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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

gélule

number
ACTISKENAN 10 mg, not available 34009 349 896 3 6 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349 898 6 5 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349 899 2 6 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349904 6 5 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 561 958 9 3 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349 905 2 6 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349908 1 6 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349900 0 7 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349901 7 5 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349 902 3 6 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 349 906 9 4 ETHYPHARM FR
gélule
ACTISKENAN 10 mg, not available 34009 34990755 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349 91295 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349 910 6 6 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349914 1 7 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349 9158 5 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 34991127 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 34991356 ETHYPHARM FR
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Product Name (in

authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

gélule

number
ACTISKENAN 20 mg, not available 34009 349916 4 6 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349918 7 5 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 34991707 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349 909 8 4 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 349 919 3 6 ETHYPHARM FR
gélule
ACTISKENAN 20 mg, not available 34009 561 9595 4 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 3499224 7 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 34992308 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 924 7 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 925 3 7 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 927 6 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349928 2 7 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 3499307 7 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 931 3 8 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 561 960 3 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 9299 5 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 9201 8 ETHYPHARM FR
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Hartkapsel, retardiert

number

ACTISKENAN 30 mg, not available 34009 349 921 8 6 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 3495108 4 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 34951206 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 349514 35 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 349 516 6 4 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 3495189 3 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 3495195 4 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 349894 07 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 34989575 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 561 957 2 5 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 3495137 4 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 34951145 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, not available 34009 34951725 ETHYPHARM FR
gélule

Capros 10 mg not available 30177.00.00 ETHYPHARM GMBH DE
Hartkapsel, retardiert

Capros 100 mg not available 30177.03.00 ETHYPHARM GMBH DE
Hartkapsel, retardiert

Capros 30 mg not available 30177.01.00 ETHYPHARM GMBH DE
Hartkapsel, retardiert

Capros 60 mg not available 30177.02.00 ETHYPHARM GMBH DE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

depotkapsler, harde

number
Capros akut 10 mg not available 57760.00.00 ETHYPHARM DE
Kapseln
Capros akut 20 mg not available 57761.00.00 ETHYPHARM DE
Kapseln
Capros akut 30 mg not available 57762.00.00 ETHYPHARM DE
Kapseln
Capros akut 5 mg not available 57759.00.00 ETHYPHARM DE
Kapseln
Contalgin 10 mg not available 839001 PFIZER APS IS
fordatoflur
Contalgin 100 mg not available 843416 PFIZER APS IS
fordatoflur
Contalgin 200 mg not available 920094 PFIZER APS IS
fordatoflur
Contalgin 30 mg not available 833071 PFIZER APS IS
fordatoflur
Contalgin 5 mg not available 930012 PFIZER APS IS
fordatoflur
Contalgin 60 mg not available 930290 PFIZER APS IS
fordatoflur
Contalgin Uno 120 mg not available 960023 PFIZER APS IS
hord fordahylki
Contalgin Uno 150 mg not available 960024 PFIZER APS IS
hord fordahylki
Contalgin Uno 200 mg not available 960025 PFIZER APS IS
hord fordahylki
Contalgin Uno 30 mg not available 960020 PFIZER APS IS
hord fordahylki
Contalgin Uno 60 mg not available 960021 PFIZER APS IS
hord fordahylki
Contalgin Uno 90 mg not available 960022 PFIZER APS IS
hord fordahylki
Contalgin Uno, not available 17800 PFIZER APS DK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Contalgin Uno, not available 17799 PFIZER APS DK
depotkapsler, harde
Contalgin Uno, not available 17801 PFIZER APS DK
depotkapsler, harde
Contalgin Uno, not available 17802 PFIZER APS DK
depotkapsler, harde
Contalgin Uno, not available 17798 PFIZER APS DK
depotkapsler, harde
Contalgin Uno, not available 17797 PFIZER APS DK
depotkapsler, harde
Contalgin, depotgranulat | UK/H/0110/004 18031 PFIZER APS DK
til oral suspension,
enkeltdosisbeholder
Contalgin, depotgranulat | UK/H/0110/002 18029 PFIZER APS DK
til oral suspension,
enkeltdosisbeholder
Contalgin, depotgranulat | UK/H/0110/001 18028 PFIZER APS DK
til oral suspension,
enkeltdosisbeholder
Contalgin, depotgranulat | UK/H/0110/003 18030 PFIZER APS DK
til oral suspension,
enkeltdosisbeholder
Contalgin, depotgranulat | UK/H/0110/005 18032 PFIZER APS DK
til oral suspension,
enkeltdosisbeholder
Contalgin, depottabletter | not available 10801 PFIZER APS DK
Contalgin, depottabletter | not available 11641 PFIZER APS DK
Contalgin, depottabletter | not available 11021 PFIZER APS DK
Contalgin, depottabletter | not available 13515 PFIZER APS DK
Contalgin, depottabletter | not available 15421 PFIZER APS DK
Contalgin, depottabletter | not available 14491 PFIZER APS DK
Cyclimorph 10 Solution not available PA1142/003/001 AMDIPHARM LIMITED IE
for Injection
Cyclimorph 15 Solution not available PA1142/003/002 AMDIPHARM LIMITED IE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

