
Kingdom Cambridge CB4 0GW 20MG
United Kingdom
NAPP PHARMACEUTICALS LIMITED
UK - United Cambridge Science Park, Milton Road = MST CONTINUS SUSPENSION 30 mg Prolonged-release granules Oral use
Kingdom Cambridge CB4 0GW 30MG

United Kingdom
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Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

Invented name

MST CONTINUS SUSPENSION

60MG

MST CONTINUS TABLETS
100MG

MST CONTINUS TABLETS 10MG

MST CONTINUS TABLETS 15MG

MST CONTINUS TABLETS
200MG

MST CONTINUS TABLETS 30MG

MST CONTINUS TABLETS 5MG

MST CONTINUS TABLETS 60MG

MXL 120MG PROLONGED
RELEASE CAPSULES

MXL 150MG PROLONGED
RELEASE CAPSULES
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Strength

60 mg

100 mg

10 mg

15 mg

200 mg

30 mg

60 mg

120 mg

150 mg

Route of

Pharmaceutical form . .
administration

Prolonged-release granules Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use
Prolonged-release tablet Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use



Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 0GW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 0GW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

Invented name

MXL 200MG PROLONGED
RELEASE CAPSULES

MXL 30MG PROLONGED

RELEASE CAPSULES 30 mg

MXL 60MG PROLONGED

RELEASE CAPSULES 60 mg

MXL 90MG PROLONGED

RELEASE CAPSULES 20 mg

LONGTEC 10 MG FILM-COATED,

PROLONGED RELEASE TABLETS 10 M9

LONGTEC 20 MG FILM-COATED,

PROLONGED RELEASE TABLETS 20 M9

LONGTEC 40 MG FILM-COATED, 40 m
PROLONGED RELEASE TABLETS 9

LONGTEC 5 MG FILM-COATED,

PROLONGED RELEASE TABLETS ° M9

LONGTEC 80 MG FILM-COATED,

PROLONGED RELEASE TABLETS 50 M9

OXYCONTIN 10MG FILM-
COATED, PROLONGED RELEASE 10 mg
TABLETS
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Strength

200 mg

Pharmaceutical form

Route of
administration

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release capsule, hard Oral use

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 0GW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 0GW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 0GW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

Invented name

OXYCONTIN 20MG FILM-
COATED, PROLONGED RELEASE 20 mg
TABLETS

OXYCONTIN 40MG FILM-
COATED, PROLONGED RELEASE 40 mg
TABLETS

OXYCONTIN 5MG FILM-

COATED, PROLONGED RELEASE 5 mg
TABLETS

OXYCONTIN 80MG FILM-

COATED, PROLONGED RELEASE 80 mg
TABLETS

PALLADONE SR CAPSULES

16MG 16 mg

PALLADONE SR CAPSULES

24MG 24 mg

PALLADONE SR CAPSULES 2MG 2 mg

PALLADONE SR CAPSULES 4MG 4 mg

PALLADONE SR CAPSULES 8MG 8 mg

TARGINACT 10 MG/5 MG
PROLONGED-RELEASE TABLETS
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Strength

10 mg + 5mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Modified-release capsule

Modified-release capsule

Modified-release capsule

Modified-release capsule

Modified-release capsule

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

NAPP PHARMACEUTICALS LIMITED
Cambridge Science Park, Milton Road,
Cambridge CB4 OGW

