EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

26 March 2020
EMA/249485/2020
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: ropinirole

Procedure no.: PSUSA00002661201907

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2020. Reproduction is authorised provided the source is acknowledged.



Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ADARTREL 0,25 mg FR/H/258/001 67.919 GLAXOSMITHKLINE S.A. ES
comprimidos
recubiertos con pelicula
Adartrel 0,25 mg FR/H/258/001 5825583 BEECHAM PORTUGUESA, PT
comprimidos revestidos PRODUTOS
por pelicula FARMACEUTICOS E
QUIMICOS, LDA
ADARTREL 0,25 mg FR/H/258/001 21478 GLAXOSMITHKLINE AB SE
filmdragerade tabletter
ADARTREL 0,25 mg FR/H/258/001 04-2893 GLAXOSMITHKLINE AS NO
filmdrasjerte tabletter
ADARTREL 0,25 mg FR/H/258/001 27/0218/06-S GLAXOSMITHKLINE SK
filmom obalené tablety SLOVAKIA S.R.O.
ADARTREL 0,25 mg FR/H/0258/001 60916.00.00 GLAXOSMITHKLINE GMBH DE
Filmtabletten & CO. KG
ADARTREL 0,25 mg FR/H/0258/001 1S/1/04/057/01 GLAXOSMITHKLINE IS
filmuhudadar toflur PHARMA A/S
ADARTREL 0,25 mg, FR/H/258/001 NL29199 LABORATOIRE FR
comprimé pelliculé GLAXOSMITHKLINE
Adartrel 0,25 mg, FR/H/258/001 RVG 31670 GLAXOSMITHKLINE B.V. NL

filmomhulde tabletten
0,25 mg
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Adartrel 0,5 mg FR/H/258/002 5825682 BEECHAM PORTUGUESA, PT
comprimidos revestidos PRODUTOS
por pelicula FARMACEUTICOS E
QUIMICOS, LDA
ADARTREL 0,5 mg FR/H/258/002 21479 GLAXOSMITHKLINE AB SE
filmdragerade tabletter.
ADARTREL 0,5 mg FR/H/0258/002 04-2895 GLAXOSMITHKLINE AS NO
filmdrasjerte tabletter
ADARTREL 0,5 mg FR/H/258/002 27/0219/06-S GLAXOSMITHKLINE SK
filmom obalené tablety SLOVAKIA S.R.O.
ADARTREL 0,5 mg FR/H/0258/002 60917.00.00 GLAXOSMITHKLINE GMBH DE
Filmtabletten & CO. KG
ADARTREL 0,5 mg FR/H/0258/002 1S/1/04/057/02 GLAXOSMITHKLINE IS
filmuhGdadar toflur PHARMA A/S
Adartrel 0,5 mg, FR/H/258/002 RVG 31671 GLAXOSMITHKLINE B.V. NL
filmomhulde tabletten
0,5mg
ADARTREL 0,50 mg FR/H/258/002 67.921 GLAXOSMITHKLINE S.A. ES
comprimidos
recubiertos con pelicula
ADARTREL 0,50 mg, FR/H/0258/002 NL29200 LABORATOIRE FR
comprimé pelliculé GLAXOSMITHKLINE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ADARTREL 0.25 mg FR/H/258/001 PL 19494/0033 GLAXOSMITHKLINE UK UK
film-coated tablets LIMITED
ADARTREL 0.5 mg film- FR/H/0258/002 PL 19494/0034 GLAXOSMITHKLINE UK UK
coated tablets. LIMITED
ADARTREL 2 mg FR/H/258/004 67.922 GLAXOSMITHKLINE S.A. ES
comprimidos
recubiertos con pelicula
Adartrel 2 mg FR/H/258/004 5825880 BEECHAM PORTUGUESA, PT
comprimidos revestidos PRODUTOS
por pelicula FARMACEUTICOS E
QUIMICOS, LDA
ADARTREL 2 mg film- FR/H/0258/004 PL 19494/0036 GLAXOSMITHKLINE UK UK
coated tablets. LIMITED
ADARTREL 2 mg FR/H/258/004 21481 GLAXOSMITHKLINE AB SE
filmdragerade tabletter
ADARTREL 2 mg FR/H/258/004 04-2897 GLAXOSMITHKLINE AS NO
filmdrasjerte tabletter
ADARTREL 2 mg filmom FR/H/258/004 27/0221/06-S GLAXOSMITHKLINE SK
obalené tablety SLOVAKIA S.R.O.
ADARTREL 2 mg FR/H/0258/004 60919.00.00 GLAXOSMITHKLINE GMBH DE