for Injection

Cyclimorph-10 Injection
1 ml Ampoules

not available

PL 20072/0007

AMDIPHARM UK LIMITED

UK

Cyclimorph-15 Injection

not available

PL 20072/0008

AMDIPHARM UK LIMITED

UK

Cyclizine Tartrate
50mg/ml and Morphine
Tartrate 10mg/mi
Injection

not available

PL 20072/0007

AMDIPHARM UK LIMITED

UK

Cyclizine Tartrate
50mg/ml and Morphine
Tartrate 15mg/ml
Injection

not available

PL 20072/0008

AMDIPHARM UK LIMITED

UK

Dolcontin 10 mg
depottabletter

not available

7070

PFIZER AS

NO

Dolcontin 10 mg
depottabletter

not available

10847

PFIZER AB

SE

Dolcontin 10 mg
depottabletti

not available

9109

MUNDIPHARMA OY

FI

Dolcontin 100 mg
depotgranulat till oral
suspension

not available

12875

PFIZER AB

SE

Dolcontin 100 mg
depotrakeet
oraalisuspensiota varten

not available

12450

MUNDIPHARMA OY

Fl

Dolcontin 100 mg
depottabletter

not available

7072

PFIZER AS

NO

Dolcontin 100 mg
depottabletter

not available

10849

PFIZER AB

SE

Dolcontin 100 mg
depottabletti

not available

9829

MUNDIPHARMA OY

FI

Dolcontin 20 mg

suspensjon i dosepose

depotgranulat til mikstur,

not available

95-3811

PFIZER AS

NO

Dolcontin 20 mg
depotgranulat till oral

not available

12872

PFIZER AB

SE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

suspension

Dolcontin 20 mg
depotrakeet
oraalisuspensiota varten

not available

12447

MUNDIPHARMA OY

FI

Dolcontin 200 mg
depotrakeet
oraalisuspensiota varten

not available

12451

MUNDIPHARMA OY

Fl

Dolcontin 200 mg
depottabletter

not available

7912

PFIZER AS

NO

Dolcontin 200 mg
depottabletter

not available

11694

PFIZER AB

SE

Dolcontin 200 mg
depottabletti

not available

11089

MUNDIPHARMA OY

FI

Dolcontin 30 mg
depotgranulat till oral
suspension

not available

12873

PFIZER AB

SE

Dolcontin 30 mg
depotrakeet
oraalisuspensiota varten

not available

12448

MUNDIPHARMA OY

FI

Dolcontin 30 mg
depottabletter

not available

7071

PFIZER AS

NO

Dolcontin 30 mg
depottabletter

not available

10848

PFIZER AB

SE

Dolcontin 30 mg
depottabletti

not available

9110

MUNDIPHARMA OY

Fl

Dolcontin 5 mg
depottabletter

not available

7940

PFIZER AS

NO

Dolcontin 5 mg
depottabletter

not available

11832

PFIZER AB

SE

Dolcontin 60 mg
depotgranulat till oral
suspension

not available

12874

PFIZER AB

SE

Dolcontin 60 mg
depotrakeet
oraalisuspensiota varten

not available

12449

MUNDIPHARMA OY

Fl
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Dolcontin 60 mg not available 7561 PFIZER AS NO
depottabletter
Dolcontin 60 mg not available 11076 PFIZER AB SE
depottabletter
Dolcontin 60 mg not available 10539 MUNDIPHARMA OY FI
depottabletti
Dolcontin Unotard 120 not available 12864 PFIZER AB SE
mg depotkapsel, hard
Dolcontin Unotard 120 not available 12518 MUNDIPHARMA OY Fl
mg depotkapseli, kova
Dolcontin Unotard 150 not available 12865 PFIZER AB SE
mg depotkapsel, hard
Dolcontin Unotard 150 not available 12519 MUNDIPHARMA OY Fl
mg depotkapseli, kova
Dolcontin Unotard 200 not available 12866 PFIZER AB SE
mg depotkapsel, hard
Dolcontin Unotard 200 not available 12520 MUNDIPHARMA OY Fl
mg depotkapseli, kova
Dolcontin Unotard 30 mg | not available 12861 PFIZER AB SE
depotkapsel, hard
Dolcontin Unotard 30 mg | not available 12515 MUNDIPHARMA OY Fl
depotkapseli, kova
