EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

25 July 2018
EMA/607287/2018
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: tapentadol

Procedure no.: PSUSA/00002849/201711

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2018. Reproduction is authorised provided the source is acknowledged.



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

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/008

21260

GRUNENTHAL GMBH

CcY

PALEXIA retard 150 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/006

21258

GRUNENTHAL GMBH

CcY

PALEXIA retard 150 mg
tablety s predizenym
uvolfiovanim

DE/H/2020/006

65/0672/10-S

GRUNENTHAL GMBH

SK

PALEXIA retard 200 mg
tablety s predizenym
uvolfiovanim

DE/H/2020/007

65/0673/10-S

GRUNENTHAL GMBH

SK

PALEXIA retard 100 mg
tablety s predizenym
uvolfiovanim

DE/H/2020/005

65/0671/10-S

GRUNENTHAL GMBH

SK

PALEXIA retard 50 mg
tablety s predlzenym
uvolfiovanim

DE/H/2020/004

65/0670/10-S

GRUNENTHAL GMBH

SK

PALEXIA retard 25 mg
comprimidos de
liberacién prolongada

DE/H/2020/009

75917

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 25 mg
comprimidos de
liberacién prolongada

DE/H/2020/009

75917

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 25 mg
tablety s predizenym
uvolfiovanim

DE/H/2020/009

65/0225/12-S

GRUNENTHAL GMBH

SK

PALEXIA retard 250 mg
tablety s predizenym
uvolfiovanim

DE/H/2020/008

65/0674/10-S

GRUNENTHAL GMBH

SK

Palexia Depot,
depottabletter

DE/H/2020/007

45157

GRUNENTHAL GMBH

DK

Palexia Depot,
depottabletter

DE/H/2020/009

48784

GRUNENTHAL GMBH

DK

Palexia Depot,
depottabletter

DE/H/2020/006

45156

GRUNENTHAL GMBH

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

Palexia Depot,
depottabletter

DE/H/2020/005

45155

GRUNENTHAL GMBH

DK

Palexia Depot,
depottabletter

DE/H/2020/004

45154

GRUNENTHAL GMBH

DK

Palexia Depot,
depottabletter

DE/H/2020/008

45158

GRUNENTHAL GMBH

DK

Palexia retard 100 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/005

LT/1/10/2342/138

GRUNENTHAL GMBH

LT

Palexia retard 100 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/005

LT/1/10/2342/137

GRUNENTHAL GMBH

LT

Palexia retard 150 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/006

LT/1/10/2342/140

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/141

GRUNENTHAL GMBH

LT

Palexia retard 150 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/006

LT/1/10/2342/139

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/142

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/143

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/144

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/135

GRUNENTHAL GMBH

LT
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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

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/136

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/133

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/134

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
comprimidos de
libertacdo prolongada

DE/H/2020/008

5334578

GRUNENTHAL S.A.

PT

Palexia retard 200 mg
comprimidos de
libertacdo prolongada

DE/H/2020/007

5334552

GRUNENTHAL S.A.

PT

Manekcus petapa
100 mg TabneTtku c
YOBIKEHO
ocBoboxaaBaHe

DE/H/2020/005

20110166

GRUNENTHAL GMBH

BG

Manekcusa petapa
150 mg TabneTku ¢
YABIIXEHO
0CBObOOXAaBaHe

DE/H/2020/006

20110167

GRUNENTHAL GMBH

BG

Manekcusa petapa
200 mg TabneTku ¢
YOBIIKEHO
ocBoboxaaBaHe

DE/H/2020/007

20110168

GRUNENTHAL GMBH

BG

Manekcus petapa
250 mg TabneTtku c
YABIXKEHO
ocBoboxaasaHe

DE/H/2020/008

20110169

GRUNENTHAL GMBH

BG

Manekcunsa petapa 50 mg
TabneTku C yab/IKEHO
ocBoboxaasaHe

DE/H/2020/004

20110165

GRUNENTHAL GMBH

BG
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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

PALEXIA RETARD 100
mg prolonged-release
tablets

DE/H/2020/005

MA 840/00105

GRUNENTHAL GMBH

MT

PALEXIA retard 25 mg
ilgstosas darbibas
tabletes

DE/H/2020/009

12-0156

GRUNENTHAL GMBH

LV

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/112

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/125

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/117

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/120

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/132

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/119

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/115

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/123

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/114

GRUNENTHAL GMBH

LT
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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

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/131

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/126

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/121

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/113

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/111

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/124

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/116

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/009

LT/1/10/2342/129

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/118

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/122

GRUNENTHAL GMBH

LT

Palexia retard 25 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/009

LT/1/10/2342/127

GRUNENTHAL GMBH

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 25 mg DE/H/2020/009 LT/1/10/2342/130 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 25 mg DE/H/2020/009 LT/1/10/2342/128 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/025 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/024 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/033 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/027 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/039 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/031 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/036 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/044 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/023 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/026 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/032 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/037 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/029 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/028 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/038 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/035 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/040 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/034 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/041 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/043 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/030 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 100 mg DE/H/2020/005 LT/1/10/2342/042 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/048 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/054 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/051 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/056 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/060 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/050 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/066 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/047 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/058 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/052 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/053 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/062 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/055 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/065 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/064 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/057 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/063 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/046 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/059 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 150 mg DE/H/2020/006 LT/1/10/2342/061 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

List of nationally authorised medicinal products
EMA/607287/2018 Page 10/174



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

Palexia retard 150 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/006

LT/1/10/2342/049

GRUNENTHAL GMBH

LT

Palexia retard 150 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/006

LT/1/10/2342/045

GRUNENTHAL GMBH

LT

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/173

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/174

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/175

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/176

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/177

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/178

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/179

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/172

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/180

GRUNENTHAL GMBH

S
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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

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/181

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/182

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/183

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/184

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/185

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/186

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/187

GRUNENTHAL GMBH

S

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/188

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/189

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/190

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/191

GRUNENTHAL GMBH

S
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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

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/192

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/193

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/194

GRUNENTHAL GMBH

Sl

PALEXIA SR 200 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/007

H/10/01208/195

GRUNENTHAL GMBH

S

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/090

GRUNENTHAL GMBH

LT

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/197

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/201

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/200

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/199

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/198

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/212

GRUNENTHAL GMBH

S
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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

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/210

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/204

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/196

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/203

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/202

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/218

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/217

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/219

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/216

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/215

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/214

GRUNENTHAL GMBH

S
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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

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/213

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/211

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/209

GRUNENTHAL GMBH

Sl

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/208

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/207

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/206

GRUNENTHAL GMBH

S

PALEXIA SR 250 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/008

H/10/01208/205

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/077

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/078

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/079

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/080

GRUNENTHAL GMBH

S
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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

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/081

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/082

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/083

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/076

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/084

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/085

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/086

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/087

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/088

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/089

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/090

GRUNENTHAL GMBH

S
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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

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/091

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/092

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/093

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/094

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/095

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/096

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/097

GRUNENTHAL GMBH

S

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/098

GRUNENTHAL GMBH

Sl

PALEXIA SR 25 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/009

H/10/01208/099

GRUNENTHAL GMBH

Sl

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/095

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/109

GRUNENTHAL GMBH

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/104 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/106 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/093 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/094 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/102 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/099 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/107 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/105 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/096 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/110 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 250 mg DE/H/2020/008 LT/1/10/2342/097 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés
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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

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/092

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/089

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/103

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/0100

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/008

LT/1/10/2342/108

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/008

LT/1/10/2342/091

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/008

LT/1/10/2342/098

GRUNENTHAL GMBH

LT

Palexia retard 250 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/008

LT/1/10/2342/101

GRUNENTHAL GMBH

LT

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

List of nationally authorised medicinal products

EMA/607287/2018

Page 19/174




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

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/010

GRUNENTHAL GMBH

LT

PALEXIA retard 50 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/004

21256

GRUNENTHAL GMBH

CY

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/004

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/014

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/005

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/018

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/016

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/020

GRUNENTHAL GMBH

LT
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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

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/015

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/006

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/019

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/001

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/003

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/013

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/021

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/004

LT/1/10/2342/007

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/002

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/011

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/008

GRUNENTHAL GMBH

LT
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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

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/017

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/009

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/022

GRUNENTHAL GMBH

LT

Palexia retard 50 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/004

LT/1/10/2342/012

GRUNENTHAL GMBH

LT

PALEXIA retard 50 mg
comprimidos de
liberacién prolongada

DE/H/2020/004

73243

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 50 mg
comprimidos de
liberacién prolongada

DE/H/2020/004

73243

GRUNENTHAL PHARMA S.A.

ES

Palexia retard 50 mg
comprimidos de
libertacdo prolongada

DE/H/2020/004

5334438

GRUNENTHAL S.A.

PT

Palexia retard 50 mg
comprimidos de
libertacdo prolongada

DE/H/2020/004

5334420

GRUNENTHAL S.A.

PT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/076

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/068

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/079

GRUNENTHAL GMBH

LT
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/087 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/080 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/072 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/074 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/070 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/069 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/085 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/086 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletes

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/067 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/088 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés

Palexia retard 200 mg DE/H/2020/007 LT/1/10/2342/081 GRUNENTHAL GMBH LT
pailginto atpalaidavimo
tabletés
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Palexia retard 200 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/007

LT/1/10/2342/071

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/078

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/075

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/077

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletés

DE/H/2020/007

LT/1/10/2342/083

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/007

LT/1/10/2342/084

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/007

LT/1/10/2342/073

GRUNENTHAL GMBH

LT

Palexia retard 200 mg
pailginto atpalaidavimo
tabletes

DE/H/2020/007

LT/1/10/2342/082

GRUNENTHAL GMBH

LT

PALEXIA retard 200 mg
comprimidos de
liberacién prolongada

DE/H/2020/007

73246

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 200 mg
comprimidos de
liberacién prolongada

DE/H/2020/007

73246

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 200 mg
ilgstosas darbibas
tabletes

DE/H/2020/007

10-0618

GRUNENTHAL GMBH

LV
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Palexia retard 200 mg
comprimidos de
libertacdo prolongada

DE/H/2020/007

5334545

GRUNENTHAL S.A.

PT

Palexia retard 200 mg
comprimidos de
libertacdo prolongada

DE/H/2020/007

5334537

GRUNENTHAL S.A.

