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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

Actimorph 1 mg DE/H/6657/001 PL 06934/0245 ETHYPHARM XI
Orodispersible tablets

Actimorph 10 mg DE/H/6657/004 PL 06934/0248 ETHYPHARM XI
Orodispersible tablets

Actimorph 2.5 mg DE/H/6657/002 PL 06934/0246 ETHYPHARM XI
Orodispersible tablets

Actimorph 20 mg DE/H/6657/005 PL 06934/0249 ETHYPHARM XI
Orodispersible tablets

Actimorph 30 mg DE/H/6657/006 PL 06934/0250 ETHYPHARM XI
Orodispersible tablets

Actimorph 5 mg DE/H/6657/003 PL 06934/0247 ETHYPHARM XI
Orodispersible tablets

ACTISKENAN 1 mg, DE/H/6657/001 34009 302 33313 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 10 mg, DE/H/6657/004 34009 30233351 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 10 mg, not available 34009 349 896 3 6 ETHYPHARM FR

gélule
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ACTISKENAN 10 mg, not available 34009 3498986 5 ETHYPHARM FR

gélule

ACTISKENAN 10 mg, not available 34009 34989926 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 3499052 6 ETHYPHARM FR

gélule

ACTISKENAN 10 mg, not available 34009 349908 1 6 ETHYPHARM FR

gélule

ACTISKENAN 10 mg, not available 34009 3499000 7 ETHYPHARM FR

gélule

ACTISKENAN 10 mg, not available 34009 34990175 ETHYPHARM FR

gélule

ACTISKENAN 10 mg, not available 34009 349902 36 ETHYPHARM FR

gélule
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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

ACTISKENAN 10 mg, not available 34009 349 906 9 4 ETHYPHARM FR
gélule

ACTISKENAN 10 mg, not available 34009 34990755 ETHYPHARM FR
gélule

ACTISKENAN 2,5 mg, DE/H/6657/002 34009 30233337 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 20 mg, DE/H/6657/005 34009 302 33368 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 20 mg, not available 34009 34991295 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 3499106 6 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 349914 17 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 34991585 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 34991127 ETHYPHARM FR

gélule
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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

ACTISKENAN 20 mg, not available 34009 34991356 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 3499164 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 34991936 ETHYPHARM FR
gélule

ACTISKENAN 20 mg, not available 34009 561 9595 4 ETHYPHARM FR
gélule

ACTISKENAN 30 mg, DE/H/6657/006 34009 30233375 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 30 mg, not available 34009 3499224 7 ETHYPHARM FR

gélule
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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

ACTISKENAN 30 mg, not available 34009 34992308 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 3499247 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 34992537 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 349 927 6 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 34992827 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 3499307 7 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 34993138 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 561 960 3 6 ETHYPHARM FR
gélule
ACTISKENAN 30 mg, not available 34009 34992995 ETHYPHARM FR

gélule
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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

ACTISKENAN 30 mg, not available 34009 34992018 ETHYPHARM FR
gélule

ACTISKENAN 30 mg, not available 34009 34992186 ETHYPHARM FR
gélule

ACTISKENAN 5 mg, DE/H/6657/003 34009 302 3334 4 ETHYPHARM FR
comprimé orodispersible

ACTISKENAN 5 mg, gélule | not available 34009 349 5108 4 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 51206 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 514 35 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 516 6 4 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 5189 3 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 3495195 4 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

ACTISKENAN 5 mg, gélule | not available 34009 349894 0 7 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 34989575 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 561 957 25 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 3495137 4 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 51145 ETHYPHARM FR
ACTISKENAN 5 mg, gélule | not available 34009 349 51725 ETHYPHARM FR
Capros 10 mg Hartkapsel, | not available 30177.00.00 ETHYPHARM DE
retardiert

Capros 100 mg not available 30177.03.00 ETHYPHARM DE
Hartkapsel, retardiert

Capros 30 mg Hartkapsel, | not available 30177.01.00 ETHYPHARM DE

retardiert
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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

Capros 60 mg Hartkapsel, | not available 30177.02.00 ETHYPHARM DE
retardiert

Capros akut 1 mg DE/H/6657/001 7000173.00.00 ETHYPHARM DE
Schmelztabletten

Capros akut 10 mg not available 57760.00.00 ETHYPHARM DE
Kapseln

Capros akut 10 mg DE/H/6657/004 7000176.00.00 ETHYPHARM DE
Schmelztabletten

Capros akut 2,5 mg DE/H/6657/002 7000174.00.00 ETHYPHARM DE
Schmelztabletten

Capros akut 20 mg not available 57761.00.00 ETHYPHARM DE
Kapseln

Capros akut 20 mg DE/H/6657/005 7000177.00.00 ETHYPHARM DE
Schmelztabletten

Capros akut 30 mg not available 57762.00.00 ETHYPHARM DE
Kapseln

Capros akut 30 mg DE/H/6657/006 7000178.00.00 ETHYPHARM DE

Schmelztabletten
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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

Capros akut 5 mg Kapseln | not available 57759.00.00 ETHYPHARM DE
Capros akut 5 mg DE/H/6657/003 7000175.00.00 ETHYPHARM DE
Schmelztabletten

Contalgin 10 mg not available 839001 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 10 mg not available 839001 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 100 mg not available 843416 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 100 mg not available 843416 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 200 mg not available 920094 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 200 mg not available 920094 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 30 mg not available 833071 MUNDIPHARMA A/S IS

fordatoflur.
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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

Contalgin 30 mg not available 833071 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 5 mg not available 930012 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 5 mg not available 930012 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 60 mg not available 930290 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin 60 mg not available 930290 MUNDIPHARMA A/S IS
fordatoflur.

