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Product Name (in
authorisation country)

MRP/DCP
Authorisati
on number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Motilium 1 mg/ml -

Suspension zum Einnehmen

Motilium 10 mg -

Filmtabletten

Motilium 10 mg film- coated

tablet (Domperidone
maleate)

Motilium 1 mg/ml oral
suspension (ped)

Motilium 1 mg/ml oral
suspension (adults)

Motilium Instant 10 mg
orodispersible tablet

Motilium 10 mg film-
coated tablet
(Domperidone base)

Domperidone Ibidel

MOTILIUM 10 mg
Film-Coated Tablets

BE/H/0106/003

BE/H/0106/009

BE/H/0106/001

BE/H/0106/002

BE/H/0106/003

BE/H/0106/008

BE/H/0106/009

n/a

Not applicable

1-20462

17412

BE109986

BE110013

BE190662

BE274827

BE272167

BE445611

20010169

Janssen-Cilag Pharma
GmbH

Johnson & Johnson
Consumer N.V.

Johnson & Johnson,

Prodaja medicinskih in
farmacevtskih izdelkov,

d.o.o.

Austria

Belgium

Bulgaria
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Product Name (in
authorisation

country)

Motilium® 10 mg
Film-coated Tablets

Motilium 1mg/ml
Oral Suspension
MOTILIUM
Potahované tablety

Motilium

MOTILIUM 1 mg/ml,
suspension buvable

MOTILIUM 10 mg,
comprimé pelliculé

Cilroton 1 mg/ml —
Oral Suspension

Cilroton 10 mg —
Film coater tablets
MOTILIUM 10 mg
filmtabletta

Motilium Fastmelts
10mg Tablets
Motilium 10mg Film-
coated Tablets
Motilium 1mg/ml
Oral Suspension
Motilium Rx 10mg
Tablets

MOTILIUM 1 mg/ml
sospensione orale

MOTILIUM 10 mg
compresse rivestite
con film

MRP/DCP
Authorisation
number

Not applicable

Not applicable

BE/H/0106/001

BE/H/0106/002-003

BE/H/0106/009

BE/H/0106/003

BE/H/0106/009

Not applicable

N/A

BE/H/0106/003

BE/H/0106/001

BE/H/0106/003

BE/H/0106/009

Authorisation
Number of

product in the
member state

7224

7459

20/813/93-C

09662

34009 323 409-8 9
34009 323 408-1 1

34009 323 411-2 2
34009 336 882-9 5

57067/07/5-11-
2008

70681/5-11-2008
OGYI-T-2223/01

823/51/1
823/51/2

823/51/6

823/51/7

024953022

024953034

MAH of product in
the member state

Janssen-Cilag
International NV

Janssen-Cilag s.r.o

Janssen-Cilag A/S

Janssen-Cilag

Johnson & Johnson
Hellas Consumer AE

Janssen-Cilag Kft.

McNeil Healthcare

(Ireland) Ltd

Janssen-Cilag SpA

Member State
where product
is authorised

Cyprus

Czech Republic

Denmark

France

Greece

Hungary

Ireland

Italy
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Product Name (in
authorisation

country)

Motilium 10 mg
apvalkotas tabletes

Motilium 10 mg
plévele dengtos
tabletés

Motilium 10 mg film-
coated tablet
(Domperidone
maleate)

Motilium 1 mg/ml
oral suspension
(ped)

Motilium 1 mg/ml
oral suspension
(adults)

Motilium Instant 10
mg orodispersible
tablet

Motilium 10 mg film-
coated tablet
(Domperidone base)

Domperidone Ibidel

Motilium 10 mg Film-
coated Tablets

Motilium 1mg/ml
Oral Suspension

MRP/DCP
Authorisation
number

Not applicable

Not applicable

BE/H/0106/001

BE/H/0106/002

BE/H/0106/003

BE/H/0106/008

BE/H/0106/009

n/a

Not applicable

Authorisation
Number of

product in the
member state

98-0800

LT/1/95/0982/001-

002

2005028771

2005058774

2005058773

2005059999

2008120046

2014060181

018/01605

018/01604

MAH of product in
the member state

UAB Johnson &
Johnson

UAB Johnson &
Johnson

Johnson & Johnson
Consumer N.V.

