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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
PERAMIND 4 mg/1,25 IT/H/0877/001 049310016 DOC GENERICI S.R.L. IT
mg/5 mg compresse
PERAMIND 4 mg/1,25 IT/H/0877/002 049310028 DOC GENERICI S.R.L. IT
mg/10 mg compresse
PERAMIND 8 mg/2,5 IT/H/0877/003 049310030 DOC GENERICI S.R.L. IT
mg/5 mg compresse
PERAMIND 8 mg/2,5 IT/H/0877/004 049310042 DOC GENERICI S.R.L. IT
mg/10 mg compresse
Co-Amlessa 2 mg + not available 5650676 KRKA, D.D., NOVO MESTO PT
0,625 mg + 5 mg
comprimidos
Co-Amlessa 2 mg + not available 5650700 KRKA, D.D., NOVO MESTO PT
0,625 mg + 5 mg
comprimidos
Co-Amlessa 2 mg + not available 5650718 KRKA, D.D., NOVO MESTO PT
0,625 mg + 5 mg
comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650726 KRKA, D.D., NOVO MESTO PT
mg + 5 mg comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650734 KRKA, D.D., NOVO MESTO PT
mg + 5 mg comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650742 KRKA, D.D., NOVO MESTO PT
mg + 5 mg comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650833 KRKA, D.D., NOVO MESTO PT
mg + 10 mg
comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650841 KRKA, D.D., NOVO MESTO PT
mg + 10 mg
comprimidos
Co-Amlessa 4 mg + 1,25 | not available 5650858 KRKA, D.D., NOVO MESTO PT
mg + 10 mg
comprimidos
Co-Amlessa 8 mg + 2,5 not available 5650866 KRKA, D.D., NOVO MESTO PT
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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
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mg + 5 mg comprimidos

Co-Amlessa 8 mg + 2,5 not available 5650874 KRKA, D.D., NOVO MESTO PT

mg + 5 mg comprimidos

Co-Amlessa 8 mg + 2,5 not available 5650908 KRKA, D.D., NOVO MESTO PT

mg + 5 mg comprimidos

Co-Amlessa 8 mg + 2,5 not available 5650957 KRKA, D.D., NOVO MESTO PT

mg + 10 mg

comprimidos

Co-Amlessa 8 mg + 2,5 not available 5650965 KRKA, D.D., NOVO MESTO PT

mg + 10 mg

comprimidos

Co-Amlessa 8 mg + 2,5 not available 5650973 KRKA, D.D., NOVO MESTO PT

mg + 10 mg

comprimidos

Co-Dalneva 8 mg/2,5 not available HR-H-180076502 KRKA-FARMA D.O.O. HR

mg/10 mg tablete

Co-Dalneva 8 mg/2,5 not available HR-H-209243724 KRKA-FARMA D.O.O. HR

mg/5 mg tablete

Co-Dalneva 4 mg/1,25 not available HR-H-223376332 KRKA-FARMA D.O.O. HR

mg/5 mg tablete

Co-Dalneva 4 mg/1,25 not available HR-H-622847904 KRKA-FARMA D.O.O. HR

mg/10 mg tablete

Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001 14832/2022/01 LES LABORATOIRES RO

mg comprimate filmate SERVIER (SURESNES)

Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001 14832/2022/02 LES LABORATOIRES RO

mg comprimate filmate SERVIER (SURESNES)

Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001 14832/2022/05 LES LABORATOIRES RO

mg comprimate filmate SERVIER (SURESNES)

Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001 14832/2022/04 LES LABORATOIRES RO

mg comprimate filmate SERVIER (SURESNES)

Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001 14832/2022/03 LES LABORATOIRES RO

mg comprimate filmate SERVIER (SURESNES)

TRICORLIX 7 mg/5 NL/H/3968/001/DC 34009 301 452 0 3 LES LABORATOIRES FR
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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