Contalgin Uno 120 mg not available 960023 MUNDIPHARMA A/S IS
hord fordahylki.

Contalgin Uno 120 mg not available 960023 MUNDIPHARMA A/S IS
hord fordahylki.

Contalgin Uno 150 mg not available 960024 MUNDIPHARMA A/S IS
hérd fordahylki.

Contalgin Uno 150 mg not available 960024 MUNDIPHARMA A/S IS

hérd fordahylki.
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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

Contalgin Uno 200 mg not available 960025 MUNDIPHARMA A/S IS
hérd fordahylki.

Contalgin Uno 200 mg not available 960025 MUNDIPHARMA A/S IS
hord fordahylki.

Contalgin Uno 30 mg hoérd | not available 960020 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno 30 mg hérd | not available 960020 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno 60 mg hérd | not available 960021 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno 60 mg hérd | not available 960021 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno 90 mg hord | not available 960022 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno 90 mg hord | not available 960022 MUNDIPHARMA A/S IS
fordahylki.

Contalgin Uno, harde not available 17797 MUNDIPHARMA A/S DK

depotkapsler
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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

Contalgin Uno, harde not available 17798 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17799 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17800 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17801 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17802 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17797 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17798 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17799 MUNDIPHARMA A/S DK
depotkapsler
Contalgin Uno, harde not available 17800 MUNDIPHARMA A/S DK

depotkapsler
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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

Contalgin Uno, harde not available 17801 MUNDIPHARMA A/S DK
depotkapsler

Contalgin Uno, harde not available 17802 MUNDIPHARMA A/S DK
depotkapsler

Contalgin, depottabletter not available 15421 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 10801 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 11021 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 13515 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 11641 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 14491 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 15421 MUNDIPHARMA A/S DK
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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

Contalgin, depottabletter not available 10801 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 11021 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 13515 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 11641 MUNDIPHARMA A/S DK
Contalgin, depottabletter not available 14491 MUNDIPHARMA A/S DK
Cyclimorph 10 Solution for | not available PA 1142/3/1 AMDIPHARM LIMITED IE
Injection

Cyclimorph 15 Solution for | not available PA 1142/3/2 AMDIPHARM LIMITED IE
Injection

Cyclimorph-10 Injection 1 | not available PL 20072/0007 AMDIPHARM UK LIMITED XI
ml Ampoules

Cyclimorph-15 Injection not available PL 20072/0008 AMDIPHARM UK LIMITED XI
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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

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

not available

PL 20072/0007

AMDIPHARM UK LIMITED

XI

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

not available

PL 20072/0008

AMDIPHARM UK LIMITED

XI

Dolcontin 10 mg
depottabletter

not available

7070

MUNDIPHARMA AS

NO

Dolcontin 10 mg
depottabletter

not available

7070

MUNDIPHARMA AS

NO

Dolcontin 10 mg
depottabletter

not available

10847

MUNDIPHARMA AB

SE

Dolcontin 100 mg
depottabletter

not available

7072

MUNDIPHARMA AS

NO

Dolcontin 100 mg
depottabletter

not available

7072

MUNDIPHARMA AS

NO

Dolcontin 100 mg
depottabletter

not available

10849

MUNDIPHARMA 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

Dolcontin 200 mg not available 7912 MUNDIPHARMA AS NO
depottabletter
Dolcontin 200 mg not available 7912 MUNDIPHARMA AS NO
depottabletter
Dolcontin 200 mg not available 11694 MUNDIPHARMA AB SE
depottabletter
Dolcontin 30 mg not available 7071 MUNDIPHARMA AS NO
depottabletter
Dolcontin 30 mg not available 7071 MUNDIPHARMA AS NO
depottabletter
Dolcontin 30 mg not available 10848 MUNDIPHARMA AB SE
depottabletter
Dolcontin 5 mg not available 7940 MUNDIPHARMA AS NO
depottabletter
Dolcontin 5 mg not available 7940 MUNDIPHARMA AS NO
depottabletter
Dolcontin 5 mg not available 11832 MUNDIPHARMA AB SE

depottabletter

List of nationally authorised medicinal products

EMA/356967/202323

Page 17/53




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

Dolcontin 60 mg not available 7561 MUNDIPHARMA AS NO
depottabletter

Dolcontin 60 mg not available 7561 MUNDIPHARMA AS NO
depottabletter

Dolcontin 60 mg not available 11076 MUNDIPHARMA AB SE
depottabletter

Dolcontin Unotard 120 mg | not available 12864 MUNDIPHARMA AB SE
depotkapseli, kova

Dolcontin Unotard 150 mg | not available 12865 MUNDIPHARMA AB SE
depotkapseli, kova