Janssen-Cilag
International NV

Member State
where product
is authorised

Latvia

Lithuania

Luxembourg

Malta
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MRP/DCP
Authorisation

number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Motilium 10 mg film-
coated tablet
(Domperidone
maleate)

Motilium 1 mg/mi
oral suspension
(adults)

Domperidon JIC

Domperidon JIC
Motilium Comprimido
revestido 10 mg

Motilium Suspensao
oral 1 mg/ml

Nauzelin 10 mg
comprimidos
recubiertos con
pelicula

Nauzelin 1 mg/ml
suspension oral
Domperidone 10mg

BE/H/0106/001

BE/H/0106/003

n/a
n/a

BE/H/106/009

BE/H/106/003

BE/H/0106/009

BE/H/0106/003

Not Applicable

RVG 07678

RVG 07679

RVG 20546=07682

RVG 20544=07678
9512822 (60 units);
9512814 (20 units)

9532200 (1 unit 200
ml bottle); 9532234
(1 unit 100 ml
bottle)

56.679

56.670

PL 29831/0076

Johnson & Johnson
Consumer B.V.

Johnson & Johnson
Lda.

Janssen-Cilag, S.A.

Wockhardt UK Limited

Netherlands

Portugal

Spain

United Kingdom

Film-Coated Tablets (National)
Domperidone 10mg Not Applicable AA154/05801 Wockhardt UK Limited Malta
Film-Coated Tablets (National)
Domperidone UK/H/5247/01/DC PL 29831/0522 Wockhardt UK Limited  United Kingdom
1mg/ml Oral
Suspension
Domperidone UK/H/5247/01/DC PA 1339/050/001 Wockhardt UK Limited Ireland
1mg/ml Oral
Suspension
DOMPERIDONE IT/H/247/01/MR 037402017 Aristo Pharma GmbH Italy
ARISTO
DOMPERIDONE IT/H/247/01/MR 037402029 Aristo Pharma GmbH Italy
ANGENERICO

EMA/185142/2019 Page 5/18



Product Name (in
authorisation

country)

DOMPERIDONE
ARISTO

DOMPERIDONE
ARISTO

DOMPERIDONE
ARISTO

Domperidone 10mg
Tablets

Domperidone ABC 10
mg compresse

DOMPERIDONE
ALMUS 10 mg,
comprimé pelliculé

DOMPERIDONE
BIOGARAN 10 mg,
comprimé pelliculé

DOMPERIDONE
BIOGARAN 10 mg,
comprimé
orodispersible
Domperidone 10 mg
Tablets

Domperidone 10 mg
Tablets

Domperidone 10 mg
Tablets

MRP/DCP
Authorisation
number

IT/H/247/01/MR

IT/H/247/01/MR

IT/H/247/01/MR

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Authorisation
Number of
product in the
member state
037402031
037402043
037402056
14251/0002

035809019

30258

28155

34351

PL 17907/0096

PL 17907/0322

PL 17907/0323

MAH of product in
the member state

Aristo Pharma GmbH

Aristo Pharma GmbH

Aristo Pharma GmbH

Manx Healthcare

ABC Farmaceutici

S.p.A.

Biogaran

Biogaran

Biogaran

Bristol Laboratories Ltd

Bristol Laboratories Ltd

Bristol Laboratories Ltd

Member State
where product
is authorised

Italy

Italy

Italy

United Kingdom

Italy

France

France

France

United Kingdom

United Kingdom

United Kingdom
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MRP/DCP
Authorisation

number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Domperidone 10mg
Tablets

Cinet 10 mg
Comprimido

Cinet 10 mg
Comprimido
Dispersivel

Cinet 1mg/ml
suspenséao oral
Cinet 1mg/ml Oral
Suspension

Cinet 10 mg Tablets

Domperidona GP 10
mg Comprimido

RIGES 10 mg
compresse

Motilium 10mg film-
coated tablets

Domperidone
1mg/ml oral
suspension

DOMPERIDONE
GERDA 10 mg,
comprimé pelliculé

Domperidona tolLife
10 mg comprimidos

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not Applicable

Not Applicable

Not applicable

Not applicable

PL 20046/0086

9514802
9514828
4432597
4432696
5080874
9621714
9621706
531/00202

531/00201

5343991
5344098

036107011

PL 17780/0300

PL 17780/0299

NL29209

5430996
5431093

Focus Pharmaceuticals

Limited

Laboratério Medinfar -

Produtos
Farmacéuticos, S.A.