number
mg/2,5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRICORLIX 7 mg/5 NL/H/3968/001/DC 34009 550 543 8 2 LES LABORATOIRES FR
mg/2,5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRICORLIX 7 mg/5 NL/H/3968/001/DC 34009 550 543 9 9 LES LABORATOIRES FR
mg/2,5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRICORLIX 7 mg/5 NL/H/3968/001/DC 34009 301 45197 LES LABORATOIRES FR
mg/2,5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRICORLIX 7 mg/5 NL/H/3968/001/DC 34009 550 544 0 5 LES LABORATOIRES FR
mg/2,5 mg, comprimé SERVIER (SURESNES)
pelliculé
Tricorlix 7 mg/5 mg/2.5 NL/H/3968/001/DC 18-0074 LES LABORATOIRES LV
mg apvalkotas tabletes SERVIER (SURESNES)
VACORIND 7,5 mg/5 NL/H/3968/001/DC 99565.00.00 LES LABORATOIRES DE
mg/2,5 mg Filmtabletten SERVIER (SURESNES)
Viacorlix 7 mg/5 mg/2,5 NL/H/3968/001/DC 83.231 LES LABORATOIRES ES
mg comprimidos SERVIER (SURESNES)
recubiertos con pelicula
Tricorlix 7 mg/5 mg/2,5 NL/H/3968/001/DC RVG 120767 LES LABORATOIRES NL
mg filmomhulde SERVIER (SURESNES)
tabletten
Prindal 4 mg/1,25 mg/10 | CZ/H/0998/002 21-0128 ZENTIVA, K.S. LV
mg tabletes
Prindal 4 mg/1,25 mg/5 CZ/H/0998/001 21-0127 ZENTIVA, K.S. LV
mg tabletes
Prindal 8 mg/2,5 mg/5 CZ/H/0998/003 21-0129 ZENTIVA, K.S. LV
mg tabletes
Prindal 8 mg/2,5 mg/10 CZ/H/0998/004 21-0130 ZENTIVA, K.S. LV
mg tabletes
Perindopril/Indapamid/A CZ/H/0998/002 58/044/20-C ZENTIVA, K.S. Ccz
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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

mlodipin Zentiva 4
mg/1,25 mg/10 mg
tablety

Perindopril/Indapamid/A
mlodipin Zentiva 4
mg/1,25 mg/5 mg
tablety

CZ/H/0998/001

58/043/20-C

ZENTIVA, K.S.

cz

Perindopril/Indapamid/A
mlodipin Zentiva 8
mg/2,5 mg/5 mg tablety

CZ/H/0998/003

58/045/20-C

ZENTIVA, K.S.

cz

Perindopril/Indapamid/A
mlodipin Zentiva 8
mg/2,5 mg/10 mg
tablety

CZ/H/0998/004

58/046/20-C

ZENTIVA, K.S.

Ccz

Prindal 4 mg/1,25 mg/10
mg tabletid

CZ/H/0998/002

1040721

ZENTIVA, K.S.

EE

Prindal 4 mg/1,25 mg/5
mg tablettid

CZ/H/0998/001

1040621

ZENTIVA, K.S.

EE

Prindal 8 mg/2,5 mg/5
mg tabletid

CZ/H/0998/003

1040821

ZENTIVA, K.S.

EE

Prindal 8 mg/2,5 mg/10
mg tabletid

CZ/H/0998/004

1040921

ZENTIVA, K.S.

EE

Prindal 4 mg/1,25 mg/5
mg comprimate

CZ/H/0998/001

14129/2021/01

ZENTIVA, K.S.

RO

Prindal 4 mg/1,25 mg/5
mg comprimate

CZ/H/0998/001

14129/2021/02

ZENTIVA, K.S.

RO

Prindal 4 mg/1,25 mg/5
mg comprimate

CZ/H/0998/001

14129/2021/03

ZENTIVA, K.S.

RO

Prindal 4 mg/1,25 mg/10
mg comprimate

CZ/H/0998/002

14130/2021/01

ZENTIVA, K.S.

RO

Prindal 4 mg/1,25 mg/10
mg comprimate

CZ/H/0998/002

14130/2021/02

ZENTIVA, K.S.

RO

Prindal 4 mg/1,25 mg/10

CZ/H/0998/002

14130/2021/03

ZENTIVA, K.S.

