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mg/ml Gel zur intestinalen
Anwendung

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

Co-Careldopa 10 mg / 100 | not available PL 17780/1127 ZENTIVA PHARMA UK XI

mg tablets LIMITED

Co-Careldopa 12.5 mg / not available PL 17780/1129 ZENTIVA PHARMA UK XI

50 mg tablets LIMITED

Co-Careldopa 25 mg / 100 | not available PL 17780/1130 ZENTIVA PHARMA UK XI

mg tablets LIMITED

Co-Careldopa 25 mg / 250 | not available PL 17780/1128 ZENTIVA PHARMA UK XI

mg tablets LIMITED

Duodopa 20 mg/ml + 5 SE/H/0415/001 19170 ABBVIE OY FI

mg/ml geeli suoleen

Duodopa 20 mg/ml + 5 SE/H/0415/001 66.547 ABBVIE SPAIN S.L.U. ES

mg/ml gel intestinal

Duodopa 20 mg/ml + 5 SE/H/0415/001 5135587 ABBVIE, LDA. PT

mg/ml gel intestinal

Duodopa 20 mg/ml + 5 SE/H/0415/001 12111/2019/01 ABBVIE DEUTSCHLAND RO

mg/ml gel intestinal GMBH & CO. KG

Duodopa 20 mg/ml + 5 SE/H/0415/001 036885010 ABBVIE S.R.L. IT

mg/ml gel intestinale

Duodopa 20 mg/ml + 5 SE/H/0415/001 1-25624 ABBVIE GMBH AT

mg/ml Gel zur intestinalen

Anwendung

Duodopa 20 mg/ml + 5 SE/H/0415/001 59725.00.00 ABBVIE DEUTSCHLAND DE

GMBH & 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 member state product is authorised
number

Duodopa 20 mg/ml + 5 SE/H/0415/001 1-25624 ABBVIE GMBH LI

mg/ml Gel zur intestinalen

Anwendung

Duodopa 20 mg/ml + 5 SE/H/0415/001 19170 ABBVIE OY FI

mg/ml intestinal gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 PA1824/002/001 ABBVIE LIMITED 1IE

mg/ml intestinal gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 19210 ABBVIE AB SE

mg/ml intestinal gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 PL 41042/0001 ABBVIE LTD (UK) XI

mg/ml intestinal gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 RVG 30589 ABBVIE B.V. NL

mg/ml intestinale gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 04-2473 ABBVIE AS NO

mg/ml intestinalgel

Duodopa 20 mg/ml + 5 SE/H/0415/001 HR-H-753613005 ABBVIE D.0.0O. (CROATIA) HR

mg/ml intestinalni gel

Duodopa 20 mg/ml + 5 SE/H/0415/001 H/05/00514/001 ABB\{IE BIOFARMACEVTSKA SI

mg/ml intestinalni gel DRUZBA D.O.O.

Duodopa 20 mg/ml + 5 SE/H/0415/001 27/391/05-C ABBVIE S.R.O. (CZECH Ccz

mg/ml intestinaini gel REPUBLIC)

Duodopa 20 mg/ml + 5 SE/H/0415/001 05-0485 ABBVIE SIA LV

mg/ml intestinals gels

Duodopa 20 mg/ml + 5 SE/H/0415/001 OGYI-T-10543/01 ABBVIE KFT HU
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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

mg/ml intesztinalis gél

Duodopa 20 mg/ml + 5 SE/H/0415/001 1S/1/05/044/01 ABBVIE A/S IS

mg/ml parmahlaup

Duodopa 20 mg/ml + 5 SE/H/0415/001 019725 ABBVIE PHARMACEUTICALS CcY

mg/ml evTepIKN YEAN S.A.

Duodopa 20 mg/ml + 5 SE/H/0415/001 17901/19-2-2024 ABBVIE PHARMACEUTICALS GR

mg/ml evTepIKn YEAN S.A.