Dolcontin Unotard 200 mg | not available 12866 MUNDIPHARMA AB SE
depotkapseli, kova

Dolcontin Unotard 30 mg not available 12861 MUNDIPHARMA AB SE
depotkapseli, kova

Dolcontin Unotard 60 mg not available 12862 MUNDIPHARMA AB SE
depotkapseli, kova

Dolcontin Unotard 90 mg not available 12863 MUNDIPHARMA AB SE

depotkapseli, kova
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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

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/001

KALCEKS

LT

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/002

KALCEKS

LT

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/003

KALCEKS

LT

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/004

KALCEKS

LT

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/005

KALCEKS

LT

Maracex 20 mg/ml
injekcinis ar infuzinis
tirpalas

EE/H/0246/001

LT/1/18/4219/006

KALCEKS

LT

Maracex 20 mg/ml
injek¢ni/infuzni roztok

EE/H/0246/001

65/525/18-C

KALCEKS

Ccz

Maracex 20 mg/ml
injekény/inflzny roztok

EE/H/0246/001

65/0162/19-S

KALCEKS

SK

Maracex 20 mg/ml
oplossing voor
injectie/infusie

EE/H/0246/001

RVG 121082

KALCEKS

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

Maracex 20 mg/ml EE/H/0246/001 18-0066 KALCEKS LV
Skidums

injekcijam/inflzijam

Maracex 20 mg/ml EE/H/0246/001 84129 KALCEKS ES
solucién inyectable y para

perfusion

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/01 KALCEKS RO
injectabila/perfuzabila

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/02 KALCEKS RO
injectabila/perfuzabila

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/03 KALCEKS RO
injectabila/perfuzabila

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/04 KALCEKS RO
injectabila/perfuzabila

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/05 KALCEKS RO
injectabila/perfuzabila

Maracex 20 mg/ml solutie | EE/H/0246/001 10808/2018/06 KALCEKS RO
injectabila/perfuzabild

Maracex 20 mg/ml EE/H/0246/001 MA1207/00101 KALCEKS MT

solution for
injection/infusion
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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

Maracex 20 mg/ml EE/H/0246/001 MA1207/00102 KALCEKS MT
solution for

injection/infusion

Maracex 20 mg/ml EE/H/0246/001 MA1207/00103 KALCEKS MT
solution for

injection/infusion

Maracex 20 mg/ml siste- EE/H/0246/001 962518 KALCEKS EE
/infusioonilahus

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/01 KALCEKS HU
injekcié vagy infuzié

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/02 KALCEKS HU
injekcié vagy infuzié

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/03 KALCEKS HU
injekcié vagy infuzié

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/04 KALCEKS HU
injekcid vagy infuzié

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/05 KALCEKS HU
injekcio vagy infazioé

Maracex 20 mg/ml oldatos | EE/H/0246/001 OGYI-T-23989/06 KALCEKS HU

injekcid vagy infuzioé
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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

Maracex, 20 mg/ml, EE/H/0246/001 24750 KALCEKS PL
roztwor do

wstrzykiwan/do infuzji

M-long 10 mg, not available 30173.00.00 ETHYPHARM DE
Hartkapseln, retardiert

M-long 100 mg, not available 30173.03.00 ETHYPHARM DE
Hartkapseln, retardiert

M-long 30 mg, not available 30173.01.00 ETHYPHARM DE
Hartkapseln, retardiert

M-long 60 mg, not available 30173.02.00 ETHYPHARM DE
Hartkapseln, retardiert

Morapid 10 mg not available 1-20439 MUNDIPHARMA GES.M.B.H AT
Filmtabletten

Morapid 10 mg not available 1-20439 MUNDIPHARMA GES.M.B.H AT
Filmtabletten

Morapid 20 mg not available 1-20444 MUNDIPHARMA GES.M.B.H AT
Filmtabletten

Morapid 20 mg not available 1-20444 MUNDIPHARMA GES.M.B.H AT

Filmtabletten
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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

Morfin Alternova 5 mg not available 59121 ALTERNOVA A/S SE
tabletter

Morfina B. Braun 1 mg/ml | not available 82748 B.BRAUN MEDICAL, S.A. ES
solucion inyectable

Morfina B. Braun 1 mg/ml | not available 82748 B.BRAUN MEDICAL, S.A. ES
solucion inyectable

Morfina B. Braun 20 not available 82749 B.BRAUN MEDICAL, S.A. ES
mg/ml solucién inyectable

en vial

Morfina B. Braun 20 not available 82749 B.BRAUN MEDICAL, S.A. ES
mg/ml solucién inyectable

en vial

Morfina B. Braun 40 not available 82750 B.BRAUN MEDICAL, S.A. ES
mg/ml solucién inyectable

Morfina SERRA 10 mg/ml not available 37473 LABORATORIOS SERRA ES
solucion inyectable PAMIES S.A.

Morfina SERRA 20 mg/ml not available 37472 LABORATORIOS SERRA ES
solucion inyectable PAMIES S.A.