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

number
mg comprimate
Prindal 8 mg/2,5 mg/5 CZ/H/0998/003 14131/2021/01 ZENTIVA, K.S. RO
mg comprimate
Prindal 8 mg/2,5 mg/5 CZ/H/0998/003 14131/2021/02 ZENTIVA, K.S. RO
mg comprimate
Prindal 8 mg/2,5 mg/5 CZ/H/0998/003 14131/2021/03 ZENTIVA, K.S. RO
mg comprimate
Prindal 8 mg/2,5 mg/10 CZ/H/0998/004 14132/2021/01 ZENTIVA, K.S. RO
mg comprimate
Prindal 8 mg/2,5 mg/10 CZ/H/0998/004 14132/2021/02 ZENTIVA, K.S. RO
mg comprimate
Prindal 8 mg/2,5 mg/10 CZ/H/0998/004 14132/2021/03 ZENTIVA, K.S. RO
mg comprimate
Prindal 4 mg + 1,25 mg CZ/H/0998/002 5823851 ZENTIVA PORTUGAL, LDA PT
+ 10 mg comprimidos
Prindal 4 mg + 1,25 mg CZ/H/0998/002 5823869 ZENTIVA PORTUGAL, LDA PT
+ 10 mg comprimidos
Prindal 8 mg + 2,5 mg + | CZ/H/0998/003 5823877 ZENTIVA PORTUGAL, LDA PT
5 mg comprimidos
Prindal 8 mg + 2,5 mg + | CZ/H/0998/003 5823901 ZENTIVA PORTUGAL, LDA PT
5 mg comprimidos
Prindal 8 mg + 2,5 mg + | CZ/H/0998/004 5823919 ZENTIVA PORTUGAL, LDA PT
10 mg comprimidos
Prindal 8 mg + 2,5 mg + | CZ/H/0998/004 5823927 ZENTIVA PORTUGAL, LDA PT
10 mg comprimidos
Prindal 4 mg + 1,25 mg CZ/H/0998/001 5823836 ZENTIVA PORTUGAL, LDA PT
+ 5 mg comprimidos
Prindal 4 mg + 1,25 mg CZ/H/0998/001 5823844 ZENTIVA PORTUGAL, LDA PT
+ 5 mg comprimidos
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 585 686 9 5 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 585 687 5 6 LES 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

number
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/10mg, | NL/H/2637/02/DC 34009 275 985 8 6 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/10mg, | NL/H/2637/02/DC 34009 275984 1 8 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/10mg, | NL/H/2637/02/DC 34009 275983 57 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5 mg/10 NL/H/2637/002 34009 275 982 9 6 LES LABORATOIRES FR
mg, comprimé a SERVIER (SURESNES)
libération modifiée
NATRIXAM 1,5 mg/10 NL/H/2637/002 34009 585 691 2 8 LES LABORATOIRES FR
mg, comprimé a SERVIER (SURESNES)
libération modifiée
NATRIXAM 1,5mg/10mg, | NL/H/2637/02/DC 34009 585 690 6 7 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 27597756 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 275 976 9 5 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 2759752 7 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
NATRIXAM 1,5mg/5mg, NL/H/2637/01/DC 34009 275974 6 6 LES LABORATOIRES FR
comprimé a libération SERVIER (SURESNES)
modifiée
Tertensam 1,5 mg / 10 NL/H/2637/02/DC 13-0247 LES LABORATOIRES LV
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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 ilgstosas darbibas SERVIER (SURESNES)

tabletes

Tertensam 1,5mg /5 NL/H/2637/01/DC 13-0246 LES LABORATOIRES LV

mg ilgstosas darbibas SERVIER (SURESNES)

tabletes

NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC LT/1/13/3427/007 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC LT/1/13/3427/008 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5mg /5 NL/H/2637/01/DC LT/1/13/3427/004 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC LT/1/13/3427/012 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5mg /5 NL/H/2637/01/DC LT/1/13/3427/001 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5 mg /5 NL/H/2637/01/DC LT/1/13/3427/002 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5mg / 5 NL/H/2637/01/DC LT/1/13/3427/005 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5mg /5 NL/H/2637/01/DC LT/1/13/3427/003 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC LT/1/13/3427/009 LES LABORATOIRES LT

mg modifikuoto SERVIER (SURESNES)

atpalaidavimo tabletés

NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC LT/1/13/3427/011 LES LABORATOIRES LT

List of nationally authorised medicinal products
EMA/327585/2023 Page 8/61



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 modifikuoto
atpalaidavimo tabletés

SERVIER (SURESNES)

NATRIXAM 1,5 mg / 5
mg modifikuoto
atpalaidavimo tabletés

NL/H/2637/01/DC

LT/1/13/3427/006

LES LABORATOIRES
SERVIER (SURESNES)

LT

NATRIXAM 1,5 mg / 10
mg modifikuoto
atpalaidavimo tabletés

NL/H/2637/02/DC

LT/1/13/3427/010

LES LABORATOIRES
SERVIER (SURESNES)