United Kingdom

RATIOPHARM GMBH

Graf-Arco Strasse 3

Ulm, D-89079

Germany

RATIOPHARM GMBH

Graf-Arco Strasse 3

Ulm, D-89079

Germany

RATIOPHARM GMBH

Graf-Arco Strasse 3

Ulm, D-89079

Germany

RATIOPHARM GMBH

Graf-Arco Strasse 3

Ulm, D-89079

Germany

RATIOPHARM GMBH

Graf-Arco Strasse 3

Ulm, D-89079

Germany

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

Invented name

TARGINACT 20 MG/10 MG

Strength

20 mg +10

PROLONGED-RELEASE TABLETS mg

TARGINACT 40 MG/20 MG

40 mg +20

PROLONGED-RELEASE TABLETS mg

TARGINACT 5 MG/2.5 MG

PROLONGED-RELEASE TABLETS

CANDOX 10MG PROLONGED-
RELEASE TABLETS

CANDOX 20 MG PROLONGED-
RELEASE TABLETS

CANDOX 40 MG PROLONGED-
RELEASE TABLETS

CANDOX 5MG PROLONGED-
RELEASE TABLETS

CANDOX 80 MG PROLONGED-
RELEASE TABLETS

CAREXIL 10MG PROLONGED-
RELEASE TABLETS

CAREXIL 20MG PROLONGED-
RELEASE TABLETS
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5mg +2.5 mg

10 mg

20 mg

40 mg

5 mg

80 mg

10 mg

20 mg

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

SANDOZ LIMITED

37 Woolmer Way, Borden
Hampshire GU35 9QE

United Kingdom

Teva Uk Limited

Brampton Road, Hampden Park,
Eastbourne, E Sussex BN22 9AG
United Kingdom

Teva Uk Limited

Brampton Road, Hampden Park,
Eastbourne, E Sussex BN22 9AG
United Kingdom

Teva Uk Limited

Brampton Road, Hampden Park,
Eastbourne, E Sussex BN22 9AG
United Kingdom

Teva Uk Limited

Brampton Road, Hampden Park,
Eastbourne, E Sussex BN22 9AG
United Kingdom

Invented name

CAREXIL 5MG PROLONGED- 5m
RELEASE TABLETS 9
CONTIROXIN 10 MG 10 m
PROLONGED-RELEASE TABLETS 9
CONTIROXIN 20 MG 20m
PROLONGED-RELEASE TABLETS 9
CONTIROXIN 40 MG 40 m
PROLONGED-RELEASE TABLETS 9
CONTIROXIN 5 MG 5m
PROLONGED-RELEASE TABLETS 9
CONTIROXIN 80 MG 80 m
PROLONGED-RELEASE TABLETS 9
FILNARINE SR 100MG 100 m
PROLONGED RELEASE TABLETS 9
FILNARINE SR 10MG 10 m
PROLONGED RELEASE TABLETS 9
FILNARINE SR 200MG 200 m
PROLONGED RELEASE TABLETS 9
FILNARINE SR 30MG

30 mg

PROLONGED RELEASE TABLETS
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Strength

Pharmaceutical form

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Prolonged-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use

Oral use



Member State
(EU/EEA)

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

UK - United
Kingdom

Marketing Authorisation Holder

Teva Uk Limited

Brampton Road, Hampden Park,
Eastbourne, E Sussex BN22 9AG
United Kingdom

WAYMADE PLC

Sovereign House, Miles Gray Road,
Basildon, Essex SS14 3FR

United Kingdom

WAYMADE PLC

Sovereign House, Miles Gray Road,
Basildon, Essex SS14 3FR

United Kingdom

WAYMADE PLC

Sovereign House, Miles Gray Road,
Basildon, Essex SS14 3FR

United Kingdom

WAYMADE PLC

Sovereign House, Miles Gray Road,
Basildon, Essex SS14 3FR

United Kingdom

Invented name

FILNARINE SR 60MG
PROLONGED RELEASE TABLETS

MORPHGESIC SR 100MG
TABLETS

MORPHGESIC SR 10MG
TABLETS

MORPHGESIC SR 30MG
TABLETS

MORPHGESIC SR 60MG
TABLETS
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Strength

60 mg

100 mg

10 mg

30 mg

60 mg

Pharmaceutical form

Prolonged-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Modified-release tablet

Route of
administration

Oral use

Oral use

Oral use

Oral use

Oral use
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