Morfina Solfato SUN 1 DE/H/6814/001 049154014 SUN PHARMACEUTICAL IT

mg/ml - soluzione per
infusione in siringa
preriempita

INDUSTRIES EUROPE B.V.
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Authorisation number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Morfina Solfato SUN 1 DE/H/6814/001 049154026 SUN PHARMACEUTICAL IT
mg/ml - soluzione per INDUSTRIES EUROPE B.V.
infusione in siringa

preriempita

Morfina Solfato SUN 2 DE/H/6814/002 049154040 SUN PHARMACEUTICAL IT
mg/ml - soluzione per INDUSTRIES EUROPE B.V.
infusione in siringa

preriempita

Morfina Solfato SUN 2 DE/H/6814/002 049154038 SUN PHARMACEUTICAL IT
mg/ml - soluzione per INDUSTRIES EUROPE B.V.
infusione in siringa

preriempita

Morfina Sun 1 mg/ml DE/H/6814/001 86587 SUN PHARMACEUTICAL ES
solucién para perfusion en INDUSTRIES EUROPE B.V.

jeringa precargada

Morfina Sun 2 mg/ml DE/H/6814/002 86588 SUN PHARMACEUTICAL ES
solucion para perfusion en INDUSTRIES EUROPE B.V.

jeringa precargada

Morphgesic SR 10 mg not available PL 20072/0231 AMDIPHARM UK LIMITED XI
Tablets

Morphgesic SR 100 mg not available PL 20072/0234 AMDIPHARM UK LIMITED XI
Tablets

Morphgesic SR 30 mg not available PL 20072/0232 AMDIPHARM UK LIMITED XI

Tablets
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Morphgesic SR 60 mg not available PL 20072/0233 AMDIPHARM UK LIMITED XI
Tablets

Morphin Aristo 20 mg not available 94198.00.00 ARISTO PHARMA GMBH (ART DE
Retardtabletten 57)

Morphin Aristo 20 mg not available 94198.00.00 ARISTO PHARMA GMBH (ART DE
Retardtabletten 57)

Morphin Aristo 45 mg not available 94199.00.00 ARISTO PHARMA GMBH (ART DE
Retardtabletten 57)

Morphin Aristo 45 mg not available 94199.00.00 ARISTO PHARMA GMBH (ART DE
Retardtabletten 57)

Morphin HEXAL 20 mg not available 88049.00.00 HEXAL AG DE
Retardtabletten

Morphin HEXAL 45 mg not available 88050.00.00 HEXAL AG DE
Retardtabletten

Morphin Merck® 10 mg, not available 6108826.00.00 MERCK HEALTHCARE DE
Injektionslésung GERMANY GMBH

Morphin Merck® 100 mg, not available 6108826.02.00 MERCK HEALTHCARE DE

Infusionslésung

GERMANY GMBH
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Morphin Merck® 20 mg not available 6108826.01.00 MERCK HEALTHCARE DE
Injektionslésung GERMANY GMBH

Morphin Merck® Tropfen not available 31264.00.00 MERCK HEALTHCARE DE
0,5% GERMANY GMBH

Morphin Merck® Tropfen not available 31264.01.00 MERCK HEALTHCARE DE
2% GERMANY GMBH

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

oplgsning

MORPHINE not available 34009 369 0755 3 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 077 8 2 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 074 9 2 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 566 365 6 3 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable
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MORPHINE not available 34009 566 366 2 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 076 1 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 56588275 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 566 939 2 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 101 6 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 102 25 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 566 940 0 6 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

List of nationally authorised medicinal products

EMA/356967/202323

Page 27/53




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

MORPHINE not available 34009 566 941 7 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 1039 3 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 369 104 5 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 566 942 3 5 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 566 944 6 4 COOPERATION FR
(CHLORHYDRATE) PHARMACEUTIQUE

COOPER 10 mg/ml, FRANCAISE

solution injectable

MORPHINE not available 34009 340 21305 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 10 mg/ml,

solution injectable

MORPHINE not available 34009 55353263 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 10 mg/ml,
solution injectable
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MORPHINE not available 34009 342912 3 4 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 10 mg/ml,

solution injectable

MORPHINE not available 34009 560 276 1 3 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 10 mg/ml,

solution injectable

MORPHINE not available 34009 344 109 3 2 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 20 mg/ml,

solution injectable

MORPHINE not available 34009 55353324 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 20 mg/ml,

solution injectable

MORPHINE not available 34009 3429146 3 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 20 mg/ml,

solution injectable

MORPHINE not available 34009 560 278 4 2 LABORATOIRES CHAIX ET DU | FR
(CHLORHYDRATE) MARAIS

LAVOISIER 20 mg/ml,

solution injectable

MORPHINE (SULFATE) not available 34009 356 206 9 9 LABORATOIRES CHAIX ET DU | FR

LAVOISIER 1 mg/ml,
solution injectable

MARAIS
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MORPHINE (SULFATE) not available 3400935619921 LABORATOIRES CHAIX ET DU | FR
LAVOISIER 50 mg/ml, MARAIS

solution injectable

MORPHINE (SULFATE) not available 34009 356 20170 LABORATOIRES CHAIX ET DU | FR
LAVOISIER 50 mg/ml, MARAIS

solution injectable

Morphine 1 mg/ml DE/H/6814/001 PL 31750/0195 SUN PHARMACEUTICAL XI
solution for infusion in INDUSTRIES EUROPE B.V.
pre-filled syringe