Duodopa 20 mg/ml + 5 SE/H/0415/001 BE276814 ABBVIE S.A. BE

mg/ml, gel intestinal

DUODOPA 20 mg/ml + 5 SE/H/0415/001 34009 3651100 2 ABBVIE FR

mg/ml, gel intestinal

Duodopa 20 mg/ml + 5 SE/H/0415/001 2010010643 ABBVIE S.A. LU

mg/ml, gel intestinal

Duodopa 20 mg/ml + 5 SE/H/0415/001 BE276814 ABBVIE S.A. BE

mg/ml, Gel zur

intestinalen Anwendung

Duodopa 20 mg/ml + 5 SE/H/0415/001 2010010643 ABBVIE S.A. LU

mg/ml, Gel zur

intestinalen Anwendung

Duodopa 20 mg/ml + 5 SE/H/0415/001 BE276814 ABBVIE S.A. BE

mg/ml, intestinale gel

Duodopa 20/5mg/ml SE/H/0415/001 LT/1/05/0331/001 ABBVIE SIA LT

zarnyno gelis

Duodopa 240 mg /12 SE/H/0415/003 LT/1/23/5106/001 ABBVIE SIA 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

mg/ml infuzinis tirpalas

Duodopa 240 mg/ml + 12 SE/H/0415/003 RVG 128752 ABBVIE B.V. NL

mg/ml oplossing voor

infusie

Duodopa 240 mg/ml + 12 SE/H/0415/003 5844550 ABBVIE, LDA. PT

mg/ml solucdo para

perfusdo

Duodopa 240 mg/ml + 12 SE/H/0415/003 88677 ABBVIE SPAIN S.L.U. ES

mg/ml solucién para

perfusion

Duodopa 240 mg/ml + 12 SE/H/0415/003 036885034 ABBVIE S.R.L. IT

mg/ml soluzione per

infusione

Duodopa intestinalny gél SE/H/0415/001 27/0389/05-S ABBVIE S.R.0. (SLOVAKIA) SK

20 mg/ml + 5 mg/ml

Duodopa SC 240 mg/ml + | SE/H/0415/003 27/341/21-C ABBVIE S.R.0. (CZECH cz

12 mg/ml infuzni roztok REPUBLIC)

Duodopa SC 240 mg/ml + | SE/H/0415/003 27/0091/23-S ABBVIE S.R.0. (SLOVAKIA) SK

12 mg/ml inflzny roztok

Duodopa, 20 mg/ml + 5 SE/H/0415/001 502105 ABBVIE SIA EE

mg/ml intestinaalgeel

Duodopa, 20 mg/ml + 5 SE/H/0415/001 11929 ABBVIE SP. Z 0.0. PL

mg/ml, zel dojelitowy

Duodopa, enteralgel SE/H/0415/001 36377 ABBVIE A/S DK
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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

Duodopa, infusionsvaeske, SE/H/0415/003 66549 ABBVIE A/S DK

oplgsning

Flexilev 5 mg/1,25 mg SE/H/1560/001 15-10951 NAVAMEDIC ASA NO

dispergerbare tabletter til
dosedispenser

Flexilev 5 mg/1,25 mg, SE/H/1560/001 47278 NAVAMEDIC ASA SE
dispergerbara tabletter for
dosdispenser

Flexilev, dispergible SE/H/1560/001 56874 NAVAMEDIC ASA DK
tabletter til dosisdispenser

HALF SINEMET CR not available PA 23198/004/006 ORGANON PHARMA 1IE
25mg/100mg Prolonged- (IRELAND) LIMITED

Release Tablets

HALF SINEMET CR not available PA 23198/004/006 ORGANON PHARMA 1IE
25mg/100mg Prolonged- (IRELAND) LIMITED

Release Tablets

HALF SINEMET® CR 25 not available PL 00025/0287 ORGANON PHARMA (UK) XI
mg/100 mg Prolonged- LIMITED

Release Tablets

NACOM® 100 mg/25 mg not available 27846.00.00 ORGANONHEALTHCARE DE
Retardtabletten; GMBH

Wirkstoffe: Levodopa und

Carbidopa

NACOM® 100 mg/25 mg not available 3026.00.00 ORGANONHEALTHCARE DE
Tabletten; Wirkstoffe: GMBH

Levodopa und Carbidopa
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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