Filmtabletten

& CO. KG
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
ADARTREL 2 mg FR/H/0258/004 1S/1/04/057/04 GLAXOSMITHKLINE IS
filmuhGdadar toflur. PHARMA A/S
ADARTREL 2 mg, FR/H/0258/004 NL29202 LABORATOIRE FR
comprimé pelliculé GLAXOSMITHKLINE
Adartrel 2 mg, FR/H/258/004 RVG 31673 GLAXOSMITHKLINE B.V. NL
filmomhulde tabletten 2
mg
Adartrel, 0,25 mg, FR/H/0258/001 12423 GLAXOSMITHKLINE PL
tabletki powlekane (IRELAND) LIMITED
Adartrel, 0,5 mg, FR/H/0258/002 12424 GLAXOSMITHKLINE PL
tabletki powlekane (IRELAND) LIMITED
Adartrel, 2 mg, tabletki FR/H/0258/004 12426 GLAXOSMITHKLINE PL
powlekane (IRELAND) LIMITED
Ipinnia XL 2 mg not available PL 01883/0326 MACARTHYS UK
prolonged-release LABORATORIES LTD
tablets
Ipinnia XL 3 mg not available PL 01883/0327 MACARTHYS UK
prolonged-release LABORATORIES LTD
tablets
Ipinnia XL 4 mg not available PL 01883/0328 MACARTHYS UK

prolonged-release
tablets

LABORATORIES LTD
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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

Ipinnia XL 6 mg
prolonged-release

not available

PL 01883/0329

MACARTHYS
LABORATORIES LTD

UK

tablets

Ipinnia XL 8 mg not available PL 01883/0330 MACARTHYS UK
prolonged-release LABORATORIES LTD

tablets

Raponer PR 6 mg MT/H/0352/004 MA1341/00304 SIGILLATA LIMITED MT
prolonged-release

tablets

Raponer, depottabletter DK/H/2043/004 47992 ACTAVIS GROUP PTC EHF. DK
Requip not available PL 10592/0088 SMITHKLINE BEECHAM LTD UK
Requip not available PL 10592/0089 SMITHKLINE BEECHAM LTD UK
Requip not available PL 10592/0087 SMITHKLINE BEECHAM LTD UK
Requip not available PL 10592/0085 SMITHKLINE BEECHAM LTD UK
Requip 5 mg film- FR/H/0111/005 MA 192/00105 GLAXOSMITHKLINE MT

coated tablets

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

REQUIP - MODUTAB 2 FR/H/0255/006 LT/1/08/1077/002 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

REQUIP - MODUTAB 2 FR/H/0255/006 LT/1/08/1077/003 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

REQUIP - MODUTAB 2 FR/H/0255/006 LT/1/08/1077/004 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

REQUIP - MODUTAB 4 FR/H/0255/008 LT/1/08/1077/007 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

REQUIP - MODUTAB 4 FR/H/0255/008 LT/1/08/1077/008 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

REQUIP - MODUTAB 8 FR/H/0255/009 LT/1/08/1077/009 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletes

REQUIP - MODUTAB 8 FR/H/0255/009 LT/1/08/1077/010 GLAXOSMITHKLINE LT
mg pailginto LIETUVA UAB

atpalaidavimo tabletés

Requip 0,25 FR/H/111/001 13222 GLAXOSMITHKLINE AB SE
filmdragerade tabletter

Requip 0,25 mg - FR/H/0111/001 1-21708 GLAXOSMITHKLINE AT

Filmtabletten

PHARMA GMBH.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Requip 0,25 mg FR/H/111/001 032261063 LABORATOIRE IT
compresse rivestite con GLAXOSMITHKLINE
film
Requip 0,25 mg FR/H/111/001 032261099 LABORATOIRE IT
compresse rivestite con GLAXOSMITHKLINE
film
REQUIP 0,25 mg FR/H/111/001 61.464 GLAXOSMITHKLINE S.A. ES
comprimidos
recubiertos con pelicula
REQUIP 0,25 mg not available H/02/01344/001 GLAXOSMITHKLINE D.O.O. SI
filmsko oblozene tablete
REQUIP 0,25 mg not available H/02/01344/002 GLAXOSMITHKLINE D.O.O. SI
filmsko oblozene tablete
Requip 0,25 mg not available OGYI-T-6200/08 GLAXOSMITHKLINE KFT. HU
filmtabletta
REQUIP 0,25 mg FR/H/111/001 38707.00.00 GLAXOSMITHKLINE GMBH DE
Filmtabletten & CO. KG
REQUIP 0,25 mg FR/H/111/001 11115 GLAXOSMITHKLINE PL
tabletki powlekane (IRELAND) LIMITED
REQUIP 0,25 mg, FR/H/0111/001 NL21562 LABORATOIRE FR
comprimé pelliculé GLAXOSMITHKLINE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Requip 0,25, FR/H/0111/001 RVG 20761 GLAXOSMITHKLINE B.V. NL
filmomhulde tabletten
Requip 0,5 mg FR/H/0111/002 032261101 LABORATOIRE IT
compresse rivestite con GLAXOSMITHKLINE
film
REQUIP 0,5 mg FR/H/111/002 61.465 GLAXOSMITHKLINE S.A. ES
comprimidos
recubiertos con pelicula
REQUIP 0,5 mg filmsko not available H/02/01344/003 GLAXOSMITHKLINE D.O.O. SI
oblozene tablete
Requip 0,5 mg not available OGYI-T-6200/10 GLAXOSMITHKLINE KFT. HU
filmtabletta
Requip 0,5 mg not available OGYI-T-6200/12 GLAXOSMITHKLINE KFT. HU
filmtabletta
REQUIP 0,5 mg FR/H/111/002 38707.01.00 GLAXOSMITHKLINE GMBH DE
Filmtabletten & CO. KG
REQUIP 0,5 mg tabletki FR/H/0111/002 11116 GLAXOSMITHKLINE PL
powlekane (IRELAND) LIMITED
REQUIP 0,50 mg, FR/H/0111/002 NL21563 LABORATOIRE FR
comprimé pelliculé GLAXOSMITHKLINE
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised

Requip 0.25 mg film- FR/H/0111/001 PA 1077/037/001 GLAXOSMITHKLINE 1E

coated tablets (IRELAND) LIMITED

Requip 0.25 mg film- FR/H/0111/001 MA 192/00101 GLAXOSMITHKLINE MT

coated tablets (IRELAND) LIMITED

Requip 1 filmdragerade FR/H/111/003 13224 GLAXOSMITHKLINE AB SE

tabletter

Requip 1 mg - FR/H/0111/003 1-21710 GLAXOSMITHKLINE AT

Filmtabletten PHARMA GMBH.

Requip 1 mg compresse FR/H/111/003 032261125 LABORATOIRE IT

rivestite con film GLAXOSMITHKLINE

Requip 1 mg comprimés FR/H/0111/003 BE182314 GLAXOSMITHKLINE BE

pelliculés PHARMACEUTICALS SA

Requip 1 mg comprimés FR/H/0111/003 2009 08 0539 GLAXOSMITHKLINE LU

pelliculés PHARMACEUTICALS SA

REQUIP 1 mg FR/H/111/003 61.466 GLAXOSMITHKLINE S.A. ES

comprimidos

recubiertos con pelicula

Requip 1 mg film- FR/H/0111/003 PA 1077/037/003 GLAXOSMITHKLINE 1E

coated tablets

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

Requip 1 mg film- FR/H/0111/003 MA 192/00103 GLAXOSMITHKLINE MT

coated tablets (IRELAND) LIMITED

Requip 1 mg FR/H/0111/003 BE182314 GLAXOSMITHKLINE BE

filmomhulde tabletten. PHARMACEUTICALS SA

REQUIP 1 mg filmsko not available H/02/01344/004 GLAXOSMITHKLINE D.O.O. SI

oblozene tablete

Requip 1 mg not available OGYI-T-6200/15 GLAXOSMITHKLINE KFT. HU

filmtabletta

Requip 1 mg FR/H/0111/003 BE182314 GLAXOSMITHKLINE BE

Filmtabletten PHARMACEUTICALS SA

REQUIP 1 mg FR/H/0111/003 38707.02.00 GLAXOSMITHKLINE GMBH DE

Filmtabletten & CO. KG

Requip 1 mg FR/H/0111/003 2009 08 0539 GLAXOSMITHKLINE LU

Filmtabletten PHARMACEUTICALS SA

REQUIP 1 mg tabletki FR/H/111/003 11122 GLAXOSMITHKLINE PL

powlekane (IRELAND) LIMITED

REQUIP 1 mg, FR/H/111/003 NL21564 LABORATOIRES PAUCOURT FR

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

Requip 1, filmomhulde FR/H/0111/003 RVG 20763 GLAXOSMITHKLINE B.V. NL

tabletten

Requip 2 filmdragerade FR/H/111/004 13225 GLAXOSMITHKLINE AB SE

tabletter

Requip 2 mg - FR/H/0111/004 1-21711 GLAXOSMITHKLINE AT

Filmtabletten PHARMA GMBH.

Requip 2 mg compresse FR/H/111/006 032261190 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip 2 mg compresse FR/H/0111/006 032261214 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip 2 mg compresse FR/H/0111/006 032261202 LABORATOIRE IT