Dolcontin Unotard 60 mg | not available 12862 PFIZER AB SE
depotkapsel, hard
Dolcontin Unotard 60 mg | not available 12516 MUNDIPHARMA OY FI
depotkapseli, kova
Dolcontin Unotard 90 mg | not available 12863 PFIZER AB SE
depotkapsel, hard
Dolcontin Unotard 90 mg | not available 12517 MUNDIPHARMA OY Fl
depotkapseli, kova
DOLQ 20 mg not available 68892 ARAFARMA GROUP, S.A ES
comprimidos
efervescentes
Kapanol 20, capsules not available RVG 17210 GLAXOSMITHKLINE B.V. NL
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

met gereguleerde afgifte
20 mg

Kapanol 50, capsules
met gereguleerde afgifte
50 mg

not available

RVG 17211

GLAXOSMITHKLINE B.V.

NL

M-long 10 mg,
Hartkapseln, retardiert

not available

30173.00.00

GRUNENTHAL GMBH

DE

M-long 100 mg,
Hartkapseln, retardiert

not available

30173.03.00

GRUNENTHAL GMBH

DE

M-long 30 mg,
Hartkapseln, retardiert

not available

30173.01.00

GRUNENTHAL GMBH

DE

M-long 60 mg,
Hartkapseln, retardiert

not available

30173.02.00

GRUNENTHAL GMBH

DE

Morapid 10 mg
Filmtabletten

not available

1-20439

MUNDIPHARMA GES.M.B.H

AT

Morapid 20 mg
Filmtabletten

not available

1-20444

MUNDIPHARMA GES.M.B.H

AT

Morph - 1 A Pharma 20
mg Retardtabletten

not available

94190.00.00

1 A PHARMA GMBH

DE

Morph - 1 A Pharma 45
mg Retardtabletten

not available

94191.00.00

1 A PHARMA GMBH

DE

Morphin HEXAL® 20 mg
Retardtabletten

not available

88049.00.00

HEXAL AG

DE

Morphin HEXAL® 45 mg
Retardtabletten

not available

88050.00.00

HEXAL AG

DE

Morphin Merck ® 100
mg, Infusionslésung Zur
Anwendung bei
Sauglingen, Kindern und
Erwachsenen

not available

6108826.02.00

MERCK SERONO GMBH

DE

Morphin Merck® 10 mg,
Injektionslésung Zur
Anwendung bei Kindern
und Erwachsenen

not available

6108826.00.00

MERCK SERONO GMBH

DE

Morphin Merck® 20 mg,

not available

6108826.01.00

MERCK SERONO GMBH

DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Injektionslosung Zur
Anwendung bei Kindern
und Erwachsenen

Morphin Merck® Tropfen | not available 31264.00.00 MERCK SERONO GMBH DE
0,5%

Morphin Merck® Tropfen | not available 31264.01.00 MERCK SERONO GMBH DE
2%

Morphine "Orion", NO/H/0258/002 57511 ORION CORPORATION DK
injektionsveeske,

oplgsning

MORPHINE not available NL 19143-3400936907782 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 5535326 3 LABORATOIRES CHAIX ET FR
(CHLORHYDRATE) DU MARAIS

LAVOISIER 10 mg/ml,

solution injectable

MORPHINE not available 34009 5535326 3 LABORATOIRES CHAIX ET FR
(CHLORHYDRATE) DU MARAIS

LAVOISIER 10 mg/ml,

solution injectable

MORPHINE (SULFATE) not available NL24641-3400935620699 LABORATOIRES CHAIX ET FR
LAVOISIER 1 mg/ml, DU MARAIS

solution injectable

MORPHINE (SULFATE) not available NL24418-3400935620170 LABORATOIRES CHAIX ET FR
LAVOISIER 50 mg/ml, DU MARAIS

solution injectable

Morphine Orion 20 NO/H/0258/002 16-11113 ORION CORPORATION NO
mg/ml injeksjonsveaeske,

opplgsning

Morphine Orion 20 NO/H/0258/002 34067 ORION CORPORATION Fl

mg/ml injektioneste,

liuos

Morphine Orion 20 NO/H/0258/002 34067 ORION CORPORATION Fl
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/ml injektionsvatska,
I6sning

comprimé enrobé a

Morphine Sulfate not available PL 17907/0597 BRISTOL LABORATORIES UK

Injection 10 mg in 1 ml LTD (BERKHAMSTED)