PT

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod&opeuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard, 100 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/005

711710

GRUNENTHAL GMBH

EE

PALEXIA retard, 150 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/006

711810

GRUNENTHAL GMBH

EE

PALEXIA retard, 200 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/007

711910

GRUNENTHAL GMBH

EE

PALEXIA retard, 25 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/009

784612

GRUNENTHAL GMBH

EE

PALEXIA retard, 50 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/004

712010

GRUNENTHAL GMBH

EE

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard, 100 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/005

18193

GRUNENTHAL GMBH

PL

PALEXIA retard, 150 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/006

18194

GRUNENTHAL GMBH

PL

PALEXIA retard, 200 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/007

18195

GRUNENTHAL GMBH

PL

PALEXIA retard, 50 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/004

18192

GRUNENTHAL GMBH

PL

PALEXIA retard 150 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 150 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR
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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

dloKia napaTeTapévng
anod&oueuonc

PALEXIA retard 150 mg

DE/H/2020/006

19221/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/101

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/105

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/110

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/109

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/108

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/100

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/107

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/106

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/104

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/103

GRUNENTHAL GMBH

S
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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

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/111

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/116

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/115

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/114

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/113

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/112

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/102

GRUNENTHAL GMBH

S

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/123

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/122

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/121

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/120

GRUNENTHAL GMBH

S
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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

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/119

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/118

GRUNENTHAL GMBH

Sl

PALEXIA SR 50 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/004

H/10/01208/117

GRUNENTHAL GMBH

Sl

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA RETARD 200
mg prolonged-release
tablets

DE/H/2020/007

MA 840/00107

GRUNENTHAL GMBH

MT

PALEXIA retard 100 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/005

19220/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/005

288670507

GRUNENTHAL GMBH

GR

Palexia retard 25 mg
comprimidos de
libertacdo prolongada

DE/H/2020/009

5462957

GRUNENTHAL S.A.

PT

Palexia retard 25 mg
comprimidos de
libertacdo prolongada

DE/H/2020/009

5462965

GRUNENTHAL S.A.

PT
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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

PALEXIA retard, 250 mg
toimeainet
prolongeeritult
vabastavad tabletid

DE/H/2020/008

711310

GRUNENTHAL GMBH

EE

PALEXIA retard 150 mg
ilgstosas darbibas
tabletes

DE/H/2020/006

10-0617

GRUNENTHAL GMBH

LV

PALEXIA RETARD 150
mg prolonged-release
tablets

DE/H/2020/006

MA 840/00106

GRUNENTHAL GMBH

MT

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/126

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/127

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/125

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/131

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/129

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/130

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/128

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/145

GRUNENTHAL GMBH

Sl
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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

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/135

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/134

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/136

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/133

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/132

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/140

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/137

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/139

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/141

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/138

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/146

GRUNENTHAL GMBH

S
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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

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/147

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/124

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/142

GRUNENTHAL GMBH

Sl

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/143

GRUNENTHAL GMBH

S

PALEXIA SR 100 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/005

H/10/01208/144

GRUNENTHAL GMBH

S

PALEXIA retard 150 mg
comprimidos de
liberacién prolongada

DE/H/2020/006

73245

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 150 mg
comprimidos de
liberacién prolongada

DE/H/2020/006

73245

GRUNENTHAL PHARMA S.A.

ES

Palexias 100 mg retard
tabletta

DE/H/2020/005

OGYI-T-21638/05

GRUNENTHAL GMBH

HU

Palexias 50 mg retard
tabletta

DE/H/2020/004

OGYI-T-21638/04

GRUNENTHAL GMBH

HU

Palexias 150 mg retard
tabletta

DE/H/2020/006

OGYI-T-21638/06

GRUNENTHAL GMBH

HU

Palexias 250 mg retard
tabletta

DE/H/2020/008

OGYI-T-21638/08

GRUNENTHAL GMBH

HU

Palexias 200 mg retard
tabletta

DE/H/2020/007

OGYI-T-21638/07

GRUNENTHAL GMBH

HU

Palexia retard 150 mg
comprimidos de
libertacdo prolongada

DE/H/2020/006

5334503

GRUNENTHAL S.A.

PT
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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

Palexia retard 150 mg
comprimidos de
libertacdo prolongada

DE/H/2020/006

5334511

GRUNENTHAL S.A.

PT

Palexia retard 150 mg
comprimidos de
libertacdo prolongada

DE/H/2020/006

5334529

GRUNENTHAL S.A.

PT

Palexias 25 mg retard
tabletta

DE/H/2020/009

OGYI-T-21638/09

GRUNENTHAL GMBH

HU

PALEXIA retard 100 mg
comprimidos de
liberacién prolongada

DE/H/2020/005

73244

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 100 mg
comprimidos de
liberacién prolongada

DE/H/2020/005

73244

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 100 mg
ilgstosas darbibas
tabletes

DE/H/2020/005

10-0616

GRUNENTHAL GMBH

LV

Palexia retard 100 mg
comprimidos de
libertacdo prolongada

DE/H/2020/005

5334453

GRUNENTHAL S.A.

PT

Palexia retard 100 mg
comprimidos de
libertacdo prolongada

DE/H/2020/005

5334461

GRUNENTHAL S.A.

PT

Palexia retard 100 mg
comprimidos de
libertacdo prolongada

DE/H/2020/005

5334479

GRUNENTHAL S.A.

PT

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/162

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
sproscanjem

DE/H/2020/006

H/10/01208/163

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/171

GRUNENTHAL GMBH

Sl
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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

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/170

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/169

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/165

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/164

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/168

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/167

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/166

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/153

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/148

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/156

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/155

GRUNENTHAL GMBH

S
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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

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/149

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/159

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/152

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/150

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/154

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/158

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/151

GRUNENTHAL GMBH

S

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/160

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/161

GRUNENTHAL GMBH

Sl

PALEXIA SR 150 mg
tablete s podaljSanim
spros¢anjem

DE/H/2020/006

H/10/01208/157

GRUNENTHAL GMBH

Sl

PALEXIA retard, 250 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/008

18196

GRUNENTHAL GMBH

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

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod&opeuonc

DE/H/2020/007

21259

GRUNENTHAL GMBH

CcY

PALEXIA retard 250 mg
comprimidos de
liberacién prolongada

DE/H/2020/008

73247

GRUNENTHAL PHARMA S.A.

ES

PALEXIA retard 250 mg
comprimidos de
liberacién prolongada

DE/H/2020/008

73247

GRUNENTHAL PHARMA S.A.

ES

Palexia retard 250 mg
comprimidos de
libertacdo prolongada

DE/H/2020/008

5334560

GRUNENTHAL S.A.

PT

Palexia retard 250 mg
comprimidos de
libertacdo prolongada

DE/H/2020/008

5334602

GRUNENTHAL S.A.

PT

PALEXIA retard 100 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/005

21257

GRUNENTHAL GMBH

CY

PALEXIA retard 250 mg
ilgstosas darbibas
tabletes

DE/H/2020/008

10-0619

GRUNENTHAL GMBH

LV

Palexia retard 50 mg
comprimidos de
libertacdo prolongada

DE/H/2020/004

5334446

GRUNENTHAL S.A.

PT

PALEXIA retard 50 mg
ilgstosas darbibas
tabletes

DE/H/2020/004

10-0615

GRUNENTHAL GMBH

LV

PALEXIA RETARD 50 mg
prolonged-release tablets

DE/H/2020/004

MA 840/00104

GRUNENTHAL GMBH

MT

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod&opeuong

DE/H/2020/009

33651/25-4-2013

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/004

19219/15-3-2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/004

19219/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/004

19219/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422457

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423372

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423360

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423321

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422394

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423295

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423345

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423333

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422444

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422483

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422469

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423319

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422406

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422471

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422420

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423283

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422382

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422418

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040423358

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422533

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423473

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423408

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422608

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422545

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423461

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423396

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422519

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422560

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423459

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422558

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423384

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423410

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422572

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422495

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423446

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422596

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422584

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422521

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423434

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423562

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40422659

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423509

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423523

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423547

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423574

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423497

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423535

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423511

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40422634

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40422673

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40422661

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

40423485

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422646

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422723

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040423550

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422711

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422622

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422685

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422610

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423663

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422800

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422812

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422836

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422798

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422762

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422824

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423586

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423675

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423624

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422774

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422786

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423598

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423612

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423651

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422735

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423600

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422747

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423636

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040422750

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422851

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422863

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423764

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422925

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423752

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423749

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422899

GRUNENTHAL ITALIA S.R.L.

List of nationally authorised medicinal products

EMA/607287/2018

Page 46/174




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

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423713

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422937

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423701

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423776

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422964

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422901

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423737

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422875

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422913

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423699

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040423687

GRUNENTHAL ITALIA S.R.L.
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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

depottablett

number
PALEXIA compresse a DE/H/2020/008 040422952 GRUNENTHAL ITALIA S.R.L. IT
rilascio prolungato da
250 mg
PALEXIA compresse a DE/H/2020/008 040423725 GRUNENTHAL ITALIA S.R.L. IT
rilascio prolungato da
250 mg
Palexia retard 25 mg DE/H/2020/009 84738.00.00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia retard 100 mg DE/H/2020/005 76262.00.00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia retard 250 mg DE/H/2020/008 76265.00,00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia retard 50 mg DE/H/2020/004 76261.00.00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia retard 200 mg DE/H/2020/007 76264.00.00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia retard 150 mg DE/H/2020/006 76263.00.00 GRUNENTHAL GMBH DE
Retardtabletten
Palexia® SR 25 mg DE/H/2020/009 PL 21727/0051 GRUNENTHAL LTD. UK
prolonged-release tablets
Palexia® SR 100 mg DE/H/2020/005 PA 1189/7/5 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia® SR 200 mg DE/H/2020/007 PA 1189/7/7 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia® SR 150 mg DE/H/2020/006 PA 1189/7/6 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia® SR 250 mg DE/H/2020/008 PA 1189/7/8 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia® SR 25 mg DE/H/2020/009 PA 1189/7/9 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia® SR 50 mg DE/H/2020/004 PA 1189/7/4 GRUNENTHAL LTD. IE
prolonged-release tablets
Palexia depot 150 mg DE/H/2020/006 09-6808 GRUNENTHAL GMBH NO
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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

depottabletit

number
Palexia depot 100 mg DE/H/2020/005 09-6807 GRUNENTHAL GMBH NO
depottablett
Palexia depot 200 mg DE/H/2020/007 09-6809 GRUNENTHAL GMBH NO
depottablett
Palexia depot 50 mg DE/H/2020/004 09-6806 GRUNENTHAL GMBH NO
depottablett
Palexia depot 250 mg DE/H/2020/008 09-6810 GRUNENTHAL GMBH NO
depottablett
Palexia depot 25 mg DE/H/2020/009 11-8344 GRUNENTHAL GMBH NO
depottablett
MAJTEKCUA PETAPA 25 DE/H/2020/009 20120304 GRUNENTHAL GMBH BG
mg TabneTkun ¢
YABIDKEHO
ocBoboxaasaHe
Palexia Depot 50 mg DE/H/2020/004 1S/1/10/009/04 GRUNENTHAL GMBH IS
fordatoflur
Palexia Depot 100 mg DE/H/2020/005 1S/1/10/009/05 GRUNENTHAL GMBH IS
fordatoflur
Palexia Depot 25 mg DE/H/2020/009 1S/1/12/050/01 GRUNENTHAL GMBH IS
fordatoflur
Palexia Depot 200 mg DE/H/2020/007 1S/1/10/009/07 GRUNENTHAL GMBH IS
fordatoflur
Palexia Depot 150 mg DE/H/2020/006 1S/1/10/009/06 GRUNENTHAL GMBH IS
fordatoflur
Palexia Depot 250 mg DE/H/2020/008 1S/1/10/009/08 GRUNENTHAL GMBH IS
fordatoflur
PALEXIA Depot 150 mg - | DE/H/2020/006 27585 GRUNENTHAL GMBH Fl
depottabletit
PALEXIA Depot 50 mg - DE/H/2020/004 27583 GRUNENTHAL GMBH Fl
depottabletit
PALEXIA Depot 25 mg - DE/H/2020/009 29798 GRUNENTHAL GMBH Fl
depottabletti
PALEXIA Depot 200 mg - | DE/H/2020/007 27586 GRUNENTHAL GMBH 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