Laboratério Medinfar -
Produtos Farmacéuticos,

S.A.

GP - Genéricos
Portugueses, Lda.

S.F. Group S.r.l.

Winthrop Pharmaceuticals
UK Ltd trading as Zentiva

Winthrop Pharmaceuticals
UK Ltd trading as Zentiva

Laboratoires Gerda

Tolife Produtos
Farmacéuticos S.A.

United Kingdom

Portugal

Malta

Portugal

Italy

United Kingdom

United Kingdom

France

Portugal
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Product Name (in
authorisation

country)

MRP/DCP
Authorisation
number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Domperidona Pensa Not applicable 67.523 Pensa Pharma, S.A Spain
10 mg comprimidos
EFG
Domperidone pensa Not applicable 037233057 Pensa Pharma S.p.A. Italy
10 mg compresse
effervescenti
Motilium 10 mg N/A 2068/2009/01 Terapia SA Romania
comprimate filmate
DOMPERIDONE National 34009 3005714 8 Zydus France France
ZYDUS 10 mg, 34009 363 949 3 3
comprimé pelliculé 34009 3639501 5
34009 364 184 00
34009 565 178 8 6
Domperidon beta 10 DE/H/3359/001/MR  73433.00.00 betapharm Germany
mg Tabletten Arzneimittel GmbH
Dismotil 10mg NA 13606/0090 Co-pharma Ltd United Kingdom
Tablets/Domperidone
10mg tablets
DOMPERIDONE DOC National 036109015 DOC Generici S.r.l. Italy
Generici
DOMPERIDONE 34009 382 336 3 6 Sandoz S.A.S. France
SANDOZ 10 mg, 34009 382 338 6 5
comprimé
orodispersible
Domperidon Hexal DE/H/0818/001 55178.00.00 Hexal AG Germany
10 mg Tabletten
Domerid Relief 10mg DE/H/0818/001 PA 711/46/2 Rowex LTD Ireland
Tablets
DOMERID 10mg DE/H/0818/001 PA 711/46/1 Rowex LTD Ireland
Tablets
DOMPERIDONE 036809010 Sandoz S.P.A. Italy
SANDOZ
EMA/185142/2019 Page 8/18



MRP/DCP
Authorisation

number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

DOMPERIDON NL/H/0490/001 RVG 30008 Sandoz B.V. Netherlands
SANDOZ 10 MG,
TABLETTEN
Domperidon - 1 A NL/H/0490/001 59671.00.00 1 A Pharma GMBH Germany
Pharma® 10 mg
Tabletten
DOMPERIDONE 34009 300 630 2 6 Sandoz S.A.S. France
SANDOZ 10 mg, 34009 550 228 8 6
comprimé pelliculé 34009 550 228 9 3
34009 550 229 1 6
34009 564 398 4 3
Domperidon Sandoz PT/H/1353 BE502071 SANDOZ N.V. Belgium
10mg
orodispergeerbare
tabletten
Domperidona Sandoz  PT/H/1353 MA number not SANDOZ Portugal
assigned FARMACEUTICA LDA.
Domperidone Giuliani  Not applicable 032090021 Giuliani Spa Italy
5 mg compresse
masticabili
Domperidone Giuliani  Not applicable 032090019 Giuliani Spa Italy
5 mg granulato
effervescente
Domperidone Giuliani Not applicable 032090058 Giuliani Spa Italy
10 mg compresse
rivestite con film
Domperidona Not applicable 5104682 Generis farmacéutica Portugal
Generis 10 mg 5104781 S.A.
comprimidos 5104880
revestidos por
pelicula
Peridon 10 mg Not applicable 024309039 Italchimici S.p.A. Italy
compresse rivestite
con film
Peridon 10 mg Not applicable 024309130 Italchimici S.p.A. Italy
granulato
effervescente
EMA/185142/2019 Page 9/18



MRP/DCP
Authorisation

number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Peridon 1 mg/ml
sospensione orale

Peridon 30 mg
supposte

Zilium 10 mg,
tabletten

Domperidona
Labesfal 10 mg
comprimidos
DOMPERIDONE
MYLAN 10 mg,
comprimé pelliculé
Domperidona Mylan