Morphine Sulfate not available PL 17907/0598 BRISTOL LABORATORIES UK

Injection 15 mgin 1 ml LTD (BERKHAMSTED)

Morphine Sulfate not available PL 17907/0599 BRISTOL LABORATORIES UK

Injection 30 mgin 1 ml LTD (BERKHAMSTED)

Morphine Sulfate not available PL 03265/0037 INTERNATIONAL UK

Injection BP MinijetTM MEDICATION SYSTEMS (UK)
LIMITED

Morphine Sulphate not available PAO073/020/001 MERCURY IE

10mg/ml Solution for PHARMACEUTICALS

Injection (IRELAND) LTD.

Morphine Sulphate not available PAO0O73/020/003 MERCURY IE

1mg/5ml Solution for PHARMACEUTICALS

Injection (IRELAND) LTD.

Morphine Sulphate 30 not available PAO073/020/004 MERCURY IE

mg/ml Solution for PHARMACEUTICALS

Injection (IRELAND) LTD.

Morphine Sulphate 60 not available PA0073/020/008 MERCURY IE

mg/ml Solution for PHARMACEUTICALS

Injection (IRELAND) LTD.

Morphinsulfat Auto- not available 58602.00.00 MERIDIAN MEDICAL DE

Injector, 10 mg, TECHNOLOGIES LTD.

Injektionsldésung in

Fertigpen

MOSCONTIN 10 mg, not available 34009 555 594 9 8 MUNDIPHARMA SAS FR

comprimé enrobé a

libération prolongée

MOSCONTIN 10 mg, not available 34009 328 697 1 8 MUNDIPHARMA SAS FR

comprimé enrobé a

libération prolongée

MOSCONTIN 100 mg, not available 34009 555 597 8 8 MUNDIPHARMA SAS FR
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

libération prolongée

MOSCONTIN 100 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 700 2 8

MUNDIPHARMA SAS

FR

MOSCONTIN 30 mg,
comprimé enrobé a
libération prolongée

not available

34009 555 595 5 9

MUNDIPHARMA SAS

FR

MOSCONTIN 30 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 698 8 6

MUNDIPHARMA SAS

FR

MOSCONTIN 60 mg,
comprimé enrobé a
libération prolongée

not available

34009 555596 1 0

MUNDIPHARMA SAS

FR

MOSCONTIN 60 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 699 4 7

MUNDIPHARMA SAS

FR

MOSCONTIN LP 200 mg,
comprimé pelliculé a
libération prolongée

not available

34009 558 273 9 9

MUNDIPHARMA SAS

FR

MOSCONTIN LP 200 mg,
comprimé pelliculé a
libération prolongée

not available

34009 343 006-6 O

MUNDIPHARMA SAS

FR

MS Contin 10 mg,
comprimés a libération
prolongée

not available

BE 134032

MUNDIPHARMA COMM VA

BE

MS Contin 10 mg,
comprimés a libération
prolongée

not available

1495/05078269

MUNDIPHARMA COMM VA

LU

MS Contin 10 mg,
tabletten met verlengde
afgifte

not available

BE 134032

MUNDIPHARMA COMM VA

BE

MS Contin 10 mg,
tabletten met verlengde
afgifte

not available

RVG 11205

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 100 mg,

not available

BE 134066

MUNDIPHARMA COMM VA

BE
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Product Name (in

authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimés a libération
prolongée

MS Contin 100 mg,
comprimés a libération
prolongée

not available

1495/05078273

MUNDIPHARMA COMM VA

LU

MS Contin 100 mg,
tabletten met verlengde
afgifte

not available

BE 134066

MUNDIPHARMA COMM VA

BE

MS Contin 100 mg,
tabletten met verlengde
afgifte

not available

RVG 11208

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 15 mg,
comprimés a libération
prolongée

not available

BE 175874

MUNDIPHARMA COMM VA

BE

MS Contin 15 mg,
comprimés a libération
prolongée

not available

1495/05078270

MUNDIPHARMA COMM VA

LU

MS Contin 15 mg,
tabletten met verlengde
afgifte

not available

BE 175874

MUNDIPHARMA COMM VA

BE

MS Contin 15 mg,
tabletten met verlengde
afgifte

not available

RVG 16674

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 200 mg,
comprimés a libération
prolongée