PALEXIA Depot 250 mg -
depottabletit

DE/H/2020/008

27587

GRUNENTHAL GMBH

FI

PALEXIA Depot 100 mg -
depottabletit

DE/H/2020/005

27584

GRUNENTHAL GMBH

Fl

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/03

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/05

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/06

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/08

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/09

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/11

GRUNENTHAL GMBH

RO
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number

National Authorisation Number

MAH of product in the
member state

Member State where
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PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/12

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/14

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz
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PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz
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PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 100 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/005

65/016/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz
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PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

List of nationally authorised medicinal products

EMA/607287/2018

Page 54/174




Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state
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PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz
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MAH of product in the
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Member State where
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PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz
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Member State where
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PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz
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Member State where
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PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz
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Member State where
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PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 250 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/008

65/019/11-C

GRUNENTHAL GMBH

cz

PALEXIA retard 50 mg
tablety s prodlouzenym
uvoliovanim

DE/H/2020/004

65/015/11-C

GRUNENTHAL GMBH

Ccz
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PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH Ccz

tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim
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PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH Ccz

tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 50 mg DE/H/2020/004 65/015/11-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim
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PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH Ccz

tablety s prodlouzenym
uvolfovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cZz
tablety s prodlouzenym
uvolfiovanim

PALEXIA retard 25 mg DE/H/2020/009 65/310/12-C GRUNENTHAL GMBH cz
tablety s prodlouzenym
uvolfiovanim

List of nationally authorised medicinal products
EMA/607287/2018 Page 62/174



Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state
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PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/17

GRUNENTHAL GMBH

RO
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PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/18

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/19

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/21

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/22

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/01

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/03

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/05

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/06

GRUNENTHAL GMBH

RO

List of nationally authorised medicinal products

EMA/607287/2018

Page 64/174




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

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/08

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/09

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/11

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/12

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/14

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/15

GRUNENTHAL GMBH

RO
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PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/16

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/17

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/18

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/19

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/21

GRUNENTHAL GMBH

RO

PALEXIA retard 200 mg
comprimate cu eliberare
prelungita

DE/H/2020/007

8490/2016/22

GRUNENTHAL GMBH

RO

Palexia Depot 50 mg
depottabletter

DE/H/2020/004

42624

GRUNENTHAL GMBH

SE

Palexia Depot 25 mg
depottabletter

DE/H/2020/009

46138

GRUNENTHAL GMBH

SE

Palexia Depot 200 mg
depottabletter

DE/H/2020/007

42627

GRUNENTHAL GMBH

SE

Palexia Depot 250 mg
depottabletter

DE/H/2020/008

42628

GRUNENTHAL GMBH

SE

Palexia Depot 150 mg
depottabletter

DE/H/2020/006

42626

GRUNENTHAL GMBH

SE

Palexia Depot 100 mg
depottabletter

DE/H/2020/005

42625

GRUNENTHAL GMBH

SE
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PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/01

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/03

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/05

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/06

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/08

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/09

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/12

GRUNENTHAL GMBH

RO
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PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/11

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/14

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/15

GRUNENTHAL GMBH

RO

PALEXIA retard 150 mg
comprimate cu eliberare
prelungita

DE/H/2020/006

8489/2016/16

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/15

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/16

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/17

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/18

GRUNENTHAL GMBH

RO
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PALEXIA retard 100 mg
comprimate cu eliberare
prelungitad

DE/H/2020/005

8488/2016/19

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/21

GRUNENTHAL GMBH

RO

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/22

GRUNENTHAL GMBH

RO

PALEXIA retard, 25 mg,
tabletki o przedtuzonym
uwalnianiu

DE/H/2020/009

20417

GRUNENTHAL GMBH

PL

PALEXIA retard 200 mg
tablety s prodlouzenym
uvolnovanim

DE/H/2020/007

65/018/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/01

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/03

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/05

GRUNENTHAL GMBH

RO
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PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/06

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/08

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/09

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/11

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/12

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/14

GRUNENTHAL GMBH

RO
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PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/15

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/16

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/17

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/18

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/19

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/21

GRUNENTHAL GMBH

RO

PALEXIA retard 250 mg
comprimate cu eliberare
prelungita

DE/H/2020/008

8491/2016/22

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/01

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/03

GRUNENTHAL GMBH

RO
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PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/05

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/06

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA RETARD 250
mg prolonged-release
tablets

DE/H/2020/008

MA 840/00108

GRUNENTHAL GMBH

MT

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/08

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/09

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/11

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/12

GRUNENTHAL GMBH

RO
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PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/14

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/15

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/16

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/17

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/18

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/19

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 25 mg
comprimate cu eliberare
prelungita

DE/H/2020/009

8486/2016/21

GRUNENTHAL GMBH

RO
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PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/01

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/02

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungitd

DE/H/2020/004

8487/2016/03

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/04

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/05

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/06

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/07

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/08

GRUNENTHAL GMBH

RO

PALEXIA RETARD 25 mg

prolonged-release tablets

DE/H/2020/009

MA 840/00109

GRUNENTHAL GMBH

MT

PALEXIA retard 250 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/008

19223/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
comprimate cu eliberare
prelungitd

DE/H/2020/009

8486/2016/22

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/09

GRUNENTHAL GMBH

RO
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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

PALEXIA retard 50 mg
comprimate cu eliberare
prelungitd

DE/H/2020/004

8487/2016/14

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/15

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/24

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/13

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/23

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungitad

DE/H/2020/004

8487/2016/10

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/12

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/22

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/11

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/20

GRUNENTHAL GMBH

RO

PALEXIA retard 50 mg
comprimate cu eliberare
prelungita

DE/H/2020/004

8487/2016/21

GRUNENTHAL GMBH

RO
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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

comprimé a libération
prolongée

GRUNENTHAL S.A.S.

number
PALEXIA retard 50 mg DE/H/2020/004 8487/2016/18 GRUNENTHAL GMBH RO
comprimate cu eliberare
prelungita
PALEXIA retard 50 mg DE/H/2020/004 8487/2016/19 GRUNENTHAL GMBH RO
comprimate cu eliberare
prelungita
PALEXIA retard 50 mg DE/H/2020/004 8487/2016/16 GRUNENTHAL GMBH RO
comprimate cu eliberare
prelungita
PALEXIA retard 50 mg DE/H/2020/004 8487/2016/17 GRUNENTHAL GMBH RO
comprimate cu eliberare
prelungita
PALEXIA LP 100 mg, DE/H/2020/005 34009 419 253 99 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 41925511 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 419 256 8 9 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 41925801 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 41925221 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 41925979 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 100 mg, DE/H/2020/005 34009 419 25450 LABORATOIRES 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

comprimé a libération
prolongée

GRUNENTHAL S.A.S.

number

PALEXIA LP 100 mg, DE/H/2020/005 34009 41940 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 4192781 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 419 2723 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 419 280 6 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 419 2746 1 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 419 2752 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 419 27980 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 150 mg, DE/H/2020/006 34009 41927751 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 200 mg, DE/H/2020/007 34009 41928123 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 200 mg, DE/H/2020/007 34009 41928291 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 200 mg, DE/H/2020/007 34009 4192887 1 LABORATOIRES 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

comprimé a libération
prolongée

GRUNENTHAL S.A.S.

number

PALEXIA LP 200 mg, DE/H/2020/007 34009 419284 1 3 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 200 mg, DE/H/2020/007 34009 4192870 3 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 200 mg, DE/H/2020/007 34009 419 28352 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300947 6 1 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300 947 7 8 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300 947 8 5 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300 947 9 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300948 0 8 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300948 15 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300948 2 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 25 mg, DE/H/2020/009 34009 300 948 3 9 LABORATOIRES 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

comprimé a libération
prolongée

GRUNENTHAL S.A.S.

number

PALEXIA LP 250 mg, DE/H/2020/008 34009 419 289 3 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 419 292 4 3 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 4192901 4 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 419 293 0 4 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 419294 7 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 419 297 6 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 250 mg, DE/H/2020/008 34009 419 295 3 3 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 3400941924101 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 34009 4192456 9 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 34009 41924279 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 34009 419 248 59 LABORATOIRES FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

PALEXIA LP 50 mg, DE/H/2020/004 34009 41924910 LABORATOIRES FR

comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 34009 419 243 30 LABORATOIRES FR

comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA LP 50 mg, DE/H/2020/004 34009 419 2479 8 LABORATOIRES FR

comprimé a libération GRUNENTHAL S.A.S.

prolongée

PALEXIA Retard 50 mg DE/H/2020/004 RVG 110724 GRUNENTHAL B.V. NL

tabletten met verlengde

afgifte

PALEXIA Retard 25 mg DE/H/2020/009 RVG 120262 GRUNENTHAL B.V. NL

tabletten met verlengde

afgifte

PALEXIA compresse a DE/H/2020/009 040423877 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg

PALEXIA compresse a DE/H/2020/009 040423790 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg

PALEXIA compresse a DE/H/2020/009 040423966 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg

PALEXIA compresse a DE/H/2020/009 040423939 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg

PALEXIA compresse a DE/H/2020/009 040423927 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg

PALEXIA compresse a DE/H/2020/009/DC 040423840 GRUNENTHAL ITALIA S.R.L. IT

rilascio prolungato da 25

mg
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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

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423826

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

041571112

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423966

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

041571100

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423992

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423891

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423915

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423903

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423980

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423889

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423954

GRUNENTHAL ITALIA S.R.L.
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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

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423853

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423838

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423941

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423802

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423978

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423865

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 25
mg

DE/H/2020/009

040423814

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 200 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/007

19222/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 100 mg
comprimate cu eliberare
prelungita

DE/H/2020/005

8488/2016/01

GRUNENTHAL GMBH

RO

Palexia® retard 150 mg
— Retardtabletten

DE/H/2020/006

1-31066

GRUNENTHAL GES. M.B.H.

AT

Palexia® retard 200 mg
— Retardtabletten

DE/H/2020/007

1-31067

GRUNENTHAL GES. M.B.H.

AT

Palexia® retard 50 mg —
Retardtabletten

DE/H/2020/004

1-31064

GRUNENTHAL GES. M.B.H.