a rilascio prolungato. GLAXOSMITHKLINE

Requip 2 mg comprimés FR/H/0111/004 BE182305 GLAXOSMITHKLINE BE

pelliculés PHARMACEUTICALS SA

Requip 2 mg comprimés FR/H/111/004 2009 08 0540 GLAXOSMITHKLINE LU

pelliculés PHARMACEUTICALS SA

REQUIP 2 mg FR/H/111/004 61.468 GLAXOSMITHKLINE S.A. ES

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

Requip 2 mg film- FR/H/0111/004 PA 1077/037/004 GLAXOSMITHKLINE 1E

coated tablets (IRELAND) LIMITED

Requip 2 mg film- FR/H/0111/004 MA 192/00104 GLAXOSMITHKLINE MT

coated tablets (IRELAND) LIMITED

Requip 2 mg FR/H/0111/004 BE182305 GLAXOSMITHKLINE BE

filmomhulde tabletten PHARMACEUTICALS SA

REQUIP 2 mg filmsko not available H/02/01344/005 GLAXOSMITHKLINE D.O.O. SI

oblozene tablete

Requip 2 mg not available OGYI-T-6200/17 GLAXOSMITHKLINE KFT. HU

filmtabletta

Requip 2 mg FR/H/0111/004 BE182305 GLAXOSMITHKLINE BE

Filmtabletten PHARMACEUTICALS SA

REQUIP 2 mg FR/H/0111/004 38707.03.00 GLAXOSMITHKLINE GMBH DE

Filmtabletten & CO. KG

Requip 2 mg FR/H/0111/004 2009 08 0540 GLAXOSMITHKLINE LU

Filmtabletten PHARMACEUTICALS SA

REQUIP 2 mg tabletki FR/H/111/004 11113 GLAXOSMITHKLINE PL

powlekane

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

REQUIP 2 mg, FR/H/0111/004 NL21565 LABORATOIRE FR

comprimé pelliculé GLAXOSMITHKLINE

Requip 2, filmomhulde FR/H/0111/004 RVG 20764 GLAXOSMITHKLINE B.V. NL

tabletten

Requip 4 mg compresse FR/H/0111/008 032261240 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip 4 mg compresse FR/H/0111/008 032261253 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip 5 mg - FR/H/111/005 1-21712 GLAXOSMITHKLINE AT

Filmtabletten PHARMA GMBH.

Requip 5 mg compresse FR/H/111/005 032261164 LABORATOIRE IT

rivestite con film GLAXOSMITHKLINE

Requip 5 mg comprimés FR/H/111/005 BE184502 GLAXOSMITHKLINE BE

pelliculés PHARMACEUTICALS SA

Requip 5 mg comprimés FR/H/111/005 2009 08 0541 GLAXOSMITHKLINE LU

pelliculés PHARMACEUTICALS SA

REQUIP 5 mg FR/H/111/005 61.469 GLAXOSMITHKLINE S.A. ES

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

Requip 5 mg film- FR/H/0111/005 PA 1077/037/005 GLAXOSMITHKLINE 1E

coated tablets (IRELAND) LIMITED

Requip 5 mg FR/H/111/005 13226 GLAXOSMITHKLINE AB SE

filmdragerade tabletter

Requip 5 mg FR/H/111/005 BE184502 GLAXOSMITHKLINE BE

filmomhulde tabletten PHARMACEUTICALS SA

REQUIP 5 mg filmsko not available H/02/01344/006 GLAXOSMITHKLINE D.O.O. SI

obloZene tablete

Requip 5 mg not available OGYI-T-6200/18 GLAXOSMITHKLINE KFT. HU

filmtabletta

Requip 5 mg not available OGYI-T-6200/19 GLAXOSMITHKLINE KFT. HU

filmtabletta

Requip 5 mg FR/H/111/005 BE184502 GLAXOSMITHKLINE BE

Filmtabletten PHARMACEUTICALS SA

REQUIP 5 mg FR/H/0111/005 38707.04.00 GLAXOSMITHKLINE GMBH DE

Filmtabletten & CO. KG

Requip 5 mg FR/H/0111/005 2009 08 0541 GLAXOSMITHKLINE LU

Filmtabletten

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

REQUIP 5 mg tabletki FR/H/0111/005 11114 GLAXOSMITHKLINE PL

powlekane (IRELAND) LIMITED

REQUIP 5 mg, FR/H/0111/005 NL21566 LABORATOIRE FR

comprimé pelliculé GLAXOSMITHKLINE

Requip 5, filmomhulde FR/H/0111/005 RVG 20765 GLAXOSMITHKLINE B.V. NL

tabletten

Requip 8 mg compresse FR/H/0111/009 032261265 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip 8 mg compresse FR/H/0111/009 032261277 LABORATOIRE IT

a rilascio prolungato GLAXOSMITHKLINE

Requip Depot 2 mg FR/H/0111/006 23934 GLAXOSMITHKLINE OY FI

depottablett

Requip Depot 2 mg not available 06-3959 GLAXOSMITHKLINE AS NO

depottabletter

Requip Depot 2 mg FR/H/111/006 25843 GLAXOSMITHKLINE AB SE

depottabletter

Requip Depot 2 mg FR/H/0111/006 23934 GLAXOSMITHKLINE OY FI

depottabletti
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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