Morphine 2 mg/ml DE/H/6814/002 PL 31750/0196 SUN PHARMACEUTICAL XI
solution for infusion in INDUSTRIES EUROPE B.V.
pre-filled syringe

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

opplgsning

Morphine Orion 20 mg/ml | NO/H/0258/002 34067 ORION CORPORATION FI
injektioneste, liuos

Morphine Orion 20 mg/ml | NO/H/0258/002 34067 ORION CORPORATION FI
injektionsvatska, I6sning

Morphine Sulfate Injection | not available PL 17907/0597 BRISTOL LABORATORIES XI
10 mgin 1 ml LIMITED

Morphine Sulfate Injection | not available PL 17907/0598 BRISTOL LABORATORIES XI

15mgin 1 ml

LIMITED
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Morphine Sulfate Injection | not available PL 17907/0599 BRISTOL LABORATORIES XI
30 mgin1ml LIMITED

Morphine Sulfate Injection | not available PL 03265/0037 INTERNATIONAL MEDICATION | XI
BP Minijet™ SYSTEMS (UK) LIMITED

Morphine sulfate not available 19746 MUNDIPHARMA CcY
prolonged-release tablets PHARMACEUTICALS LTD

(Q12h)

MST® CONTINUS® 10

mg prolonged-release

tablets

Morphine sulfate not available 19746 MUNDIPHARMA CY
prolonged-release tablets PHARMACEUTICALS LTD

(Q12h)

MST® CONTINUS® 10

mg prolonged-release

tablets

Morphine sulfate not available 19748 MUNDIPHARMA CY
prolonged-release tablets PHARMACEUTICALS LTD

(Q12h)

MST® CONTINUS® 100

mg prolonged-release

tablets

Morphine sulfate not available 19748 MUNDIPHARMA CY

prolonged-release tablets

(Q12h)
MST® CONTINUS® 100

PHARMACEUTICALS LTD
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Member State where
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mg prolonged-release
tablets

Morphine sulfate
prolonged-release tablets
(Q12h)

MST® CONTINUS® 30
mg prolonged-release
tablets

not available

19745

MUNDIPHARMA
PHARMACEUTICALS LTD

Cy

Morphine sulfate
prolonged-release tablets
(Q12h)

MST® CONTINUS® 30
mg prolonged-release
tablets

not available

19745

MUNDIPHARMA
PHARMACEUTICALS LTD

Cy

Morphine sulfate
prolonged-release tablets
(Q12h)

MST® CONTINUS® 60
mg prolonged-release
tablets

not available

19747

MUNDIPHARMA
PHARMACEUTICALS LTD

CcYy

Morphine sulfate
prolonged-release tablets
(Q12h)

MST® CONTINUS® 60
mg prolonged-release
tablets

not available

19747

MUNDIPHARMA
PHARMACEUTICALS LTD

CcY
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National Authorisation Number

MAH of product in the
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Member State where
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Morphine sulfate Sevredol | not available 19750 MUNDIPHARMA GES.M.B.H CY
10 mg film-coated tablets

Morphine sulfate Sevredol | not available 19750 MUNDIPHARMA GES.M.B.H CY
10 mg film-coated tablets

Morphine sulfate Sevredol | not available 19749 MUNDIPHARMA GES.M.B.H (4
20 mg film-coated tablets

Morphine sulfate Sevredol | not available 19749 MUNDIPHARMA GES.M.B.H (4
20 mg film-coated tablets

Morphine Sulphate not available PA 73/20/1 MERCURY PHARMACEUTICALS | IE
10mg/ml Solution for (IRELAND) LTD.

Injection

Morphine Sulphate not available PA 73/20/3 MERCURY PHARMACEUTICALS | IE
1mg/5ml Solution for (IRELAND) LTD.

Injection

Morphine Sulphate 30 not available PA 73/20/4 MERCURY PHARMACEUTICALS | IE
mg/ml Solution for (IRELAND) LTD.

Injection

Morphine Sulphate 60 not available PA 73/20/8 MERCURY PHARMACEUTICALS | IE
mg/ml Solution for (IRELAND) LTD.

Injection

Morphine Unimedic 1 SE/H/1657/001 56117 UNIMEDIC PHARMA AB SE

mg/ml injektionsvatska,
I6sning
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MAH of product in the
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MOSCONTIN 10 mg,
comprimé enrobé a
libération prolongée

not available

34009 5555949 8

MUNDIPHARMA SAS

FR

MOSCONTIN 10 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 69718

MUNDIPHARMA SAS

FR

MOSCONTIN 10 mg,
comprimé enrobé a
libération prolongée

not available

34009 5555949 8

MUNDIPHARMA SAS

FR

MOSCONTIN 10 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 697 1 8

MUNDIPHARMA SAS

FR

MOSCONTIN 100 mg,
comprimé enrobé a
libération prolongée

not available

34009 555597 8 8

MUNDIPHARMA SAS

FR

MOSCONTIN 100 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 700 2 8

MUNDIPHARMA SAS

FR

MOSCONTIN 100 mg,
comprimé enrobé a
libération prolongée

not available

34009 555597 8 8

MUNDIPHARMA SAS

FR

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 55559559

MUNDIPHARMA SAS

FR
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MOSCONTIN 30 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 698 8 6