not available

BE 168646

MUNDIPHARMA COMM VA

BE

MS Contin 200 mg,
comprimés a libération
prolongée

not available

1495/05078274

MUNDIPHARMA COMM VA

LU

MS Contin 200 mg,
tabletten met verlengde
afgifte

not available

BE 168646

MUNDIPHARMA COMM VA

BE

MS Contin 200 mg,
tabletten met verlengde
afgifte

not available

RVG 15376

MUNDIPHARMA
PHARMACEUTICALS BV

NL
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

MS Contin 30 mg,
comprimés a libération
prolongée

not available

BE 134041

MUNDIPHARMA COMM VA

BE

MS Contin 30 mg,
comprimés a libération
prolongée

not available

1495/05078271

MUNDIPHARMA COMM VA

LU

MS Contin 30 mg,
tabletten met verlengde
afgifte

not available

BE 134041

MUNDIPHARMA COMM VA

BE

MS Contin 30 mg,
tabletten met verlengde
afgifte

not available

RVG 11206

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 5 mg,
comprimés a libération
prolongée

not available

BE 175865

MUNDIPHARMA COMM VA

BE

MS Contin 5 mg,
comprimés a libération
prolongée

not available

1495/05078268

MUNDIPHARMA COMM VA

LU

MS Contin 5 mg,
tabletten met verlengde
afgifte

not available

BE 175865

MUNDIPHARMA COMM VA

BE

MS Contin 5 mg,
tabletten met verlengde
afgifte

not available

RVG 16673

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 5 mg,
tabletten met verlengde
afgifte

not available

RVG 16673

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 60 mg,
comprimés a libération
prolongée

not available

BE 134057

MUNDIPHARMA COMM VA

BE

MS Contin 60 mg,
comprimés a libération
prolongée

not available

1495/05078272

MUNDIPHARMA COMM VA

LU

MS Contin 60 mg,
tabletten met verlengde

not available

BE 134057

MUNDIPHARMA COMM VA

BE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
afgifte
MS Contin 60 mg, not available RVG 11207 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
MS Direct 10 mg, not available 1495/02/12/7018 MUNDIPHARMA COMM VA LU
comprimés enrobés
MS Direct 10 mg, not available BE192482 MUNDIPHARMA COMM VA BE
ombhulde tabletten
MS Direct 10 mg, not available BE192482 MUNDIPHARMA COMM VA BE
comprimés enrobés
MS Direct 20 mg, not available 1495/02/12/7019 MUNDIPHARMA COMM VA LU
comprimés enrobés
MS Direct 20 mg, not available BE192473 MUNDIPHARMA COMM VA BE
ombhulde tabletten
MS Direct 20 mg, not available BE192473 MUNDIPHARMA COMM VA BE
comprimés enrobés
MSR 10 mg not available 30760.00.00 MUNDIPHARMA GMBH DE
Mundipharma® Z&pfchen
MSR 20 mg not available 30760.01.00 MUNDIPHARMA GMBH DE
Mundipharma® Zapfchen
MSR 30 mg not available 30760.02.00 MUNDIPHARMA GMBH DE
Mundipharma® Zapfchen
MST 10 mg not available 4034.01.00 MUNDIPHARMA GMBH DE
Mundipharma®
Retardtabletten
MST 100 mg not available 4034.03.00 MUNDIPHARMA GMBH DE
Mundipharma®
Retardtabletten
MST 200 mg not available 26813.00.00 MUNDIPHARMA GMBH DE
Mundipharma®
Retardtabletten
MST 30 mg not available 4034.00.00 MUNDIPHARMA GMBH DE
Mundipharma®
Retardtabletten
MST 60 mg not available 4034.02.00 MUNDIPHARMA GMBH DE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Mundipharma®
Retardtabletten

MST CONTINUS ® 100 not available 57.900 MUNDIPHARMA ES
mg comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS 10 mg not available MA198/00201 NAPP PHARMACEUTICALS MT
prolonged release tablets LTD

MST CONTINUS 10 mg not available PA 1688/4/2 MUNDIPHARMA IE
prolonged-release tablets PHARMACEUTICALS LIMITED

MST Continus 10 mg not available OGYI-T-2187/01 MUNDIPHARMA GES.M.B.H HU
retard filmtabletta