AT

Palexia® retard 100 mg
— Retardtabletten

DE/H/2020/005

1-31065

GRUNENTHAL GES. M.B.H.

AT

List of nationally authorised medicinal products

EMA/607287/2018

Page 82/174




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

Palexia® retard 250 mg
— Retardtabletten

DE/H/2020/008

1-31068

GRUNENTHAL GES. M.B.H.

AT

Palexia® retard 25 mg —
Retardtabletten

DE/H/2020/009

137814

GRUNENTHAL GMBH

AT

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/009

288670917

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/009

288670911

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTterapévng
anodéopeuonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTterapévng
anodéopeuonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/009

33651/25-4-2013

GRUNENTHAL GMBH

GR
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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

rilascio prolungato da 50
mg

number
PALEXIA retard 25 mg DE/H/2020/009 33651/25-4-2013 GRUNENTHAL GMBH GR
dloKia napaTeTapévng
anod&oueuonc
Palexia® SR 50 mg DE/H/2020/004 PL 21727/0041 GRUNENTHAL LTD. UK
prolonged-release tablets
Palexia® SR 150 mg DE/H/2020/006 PL 21727/0043 GRUNENTHAL LTD. UK
prolonged-release tablets
Palexia® SR 100 mg DE/H/2020/005 PL 21727/0042 GRUNENTHAL LTD. UK
prolonged-release tablets
Palexia® SR 250 mg DE/H/2020/008 PL 21727/0045 GRUNENTHAL LTD. UK
prolonged-release tablets
Palexia® SR 200 mg DE/H/2020/007 PL 21727/0044 GRUNENTHAL LTD. UK
prolonged-release tablets
PALEXIA LP 200 mg, DE/H/2020/007 34009 4192858 1 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 150 mg, DE/H/2020/006 34009 419 276 9 0 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 250 mg, DE/H/2020/008 34009 419 29182 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA LP 200 mg, DE/H/2020/007 34009 419 286 4 2 LABORATOIRES FR
comprimé a libération GRUNENTHAL S.A.S.
prolongée
PALEXIA compresse a DE/H/2020/007 040422848 GRUNENTHAL ITALIA S.R.L. IT
rilascio prolungato da
200 mg
PALEXIA compresse a DE/H/2020/004 040422432 GRUNENTHAL ITALIA S.R.L. IT
rilascio prolungato da 50
mg
PALEXIA compresse a DE/H/2020/004 040423307 GRUNENTHAL ITALIA S.R.L. IT
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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

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040422507

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422949

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/009

288670919

GRUNENTHAL GMBH

GR

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimeés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 200
mg comprimés a
libération prolongée

DE/H/2020/007

2010110045

SA GRUNENTHAL N.V.

LU

PALEXIA retard 250 mg
dloKia napaTeTapévng
anodéoueuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTterapévng
anodéopeuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTterapévng
anodéopeuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dlokia napaTeTapévng
anodéopeuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 250 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/008

19223/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTterapévng
anod&oueUonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

040423648

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 50 mg
dlokia napaTteTapévng
anodéopeuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 50 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/004

19219/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dioKia napaTeTapevng
anod£oueuanc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR
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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

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/007

19222/15.3.2011

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuang

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

2010110043

SA GRUNENTHAL N.V.

LU

PALEXIA Retard 100 mg
tabletten met verlengde
afgifte

DE/H/2020/005

RVG 110728

GRUNENTHAL B.V.

NL

PALEXIA Retard 150 mg
tabletten met verlengde
afgifte

DE/H/2020/006

RVG 110729

GRUNENTHAL B.V.

NL

PALEXIA Retard 200 mg
tabletten met verlengde
afgifte

DE/H/2020/007

RVG 110730

GRUNENTHAL B.V.

NL

PALEXIA Retard 250 mg
tabletten met verlengde
afgifte

DE/H/2020/008

RVG 110731

GRUNENTHAL B.V.

NL

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

2010110044

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 25 mg
comprimés a libération
prolongée

DE/H/2020/009

2012090063

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU
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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

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

List of nationally authorised medicinal products

EMA/607287/2018

Page 98/174




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

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 250
mg comprimés a
libération prolongée

DE/H/2020/008

2010110046

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU
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MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

2010110042

SA GRUNENTHAL N.V.

LU

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

cz

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

040422370

GRUNENTHAL ITALIA S.R.L.
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA retard 200 mg
dloKia napaTeTapévng
anod&oueuonc

DE/H/2020/007

19222/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA retard 200 mg
dloKia napaTteTapévng
anod£oueuanc

DE/H/2020/007

19222/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422697

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

040422887

GRUNENTHAL ITALIA S.R.L.

PALEXIA LP 50 mg,
comprimé a libération
prolongée

DE/H/2020/004

34009 419 246 2 0

LABORATOIRES
GRUNENTHAL S.A.S.

FR

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

040422709

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

040423422

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 25 mg
dloKia napaTeTapévng
anodéopeuonc

DE/H/2020/009

33651/25-4-2013

GRUNENTHAL GMBH

GR

PALEXIA retard 25 mg
dloKia napaTeTapévng
anod£oueuanc

DE/H/2020/009

33651/25.4.2013

GRUNENTHAL GMBH

GR

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

041571213

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

041571175

GRUNENTHAL ITALIA S.R.L.
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA compresse a
rilascio prolungato da
150 mg

DE/H/2020/006

041571163

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

041571199

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
200 mg

DE/H/2020/007

041571187

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 100 mg
tablete s produljenim
oslobadanjem

DE/H/2020/005

HR-H-107720962

GRUNENTHAL GMBH

HR

PALEXIA retard 25 mg
tablete s produljenim
oslobadanjem

DE/H/2020/009

HR-H-411609269

GRUNENTHAL GMBH

HR

PALEXIA retard 50 mg
tablete s produljenim
oslobadanjem

DE/H/2020/004

HR-H-328480033

GRUNENTHAL GMBH

HR

PALEXIA retard 150 mg
tablete s produljenim
oslobadanjem

DE/H/2020/006

HR-H-687263718

GRUNENTHAL GMBH

HR

PALEXIA retard 200 mg
tablete s produljenim
oslobadanjem

DE/H/2020/007

HR-H-044989300

GRUNENTHAL GMBH

HR

PALEXIA retard 250 mg
tablete s produljenim
oslobadanjem

DE/H/2020/008

HR-H-710842589

GRUNENTHAL GMBH

HR

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

041571136

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da 50
mg

DE/H/2020/004

041571124

GRUNENTHAL ITALIA S.R.L.
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

041571148

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA compresse a
rilascio prolungato da
100 mg

DE/H/2020/005

041571151

GRUNENTHAL ITALIA S.R.L.

PALEXIA compresse a
rilascio prolungato da
250 mg

DE/H/2020/008

041571201

GRUNENTHAL ITALIA S.R.L.

PALEXIA retard 50 mg
tablety s prodlouzenym
uvolfiovanim

DE/H/2020/004

65/015/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 150 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/006

65/017/11-C

GRUNENTHAL GMBH

Ccz

PALEXIA retard 25 mg
tablety s prodlouzenym
uvolfovanim

DE/H/2020/009

65/310/12-C

GRUNENTHAL GMBH

Ccz

PALEXIA RETARD 50 mg
comprimés a libération
prolongée

DE/H/2020/004

BE382837

SA GRUNENTHAL N.V.

BE

PALEXIA RETARD 100
mg comprimeés a
libération prolongée

DE/H/2020/005

BE382846

SA GRUNENTHAL N.V.

BE

PALEXIA RETARD 150
mg comprimeés a
libération prolongée

DE/H/2020/006

BE382855

SA GRUNENTHAL N.V.

BE

PALEXIA RETARD 250
mg comprimeés a
libération prolongée

DE/H/2020/008

BE382873

SA GRUNENTHAL N.V.

BE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

PALEXIA RETARD 25 mg DE/H/2020/009 BE425241 SA GRUNENTHAL N.V. BE

tabletten met verlengde

afgifte

PALEXIA RETARD 25 mg DE/H/2020/009/DC BE425241 SA GRUNENTHAL N.V. BE

comprimés a libération

prolongée

PALEXIA RETARD 200 DE/H/2020/007 BE382864 SA GRUNENTHAL N.V. BE

mg comprimés a
libération prolongée

PALEXIA RETARD 200 DE/H/2020/007 BE382864 SA GRUNENTHAL N.V. BE
mg tabletten met
verlengde afgifte

PALEXIA RETARD 250 DE/H/2020/008 BE382873 SA GRUNENTHAL N.V. BE
mg tabletten met
verlengde afgifte

PALEXIA RETARD 50 mg DE/H/2020/004 BE382837 SA GRUNENTHAL N.V. BE
tabletten met verlengde

afgifte

PALEXIA RETARD 100 DE/H/2020/005 BE382846 SA GRUNENTHAL N.V. BE

mg tabletten met
verlengde afgifte

PALEXIA RETARD 150 DE/H/2020/006 BE382855 SA GRUNENTHAL N.V. BE
mg tabletten met
verlengde afgifte

PALEXIA RETARD 25 mg DE/H/2020/009 BE425241 SA GRUNENTHAL N.V. BE
comprimés a libération

prolongée

Yantil 20 mg/ml Lésung DE/H/2021/011 85579.00.00 GRUNENTHAL GMBH DE
zum Einnehmen

Yantil 4 mg/ml Lésung DE/H/2021/010 85578.00.00 GRUNENTHAL GMBH DE
zum Einnehmen

YANTIL 20 mg/ml DE/H/2021/011-DC 76795 GRUNENTHAL PHARMA S.A. ES
solucién oral

YANTIL 20 mg/ml DE/H/2021/011 76795 GRUNENTHAL PHARMA S.A. ES

solucién oral
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
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YANTIL 4 mg/ml solucién
oral

DE/H/2021/010

76794

GRUNENTHAL PHARMA S.A.

ES

YANTIL 50 mg
comprimidos recubiertos
con pelicula

DE/H/2021/001

73601

GRUNENTHAL PHARMA S.A.

ES

YANTIL 75 mg
comprimidos recubiertos
con pelicula

DE/H/2021/002

73616

GRUNENTHAL PHARMA S.A.

ES

YANTIL 100 mg
comprimidos recubiertos
con pelicula

DE/H/2021/003

73613

GRUNENTHAL PHARMA S.A.

ES

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

041572088

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

041572090

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428183

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428195

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428207

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428219

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428221

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

041572049

GRUNENTHAL ITALIA S.R.L.
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

041572052

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428118

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428132

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428120

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428144

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428157

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428171

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

041572064

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

041572076

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428169

GRUNENTHAL ITALIA S.R.L.

Yantil 25 mg
Filmtabletten

DE/H/2021/012

90404.00.00

GRUNENTHAL GMBH

DE

Yantil 50 mg,
filmomhulde tabletten

DE/H/2021/001

RVG 110690

GRUNENTHAL B.V.

NL
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Yantil 50 mg,
filmomhulde tabletten

DE/H/2021/001

RVG 110690

GRUNENTHAL B.V.