NACOM® 200 mg/50 mg not available 25779.00.00 ORGANONHEALTHCARE DE

Retardtabletten; GMBH

Wirkstoffe: Levodopa und

Carbidopa

NACOM® 250 mg/25 mg not available 6323039.00.00 ORGANONHEALTHCARE DE

Tabletten; Wirkstoffe: GMBH

Levodopa und Carbidopa

Nakom 250 mg/25 mg not available H/92/01076/001 LEK PHARMACEUTICALS D.D. | SI

tablete LJUBLJANA

Nakom mite 100 mg/25 not available H/92/01076/002 LEK PHARMACEUTICALS D.D. | SI

mg tablete LJUBLJANA

Precifit 5 mg/1,25 mg SE/H/1560/001 33756 ORION CORPORATION FI

dispergoituva tabletti
annostelulaitteeseen

Precifit 5 mg/1,25 mg SE/H/1560/001 33756 ORION CORPORATION FI
dispergoituva tabletti
annostelulaitteeseen

Precifit 5 mg/1,25 mg SE/H/1560/001 Z.NR.: 137467 ORION CORPORATION AT
Tabletten zur Herstellung
einer Suspension zum
Einnehmen flr ein
Dosiergerat

Precifit 5 mg/1,25 mg, SE/H/1560/001 33756 ORION CORPORATION FI
dispergerbara tabletter for
dosdispenser

Precifit 5 mg/1,25 mg, SE/H/1560/001 33756 ORION CORPORATION FI
dispergerbara tabletter for
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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

dosdispenser

Precifit 5 mg/1.25 mg SE/H/1560/001 PL 27925/0134 ORION CORPORATION XI

dispersible tablet for dose

dispenser

Precifit 5 mg/1.25 mg SE/H/1560/001 PL 27925/0134 ORION CORPORATION XI

dispersible tablet for dose

dispenser

Precifit, 5 mg + 1,25 mg, SE/H/1560/001 POZWOLENIE NR 24975 ORION CORPORATION PL

tabletka do sporzadzania

zawiesiny, do dozownika

Produodopa 240 mg/ml + SE/H/0415/003 141371 ABBVIE GMBH AT

12 mg/ml Infusionslésung

Produodopa 240 mg/ml + SE/H/0415/003 BE660571 ABBVIE S.A. BE

12 mg/ml Infusionslésung

Produodopa 240 mg/ml + SE/H/0415/003 7005976.00.00 ABBVIE DEUTSCHLAND DE

12 mg/ml Infusionslésung GMBH & CO. KG

Produodopa 240 mg/ml + SE/H/0415/003 141371 ABBVIE GMBH LI

12 mg/ml Infusionslésung

Produodopa 240 mg/ml + SE/H/0415/003 2022110244 ABBVIE S.A. LU

12 mg/ml Infusionslésung

Produodopa 240 mg/ml + SE/H/0415/003 39796 ABBVIE OY FI

12 mg/ml infusionsvatska,

I6sning

Produodopa 240 mg/ml + SE/H/0415/003 62386 ABBVIE AB SE

12 mg/ml infusionsvatska,
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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

[6sning

Produodopa 240 mg/ml + SE/H/0415/003 21-14211 ABBVIE AS NO

12 mg/ml infusjonsvaeske,

oppl@sning

Produodopa 240 mg/ml + SE/H/0415/003 39796 ABBVIE OY FI

12 mg/ml infuusioneste,

liuos

Produodopa 240 mg/ml + SE/H/0415/003 1S/1/22/069/01 ABBVIE A/S IS

12 mg/ml innrennslislyf,

lausn

Produodopa 240 mg/ml + SE/H/0415/003 OGYI-T-10543/02 ABBVIE KFT HU

12 mg/ml oldatos inflzié

Produodopa 240 mg/ml + SE/H/0415/003 BE660571 ABBVIE S.A. BE

12 mg/ml oplossing voor

infusie

Produodopa 240 mg/ml + SE/H/0415/003 HR-H-382772882 ABBVIE D.0O.0. (CROATIA) HR

12 mg/ml otopina za

infuziju

Produodopa 240 mg/ml + SE/H/0415/003 H/05/00514/002 ABBVIE BIOFARMACEVTSKA SI

12 mg/ml raztopina za DRUZBA D.O.O.