MST Continus 10 mg not available 65/0119/91-C/S MUNDIPHARMA GES.M.B.H SK
MST Continus 100 mg not available 65/0257/13-S MUNDIPHARMA GES.M.B.H SK
MST CONTINUS 100 mg not available PA 1688/4/6 MUNDIPHARMA IE
Prolonged-release PHARMACEUTICALS LIMITED
Tablets

MST Continus 100 mg not available OGYI-T-2187/05 MUNDIPHARMA GES.M.B.H HU
retard filmtabletta

MST Continus 100 mg not available HR-H-448781299 MEDIS ADRIA D.O.O. HR
tablete s produljenim

oslobadanjem

MST CONTINUS 15 mg not available PA 1688/4/3 MUNDIPHARMA IE
prolonged-release tablets PHARMACEUTICALS LIMITED

MST Continus 30 mg not available 65/0259/13-S MUNDIPHARMA GES.M.B.H SK
MST CONTINUS 30 mg not available MA198/00202 NAPP PHARMACEUTICALS MT
prolonged release tablets LTD

MST CONTINUS 30 mg not available PA 1688/4/4 MUNDIPHARMA IE
prolonged-release tablets PHARMACEUTICALS LIMITED

MST Continus 30 mg not available OGYI-T-2187/03 MUNDIPHARMA GES.M.B.H HU
retard filmtabletta

MST Continus 30 mg not available HR-H-113395944 MEDIS ADRIA D.O.O. HR
tablete s produljenim

oslobadanjem

MST CONTINUS 5 mg not available PA 1688/4/1 MUNDIPHARMA IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolonged-release tablets

PHARMACEUTICALS LIMITED

MST CONTINUS 60 mg not available MA198/00203 NAPP PHARMACEUTICALS MT
prolonged release tablets LTD

MST CONTINUS 60 mg not available PA 1688/4/5 MUNDIPHARMA IE
Prolonged-release tablets PHARMACEUTICALS LIMITED

MST Continus 60 mg not available OGYI-T-2187/04 MUNDIPHARMA GES.M.B.H HU
retard filmtabletta

MST Continus 60 mg not available HR-H-734333555 MEDIS ADRIA D.O.O. HR
tablete s produljenim

oslobadanjem

MST Continus 60 mg not available 65/0258/13-S MUNDIPHARMA GES.M.B.H SK
MST CONTINUS UK/H/0110/004 PL 16950/0033 NAPP PHARMACEUTICALS UK
suspension 100 mg LTD

MST CONTINUS UK/H/0110/001 PL 16950/0030 NAPP PHARMACEUTICALS UK
suspension 20 mg LTD

MST CONTINUS UK/H/0110/005 PL 16950/0034 NAPP PHARMACEUTICALS UK
suspension 200 mg LTD

MST CONTINUS UK/H/0110/002 PL 16950/0031 NAPP PHARMACEUTICALS UK
suspension 30 mg LTD

MST CONTINUS UK/H/0110/003 PL 16950/0032 NAPP PHARMACEUTICALS UK
suspension 60 mg LTD

MST CONTINUS tablets not available 19746 MUNDIPHARMA CY
10 mg PHARMACEUTICALS LTD

MST CONTINUS tablets not available 19748 MUNDIPHARMA CY
100 mg PHARMACEUTICALS LTD

MST CONTINUS tablets not available 19745 MUNDIPHARMA CY
30 mg PHARMACEUTICALS LTD

MST CONTINUS tablets not available 19747 MUNDIPHARMA CY
60 mg PHARMACEUTICALS LTD

MST Continus, 100 mg not available 4765 NORPHARMA A/S PL
Tabletki powlekane o

zmodyfikowanym

uwalnianiu

MST Continus, 10mg not available 4762 NORPHARMA A/S PL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletki powlekane o
zmodyfikowanym
uwalnianiu

Granulat

MST Continus, 200 mg not available 4766 NORPHARMA A/S PL
Tabletki powlekane o

zmodyfikowanym

uwalnianiu

MST Continus, 30 mg not available 4763 NORPHARMA A/S PL
Tabletki powlekane o

zmodyfikowanym

uwalnianiu

MST Continus, 60 mg not available 4764 NORPHARMA A/S PL
Tabletki powlekane o

zmodyfikowanym

uwalnianiu

MST CONTINUS® 10 mg | not available 57.898 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS® 15 mg | not available 61.081 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS® 200 not available 61.909 MUNDIPHARMA ES
mg comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS® 30 mg | not available 57.897 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS® 5 mg not available 61.080 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST CONTINUS® 60 mg | not available 57.899 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL

liberacién prolongada

MST® 100 mg Retard- not available 30679.03.00 MUNDIPHARMA GMBH DE
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Product Name (in

authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
MST® 20 mg Retard- not available 30679.00.00 MUNDIPHARMA GMBH DE
Granulat
MST® 200 mg Retard- not available 30679.04.00 MUNDIPHARMA GMBH DE
Granulat
MST® 30 mg Retard- not available 30679.01.00 MUNDIPHARMA GMBH DE
Granulat
MST® 60 mg Retard- not available 30679.02.00 MUNDIPHARMA GMBH DE
Granulat
Mundidol retard 10 mg not available 1-18003 MUNDIPHARMA GES.M.B.H AT
Filmtabletten
Mundidol retard 100 mg not available 1-18376 MUNDIPHARMA GES.M.B.H AT
Filmtabletten
Mundidol retard 200 mg not available 1-19435 MUNDIPHARMA GES.M.B.H AT
Filmtabletten
Mundidol retard 30 mg not available 1-18004 MUNDIPHARMA GES.M.B.H AT
Filmtabletten
Mundidol retard 60 mg not available 1-18375 MUNDIPHARMA GES.M.B.H AT
Filmtabletten
Oramorph Concentrated not available PL 0015/0125 BOEHRINGER INGELHEIM UK
Oral Solution 20 mg/ml LTD.
Oramorph Concentrated not available PA 7/44/2 BOEHRINGER INGELHEIM IE
Oral Solution 20mg/ml LTD.
Oramorph Oral Solution not available PA 7/44/1 BOEHRINGER INGELHEIM IE
10 mg/5 ml LTD.
Oramorph Oral Solution not available PL 0015/0122 BOEHRINGER INGELHEIM UK
10 mg/5 ml LTD.
Sevredol 10 mg not available 65/0302/98-S MUNDIPHARMA GES.M.B.H SK
Sevredol 10 mg filmom not available HR-H-915182609 MEDIS ADRIA D.O.O. HR
obloZzene tablete
Sevredol 10 mg filmsko not available H/01/01416/001 MEDIS, D.O.O. Sl
obloZene tablete
Sevredol 10 mg filmsko not available H/01/01416/002 MEDIS, D.O.O. Sl
obloZene tablete
SEVREDOL 10 mg, not available 34009 33479978 MUNDIPHARMA SAS FR

List of nationally authorised medicinal products

EMA/524132/2018

Page 20/24




Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimé pelliculé
sécable

microgranules a

SEVREDOL 10mg not available 65/299/99-C MUNDIPHARMA GES.M.B.H Ccz

Sevredol 20 mg not available 65/0256/13-S MUNDIPHARMA GES.M.B.H SK

Sevredol 20 mg filmom not available HR-H-932315368 MEDIS ADRIA D.O.O. HR

obloZene tablete

Sevredol 20 mg filmsko not available H/01/01416/003 MEDIS, D.O.O. Sl

obloZene tablete

Sevredol 20 mg filmsko not available H/01/01416/004 MEDIS, D.O.O. Sl

obloZene tablete

SEVREDOL 20 mg, not available 34009 334 80059 MUNDIPHARMA SAS FR

comprimé pelliculé

sécable

SEVREDOL 20mg not available 65/300/99-C MUNDIPHARMA GES.M.B.H Ccz

Sevredol tablets 10 mg not available 19750 MUNDIPHARMA CcY
PHARMACEUTICALS LTD

SEVREDOL tablets 20 mg | not available 19749 MUNDIPHARMA CY
PHARMACEUTICALS LTD

Sevredol, 10 mg, tabletki | not available 8826 NORPHARMA A/S PL

powlekane

Sevredol, 20 mg, tabletki | not available 8827 NORPHARMA A/S PL

powlekane

Sevredol® 10 mg not available 59.656 MUNDIPHARMA ES

comprimidos recubiertos PHARMACEUTICALS SL

con pelicula

Sevredol® 10 mg not available 25932.00.00 MUNDIPHARMA GMBH DE

Filmtabletten

Sevredol® 20 mg not available 59.655 MUNDIPHARMA ES

comprimidos recubiertos PHARMACEUTICALS SL

con pelicula

Sevredol® 20 mg not available 25932.01.00 MUNDIPHARMA GMBH DE

Filmtabletten

SKENAN L.P. 10 mg, not available 34009 3332352 3 ETHYPHARM FR
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

libération prolongée en
gélule

SKENAN L.P. 100 mg,
microgranules a
libération prolongée en
gélule

not available

34009 33323813

ETHYPHARM

FR

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

not available

34009 340538 7 0

ETHYPHARM

FR

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

not available

34009 340 537 0 2

ETHYPHARM

FR

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

not available

34009 34053931

ETHYPHARM

FR

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

not available

34009 33323691

ETHYPHARM

FR

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

not available

34009 333 2375 2

ETHYPHARM

FR

Substitol 120 mg trde
kapsule s podaljSanim
spros¢anjem

not available

H/04/01467/001

MEDIS, D.O.O.