NL

Yantil 75 mg,
filmomhulde tabletten

DE/H/2021/002

RVG 110691

GRUNENTHAL B.V.

NL

Yantil 75 mg
Filmtabletten

DE/H/2021/002

75047.00.00

GRUNENTHAL GMBH

DE

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425136

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425213

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425163

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425199

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425237

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425175

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425148

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425201

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425151

GRUNENTHAL ITALIA S.R.L.
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425225

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428082

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428106

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425187

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040425249

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
compresse rivestite con
film

DE/H/2021/002

040428094

GRUNENTHAL ITALIA S.R.L.

YANTIL 75 mg
comprimidos recubiertos
con pelicula

DE/H/2021/002

73616

GRUNENTHAL PHARMA S.A.

ES

YANTIL 75 mg
comprimidos recubiertos
con pelicula

DE/H/2021/002

73616

GRUNENTHAL PHARMA S.A.

ES

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428245

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425353

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425290

GRUNENTHAL ITALIA S.R.L.
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425264

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425302

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425338

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425276

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425288

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425326

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425365

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428260

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428223

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425252

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428272

GRUNENTHAL ITALIA S.R.L.
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040428258

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425314

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
compresse rivestite con
film

DE/H/2021/003

040425340

GRUNENTHAL ITALIA S.R.L.

YANTIL 100 mg
comprimidos recubiertos
con pelicula

DE/H/2021/003

73613

GRUNENTHAL PHARMA S.A.

ES

YANTIL 100 mg
comprimidos recubiertos
con pelicula

DE/H/2021/003

73613

GRUNENTHAL PHARMA S.A.

ES

Yantil 100 mg
Filmtabletten
Tapentadol

DE/H/2021/003

75048.00.00

GRUNENTHAL GMBH

DE

Yantil 50 mg
Filmtabletten Tapentadol

DE/H/2021/001

75046.00.00

GRUNENTHAL GMBH

DE

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425023

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425050

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425124

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425997

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425098

GRUNENTHAL ITALIA S.R.L.

List of nationally authorised medicinal products

EMA/607287/2018

Page 111/174




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

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428029

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425985

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428068

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425062

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425011

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428056

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428070

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425074

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428017

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425100

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425112

GRUNENTHAL ITALIA S.R.L.
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Member State where
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YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425047

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428031

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425086

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425973

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040425035

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
compresse rivestite con
film

DE/H/2021/001

040428043

GRUNENTHAL ITALIA S.R.L.

YANTIL 50 mg
comprimidos recubiertos
con pelicula

DE/H/2021/001

73601

GRUNENTHAL PHARMA S.A.

ES

YANTIL 50 mg
comprimidos recubiertos
con pelicula

DE/H/2021/001

73601

GRUNENTHAL PHARMA S.A.

ES

YANTIL 4 mg/mi
soluzione orale

DE/H/2021/010

041572013

GRUNENTHAL ITALIA S.R.L.

YANTIL 20 mg/ml
soluzione orale

DE/H/2021/011

041572025

GRUNENTHAL ITALIA S.R.L.

YANTIL 20 mg/ml
soluzione orale

DE/H/2021/011

041572037

GRUNENTHAL ITALIA S.R.L.

Tapentadol Grinenthal
100 mg Filmtabletten

not available

75051.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
50 mg Filmtabletten

not available

75049.00.00

GRUNENTHAL GMBH

DE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Tapentadol Grinenthal
75 mg Filmtabletten

not available

75050.00.00

GRUNENTHAL GMBH

DE

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428916

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428841

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428892

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428877

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428928

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428904

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428955

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428979

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428791

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428880

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428993

GRUNENTHAL ITALIA S.R.L.
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National Authorisation Number
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Member State where
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YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428839

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428981

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428866

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428942

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428815

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428967

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428827

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428930

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428854

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428803

GRUNENTHAL ITALIA S.R.L.

YANTIL retard 50 mg
comprimidos de
liberacién prolongada

DE/H/2021/004

73624

GRUNENTHAL PHARMA S.A.

ES
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
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Member State where
product is authorised

YANTIL retard 100 mg
comprimidos de
liberacién prolongada

DE/H/2021/005

73641

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 150 mg
comprimidos de
liberacién prolongada

DE/H/2021/006

73629

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 250 mg
comprimidos de
liberacién prolongada

DE/H/2021/008

73630

GRUNENTHAL PHARMA S.A.

ES

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

41572165

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

41572177

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

41572203

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

41572215

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

41572191

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

41572189

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

041572126

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

041572126

GRUNENTHAL ITALIA S.R.L.
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

041572140

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

041572153

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

041572138

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

040428789

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 25
mg

DE/H/2021/009

041572126

GRUNENTHAL ITALIA S.R.L.

Yantil retard 50 mg,
tabletten met verlengde
afgifte

DE/H/2021/004

RVG 110698

GRUNENTHAL B.V.

NL

Yantil retard 100 mg,
tabletten met verlengde
afgifte

DE/H/2021/005

RVG 110702

GRUNENTHAL B.V.

NL

Yantil retard 150 mg,
tabletten met verlengde
afgifte

DE/H/2021/006

RVG 110704

GRUNENTHAL B.V.

NL

Yantil retard 200 mg,
tabletten met verlengde
afgifte

DE/H/2021/007

RVG 110705

GRUNENTHAL B.V.

NL

Yantil retard 250 mg,
tabletten met verlengde
afgifte

DE/H/2021/008

RVG 110706

GRUNENTHAL B.V.

NL

Yantil retard 200 mg
Retardtabletten

DE/H/2021/007

76269.00.00

GRUNENTHAL GMBH

DE

Yantil retard 250 mg
Retardtabletten

DE/H/2021/008

76270.00.00

GRUNENTHAL GMBH

DE
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Yantil retard 25 mg
Retardtabletten

DE/H/2021/009

84739.00.00

GRUNENTHAL GMBH

DE

Yantil retard 150 mg
Retardtabletten

DE/H/2021/006

76268.00.00

GRUNENTHAL GMBH

DE

Yantil retard 100 mg
Retardtabletten

DE/H/2021/005

76267.00.00

GRUNENTHAL GMBH

DE

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428688

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425694

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428676

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425427

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425706

GRUNENTHAL ITALIA S.R.L.

YANTIL retard 100 mg
comprimidos de
liberacién prolongada

DE/H/2021/005

73641

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 100 mg
comprimidos de
liberacién prolongada

DE/H/2021/005

73641

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 150 mg
comprimidos de
liberacién prolongada

DE/H/2021/006

73629

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 150 mg
comprimidos de
liberacién prolongada

DE/H/2021/006

73629

GRUNENTHAL PHARMA S.A.

ES
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MRP/DCP
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National Authorisation Number

MAH of product in the
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Member State where
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YANTIL retard 200 mg
comprimidos de
liberacién prolongada

DE/H/2021/007

73639

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 200 mg
comprimidos de
liberacién prolongada

DE/H/2021/007

73639

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 25 mg
comprimidos de
liberacién prolongada

DE/H/2021/009

75921

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 25 mg
comprimidos de
liberacién prolongada

DE/H/2021/009

75921

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 250 mg
comprimidos de
liberacién prolongada

DE/H/2021/008

73630

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 250 mg
comprimidos de
liberacién prolongada

DE/H/2021/008

73630

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 50 mg
comprimidos de
liberacién prolongada

DE/H/2021/004

73624

GRUNENTHAL PHARMA S.A.

ES

YANTIL retard 50 mg
comprimidos de
liberacién prolongada

DE/H/2021/004

73624

GRUNENTHAL PHARMA S.A.

ES

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425896

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428536

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425910

GRUNENTHAL ITALIA S.R.L.
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MAH of product in the
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Member State where
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YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425720

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425961

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425478

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425629

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425542

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425617

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428346

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425528

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428474

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428411

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428765

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428359

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425454

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425670

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428599

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425757

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428649

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425643

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425807

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428310

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425516

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428296

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428322

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425555

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425718

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428447

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428498

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428548

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425631

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428702

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428587

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425771

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428308

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428334

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428450

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428409

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428373

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428462

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425579

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428601

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428652

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428284

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425391

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425377

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425744

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425593

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428738

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425403

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428385

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040428361

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425480

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428613

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428435

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428726

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425492

GRUNENTHAL ITALIA S.R.L.
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428740

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425415

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425860

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428664

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425530

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425668

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425567

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425959

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425504

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428637

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425872

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428397

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425783

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425682

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425821

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428551

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425845

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425908

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425884

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425732

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425934

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40425656

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425769

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425439

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425441

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425605

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425819

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425946

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428486

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428500

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428714

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425858

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425795

GRUNENTHAL ITALIA S.R.L.
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National Authorisation Number
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Member State where
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YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425466

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428524

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040428423

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da 50
mg

DE/H/2021/004

040425389

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40425833

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
200 mg

DE/H/2021/007

40428625

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428575

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428753

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428512

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
150 mg

DE/H/2021/006

40428563

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428690

GRUNENTHAL ITALIA S.R.L.
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YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40428777

GRUNENTHAL ITALIA S.R.L.

IT

YANTIL compresse a
rilascio prolungato da
100 mg

DE/H/2021/005

040425581

GRUNENTHAL ITALIA S.R.L.

YANTIL compresse a
rilascio prolungato da
250 mg

DE/H/2021/008

40425922

GRUNENTHAL ITALIA S.R.L.

Yantil retard 50 mg
Retardtabletten

DE/H/2021/004

76266.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 25 mg
Retardtabletten

not available

84740.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 250 mg
Retardtabletten

not available

76275.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 50 mg
Retardtabletten

not available

76271.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 100 mg
Retardtabletten

not available

76272.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 150 mg
Retardtabletten

not available

76273.00.00

GRUNENTHAL GMBH

DE

Tapentadol Grinenthal
retard 200 mg
Retardtabletten

not available

76274.00.00

GRUNENTHAL GMBH

DE

PALEXIA 20 mg/ml
peroralny roztok

DE/H/2020/011

65/0412/12-S

GRUNENTHAL GMBH

SK

Palexia 25 mg
filmdragerade tabletter

DE/H/2020/012

49882

GRUNENTHAL GMBH

SE

Palexia® 75 mg film-
coated tablets

DE/H/2020/002

PL 21727/0033

GRUNENTHAL LTD.