infundiranje

Produodopa 240 mg/ml + SE/H/0415/003 14682/2022/01 ABBVIE DEUTSCHLAND RO

12 mg/ml solutie GMBH & CO. KG

perfuzabild

Produodopa 240 mg/ml + SE/H/0415/003 PA1824/002/003 ABBVIE LIMITED IE

12 mg/ml solution for
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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

infusion

Produodopa 240 mg/ml + SE/H/0415/003 BE660571 ABBVIE S.A. BE
12 mg/ml solution pour
perfusion

Produodopa 240 mg/ml + SE/H/0415/003 2022110244 ABBVIE S.A. LU
12 mg/ml solution pour
perfusion

Produodopa 240 mg/ml + SE/H/0415/003 023723 ABBVIE PHARMACEUTICALS CY
12 mg/ml didAupa yia S.A.

£€yxuon

Produodopa 240 mg/ml + SE/H/0415/003 105955/12-09-2024 ABBVIE PHARMACEUTICALS GR
12 mg/ml didAupa yia S.A.

gyxuon

Produodopa, 240 mg/ml + | SE/H/0415/003 1074522 ABBVIE SIA EE
12 mg/ml infusioonilahus

Produodopa, 240 mg/ml + | SE/H/0415/003 27625 ABBVIE SP. Z O.0. PL
12 mg/ml, roztwér do
infuzji

SCYOVA 240 mg/mL + 12 SE/H/0415/003 34009 3027908 3 ABBVIE FR
mg/mL, solution pour
perfusion

SINEMET 100 mg + 25 mg | not available 023145028 ORGANON ITALIA S.R.L. IT
compresse

SINEMET 100 mg + 25 mg | not available 023145042 ORGANON ITALIA S.R.L. IT
compresse a rilascio
modificato
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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
SINEMET 100 mg/10 mg, not available 34009 32008056 ORGANON FRANCE FR
comprimé
SINEMET 100 mg/10 mg, not available 34009 32008056 ORGANON FRANCE FR
comprimé
Sinemet 10mg/100mg not available PA 23198/004/002 ORGANON PHARMA 1E
Tablets (IRELAND) LIMITED
SINEMET 110, tabletten not available RVG 06706 N.V. ORGANON NL
SINEMET 12,5 mg/50 mg not available 9753 N.V. ORGANON FI
tabletit
Sinemet 12,5 mg/50 mg not available 10859 N.V. ORGANON SE
tablett
SINEMET 12,5 mg/50 mg not available 9753 N.V. ORGANON FI
TABLETTER
Sinemet 12,5 mg/50 mg not available 7284 N.V. ORGANON NO
tabletter
Sinemet 12,5 mg/50 mg not available 1S/1/15/061/01 N.V. ORGANON IS
toflur
Sinemet 12,5/50, tabletter | not available 12970 N.V. ORGANON DK
Sinemet 12,5/50, tabletter | not available 12970 N.V. ORGANON DK
Sinemet 12.5mg/50mg not available PA 23198/004/001 ORGANON PHARMA IE
Tablets (IRELAND) LIMITED
SINEMET 125, tabletten not available RVG 08740 N.V. ORGANON NL
SINEMET 200 mg + 50 mg | not available 023145030 ORGANON ITALIA S.R.L. IT

compresse a rilascio

List of nationally authorised medicinal products

EMADOC-1700519818-3308153

Page 11/21




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

modificato
SINEMET 25 mg/100 mg not available 8298 N.V. ORGANON FI
tabletit
Sinemet 25 mg/100 mg not available 10860 N.V. ORGANON SE
tablett
SINEMET 25 mg/100 mg not available 8298 N.V. ORGANON FI
TABLETTER
Sinemet 25 mg/100 mg not available 6575 N.V. ORGANON NO
tabletter
Sinemet 25 mg/100 mg not available 833135 N.V. ORGANON IS
toflur
Sinemet 25 mg/100 mg- not available 1-18655 ORGANONHEALTHCARE AT
Tabletten GMBH
Sinemet 25 mg/250 mg not available 51794 ORGANONSALUD, S.L. ES
comprimidos
Sinemet 25 mg/250 mg- not available 15.715 ORGANONHEALTHCARE AT
Tabletten GMBH
Sinemet 25/100 25 mg + not available 8372524 ORGANON PORTUGAL, PT
100 mg comprimidos SOCIEDADE UNIPESSOAL