Requip Depot 2 mg not available 1S/1/07/164/01 GLAXOSMITHKLINE IS

fordatoflur PHARMA A/S

Requip Depot 4 mg FR/H/0111/008 23936 GLAXOSMITHKLINE OY FI

depottablett

Requip Depot 4 mg not available 06-3961 GLAXOSMITHKLINE AS NO
depottabletter

Requip Depot 4 mg FR/H/0111/008 25845 GLAXOSMITHKLINE AB SE
depottabletter

Requip Depot 4 mg FR/H/0111/008 23936 GLAXOSMITHKLINE OY FI

depottabletti

Requip Depot 4 mg not available 1S/1/07/164/03 GLAXOSMITHKLINE IS

fordatoflur PHARMA A/S

Requip Depot 8 mg FR/H/0111/009 23937 GLAXOSMITHKLINE OY FI

depottablett

Requip Depot 8 mg not available 06-3962 GLAXOSMITHKLINE AS NO
depottabletter

Requip Depot 8 mg FR/H/0111/009 25846 GLAXOSMITHKLINE AB SE

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

Requip Depot 8 mg FR/H/0111/009 23937 GLAXOSMITHKLINE OY FI
depottabletti
Requip Depot 8 mg not available 1S/1/07/164/04 GLAXOSMITHKLINE 1S
fordatoflur PHARMA A/S
Requip LP 2 mg FR/H/111/006 5080767 BEECHAM PORTUGUESA, PT
comprimidos de PRODUTOS
libertagd@o prolongada FARMACEUTICOS E

QUIMICOS, LDA
Requip LP 2 mg FR/H/0111/006 5073911 BEECHAM PORTUGUESA, PT
comprimidos de PRODUTOS
libertagcdo prolongada FARMACEUTICOS E

QUIMICOS, LDA
REQUIP LP 2 mg, FR/H/0111/006 NL32489 LABORATOIRE FR
comprimé a libération GLAXOSMITHKLINE
prolongée
Requip LP 4 mg FR/H/0111/008 5080809 BEECHAM PORTUGUESA, PT
comprimidos de PRODUTOS
libertagd@o prolongada FARMACEUTICOS E

QUIMICOS, LDA
Requip LP 4 mg FR/H/111/008 5073929 BEECHAM PORTUGUESA, PT
comprimidos de PRODUTOS
libertagcdo prolongada FARMACEUTICOS E

QUIMICOS, LDA
REQUIP LP 4 mg, FR/H/111/008 NL32491 LABORATOIRE FR
comprimé a libération GLAXOSMITHKLINE
prolongée
Requip LP 8 mg FR/H/0111/009 5080817 BEECHAM PORTUGUESA, PT

comprimidos de
libertagcdao prolongada

PRODUTOS
FARMACEUTICOS E
QuiMICOS, LDA
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Requip LP 8 mg FR/H/111/009 5073937 BEECHAM PORTUGUESA, PT
comprimidos de PRODUTOS
libertacdao prolongada FARMACEUTICOS E
QUIMICOS, LDA
REQUIP LP 8 mg, FR/H/0111/009 NL32492 LABORATOIRE FR
comprimé a libération GLAXOSMITHKLINE
prolongée
Requip Modutab 2 mg not available UP/I-530-09/13-02/392 GLAXOSMITHKLINE D.O.O. HR
tablete s produljenim
oslobadanjem
Requip Modutab 2 mg not available 27/461/07-C GLAXOSMITHKLINE cz
tablety s prodlouzenym (IRELAND) LIMITED
uvolfiovanim
Requip Modutab 4 mg not available UP/I-530-09/13-02/393 GLAXOSMITHKLINE D.O.O. HR
tablete s produljenim
oslobadanjem
Requip Modutab 4 mg not available 27/463/07-C GLAXOSMITHKLINE Ccz
tablety s prodlouzenym (IRELAND) LIMITED
uvolfiovanim
Requip Modutab 8 mg not available UP/1-530-09/13-02/394 GLAXOSMITHKLINE D.O.O. HR
tablete s produljenim
oslobadanjem
Requip Modutab 8 mg not available 27/464/07-C GLAXOSMITHKLINE Ccz
tablety s prodlouzenym (IRELAND) LIMITED
uvolfovanim
Requip XL 2 mg not available PL 10592/0293 SMITHKLINE BEECHAM LTD UK

prolonged-release
tablets.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation number member state product is authorised
Requip XL 2 mg diokia FR/H/0111/006 2330606 GLAXOSMITHKLINE AEBE GR
NnapaTeTapevng
anodéopeuong.
Requip XL 4 mg not available PL 10592/0295 SMITHKLINE BEECHAM LTD UK
prolonged-release
tablets.
Requip XL 4 mg diokia FR/H/0111/008 2330608 GLAXOSMITHKLINE AEBE GR
NapaTeTapevng
anod&gpeuong.
Requip XL 8 mg not available PL 10592/0296 SMITHKLINE BEECHAM LTD UK
prolonged-release
tablets.
Requip XL 8 mg diokia FR/H/0111/009 2330609 GLAXOSMITHKLINE AEBE GR
NapaTeTapevng
anod&gpeuong.
Requip-Modutab 2 mg - FR/H/0111/006 1-27360 GLAXOSMITHKLINE AT
Retardtabletten PHARMA GMBH.
Requip-Modutab 2 mg not available 842/2008/05 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED
prelungita
Requip-Modutab 2 mg not available 842/2008/06 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED
prelungita
Requip-Modutab 2 mg not available 842/2008/07 GLAXOSMITHKLINE RO

comprimate cu eliberare
prelungita

(IRELAND) LIMITED
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Requip-Modutab 2 mg not available 842/2008/08 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