UK
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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

potahované tablety

number
Palexia® 50 mg film- DE/H/2020/001 PL 21727/0032 GRUNENTHAL LTD. UK
coated tablets
PALEXIA 100 mg DE/H/2020/003 21255 GRUNENTHAL GMBH CcY
EMNIKAAUPHEVA PE AENTO
UpEvio diokia
PALEXIA 75 mg DE/H/2020/002 21254 GRUNENTHAL GMBH CY
EMNIKAAUPHEVA PE AENTO
UpEvio diokia
Palexia® 50 mg — DE/H/2020/001 1-31061 GRUNENTHAL GES. M.B.H. AT
Filmtabletten
Palexia® 100 mg — DE/H/2020/003 1-31063 GRUNENTHAL GES. M.B.H. AT
Filmtabletten
Palexia® 75 mg — DE/H/2020/002 1-31062 GRUNENTHAL GES. M.B.H. AT
Filmtabletten
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
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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

dengtos tabletés

number
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
Palexia 50 mg DE/H/2020/001 5334339 GRUNENTHAL S.A. PT
comprimidos revestidos
por pelicula
Palexia 50 mg DE/H/2020/001 5334313 GRUNENTHAL S.A. PT
comprimidos revestidos
por pelicula
Palexia 50 mg DE/H/2020/001 5334321 GRUNENTHAL S.A. PT
comprimidos revestidos
por pelicula
PALEXIA 50 mg DE/H/2020/001 73242 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
PALEXIA 50 mg DE/H/2020/001 73242 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/013 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plevele DE/H/2020/001 LT/1/10/2341/014 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/020 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/008 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/018 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/011 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/012 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/007 GRUNENTHAL GMBH LT
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MRP/DCP
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MAH of product in the
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Member State where
product is authorised

number

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/016 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/022 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/017 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 2189 6 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/003 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 4192172 8 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/010 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 220 3 9 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/015 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 222 6 8 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/009 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg plevele DE/H/2020/001 LT/1/10/2341/021 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 21957 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/006 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 216 6 7 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg, comprimé | DE/H/2020/001 34009 41925160 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.

Palexia 50 mg plevele DE/H/2020/001 LT/1/10/2341/005 GRUNENTHAL GMBH LT

dengtos tabletés
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National Authorisation Number

MAH of product in the
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potahované tablety

number
Palexia 50 mg plévele DE/H/2020/001 LT/1/10/2341/019 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg pléevele DE/H/2020/001 LT/1/10/2341/001 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg pléevele DE/H/2020/001 LT/1/10/2341/004 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 50 mg, comprimé | DE/H/2020/001 34009 419 22329 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 50 mg plevele DE/H/2020/001 LT/1/10/2341/002 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia, filmovertrukne DE/H/2020/001 45151 GRUNENTHAL GMBH DK
tabletter
PALEXIA 50 mg, DE/H/2020/001 27580 GRUNENTHAL GMBH Fl
kalvopaallysteiset tabletit
Palexia 50 mg DE/H/2020/001 42621 GRUNENTHAL GMBH SE
filmdragerade tabletter
PALEXIA 50 mg DE/H/2020/001 10-0612 GRUNENTHAL GMBH LV
apvalkotas tabletes
PALEXIA 50 mg filmom DE/H/2020/001 65/0667/10-S GRUNENTHAL GMBH SK
obalené tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz
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comprimé pelliculé

GRUNENTHAL S.A.S.

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Palexias 50 mg DE/H/2020/001 OGYI-T-21638/01 GRUNENTHAL GMBH HU

filmtabletta

PALEXIA 50 mg, DE/H/2020/001 RVG 110721 GRUNENTHAL B.V. NL

filmomhulde tabletten

Palexia, 50 mg, tabletki DE/H/2020/001 18208 GRUNENTHAL GMBH PL

powlekane

PALEXIA, 50 mg dhukese | DE/H/2020/001 711510 GRUNENTHAL GMBH EE

polumeerikattega

tabletid

PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 50 mg DE/H/2020/001 65/008/11-C GRUNENTHAL GMBH cZz

potahované tablety

Manekcunsa 50 mg DE/H/2020/001 20110170 GRUNENTHAL GMBH BG

duammpaHm TabneTkm

Palexia 100 mg, DE/H/2020/003 34009 419 239 6 8 LABORATOIRES FR

comprimé pelliculé GRUNENTHAL S.A.S.

PALEXIA 100 mg DE/H/2020/003 10-0614 GRUNENTHAL GMBH LV

apvalkotas tabletes

Palexia 100 mg, DE/H/2020/003 34009 4192367 8 LABORATOIRES FR

comprimé pelliculé GRUNENTHAL S.A.S.

Palexia 100 mg, DE/H/2020/003 34009 41923210 LABORATOIRES FR

comprimé pelliculé GRUNENTHAL S.A.S.

Palexia 100 mg, DE/H/2020/003 34009 419 23500 LABORATOIRES FR

comprimé pelliculé GRUNENTHAL S.A.S.

Palexia 100 mg, DE/H/2020/003 34009 419 23388 LABORATOIRES FR
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Member State where
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number
Palexia 100 mg, DE/H/2020/003 34009 419 237 3 9 LABORATOIRES FR
comprimé pelliculé GRUNENTHAL S.A.S.
Palexia 100 mg, DE/H/2020/003 34009 419 2404 0 LABORATOIRES FR
comprimé pelliculé GRUNENTHAL S.A.S.
Palexia 100 mg, DE/H/2020/003 34009 419 234 4 9 LABORATOIRES FR
comprimé pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 2278 7 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 2249 7 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 41922909 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 23159 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 2309 8 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 2255 8 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 228 4 8 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia 75 mg, comprimé | DE/H/2020/002 34009 419 226 1 9 LABORATOIRES FR
pelliculé GRUNENTHAL S.A.S.
Palexia, filmovertrukne DE/H/2020/003 45153 GRUNENTHAL GMBH DK
tabletter
Palexias 100 mg DE/H/2020/003 OGYI-T-21638/03 GRUNENTHAL GMBH HU
filmtabletta
Palexias 75 mg DE/H/2020/002 OGYI-T-21638/02 GRUNENTHAL GMBH HU
filmtabletta
PALEXIA, 75 mg 6hukese | DE/H/2020/002 711410 GRUNENTHAL GMBH EE
polumeerikattega
tabletid
PALEXIA, 100 mg DE/H/2020/003 711610 GRUNENTHAL GMBH EE
6hukese
polimeerikattega
tabletid
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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

potahované tablety

number
PALEXIA 100 mg, DE/H/2020/003 RVG 110723 GRUNENTHAL B.V. NL
filmomhulde tabletten
PALEXIA 75 mg, DE/H/2020/002 RVG 110722 GRUNENTHAL B.V. NL
filmomhulde tabletten
PALEXIA 100 mg, DE/H/2020/003 27582 GRUNENTHAL GMBH Fl
kalvopaallysteiset tabletit
PALEXIA 75 mg, DE/H/2020/002 27581 GRUNENTHAL GMBH Fl
kalvopaallysteiset tabletit
PALEXIA 75 mg DE/H/2020/002 10-0613 GRUNENTHAL GMBH LV
apvalkotas tabletes
PALEXIA, 75 mg, tabletki | DE/H/2020/002 18209 GRUNENTHAL GMBH PL
powlekane
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/026 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/040 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/028 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/044 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/027 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/030 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/029 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/043 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/032 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/039 GRUNENTHAL GMBH LT
dengtos tabletés
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
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dengtos tabletés

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz

potahované tablety

PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz

potahované tablety

Palexia 100 mg pléevele DE/H/2020/003 LT/1/10/2341/059 GRUNENTHAL GMBH LT

dengtos tabletés

Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/046 GRUNENTHAL GMBH LT

dengtos tabletés

Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/055 GRUNENTHAL GMBH LT

dengtos tabletés

Palexia 100 mg pléevele DE/H/2020/003 LT/1/10/2341/047 GRUNENTHAL GMBH LT

dengtos tabletés

Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/060 GRUNENTHAL GMBH LT

dengtos tabletés

Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/062 GRUNENTHAL GMBH LT
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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
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/066 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/050 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/053 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/064 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/051 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/057 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/065 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/061 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/048 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/045 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/058 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg pléevele DE/H/2020/003 LT/1/10/2341/049 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/063 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/056 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/054 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/052 GRUNENTHAL GMBH LT
dengtos tabletés
PALEXIA, 4 mg/ml DE/H/2020/010 800412 GRUNENTHAL GMBH EE

suukaudne lahus
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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

bels6leges oldat

number

PALEXIA, 20 mg/ml DE/H/2020/011 800512 GRUNENTHAL GMBH EE
suukaudne lahus

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/031 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/041 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/036 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/038 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/024 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/037 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/023 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/034 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/042 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/025 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/033 GRUNENTHAL GMBH LT
dengtos tabletés

Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/035 GRUNENTHAL GMBH LT
dengtos tabletés

Palexias 20 mg/ml DE/H/2020/011 OGYI-T-21638/12 GRUNENTHAL GMBH HU
bels6leges oldat

Palexias 20 mg/ml DE/H/2020/011 OGYI-T-21638/11 GRUNENTHAL GMBH HU
bels6leges oldat

Palexia, filmovertrukne DE/H/2020/012 53066 GRUNENTHAL GMBH DK
tabletter

Palexias 4 mg/ml DE/H/2020/010 OGYI-T-21638/10 GRUNENTHAL GMBH HU
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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

comprimidos revestidos
por pelicula

number
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 100 mg DE/H/2020/003 65/010/11-C GRUNENTHAL GMBH cZz
potahované tablety
Manekcuns 75 mg DE/H/2020/002 20110171 GRUNENTHAL GMBH BG
dbuammpaHm Tabnetkm
Manekcuns 100 mg DE/H/2020/003 20110172 GRUNENTHAL GMBH BG
duamMmpaHun TabneTku
Palexia 100 mg DE/H/2020/003 5334412 GRUNENTHAL S.A. PT
comprimidos revestidos
por pelicula
Palexia 100 mg DE/H/2020/003 5334404 GRUNENTHAL S.A. PT