LDA.
Sinemet 25/100 25 mg + not available 8372532 ORGANON PORTUGAL, PT
100 mg comprimidos SOCIEDADE UNIPESSOAL

LDA.
SINEMET 25/100 25 not available 380502 N.V. ORGANON EE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/100 mg tabletid

SINEMET 25/100 mg not available LT/1/93/0358/003 N.V. ORGANON LT
tabletés
SINEMET 25/100 mg not available LT/1/93/0358/009 N.V. ORGANON LT
tabletés
Sinemet 25/100, tabletter | not available 11206 N.V. ORGANON DK
Sinemet 25/100, tabletter not available 11206 N.V. ORGANON DK
Sinemet 25/250 25 mg + not available 8372540 ORGANON PORTUGAL, PT
250 mg comprimidos SOCIEDADE UNIPESSOAL

LDA.
Sinemet 25/250 25 mg + not available 8372557 ORGANON PORTUGAL, PT
250 mg comprimidos SOCIEDADE UNIPESSOAL

LDA.
SINEMET 25/250 25 not available 090494 N.V. ORGANON EE
mg/250 mg tabletid
SINEMET 25/250 mg not available LT/1/93/0358/001 N.V. ORGANON LT
tabletés
SINEMET 25/250 mg not available LT/1/93/0358/002 N.V. ORGANON LT
tabletes
SINEMET 250 mg + 25 mg | not available 023145016 ORGANON ITALIA S.R.L. IT
compresse
SINEMET 250 mg/25 mg, not available 34009 317 246 3 6 ORGANON FRANCE FR
comprimé sécable
SINEMET 250 mg/25 mg, not available 34009 317 246 3 6 ORGANON FRANCE FR
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimé sécable

Sinemet 25mg/250mg not available PA 23198/004/004 ORGANON PHARMA 1E
Tablets (IRELAND) LIMITED

SINEMET 275, tabletten not available RVG 06707 N.V. ORGANON NL
SINEMET 62,5, tabletten not available RVG 12858 N.V. ORGANON NL
SINEMET CR 125, not available RVG 15175 N.V. ORGANON NL
tabletten

SINEMET CR 250, not available RVG 13706 N.V. ORGANON NL
tabletten

Sinemet CR 50 + 200 mg not available 8372565 ORGANON PORTUGAL, PT
comprimidos de libertagao SOCIEDADE UNIPESSOAL
prolongada LDA.

Sinemet CR 50 + 200 mg not available 8372573 ORGANON PORTUGAL, PT
comprimidos de libertagao SOCIEDADE UNIPESSOAL
prolongada LDA.

SINEMET CR 50mg/200mg | not available PA 23198/004/005 ORGANON PHARMA IE
Prolonged-release Tablets (IRELAND) LIMITED

SINEMET CR 50mg/200mg | not available PA 23198/004/005 ORGANON PHARMA IE
Prolonged-release Tablets (IRELAND) LIMITED

SINEMET DEPOT 50 not available 10211 N.V. ORGANON FI
mg/200 mg depottabletit

Sinemet depot 50 mg/200 | not available 10211 N.V. ORGANON FI
mg depottabletter

Sinemet Depot Mite 25 not available 8106 N.V. ORGANON NO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