MUNDIPHARMA SAS

FR

MOSCONTIN 30 mg,
comprimé enrobé a
libération prolongée

not available

34009 55559559

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 55559610

MUNDIPHARMA SAS

FR

MOSCONTIN 60 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 699 4 7

MUNDIPHARMA SAS

FR

MOSCONTIN 60 mg,
comprimé enrobé a
libération prolongée

not available

34009 55559610

MUNDIPHARMA SAS

FR

MOSCONTIN 60 mg,
comprimé enrobé a
libération prolongée

not available

34009 328 699 4 7

MUNDIPHARMA SAS

FR

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

not available

34009 343 006-6 0

MUNDIPHARMA SAS

FR

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

not available

34009 343 006-6 0

MUNDIPHARMA SAS

FR
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MOSCONTIN LP 200 mg,
comprimé pelliculé a
libération prolongée

not available

34009 558 27399

MUNDIPHARMA SAS

FR

MOSCONTIN LP 200 mg,
comprimé pelliculé a
libération prolongée

not available

34009 558 27399

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

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

RVG 11205

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 10 mg,
tabletten met verlengde
afgifte

not available

RVG 11205

MUNDIPHARMA
PHARMACEUTICALS BV

NL

MS Contin 100 mg,
comprimés a libération
prolongée

not available

2005078273

MUNDIPHARMA COMM VA

LU

MS Contin 100 mg,
tabletten met verlengde
afgifte

not available

BE 134066

MUNDIPHARMA COMM VA

BE
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MS Contin 100 mg, not available BE 134066 MUNDIPHARMA COMM VA BE
tabletten met verlengde

afgifte

MS Contin 100 mg, not available RVG 11208 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

afgifte

MS Contin 100 mg, not available RVG 11208 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

afgifte

MS Contin 15 mg, not available RVG 16674 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

afgifte

MS Contin 15 mg, not available RVG 16674 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

afgifte

MS Contin 30 mg, not available 1495/05078271 MUNDIPHARMA COMM VA LU
comprimés a libération

prolongée

MS Contin 30 mg, not available BE 134041 MUNDIPHARMA COMM VA BE
tabletten met verlengde

afgifte

MS Contin 30 mg, not available BE 134041 MUNDIPHARMA COMM VA BE
tabletten met verlengde

afgifte

MS Contin 30 mg, not available RVG 11206 MUNDIPHARMA NL

tabletten met verlengde
afgifte

PHARMACEUTICALS BV
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MS Contin 30 mg, not available RVG 11206 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

afgifte

MS Contin 5 mg, tabletten | not available RVG 16673 MUNDIPHARMA NL
met verlengde afgifte PHARMACEUTICALS BV

MS Contin 5 mg, tabletten | not available RVG 16673 MUNDIPHARMA NL
met verlengde afgifte PHARMACEUTICALS BV

MS Contin 60 mg, not available 1495/05078272 MUNDIPHARMA COMM VA LU
comprimés a libération

prolongée

MS Contin 60 mg, not available BE 134057 MUNDIPHARMA COMM VA BE
tabletten met verlengde

afgifte

MS Contin 60 mg, not available BE 134057 MUNDIPHARMA COMM VA BE
tabletten met verlengde

afgifte

MS Contin 60 mg, not available RVG 11207 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV

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
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MS Direct 10 mg,
omhulde tabletten

not available

BE192482

MUNDIPHARMA COMM VA

BE

MS Direct 10 mg,
omhulde tabletten

not available

BE192482

MUNDIPHARMA COMM VA

BE

MST 10 mg Mundipharma
Retardtabletten

not available

4034.01.00

MUNDIPHARMA GMBH

DE

MST 10 mg Mundipharma
Retardtabletten

not available

4034.01.00

MUNDIPHARMA GMBH

DE

MST 100 mg
Mundipharma
Retardtabletten

not available

4034.03.00

MUNDIPHARMA GMBH

DE

MST 100 mg
Mundipharma
Retardtabletten

not available

4034.03.00

MUNDIPHARMA GMBH

DE

MST 200 mg
Mundipharma
Retardtabletten

not available

26813.00.00

MUNDIPHARMA GMBH

DE

MST 200 mg
Mundipharma
Retardtabletten

not available

26813.00.00

MUNDIPHARMA GMBH

DE

MST 30 mg Mundipharma
Retardtabletten

not available

4034.00.00

MUNDIPHARMA GMBH

DE
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Authorisation number

National Authorisation Number

MAH of product in the
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Member State where
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MST 30 mg Mundipharma | not available 4034.00.00 MUNDIPHARMA GMBH DE
Retardtabletten

MST 60 mg Mundipharma not available 4034.02.00 MUNDIPHARMA GMBH DE
Retardtabletten

MST 60 mg Mundipharma | not available 4034.02.00 MUNDIPHARMA GMBH DE
Retardtabletten