List of nationally authorised medicinal products

EMA/607287/2018

Page 140/174




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

potahované tablety

number
Palexia 100 mg DE/H/2020/003 5334370 GRUNENTHAL S.A. PT
comprimidos revestidos
por pelicula
Palexia 75 mg DE/H/2020/002 42622 GRUNENTHAL GMBH SE
filmdragerade tabletter
PALEXIA 75 mg filmom DE/H/2020/002 65/0668/10-S GRUNENTHAL GMBH SK
obalené tablety
PALEXIA 100 mg DE/H/2020/003 73239 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
PALEXIA 75 mg DE/H/2020/002 73241 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
PALEXIA 100 mg DE/H/2020/003 73239 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
PALEXIA 75 mg DE/H/2020/002 73241 GRUNENTHAL PHARMA S.A. ES
comprimidos recubiertos
con pelicula
Palexia 100 mg DE/H/2020/003 42623 GRUNENTHAL GMBH SE
filmdragerade tabletter
PALEXIA 100 mg filmom DE/H/2020/003 65/0669/10-S GRUNENTHAL GMBH SK
obalené tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH Ccz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH Ccz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH Ccz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
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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

potahované tablety

number
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cZz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
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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

comprimate filmate

number
PALEXIA 75 mg DE/H/2020/002 65/008/11-C GRUNENTHAL GMBH cz
potahované tablety
Palexia 20 mg/ml DE/H/2020/011 LT/1/10/2341/068 GRUNENTHAL GMBH LT
geriamasis tirpalas
PALEXIA 20 mg/mi DE/H/2020/011 13-0002 GRUNENTHAL GMBH LV
Skidums iekskigai
lietoSanai
Palexia 20 mg/ml DE/H/2020/011 5490529 GRUNENTHAL S.A. PT
Solucédo oral
PALEXIA 20 mg/ml DE/H/2020/012 70806/16.9.2013 GRUNENTHAL GMBH GR
noogiyo diaAupa
Palexia 4 mg/ml DE/H/2020/010 LT/1/10/2341/067 GRUNENTHAL GMBH LT
geriamasis tirpalas
Palexia 4 mg/ml Solugdo | DE/H/2020/010 5490503 GRUNENTHAL S.A. PT
oral
PALEXIA 4 mg/ml noocipgo | DE/H/2020/011 70805/16-9-2013 GRUNENTHAL GMBH GR
didAupa
PALEXIA 4 mg/ml DE/H/2020/010 13-0003 GRUNENTHAL GMBH LV
Skidums iekskigai
lietoSanai
Palexia 75 mg tablett, DE/H/2020/002 09-6803 GRUNENTHAL GMBH NO
filmdrasjert
PALEXIA 75 mg DE/H/2020/002 8484/2016/03 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/01 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/02 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/04 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/05 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/06 GRUNENTHAL GMBH RO
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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

comprimate filmate

number
PALEXIA 75 mg DE/H/2020/002 8484/2016/07 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/08 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/09 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/10 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/11 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/12 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/13 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/14 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/15 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/05 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/02 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/01 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/03 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/04 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/06 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/08 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/09 GRUNENTHAL GMBH RO

List of nationally authorised medicinal products

EMA/607287/2018

Page 144/174




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

comprimate filmate

number
PALEXIA 100 mg DE/H/2020/003 8485/2016/10 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/11 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/12 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/07 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/13 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/24 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/14 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/15 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/16 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/17 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/18 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/19 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/21 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/20 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/22 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/16 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 75 mg DE/H/2020/002 8484/2016/17 GRUNENTHAL GMBH RO
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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

comprimate filmate

number

PALEXIA 75 mg DE/H/2020/002 8484/2016/18 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/19 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/20 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/21 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/22 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/23 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 75 mg DE/H/2020/002 8484/2016/24 GRUNENTHAL GMBH RO
comprimate filmate

Palexia 100 mg tablett, DE/H/2020/003 09-6804 GRUNENTHAL GMBH NO
filmdrasjert

PALEXIA 20 mg/ml DE/H/2020/011 8493/2016/01 GRUNENTHAL GMBH RO
solutie orala

PALEXIA 20 mg/ml DE/H/2020/011 8493/2016/02 GRUNENTHAL GMBH RO
solutie orala

Palexia 25 mg DE/H/2020/012 1S/1/15/025/01 GRUNENTHAL GMBH IS
filmuhdadadar toflur

Palexia 25 mg tablett, DE/H/2020/012 13-9726 GRUNENTHAL GMBH NO
filmdrasjert

Palexia 50 mg DE/H/2020/001 1S/1/10/009/01 GRUNENTHAL GMBH IS
filmuhuodadar toflur

Palexia 50 mg tablett, DE/H/2020/001 09-6802 GRUNENTHAL GMBH NO
filmdrasjert

Palexia 100 mg DE/H/2020/003 1S/1/10/009/03 GRUNENTHAL GMBH IS
filmuhdadadar toflur

PALEXIA 50 mg DE/H/2020/001 8483/2016/01 GRUNENTHAL GMBH RO
comprimate filmate

PALEXIA 50 mg DE/H/2020/001 8483/2016/02 GRUNENTHAL GMBH RO
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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

comprimate filmate

number
PALEXIA 50 mg DE/H/2020/001 8483/2016/03 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/04 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/05 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/06 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/07 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/08 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/09 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/10 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/11 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/12 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/14 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/13 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/15 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/16 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/17 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/18 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/19 GRUNENTHAL GMBH RO
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Solucédo oral

number
PALEXIA 50 mg DE/H/2020/001 8483/2016/20 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/21 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/22 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/23 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 50 mg DE/H/2020/001 8483/2016/24 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 100 mg DE/H/2020/003 8485/2016/23 GRUNENTHAL GMBH RO
comprimate filmate
PALEXIA 25 mg film- DE/H/2020/012 PL 21727/0063 GRUNENTHAL LTD. UK
coated tablets
PALEXIA 25 mg film- DE/H/2020/012 PA 1189/7/12 GRUNENTHAL LTD. IE
coated tablets
PALEXIA 20 mg/ml DE/H/2020/012 70806/16.9.2013 GRUNENTHAL GMBH GR
nooiyo diaAupa
Palexia 4 mg/ml DE/H/2020/010 65/0411/12-S GRUNENTHAL GMBH SK
peroralny roztok
Palexia 20 mg/ml DE/H/2020/011 LT/1/10/2341/069 GRUNENTHAL GMBH LT
geriamasis tirpalas
PALEXIA 100 mg filmom DE/H/2020/003 HR-H-619235910 GRUNENTHAL GMBH HR
obloZzene tablete
PALEXIA 50 mg filmom DE/H/2020/001 HR-H-761027271 GRUNENTHAL GMBH HR
obloZzene tablete
PALEXIA 75 mg filmom DE/H/2020/002 HR-H-578318944 GRUNENTHAL GMBH HR
obloZene tablete
PALEXIA 25 mg, DE/H/2020/012 31773 GRUNENTHAL GMBH Fl
kalvopaallysteiset tabletit
Palexia 20 mg/ml DE/H/2020/011 5490511 GRUNENTHAL S.A. PT
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oblozene tablete

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Palexia 75 mg DE/H/2020/002 5334347 GRUNENTHAL S.A. PT

comprimidos revestidos

por pelicula

Palexia 75 mg DE/H/2020/002 5334354 GRUNENTHAL S.A. PT

comprimidos revestidos

por pelicula

Palexia 75 mg DE/H/2020/002 5334362 GRUNENTHAL S.A. PT

comprimidos revestidos

por pelicula

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/041 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/042 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/043 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/044 GRUNENTHAL GMBH S

obloZzene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/045 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/046 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/047 GRUNENTHAL GMBH S

obloZzene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/048 GRUNENTHAL GMBH S

obloZzene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/026 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/027 GRUNENTHAL GMBH S

obloZzene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/028 GRUNENTHAL GMBH S

obloZzene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/029 GRUNENTHAL GMBH S

obloZene tablete

PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/030 GRUNENTHAL GMBH S
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Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

obloZzene tablete

number
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/031 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/032 GRUNENTHAL GMBH SI
obloZene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/025 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/033 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/034 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/035 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/036 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/037 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/038 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/039 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 75 mg filmsko DE/H/2020/002 H/10/01208/040 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA, 100 mg, DE/H/2020/003 18210 GRUNENTHAL GMBH PL
tabletki powlekane
Palexia, filmovertrukne DE/H/2020/002 45152 GRUNENTHAL GMBH DK
tabletter
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/004 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/003 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/002 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/005 GRUNENTHAL GMBH SI
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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
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/013 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/009 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/014 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/006 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/012 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/017 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/008 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/010 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/015 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/001 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/011 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/016 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/007 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/022 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/019 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/021 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/018 GRUNENTHAL GMBH SI

obloZzene tablete
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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

obloZzene tablete

number
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/024 GRUNENTHAL GMBH Sl
oblozene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/020 GRUNENTHAL GMBH Sl
obloZzene tablete
PALEXIA 50 mg filmsko DE/H/2020/001 H/10/01208/023 GRUNENTHAL GMBH Sl
oblozene tablete
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
EMNIKAAUPPEVA PE AeNTO
UpEvio diokia
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
EMNIKAAUPHEVA PE AENTO
UPEVIO diokKia
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia
PALEXIA 100 mg DE/H/2020/003 19218/15-3-2011 GRUNENTHAL GMBH GR
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/057 GRUNENTHAL GMBH Sl
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/058 GRUNENTHAL GMBH Sl
obloZzene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/059 GRUNENTHAL GMBH Sl
obloZzene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/060 GRUNENTHAL GMBH Sl
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/061 GRUNENTHAL GMBH Sl
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Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

obloZzene tablete

number
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/062 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/063 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/064 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/050 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/051 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/052 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/053 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/054 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/055 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/056 GRUNENTHAL GMBH SI
obloZzene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/049 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/065 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/066 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/067 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/068 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/069 GRUNENTHAL GMBH SI
oblozene tablete
PALEXIA 100 mg filmsko DE/H/2020/003 H/10/01208/070 GRUNENTHAL GMBH SI
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA 100 mg filmsko
oblozene tablete

DE/H/2020/003

H/10/01208/071

GRUNENTHAL GMBH

Sl

PALEXIA 100 mg filmsko
oblozene tablete

DE/H/2020/003

H/10/01208/072

GRUNENTHAL GMBH

S

PALEXIA 100 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPPEVA PE AENTO
upévio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR
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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

PALEXIA 100 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/003

19218/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 100 mg film-
coated tablets

DE/H/2020/003

MA 840/00103

GRUNENTHAL GMBH

MT

PALEXIA 75 mg film-
coated tablets

DE/H/2020/002

MA 840/00102

GRUNENTHAL GMBH

MT

PALEXIA 50 mg film-
coated tablets

DE/H/2020/001

MA 840/00101

GRUNENTHAL GMBH

MT

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
upévio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR
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authorisation country)

MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPPEVA PE AENTO
upévio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 50 mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

DE/H/2020/001

19215/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPPEVA PE AENTO
upévio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR
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MRP/DCP
Authorisation
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National Authorisation Number
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Member State where
product is authorised

PALEXIA 75 mg
ENIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UMEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPPEVA PE AENTO
upévio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR
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Member State where
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PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 75 mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

DE/H/2020/002

19216/15-3-2011

GRUNENTHAL GMBH

GR

PALEXIA 4 mg/ml
peroralna raztopina

DE/H/2020/010

H/10/01208/073

GRUNENTHAL GMBH

Sl

PALEXIA 20 mg/ml
peroralna raztopina

DE/H/2020/011

H/10/01208/075

GRUNENTHAL GMBH

Sl

PALEXIA 20 mg/ml
peroralna raztopina

DE/H/2020/011

H/10/01208/074

GRUNENTHAL GMBH

S

Palexia 4 mg/ml oral
solution

DE/H/2020/010

MA 840/00110

GRUNENTHAL GMBH

MT

Palexia® 50 mg film-
coated tablets

DE/H/2020/001

PA1189/7/1

GRUNENTHAL LTD.
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number
Palexia® 100 mg film- DE/H/2020/003 PA1189/7/3 GRUNENTHAL LTD. IE
coated tablets
PALEXIA 4 mg/ml néoigo | DE/H/2020/010 022497 GRUNENTHAL GMBH CcY
d1dAupa
PALEXIA 20 mg/ml DE/H/2020/011 022524 GRUNENTHAL GMBH CcY
nooiyo diaAupa
PALEXIA 50 mg DE/H/2020/001 21253 GRUNENTHAL GMBH CY
EMNIKAAUUPEVA PE AeNTO
UpEvio diokia
Palexia, oral oplgsning DE/H/2020/011 49342 GRUNENTHAL GMBH DK
PALEXIA® 20 mg/ml oral | DE/H/2020/011 PA 1189/7/11 GRUNENTHAL LTD. IE
solution
PALEXIA® 4 mg/ml oral DE/H/2020/010 PA 1189/7/10 GRUNENTHAL LTD. IE
solution
PALEXIA® 4 mg/ml oral DE/H/2020/010 PL 21727/0053 GRUNENTHAL LTD. UK
solution
PALEXIA 100 mg DE/H/2020/003 041571086 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 100 mg DE/H/2020/003 040422305 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 100 mg DE/H/2020/003 040422281 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 100 mg DE/H/2020/003 040423220 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 100 mg DE/H/2020/003 040422317 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 100 mg DE/H/2020/003 040422267 GRUNENTHAL ITALIA S.R.L. IT

compresse rivestite con
film

List of nationally authorised medicinal products

EMA/607287/2018

Page 160/174




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state
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PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423206

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422331

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423182

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423194

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423257

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422255

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423232

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422329

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423269

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423218

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423271

GRUNENTHAL ITALIA S.R.L.
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PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422368

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040423244

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422293

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422356

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422343

GRUNENTHAL ITALIA S.R.L.