mg/100 mg depottabletter

SINEMET DEPOT MITE 25
mg/100 mg
FORDATOFLUR

not available

910001

N.V. ORGANON

IS

Sinemet Depot Mite,
depottabletter

not available

14211

N.V. ORGANON

DK

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553760

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553821

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553999

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 3355407 1

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 335541 32

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 3355436 1

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération

not available

34009 335 664 8 7

ORGANON FRANCE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

prolongée

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 335 6654 8

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553760

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553821

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33553999

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33554071

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 335541 32

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 33554361

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération
prolongée

not available

34009 335 664 8 7

ORGANON FRANCE

FR

SINEMET LP 100 mg/25
mg, comprimé a libération

not available

34009 3356654 8

ORGANON FRANCE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

prolongée

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 258 6 9

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 25920

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 260 0 2

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 26170

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 262 3 1

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 264 6 0

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 33569211

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 33569389

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération

not available

34009 334 258 6 9

ORGANON FRANCE

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

prolongée

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 25920

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 260 0 2

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 26170

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 262 3 1

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 334 264 6 0

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 33569211

ORGANON FRANCE

FR

SINEMET LP 200 mg/50
mg, comprimé a libération
prolongée

not available

34009 33569389

ORGANON FRANCE

FR

Sinemet Plus 25 mg/100
mg comprimidos

not available

55866

ORGANONSALUD, S.L.

ES

Sinemet Plus
25mg/100mg Tablets

not available

PA 23198/004/003

ORGANON PHARMA
(IRELAND) LIMITED

IE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Sinemet Plus Retard 25
mg/100 mg comprimidos
de liberacion prolongada

not available

59.872

ORGANONSALUD, S.L.

ES

Sinemet Retard 50
mg/200 mg comprimidos
de liberaciéon prolongada

not available

59.334

ORGANONSALUD, S.L.

ES

SINEMET® 10 mg/100 mg
Tablets

not available

PL 00025/0084

ORGANON PHARMA (UK)
LIMITED

XI

SINEMET® 12.5 mg/50
mg Tablets

not available

PL 00025/0226

ORGANON PHARMA (UK)
LIMITED

XI

SINEMET® 25 mg/250 mg
Tablets

not available

PL 00025/0085

ORGANON PHARMA (UK)
LIMITED

XI

SINEMET® CR 50 mg/200
mg Prolonged-Release
Tablets

not available

PL 00025/0269

ORGANON PHARMA (UK)
LIMITED

XI

SINEMET® Plus 25
mg/100 mg Tablets

not available

PL 00025/0150

ORGANON PHARMA (UK)
LIMITED

XI

SIRIO 12.5 mg + 125 mg
compresse effervescenti

not available

035625045

CHIESI ITALIA S.P.A.

IT

SIRIO 12.5 mg + 125 mg
compresse effervescenti

not available

035625060

CHIESI ITALIA S.P.A.

IT

SIRIO 25 mg + 100 mg
compresse effervescenti

not available

035625058

CHIESI ITALIA S.P.A.

IT

SIRIO 25 mg + 100 mg
compresse effervescenti

not available

035625072

CHIESI ITALIA S.P.A.

IT

List of nationally authorised medicinal products

EMADOC-1700519818-3308153

Page 19/21




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
Zuades 5 mg/1,25 mg SE/H/1560/001 BE527111 ORION CORPORATION BE

comprimés dispersibles
pour dispensateur de dose

Zuades 5 mg/1,25 mg SE/H/1560/001 2017040154 ORION CORPORATION LU
comprimés dispersibles
pour dispensateur de dose

Zuades 5 mg/1,25 mg SE/H/1560/001 BE527111 ORION CORPORATION BE
Tabletten zur Herstellung
einer Suspension zum
Einnehmen fir ein
Dosiergerat

Zuades 5 mg/1,25 mg SE/H/1560/001 2017040154 ORION CORPORATION LU
Tabletten zur Herstellung
einer Suspension zum
Einnehmen fir ein
Dosiergerat

Zuades 5 mg/1,25 mg, SE/H/1560/001 BE527111 ORION CORPORATION BE
dispergeerbare tabletten
voor dosisdispenser

Zuades 5 mg/1,25 mg, SE/H/1560/001 RVG 118352 ORION CORPORATION NL
dispergeerbare tabletten
voor dosisdispenser

Oyopona 20 mg/ml + 5 SE/H/0415/001 20060683 ABBVIE DEUTSCHLAND BG
mg/ml ren 3a npunaraHe B GMBH & CO. KG

yepBaTa

Mpoayonona 240 mg/ml + SE/H/0415/003 20220287 ABBVIE DEUTSCHLAND BG
12 mg/ml nHdy3mnoHeH GMBH & CO. KG
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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

pasTBop

CWHEMET 25 mg/250 mg
Tabnetkun

not available

20020163

N.V. ORGANON

BG
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