Domperidone Mylan
Generics
Domperidone Mylan
10 mg, comprimé
orodispersible
Domperidon Mylan
10 mg, tabletten
Domperidon Mylan
10 mg, filmomhulde
tabletten
OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLET

OROPERIDYS
ORODISPERSIBLE
TABLETS 10MG

OROPERIDYS 10 mg

Not applicable

Not applicable

NL/H/241/1

Not applicable

n/a

n/a
n/a

n/a

n/a

n/a

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0335/01/MR

024309142

024309066

BE221392
5764287
5764386

NL 27909

5104989,5105085,
5105184

035810011
NL 34350

RVG 22830

BE208722

BE329357

20499

20/652/08-C

Italchimici S.p.A.

Italchimici S.p.A.

Kela Pharma
Generis Farmacéutica
S.A.

Mylan SAS

Mylan Lda
Mylan SpA

Mylan SAS

Mylan BV

Mylan BVBA/SPRL

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Italy

Italy

Belgium

Portugal

France

Portugal
Italy

France

The Netherlands

Belgium

Belgium

Cyprus

Czech Republic
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Product Name (in
authorisation

country)

OROPERIDYS 10 mg

PERIDYS 10 mg,
comprimé pelliculé

OROPERIDYS 10 mg,
comprimé
orodispersible

DOMPERIDONE
PIERRE FABRE
MEDICAMENT 10 mg,
comprimé
orodispersible

DOMPERIDONE
PIERRE FABRE 10 mg,
comprimé
orodispersible

PERIDYS 1 mg/ml,
suspension buvable

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLETS

NEOPERIDYS 10 mg,
ORODISPERSIBLE
TABLET

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLETS

MRP/DCP

Authorisation

number

FR/H/0335/01/MR

Not applicable

Not applicable

Not applicable

FR/H/0335/01/MR

Not applicable

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0335/01/MR

Authorisation
Number of

product in the
member state

607408

34009 328 641 6 4

34009 374 778 0 2

34009 374514 3 7
34009 416 553 1 9

34009 398 031 2 8
34009 379 252 7 3

34009 328 642 2 5

51705/08/13-2-
2009

039985027
039985015

08-0269

MAH of product in
the member state

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre Medicines
SA

Pierre Fabre Pharma
S.R.L.

Pierre Fabre
Medicament

Member State
where product
is authorised

Estonia

France

France

France

France

France

Greece

Italy

Latvia

EMA/185142/2019
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Product Name (in
authorisation

country)

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLETS

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLET

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLET

OROPERIDYS 10 mg,
ORODISPERSIBLE
TABLETS

OROPERIDYS 10 mg,
TABLET

Domperidone Instant
EG 10 mg
orodispergeerbare
tabletten
Domperidone EG 10
mg tabletten
DOMPERIDONE EG
10 mg, comprimé
orodispersible
DOMPERIDONE EG
10 mg, comprimé
pelliculé
Domperidon AL 10
mg Tabletten
Domperidon STADA
10 mg Tabletten

Domperidone EG 10
mg compresse
RAXAR 10 mg
compresse
orodispersibili

MRP/DCP
Authorisation
number

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0335/01/MR

FR/H/0364/001

National

FR/H/0364/001

National

DE/H/1214/001

NL/H/0196/001

National

FR/H/0364/001

Authorisation
Number of

product in the
member state

LT/1/08/1317/001
LT/1/08/1317/002

2009030033

15213

4203/2012/01
4203/2012/02

20/0503/08-S

BE342946

BE249496

NL 34352

NL 28350

55220.00.00

54070.00.00

035812015

039200/M

MAH of product in
the member state

Pierre Fabre
Medicament

Pierre Fabre
Medicament

Pierre Fabre
Médicament

Pierre Fabre
Médicament

Pierre Fabre
Médicament

Eurogenerics
N.V./S.A.

EG LABO Laboratoires

EuroGenerics

Aliud Pharma GmbH
Stada Pharm GmbH

EG S.p.A.

Crinos S.p.A.