PALEXIA 100 mg
compresse rivestite con
film

DE/H/2020/003

040422279

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422976

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422065

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422040

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422038

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422127

GRUNENTHAL ITALIA S.R.L.
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PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422115

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

041571047

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423079

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422990

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423028

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423055

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422053

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423030

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423016

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422089

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422077

GRUNENTHAL ITALIA S.R.L.
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PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422014

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423067

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422091

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

041571050

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040423042

GRUNENTHAL ITALIA S.R.L.

PALEXIA 50 mg
compresse rivestite con
film

DE/H/2020/001

040422103

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422180

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040423156

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

041571062

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422242

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040423081

GRUNENTHAL ITALIA S.R.L.

List of nationally authorised medicinal products

EMA/607287/2018

Page 164/174




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state
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PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422204

GRUNENTHAL ITALIA S.R.L.

IT

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040423143

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422141

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422230

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040423168

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422216

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422139

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

041571074

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422178

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040422192

GRUNENTHAL ITALIA S.R.L.

PALEXIA 75 mg
compresse rivestite con
film

DE/H/2020/002

040423117

GRUNENTHAL ITALIA S.R.L.
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nepopaseH pasTBop
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PALEXIA 75 mg DE/H/2020/002 040423170 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040422154 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040422166 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040423129 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040423105 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040423093 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040423131 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 75 mg DE/H/2020/002 040422228/M GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
Palexia 20 mg/ml drank DE/H/2020/011 RVG 120266 GRUNENTHAL B.V. NL
Palexia 4 mg/ml drank DE/H/2020/010 RVG 120265 GRUNENTHAL B.V. NL
Palexia® 4 mg/ml DE/H/2020/010 137823 GRUNENTHAL GES. M.B.H. AT
Lésung zum Einnehmen
Palexia® 20 mg/ml DE/H/2020/011 137824 GRUNENTHAL GES. M.B.H. AT
Ldsung zum Einnehmen
Palexia® 75 mg film- DE/H/2020/002 PA1189/7/2 GRUNENTHAL LTD. IE
coated tablets
MAJIEKCHA 20 mg/ml DE/H/2020/011 20120466 GRUNENTHAL GMBH BG
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MAJIEKCUA 4 mg/ml DE/H/2020/010 20120465 GRUNENTHAL GMBH BG
nepopajeH pasTeop
PALEXIA 20 mg/ml drank | DE/H/2020/011 BE429712 SA GRUNENTHAL N.V. BE
PALEXIA 4 mg/ ml drank | DE/H/2020/010 BE429703 SA GRUNENTHAL N.V. BE
Palexia 4 mg/ml Lésung DE/H/2020/010 85576.00.00 GRUNENTHAL GMBH DE
zum Einnehmen
Palexia 20 mg/ml Lésung | DE/H/2020/011 85577.00.00 GRUNENTHAL GMBH DE
zum Einnehmen
Palexia 20 mg/ml oral DE/H/2020/011 46561 GRUNENTHAL GMBH SE
I6sning
Palexia 4 mg/ml oral DE/H/2020/010 46560 GRUNENTHAL GMBH SE
I6sning
PALEXIA 20 mg/ml DE/H/2020/011 BE429712 SA GRUNENTHAL N.V. BE
solution buvable
PALEXIA 4 mg/ml DE/H/2020/010 BE429703 SA GRUNENTHAL N.V. BE
solution buvable
PALEXIA 4 mg/ml DE/H/2020/010 65/009/13-C GRUNENTHAL GMBH Ccz
peroralni roztok
PALEXIA 50 mg DE/H/2020/001 040422026 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
PALEXIA 50 mg DE/H/2020/001 040422988 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
Palexia 50 mg DE/H/2020/001 75043.00.00 GRUNENTHAL GMBH DE
Filmtabletten
Palexia 75 mg DE/H/2020/002 75044.00.00 GRUNENTHAL GMBH DE
Filmtabletten
Palexia, 20 mg/ml, DE/H/2020/011 20901 GRUNENTHAL GMBH PL
roztwdr doustny
Palexia, 4 mg/ml, DE/H/2020/010 20900 GRUNENTHAL GMBH PL
roztwor doustny
Palexia, oral oplgsning DE/H/2020/010 49341 GRUNENTHAL GMBH DK
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solucion oral

number
PALEXIA® 20 mg/ml oral | DE/H/2020/011 PL 21727/0054 GRUNENTHAL LTD. UK
solution
PALEXIA 20 mg/ml DE/H/2020/011 041571023 GRUNENTHAL ITALIA S.R.L. IT
soluzione orale
PALEXIA 20 mg/ml DE/H/2020/011 041571035 GRUNENTHAL ITALIA S.R.L. IT
soluzione orale
PALEXIA 4 mg/ml DE/H/2020/010 041571011 GRUNENTHAL ITALIA S.R.L. IT
soluzione orale
PALEXIA 20 mg/ml, DE/H/2020/011/DC NL44064 LABORATOIRES FR
solution buvable GRUNENTHAL S.A.S.
PALEXIA 4 mg/ml, DE/H/2020/010/DC NL44063 LABORATOIRES FR
solution buvable GRUNENTHAL S.A.S.
PALEXIA 100 mg DE/H/2020/003 041571098 GRUNENTHAL ITALIA S.R.L. IT
compresse rivestite con
film
Palexia 20 mg/ml DE/H/2020/011 11-8506 GRUNENTHAL GMBH NO
mikstur, opplgsning
Palexia 4 mg/ml mikstur, | DE/H/2020/010 11-8505 GRUNENTHAL GMBH NO
opplgsning
Palexia 20 mg/ml oral DE/H/2020/011 MA 840/00111 GRUNENTHAL GMBH MT
solution
PALEXIA 20 mg/ml DE/H/2020/011 76792 GRUNENTHAL PHARMA S.A. ES
solucién oral
PALEXIA 20 mg/ml DE/H/2020/011 30045 GRUNENTHAL GMBH Fl
oraaliliuos
PALEXIA 20 mg/ml DE/H/2020/011 65/010/13-C GRUNENTHAL GMBH cz
peroralni roztok
Palexia 20 mg/ml DE/H/2020/011 1S/1/12/107/02 GRUNENTHAL GMBH IS
mixtdra, lausn
PALEXIA 4 mg/ml DE/H/2020/010 30044 GRUNENTHAL GMBH Fl
oraaliliuos
PALEXIA 4 mg/ml DE/H/2020/010 76793 GRUNENTHAL PHARMA S.A. ES
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Palexia 4 mg/ml mixtara, | DE/H/2020/010 1S/1/12/107/01 GRUNENTHAL GMBH )
lausn
Palexia 75 mg DE/H/2020/002 1S/1/10/009/02 GRUNENTHAL GMBH IS
filmuhudaodar toflur
PALEXIA® 100 mg film- DE/H/2020/003 PL 21727/0034 GRUNENTHAL LTD. UK
coated tablets
Palexia 100 mg DE/H/2020/003 75045.00.00 GRUNENTHAL GMBH DE
Filmtabletten
PALEXIA 4 mg/ml solutie DE/H/2020/010/DC 5292/2013/01 GRUNENTHAL GMBH RO
orala
Palexia 25 mg DE/H/2020/012 90403.00.00 GRUNENTHAL GMBH DE
Filmtabletten
PALEXIA 20 mg/ml DE/H/2020/011 76792 GRUNENTHAL PHARMA S.A. ES
solucion oral
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/072 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/074 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 100 mg plévele DE/H/2020/003 LT/1/10/2341/075 GRUNENTHAL GMBH LT
dengtos tabletés
Palexia 75 mg plévele DE/H/2020/002 LT/1/10/2341/073 GRUNENTHAL GMBH LT
dengtos tabletés
PALEXIA 20 mg/ml DE/H/2020/011 2013040120 SA GRUNENTHAL N.V. LU
solution buvable
PALEXIA 4 mg/ml DE/H/2020/010 2013040119 SA GRUNENTHAL N.V. LU
solution buvable
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
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comprimés pelliculés

number
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
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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

comprimés pelliculés

number
PALEXIA 100 mg DE/H/2020/003 2010110041 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 4 mg/ml oralna DE/H/2020/010 HR-H-177121264 GRUNENTHAL GMBH HR
otopina
PALEXIA 20 mg/ml DE/H/2020/011 HR-H-173293107 GRUNENTHAL GMBH HR
oralna otopina
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

comprimés pelliculés

number
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 50 mg DE/H/2020/001 2010110039 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimeés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés
PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
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authorisation country)

MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimés pelliculés

number

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimeés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimeés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 75 mg DE/H/2020/002 201010040 SA GRUNENTHAL N.V. LU
comprimés pelliculés

PALEXIA 100 mg DE/H/2020/003 BE382821 SA GRUNENTHAL N.V. BE
filmomhulde tabletten

PALEXIA 100 mg DE/H/2020/003 BE382821 SA GRUNENTHAL N.V. BE
comprimés pelliculés

PALEXIA 50 mg DE/H/2020/001 BE382803 SA GRUNENTHAL N.V. BE
filmomhulde tabletten

PALEXIA 75 mg DE/H/2020/002 BE382812 SA GRUNENTHAL N.V. BE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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PALEXIA 75 mg DE/H/2020/002 BE382812 SA GRUNENTHAL N.V. BE

filmomhulde tabletten

PALEXIA 50 mg DE/H/2020/001 BE382803 SA GRUNENTHAL N.V. BE

comprimés pelliculés
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