Requip-Modutab 2 mg not available 842/2008/01 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

Requip-Modutab 2 mg not available 842/2008/02 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

Requip-Modutab 2 mg not available 842/2008/03 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungitd

Requip-Modutab 2 mg not available 842/2008/04 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungitd

REQUIP-MODUTAB 2 FR/H/0111/006 BE316531 GLAXOSMITHKLINE BE
mg comprimés a PHARMACEUTICALS SA

libération prolongée.

REQUIP-MODUTAB 2 FR/H/111/006 2008 06 0006 GLAXOSMITHKLINE LU
mg comprimés a PHARMACEUTICALS SA

libération prolongée.

Requip-Modutab 2 mg not available 06-0261 GLAXOSMITHKLINE LATVIA LV
ilgstosas darbibas SIA

tabletes

Requip-Modutab 2 mg FR/H/0111/006 PA 1077/037/006 GLAXOSMITHKLINE IE

prolonged-release
tablets

(IRELAND) LIMITED
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REQUIP-MODUTAB 2 FR/H/255/006 MA192/00106 GLAXOSMITHKLINE MT

mg prolonged-release
tablets

(IRELAND) LIMITED

Requip-Modutab 2 mg not available OGYI-T-6200/03 GLAXOSMITHKLINE KFT. HU
retard filmtabletta

Requip-Modutab 2 mg not available OGYI-T-6200/04 GLAXOSMITHKLINE KFT. HU
retard filmtabletta

Requip-Modutab 2 mg not available OGYI-T-6200/20 GLAXOSMITHKLINE KFT. HU
retard filmtabletta

REQUIP-MODUTAB 2 FR/H/111/006 BE316531 GLAXOSMITHKLINE BE
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-MODUTAB 2 FR/H/0111/006 69867.00.00 GLAXOSMITHKLINE GMBH DE
mg Retardtabletten & CO. KG

REQUIP-MODUTAB 2 FR/H/0111/006 2008060006 GLAXOSMITHKLINE LU
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-Modutab 2 mg not available H/02/01344/007 GLAXOSMITHKLINE D.O.O. SI
tablete s podaljSanim

sproscanjem

REQUIP-Modutab 2 mg not available H/02/01344/010 GLAXOSMITHKLINE D.O.O. SI

tablete s podaljSanim
sproscanjem
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REQUIP-MODUTAB 2 FR/H/111/006 BE316531 GLAXOSMITHKLINE BE
mg tabletten met PHARMACEUTICALS SA
verlengde afgifte
Requip-Modutab 2 mg FR/H/0111/006 RVG 100571 GLAXOSMITHKLINE B.V. NL
tabletten met verlengde
afgifte
REQUIP-MODUTAB 2 not available 27/0311/06-S GLAXOSMITHKLINE SK
mg tablety s SLOVAKIA S.R.O.
predlzenym
uvolnovanim
Requip-Modutab 2 mg not available 532306 GLAXOSMITHKLINE EE
toimeainet (IRELAND) LIMITED
prolongeeritult
vabastavad tabletid
Requip-Modutab 4 mg - FR/H/0111/008 1-27362 GLAXOSMITHKLINE AT
Retardtabletten PHARMA GMBH.
Requip-Modutab 4 mg not available 844/2008/01 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED
prelungita
Requip-Modutab 4 mg not available 844/2008/03 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED
prelungitd
Requip-Modutab 4 mg not available 844/2008/04 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED
prelungita
Requip-Modutab 4 mg not available 844/2008/02 GLAXOSMITHKLINE RO

comprimate cu eliberare
prelungita

(IRELAND) LIMITED
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REQUIP-MODUTAB 4 FR/H/0111/008 2008 06 0008 GLAXOSMITHKLINE LU
mg comprimés a PHARMACEUTICALS SA
libération prolongée
REQUIP-MODUTAB 4 FR/H/0111/008 BE316556 GLAXOSMITHKLINE BE
mg comprimés a PHARMACEUTICALS SA
libération prolongée.
Requip-Modutab 4 mg not available 06-0263 GLAXOSMITHKLINE LATVIA LV
ilgstosas darbibas SIA
tabletes
Requip-Modutab 4 mg FR/H/0111/008 PA 1077/037/008 GLAXOSMITHKLINE 1IE
prolonged-release (IRELAND) LIMITED
tablets
REQUIP-MODUTAB 4 FR/H/255/008 MA192/00108 GLAXOSMITHKLINE MT
mg prolonged-release (IRELAND) LIMITED
tablets
Requip-Modutab 4 mg not available OGYI-T-6200/05 GLAXOSMITHKLINE KFT. HU
retard filmtabletta
Requip-Modutab 4 mg not available OGYI-T-6200/21 GLAXOSMITHKLINE KFT. HU
retard filmtabletta
REQUIP-MODUTAB 4 FR/H/111/008 BE316556 GLAXOSMITHKLINE BE
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-MODUTAB 4 FR/H/111/008 69869.00.00 GLAXOSMITHKLINE GMBH DE