Member State
where product
is authorised

Lithuania

Luxembourg

Poland

Romania

Slovak Republic

Belgium

France

Germany

Italy
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Product Name (in
authorisation

country)

Domperidone Instant
EG 10 mg comprimeés
orodispersibles
Domperidone EG 10
mg comprimés
Domperidon STADA
10 mg tabletten
Domperidon CF 10
mg, tabletten
Domperidon HTP 10
mg, tabletten
DOMPERIDONE
STADA 10 mg

DOMPERIDONE 10
mg, orodispersible
tablets

Domperidona Ciclum

DOMPERIDONE
Stada 10 mg,
raspadljive tablete za
usta
Domperidona Flas
STADA 10 mg
comprimidos
bucodispersables
EFG
Domperidona
Azevedos 10mg
comprimidos
Remotil 10 mg
comprimidos

Motilium Tabletten
Motilium Tropfen 10
mg/ml Suspension

MRP/DCP
Authorisation
number

FR/H/0364/001

National

NL/H/0196/001
National
National

BE/H/0249/001

BE/H/0249/001

National

BE/H/0249/001

BE/H/0249/001

Not applicable

Not applicable

DE/H/0415/001
DE/H/0415/002

Authorisation
Number of
product in the
member state
2010050043

2007060035

RVG 25168
RVG 26086=24277
RVG 24277

BE501582

PA0126/291/001

PTmutiple

HR-H-083826960

81.379

5586581
5586680
5811088
9514604
9514612

43.00.00
43.00.02

MAH of product in
the member state

Eurogenerics
N.V./S.A.

STADA Arzneimittel
AG
Centrafarm B.V

Healthypharm B.V.

STADA Arzneimittel
AG

Clonmel Healthcare
Ltd.

Ciclum Farma
Unipessoal Lda.

STADA d.o.o.

Laboratorio STADA,
S.L.

Laboratérios
Azevedos-Industria
Farmacéutica, S.A.
Laboratérios
Azevedos-Industria
Farmacéutica, S.A.
Takeda GmbH

Member State
where product
is authorised

Luxembourg

Netherlands

Belgium

Ireland

Portugal

Croatia

Spain

Portugal

Portugal

Germany

EMA/185142/2019
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Product Name (in
authorisation

country)

Domperidone

Domperidon Actavis
10 mg tabletes

Domperidon Actavis
10 mg tabletes

Domperidon Actavis

DOMPERIDONE
ZENTIVA 10 mg,
comprimé pelliculé
DOMPERIDONE
ZENTIVA 10 mg,
comprimé
orodispersible
DOMPERIDONA
GAMIR 1mg/ml
Suspension oral
DOMPERIDONA
GAMIR 10 mg,
Cépsulas duras
Domperidon-TEVA 10
mg Filmtabletten

Domperidon TEVA 10
mg filmomhulde
tabletten

MRP/DCP
Authorisation
number

NL/H/0195/001/MR

NL/H/0830/001

NL/H/0830/001

NL/H/0830/001

Not applicable

Not applicable

NATIONAL

NATIONAL

NL-H-0208-01

NL-H-0208-01

Authorisation
Number of

product in the
member state

RVG 24213

LT/1/06/0615/001-
005

06-0269

523706

CIS : 6241755 2

CIS : 6 506 501 7

57151

57096

50103.00.00

BE372066

MAH of product in
the member state

Accord Healthcare
Limited, UK

Actavis Group hf.

Actavis Group PTC
ehf.

Actavis Group PTC
ehf.

Sanofi Aventis France

Sanofi Aventis France

Meda S.L.U.

Meda S.L.U.

Teva GmbH; Ulm

Teva Pharma Belgium
NV; Laarstraat 16,
Wilrijk 2610, Belgium

Member State
where product
is authorised

The Netherlands

Lithuania

Latvia

Estonia

France

France

Spain

Spain

Germany

Belgium

EMA/185142/2019
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Product Name (in
authorisation

country)

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidone Teva
10 mg compresse
rivestite con film

Domperidon 10 PCH,
filmomhulde tabletten
10 mg

Domperidon AbZ 10
mg Filmtabletten

MRP/DCP

Authorisation

number

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

NL-H-0208-01

DE-H-1885-001

Authorisation
Number of

product in the
member state

035061011

035061023

035061035

035061047

035061050

035061062

035061074

035061086

RVG 23949

53898.00.00

MAH of product in
the member state

Teva Italia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva ltalia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva Italia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva ltalia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva ltalia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva ltalia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva Italia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Teva Italia S.r.l.; Via
Messina, 38 - 20154
Milano, Italy