Sl

Substitol 200 mg trde
kapsule s podaljSanim
spros¢anjem

not available

H/04/01467/002

MEDIS, D.O.O.

Sl

Substitol 30 mg
Hartkapseln, retardiert

not available

31512.04.00

MUNDIPHARMA GMBH

DE

Substitol 60 mg

not available

31512.02.00

MUNDIPHARMA GMBH

DE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Hartkapseln, retardiert

Substitol retard 120 mg not available 1-22749 MUNDIPHARMA GES.M.B.H AT
Kapseln
Substitol retard 200 mg not available 1-22750 MUNDIPHARMA GES.M.B.H AT
Kapseln
Substitol® 100 mg not available 31512.01.00 MUNDIPHARMA GMBH DE
Hartkapseln, retardiert
Substitol® 200 mg not available 31512.00.00 MUNDIPHARMA GMBH DE
Hartkapseln, retardiert
TWICE 10 mg Capsule not available 033484015 AZIENDE CHIMICHE IT
rigide a rilascio RIUNITE ANGELINI
prolungato FRANCESCO - A.C.R.A.F.

S.P.A.
TWICE 100 mg Capsule not available 033484041 AZIENDE CHIMICHE IT
rigide a rilascio RIUNITE ANGELINI
prolungato FRANCESCO - A.C.R.A.F.

S.P.A.
TWICE 30 mg Capsule not available 033484027 AZIENDE CHIMICHE IT
rigide a rilascio RIUNITE ANGELINI
prolungato FRANCESCO - A.C.R.A.F.

S.P.A.
TWICE 60 mg Capsule not available 033484039 AZIENDE CHIMICHE IT
rigide a rilascio RIUNITE ANGELINI
prolungato FRANCESCO - A.C.R.A.F.

S.P.A.
Zomorph 10 mg capsulas | not available 60.125 ETHYPHARM ES
duras de liberacion
prolongada
Zomorph 100 mg not available 60.122 ETHYPHARM ES
capsulas duras de
liberacién prolongada
Zomorph 30 mg capsulas | not available 60.124 ETHYPHARM ES
duras de liberacion
prolongada
Zomorph 60 mg cépsulas | not available 60.123 ETHYPHARM ES
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

duras de liberacion
prolongada

Kancynu C yabXXeHOo
ocBoboxaaBaHe

GESELLSCHAFT M.B.H.

ZOMORPH capsules not available PL 06934/0185 ETHYPHARM UK
100mg

ZOMORPH capsules not available PL 06934/0182 ETHYPHARM UK
10mg

ZOMORPH capsules not available PL 06934/0186 ETHYPHARM UK
200mg

ZOMORPH capsules not available PL 06934/0183 ETHYPHARM UK
30mg

ZOMORPH Capsules not available PL 06934/0184 ETHYPHARM UK
60mg

MCT KOHTUHYC 10 mg not available 20000384 MUNDIPHARMA GES.M.B.H BG
TabneTkn C U3MEHEHO

ocBoboxaaBaHe

MCT KOHTUHYC 100 mg not available 20000387 MUNDIPHARMA GES.M.B.H BG
TabneTkn ¢ N3MeHeHo

ocBoboxaaBaHe

MCT KOHTUHYC 30 mg not available 20000385 MUNDIPHARMA GES.M.B.H BG
TabneTkn ¢ N3MeHeHo

ocBoboxaasaHe

MCT KOHTUHYC 60 mg not available 20000386 MUNDIPHARMA GES.M.B.H BG
TabneTkn ¢ N3MeHeHo

ocBoboxaasaHe

Cy6ctuton 120 mg not available 20030413 MUNDIPHARMA BG
Kancynam C yabJXXeHo GESELLSCHAFT M.B.H.
ocBoboxaasaHe

Cy6bcTtuton 200 mg not available 20030414 MUNDIPHARMA BG

List of nationally authorised medicinal products

EMA/524132/2018

Page 24/24