mg Retardtabletten

& CO. KG
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REQUIP-MODUTAB 4 FR/H/0111/008 2008060008 GLAXOSMITHKLINE LU
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-Modutab 4 mg not available H/02/01344/011 GLAXOSMITHKLINE D.O.O. SI
tablete s podaljsanim
sproscanjem
REQUIP-Modutab 4 mg not available H/02/01344/008 GLAXOSMITHKLINE D.O.O. SI
tablete s podaljSanim
sproscanjem
REQUIP-MODUTAB 4 FR/H/111/008 BE316556 GLAXOSMITHKLINE BE
mg tabletten met PHARMACEUTICALS SA
verlengde afgifte
Requip-Modutab 4 mg FR/H/0111/008 RVG 100574 GLAXOSMITHKLINE B.V. NL
tabletten met verlengde
afgifte
REQUIP-MODUTAB 4 not available 27/0313/06-S GLAXOSMITHKLINE SK
mg tablety s SLOVAKIA S.R.O.
predizenym
uvolfiovanim
Requip-Modutab 4 mg not available 532106 GLAXOSMITHKLINE EE
toimeainet (IRELAND) LIMITED
prolongeeritult
vabastavad tabletid
Requip-Modutab 8 mg - FR/H/0111/009 1-27364 GLAXOSMITHKLINE AT
Retardtabletten PHARMA GMBH.
Requip-Modutab 8 mg not available 845/2008/03 GLAXOSMITHKLINE RO

comprimate cu eliberare
prelungita

(IRELAND) LIMITED
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Requip-Modutab 8 mg not available 845/2008/04 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

Requip-Modutab 8 mg not available 845/2008/02 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

Requip-Modutab 8 mg not available 845/2008/01 GLAXOSMITHKLINE RO
comprimate cu eliberare (IRELAND) LIMITED

prelungita

REQUIP-MODUTAB 8 FR/H/0111/009 BE316565 GLAXOSMITHKLINE BE
mg comprimés a PHARMACEUTICALS SA

libération prolongée

REQUIP-MODUTAB 8 FR/H/0111/009 2008 06 0004 GLAXOSMITHKLINE LU
mg comprimés a PHARMACEUTICALS SA

libération prolongée

Requip-Modutab 8 mg not available 06-0264 GLAXOSMITHKLINE LATVIA LV
ilgstosas darbibas SIA

tabletes

Requip-Modutab 8 mg FR/H/0111/009 PA 1077/037/009 GLAXOSMITHKLINE IE
prolonged-release (IRELAND) LIMITED

tablets

REQUIP-MODUTAB 8 FR/H/255/009 MA192/00109 GLAXOSMITHKLINE MT
mg prolonged-release (IRELAND) LIMITED

tablets

Requip-Modutab 8 mg not available OGYI-T-6200/22 GLAXOSMITHKLINE KFT. HU

retard filmtabletta
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Requip-Modutab 8 mg
retard filmtabletta

not available

OGYI-T-6200/06

GLAXOSMITHKLINE KFT.

HU

REQUIP-MODUTAB 8 FR/H/111/009 BE 316565 GLAXOSMITHKLINE BE
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-MODUTAB 8 FR/H/0111/009 69870.00.00 GLAXOSMITHKLINE GMBH DE
mg Retardtabletten & CO. KG

REQUIP-MODUTAB 8 FR/H/0111/009 2008060004 GLAXOSMITHKLINE LU
mg Retardtabletten PHARMACEUTICALS SA
REQUIP-Modutab 8 mg not available H/02/01344/012 GLAXOSMITHKLINE D.O.O. SI
tablete s podaljsanim

sproscanjem

REQUIP-Modutab 8 mg not available H/02/01344/009 GLAXOSMITHKLINE D.O.O. SI
tablete s podaljSanim

sproscanjem

REQUIP-MODUTAB 8 FR/H/111/009 BE316565 GLAXOSMITHKLINE BE
mg tabletten met PHARMACEUTICALS SA

verlengde afgifte

Requip-Modutab 8 mg FR/H/0111/009 RVG 100576 GLAXOSMITHKLINE B.V. NL
tabletten met verlengde

afgifte

REQUIP-MODUTAB 8 not available 27/0314/06-S GLAXOSMITHKLINE SK

mg tablety s
predlzenym
uvolfiovanim

SLOVAKIA S.R.O.
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Requip-Modutab 8 mg not available 532006 GLAXOSMITHKLINE EE
toimeainet (IRELAND) LIMITED