Pharmachemie B.V.;
Swensweg 5, P.O. Box
552, Haarlem

AbZ-Pharma GmbH;
Graf-Arco-Str. 3,
89079 Ulm, Germany

Member State
where product
is authorised

Italy

Italy

Italy

Italy

Italy

Italy

Italy

Italy

Netherlands

Germany

EMA/185142/2019
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Product Name (in
authorisation

country)

Domperidon-CT 10
mg Filmtabletten

Domperidon-
ratiopharm® 10 mg
Filmtabletten

Domperidone Teva
10 mg, comprimé
pelliculé

Domperidone Teva
10 mg, comprimé
orodispersible

Domperidon 10 mg
PCH, tabletten

Domperidone
Maleate Film-coated
tablet

Domperidone Instant
Teva 10 mg

Orodispergeerbare
tabletten
Domperidon
Smelttablet Teva 10
mg,

Orodispergeerbare
tabletten
DOMPERIDONA
ratiopharm 10 mg
comprimidos

MRP/DCP

Authorisation

number

DE-H-1886-001

DE-H-1887-001

FR NL27592

FR NL38642

RVG 104463

NL-H-0208-01

BE-H-0211-001-DC

BE-H-0211-001-DC

04/H/0179/001

Authorisation
Number of

product in the
member state

53897.00.00

53896.00.00

NL27592

NL38642

RVG 104463

BE220981

BE445225

RVG 112357

5362181

MAH of product in
the member state

AbZ-Pharma GmbH;
Graf-Arco-Str. 3,
89079 Ulm, Germany

ratiopharm GmbH;
Graf-Arco-Str. 3,
89079 Ulm, Germany

Teva Santé SAS

Teva Santé SAS

Pharmachemie B.V.;
Swensweg 5, P.O. Box
552, Haarlem

Teva Pharma Belgium
NV; Laarstraat 16,
Wilrijk 2610, Belgium

Teva Pharma Belgium

NV; Laarstraat 16,
Wilrijk 2610, Belgium

Teva Nederland B.V.

Ratiopharm Lda;
Portugal

Member State
where product
is authorised

Germany

Germany

France

France

Netherlands

Belgium

Belgium

Netherlands

Portugal

EMA/185142/2019

Page 16/18



MRP/DCP
Authorisation

number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

DOMPERIDONA
ratiopharm 10 mg
comprimidos

Motilium 10mg
comprimidos
recubiertos con
pelicula

Motilium 1mg/ml
suspension oral

Domperidone 10mg
Tablets

Domperidona
Aurovitas 10 mg
Comprimido

Domperidon
Alternova

DOMPERIDONE
ARROW 10 mg,
comprimé
orodispersible

DOMPERIDONE
ARROW 10 mg,
comprimé pelliculé

DOMPERIDON
SOFAR, 10mg, tablet

04/H/0179/001

Not applicable

Not applicable

Not Applicable

06/H/0244/001

Not Applicable

Not Applicable

Not Applicable

NL/H/0491/001

5362280

55.410

55.411

PL 16363/0106

5053459; 5053467;
5053475; 5053509;
5053517; 5053525;
5053533; 5053541
36353

35565

27475

RVG30209

Ratiopharm Lda;
Portugal

Laboratorios del Dr.
Esteve, S.A.

Laboratorios del Dr.

Esteve, S.A.

Milpharm Limited

Aurovitas Unipessoal,

Lda.

Alternova A/S

Arrow Génériques

Arrow Génériques

SOFAR S.p.A.

Portugal

Spain

Spain

United Kingdom

Portugal

Denmark

France

France

Netherlands
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Product Name (in MRP/DCP
authorisation Authorisation

country) number

Authorisation
Number of

product in the
member state

MAH of product in
the member state

Member State
where product
is authorised

Domperidon NL/H/0241/001 RVG 23565 Pharmacin BV Netherlands
Pharmacin 10 mg,
tabletten
Domperidon Not Applicable RVG 26065 Aurobindo Pharma Netherlands
Aurobindo 10 mg, B.V.
omhulde tabletten
PERMOTIL 10mg, NL/H/0491/001 036670014; SOFAR S.p.A. Italy
compresse 036670026;
036670038;
036670040;
036670053.
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