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

prolongada

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

prolongada

MST CONTINUS 10 mg not available PA 1688/004/002 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 HR-H-863692829 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim

oslobadanjem

MST Continus 10 mg not available HR-H-863692829 MUNDIPHARMA GES.M.B.H HR

tablete s produljenim
oslobadanjem
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MST CONTINUS 100 mg not available 57.900 MUNDIPHARMA ES
comprimidos de liberacion PHARMACEUTICALS SL

prolongada

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

prolongada

MST CONTINUS 100 mg not available PA 1688/004/006 MUNDIPHARMA IE
prolonged-release tablets PHARMACEUTICALS LIMITED

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 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim

oslobadanjem

MST Continus 100 mg not available HR-H-448781299 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim

oslobadanjem

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

prolongada

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

prolongada

MST CONTINUS 15 mg not available PA 1688/004/003 MUNDIPHARMA IE

Prolonged-release tablets

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

prolongada

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

prolongada

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

prolongada

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

prolongada

MST CONTINUS 30 mg not available PA 1688/004/004 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 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim

oslobadanjem

MST Continus 30 mg not available HR-H-113395944 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim

oslobadanjem

MST Continus 30 mg not available 65/0259/13-S MUNDIPHARMA GES.M.B.H SK

tablety s riadenym
uvolfiovanim
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MST Continus 30 mg not available 65/0259/13-S MUNDIPHARMA GES.M.B.H SK
tablety s riadenym

uvolfiovanim

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

prolongada

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

prolongada

MST CONTINUS 5 mg not available PA 1688/004/001 MUNDIPHARMA IE
prolonged-release tablets PHARMACEUTICALS LIMITED

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

prolongada

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

prolongada

MST CONTINUS 60 mg not available PA 1688/004/005 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 MUNDIPHARMA GES.M.B.H HR

tablete s produljenim
oslobadanjem
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MST Continus 60 mg not available HR-H-734333555 MUNDIPHARMA GES.M.B.H HR
tablete s produljenim
oslobadanjem

MST Continus 60 mg not available 65/0257/13-S MUNDIPHARMA GES.M.B.H SK
tablety s riadenym
uvolfiovanim

MST Continus 60 mg not available 65/0258/13-S MUNDIPHARMA GES.M.B.H SK
tablety s riadenym
uvolfiovanim

MST Continus 60 mg not available 65/0257/13-S MUNDIPHARMA GES.M.B.H SK
tablety s riadenym
uvolfiovanim

MST Continus 60 mg not available 65/0258/13-S MUNDIPHARMA GES.M.B.H SK
tablety s riadenym
uvolfiovanim

MST Continus, 10 mg not available 4762 MUNDIPHARMA A/S PL
tabletki powlekane o
zmodyfikowanym
uwalnianiu

MST Continus, 10 mg not available 4762 MUNDIPHARMA A/S PL
tabletki powlekane o
zmodyfikowanym
uwalnianiu

MST Continus, 100 mg not available 4765 MUNDIPHARMA A/S PL
Tabletki powlekane o
zmodyfikowanym
uwalnianiu
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MST Continus, 100 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4765

MUNDIPHARMA A/S

PL

MST Continus, 200 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4766

MUNDIPHARMA A/S

PL

MST Continus, 200 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4766

MUNDIPHARMA A/S

PL

MST Continus, 30 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4763

MUNDIPHARMA A/S

PL

MST Continus, 30 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4763

MUNDIPHARMA A/S

PL

MST Continus, 60 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4764

MUNDIPHARMA A/S

PL

MST Continus, 60 mg
Tabletki powlekane o
zmodyfikowanym
uwalnianiu

not available

4764

MUNDIPHARMA A/S

PL
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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 PA 2256/004/002 GLENWOOD GMBH IE
Oral Solution 20mg/ml

Oramorph Oral Solution not available PA 2256/004/001 GLENWOOD GMBH IE
10 mg/5 ml
Rhotard Morphine SR 10 not available PL 20072/0231 AMDIPHARM UK LIMITED XI
mg Tablets
Rhotard Morphine SR 30 not available PL 20072/0232 AMDIPHARM UK LIMITED XI
mg Tablets
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Rhotard Morphine SR 60 not available PL 20072/0233 AMDIPHARM UK LIMITED XI
mg Tablets

Rhotard Morphine Tablets | not available PL 20072/0234 AMDIPHARM UK LIMITED XI
SR 100mg.

SEVREDOL 10 mg not available 9264/2016/01 MUNDIPHARMA GES.M.B.H RO
comprimate filmate

Sevredol 10 mg not available 59.656 MUNDIPHARMA ES
comprimidos recubiertos PHARMACEUTICALS SL

con pelicula.