prolongeeritult

vabastavad tabletid

Requip-Modutab, 2 mg, FR/H/0255/006 14577 GLAXOSMITHKLINE PL
tabletki o przedtuzonym (IRELAND) LIMITED

uwalnianiu

Requip-Modutab, 4 mg, FR/H/0255/008 14579 GLAXOSMITHKLINE PL
tabletki o przedtuzonym (IRELAND) LIMITED

uwalnianiu

Requip-Modutab, 8 mg, FR/H/255/009 14580 GLAXOSMITHKLINE PL
tabletki o przedtuzonym (IRELAND) LIMITED

uwalnianiu

REQUIP-PROLIB 2 mg FR/H/111/006 69.700 GLAXOSMITHKLINE S.A. ES
comprimidos de

liberacion prolongada

REQUIP-PROLIB 4 mg FR/H/111/008 69.701 GLAXOSMITHKLINE S.A. ES
comprimidos de

liberacion prolongada

REQUIP-PROLIB 8 mg FR/H/0111/009 69.702 GLAXOSMITHKLINE S.A. ES
comprimidos de

liberacion prolongada

Ropilynz XL 2 mg not available PL 35507/0153 LUPIN HEALTHCARE (UK) UK
prolonged-release LIMITED

tablets

Ropilynz XL 4 mg not available PL 35507/0154 LUPIN HEALTHCARE (UK) UK

prolonged-release
tablets

LIMITED
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Ropilynz XL 8 mg
prolonged-release
tablets

not available

PL 35507/0155

LUPIN HEALTHCARE (UK)
LIMITED

UK

Ropinict DK/H/1031/006 45562 SANDOZ A/S DK
Ropinict DK/H/1031/007 45563 SANDOZ A/S DK
Ropinirol - 1 A Pharma not available 71161.00.00 1 A PHARMA GMBH DE
3 mg Filmtabletten

Ropinirol - 1 A Pharma not available 71162.00.00 1 A PHARMA GMBH DE
4 mg Filmtabletten

Ropinirol “Actavis”, DK/H/2042/004 47982 ACTAVIS GROUP PTC EHF. DK
depottabletter

Ropinirol Genedec 3 mg not available 5099304 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol Genedec 3 mg not available 5099437 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol Genedec 3 mg not available 5099270 DECOMED FARMACEUTICA, PT

comprimidos revestidos
por pelicula

S.A.
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Ropinirol Genedec 4 mg not available 5099320 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol Genedec 4 mg not available 5099452 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol Genedec 4 mg not available 5099460 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol Genedec 4 mg not available 5099312 DECOMED FARMACEUTICA, PT
comprimidos revestidos S.A.

por pelicula

Ropinirol STADA 3 mg DE/H/1052/005 68829.00.00 STADAPHARM GMBH DE
Filmtabletten

Ropinirol STADA 4 mg DE/H/1052/006 68830.00.00 STADAPHARM GMBH DE
Filmtabletten

ROPINIROLE EG 0,25 DE/H/1052/001 NL34106 EG LABO LABORATOIRES FR
mg, comprimé pelliculé EUROGENERICS

ROPINIROLE EG 0,5 DE/H/1052/002 NL34107 EG LABO LABORATOIRES FR
mg, comprimé pelliculé EUROGENERICS

ROPINIROLE EG 1 mg, DE/H/1052/003 NL34108 EG LABO LABORATOIRES FR

comprimé pelliculé

EUROGENERICS
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ROPINIROLE EG 2 mg, DE/H/1052/004 NL34109 EG LABO LABORATOIRES FR

comprimé pelliculé EUROGENERICS

ROPINIROLE EG 5 mg, DE/H/1052/007 NL34110 EG LABO LABORATOIRES FR

comprimé pelliculé EUROGENERICS

ROPINIROLE PAUCOURT FR/H/0255/006 NL32485 LABORATOIRES PAUCOURT FR

LP 2 mg, comprimé a

libération prolongée

ROPINIROLE PAUCOURT FR/H/0255/008 NL32487 LABORATOIRES PAUCOURT FR

LP 4 mg, comprimé a

libération prolongée

ROPINIROLE PAUCOURT FR/H/0255/009 NL32488 LABORATOIRES PAUCOURT FR

LP 8 mg, comprimé a

libération prolongée

Ropinirol-neuraxpharm not available 68843.00.00 NEURAXPHARM DE

3 mg Filmtabletten ARZNEIMITTEL GMBH

Ropinirol-neuraxpharm not available 68844.00.00 NEURAXPHARM DE

4 mg Filmtabletten ARZNEIMITTEL GMBH

Sindranol3 mg tablety s DE/H/2132/002 27/0020/12-S EGIS PHARMACEUTICALS SK

predlZzenym
uvol'novanim

PLC
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