Sevredol 10 mg film- not available PA 1688/009/001 MUNDIPHARMA IE
coated tablets PHARMACEUTICALS LIMITED
Sevredol 10 mg filmom not available 65/0302/98-S MUNDIPHARMA GES.M.B.H SK
obalené tablety

Sevredol 10 mg filmom not available 65/0302/98-S MUNDIPHARMA GES.M.B.H SK
obalené tablety

Sevredol 10 mg filmom not available HR-H-915182609 MUNDIPHARMA GES.M.B.H HR
oblozene tablete

Sevredol 10 mg filmom not available HR-H-915182609 MUNDIPHARMA GES.M.B.H HR

oblozene tablete

List of nationally authorised medicinal products

EMA/356967/202323

Page 47/53




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

Sevredol 10 mg filmsko not available H/01/01416/001 MUNDIPHARMA GES.M.B.H SI
oblozene tablete

Sevredol 10 mg filmsko not available H/01/01416/002 MUNDIPHARMA GES.M.B.H SI
obloZene tablete

Sevredol 10 mg not available 25932.00.00 MUNDIPHARMA GMBH DE
Filmtabletten

Sevredol 10 mg not available 25932.00.00 MUNDIPHARMA GMBH DE
Filmtabletten

SEVREDOL 10 mg, not available 34009 3347997 8 MUNDIPHARMA SAS FR
comprimé pelliculé

sécable

SEVREDOL 10 mg, not available 34009 3347997 8 MUNDIPHARMA SAS FR
comprimé pelliculé

sécable

SEVREDOL 20 mg not available 9265/2016/01-03 MUNDIPHARMA GES.M.B.H RO
comprimate filmate

SEVREDOL 20 mg not available 59.655 MUNDIPHARMA ES
comprimidos recubiertos PHARMACEUTICALS SL

con pelicula

Sevredol 20 mg film- not available PA 1688/009/002 MUNDIPHARMA IE

coated tablets

PHARMACEUTICALS LIMITED
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Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
oblozene tablete
Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
oblozene tablete
Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
oblozene tablete
Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
obloZene tablete
Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
oblozZene tablete
Sevredol 20 mg filmom not available HR-H-932315368 MUNDIPHARMA GES.M.B.H HR
obloZene tablete
Sevredol 20 mg filmsko not available H/01/01416/003 MUNDIPHARMA GES.M.B.H SI
obloZene tablete
Sevredol 20 mg filmsko not available H/01/01416/004 MUNDIPHARMA GES.M.B.H SI
oblozene tablete
Sevredol 20 mg not available 25932.01.00 MUNDIPHARMA GMBH DE

Filmtabletten
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Sevredol 20 mg not available 25932.01.00 MUNDIPHARMA GMBH DE
Filmtabletten

SEVREDOL 20 mg, not available 34009 33480059 MUNDIPHARMA SAS FR
comprimé pelliculé

sécable

SEVREDOL 20 mg, not available 34009 33480059 MUNDIPHARMA SAS FR
comprimé pelliculé

sécable

SEVREDOL 20mg not available 65/300/99-C MUNDIPHARMA GES.M.B.H Ccz
SEVREDOL 20mg not available 65/300/99-C MUNDIPHARMA GES.M.B.H Cz
Sevredol 50 mg film- not available PA 1688/009/003 MUNDIPHARMA IE
coated tablets PHARMACEUTICALS LIMITED
Sevredol, 20 mg, tabletki not available 8827 MUNDIPHARMA A/S PL
powlekane

Sevredol, 20 mg, tabletki not available 8827 MUNDIPHARMA A/S PL
powlekane

SKENAN L.P. 10 mg, not available 34009 33323523 ETHYPHARM FR

microgranules a libération
prolongée en gélule
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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 34053870

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. 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 333 237 52

ETHYPHARM

FR

Substitol 100 mg
Hartkapseln, retardiert

not available

31512.01.00

MUNDIPHARMA GMBH

DE

Substitol 120 mg trde
kapsule s podaljsanim
spros¢anjem

not available

H/04/01467/001

MUNDIPHARMA
GESELLSCHAFT M.B.H.

SI

Substitol 200 mg
Hartkapseln, retardiert

not available

31512.00.00

MUNDIPHARMA GMBH

DE

Substitol 200 mg trde
kapsule s podaljsanim
spros¢anjem

not available

H/04/01467/002

MUNDIPHARMA
GESELLSCHAFT M.B.H.

SI
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Substitol 30 mg not available 31512.04.00 MUNDIPHARMA GMBH DE
Hartkapseln, retardiert

Substitol 60 mg not available 31512.02.00 MUNDIPHARMA GMBH DE
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

TWICE 10 mg Capsule not available 033484015 ETHYPHARM IT
rigide a rilascio prolungato

TWICE 100 mg Capsule not available 033484041 ETHYPHARM IT
rigide a rilascio prolungato

TWICE 30 mg Capsule not available 033484027 ETHYPHARM IT
rigide a rilascio prolungato

TWICE 60 mg Capsule not available 033484039 ETHYPHARM IT
rigide a rilascio prolungato

ZOMORPH 100mg not available PL 06934/0185 ETHYPHARM XI

capsules
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ZOMORPH 10mg capsules | not available PL 06934/0182 ETHYPHARM XI
ZOMORPH 200mg not available PL 06934/0186 ETHYPHARM XI
capsules

ZOMORPH 30mg capsules | not available PL 06934/0183 ETHYPHARM XI
ZOMORPH 60mg capsules | not available PL 06934/0184 ETHYPHARM XI
Cy6ctnton 120 mg not available 20030413 MUNDIPHARMA BG
Kancynn c yab/XeHOo GESELLSCHAFT M.B.H.
ocsBoboxpaBaHe

Cy6ctnton 200 mg not available 20030414 MUNDIPHARMA BG

Kancyam ¢ yabaxXeHo
ocBoboxaaBaHe

GESELLSCHAFT M.B.H.
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