LT

NADEXAM 1,5 mg/10 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/02/DC

H/13/01074/011

SERVIER PHARMA D.O.O

S

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/002

SERVIER PHARMA D.O.O

S

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/005

SERVIER PHARMA D.O.O

Sl

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/001

SERVIER PHARMA D.O.O

Sl

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/006

SERVIER PHARMA D.O.O

Sl

NADEXAM 1,5 mg/10 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/02/DC

H/13/01074/012

SERVIER PHARMA D.O.O

S

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/004

SERVIER PHARMA D.O.O

S

NADEXAM 1,5 mg/5 mg
tablete s prirejenim
spros¢anjem

NL/H/2637/01/DC

H/13/01074/003

SERVIER PHARMA D.O.O

S

NADEXAM 1,5 mg/10 mg

NL/H/2637/02/DC

H/13/01074/008

SERVIER PHARMA D.O.O

S
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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
tablete s prirejenim
spros¢anjem
NADEXAM 1,5 mg/10 mg | NL/H/2637/02/DC H/13/01074/007 SERVIER PHARMA D.O.O Sl
tablete s prirejenim
sproscanjem
NADEXAM 1,5 mg/10 mg | NL/H/2637/02/DC H/13/01074/010 SERVIER PHARMA D.O.O Sl
tablete s prirejenim
spros¢anjem
NADEXAM 1,5 mg/10 mg | NL/H/2637/02/DC H/13/01074/009 SERVIER PHARMA D.O.O Sl
tablete s prirejenim
spros¢anjem
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC 2014120415 LES LABORATOIRES LU
mg, comprimé a SERVIER (SURESNES)
libération modifiée
NATRIXAM 1,5 mg/5 mg, | NL/H/2637/01/DC 2014120414 LES LABORATOIRES LU
comprimé a libération SERVIER (SURESNES)
modifiée
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/05 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificatd
Natrixam 1,5 mg / 10 NL/H/2637/002 13491/2020/05 LES LABORATOIRES RO
mg comprimate cu SERVIER (SURESNES)
eliberare modificata
Natrixam 1,5 mg / 10 NL/H/2637/002 13491/2020/04 LES LABORATOIRES RO

mg comprimate cu
eliberare modificata

SERVIER (SURESNES)
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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
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/06 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificatd
Natrixam 1,5 mg / 10 NL/H/2637/002 13491/2020/06 LES LABORATOIRES RO
mg comprimate cu SERVIER (SURESNES)
eliberare modificata
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/01 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificata
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/03 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificatad
Natrixam 1,5 mg / 10 NL/H/2637/002 13491/2020/01 LES LABORATOIRES RO
mg comprimate cu SERVIER (SURESNES)
eliberare modificata
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/04 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificatad
Natrixam 1,5 mg / 5 mg NL/H/2637/001 13490/2020/02 LES LABORATOIRES RO
comprimate cu eliberare SERVIER (SURESNES)
modificatd
Natrixam 1,5 mg / 10 NL/H/2637/002 13491/2020/02 LES LABORATOIRES RO
mg comprimate cu SERVIER (SURESNES)
eliberare modificata
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-03 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-04 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-02 SERVIER PHARMA D.O.O - HR

tablete s prilagodenim
oslobadanjem

CROATIA
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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

mg tablete s
prilagodenim
oslobadanjem

CROATIA

number
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-06 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-05 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/5 mg NL/H/2637/01/DC HR-H-053397374-01 SERVIER PHARMA D.O.O - HR
tablete s prilagodenim CROATIA
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-03 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-01 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-02 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-05 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-06 SERVIER PHARMA D.O.O - HR
mg tablete s CROATIA
prilagodenim
oslobadanjem
NATRIXAM 1,5 mg/10 NL/H/2637/02/DC HR-H-921621992-04 SERVIER PHARMA D.O.O - HR
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HaTtpukcam 1,5 mg / 10 NL/H/2637/002 20130382 LES LABORATOIRES BG
mg TabneTkn ¢ U3MeHeHo SERVIER (SURESNES)
ocBoboxaaBaHe
Hatpukcam 1,5 mg/ 5 NL/H/2637/001 20130381 LES LABORATOIRES BG
mg TabneTkm ¢ U3SMeHeHo SERVIER (SURESNES)
ocsoboxaaBaHe
NATRIXAM 1,5 mg / 10 NL/H/2637/02/DC RVG 112320 LES LABORATOIRES NL
mg, tabletten met SERVIER (SURESNES)
gereguleerde afgifte
Natrixam 1.5 mg / 10 NL/H/2637/02/DC MA066/02102 LES LABORATOIRES MT
mg modified-release SERVIER (SURESNES)
tablets
Natrixam, 1,5 mg/5 mg, NL/H/2637/01/DC 825313 LES LABORATOIRES EE
toimeainet SERVIER (SURESNES)
modifitseeritult
vabastavad tabletid
NATRIXAM 1,5 mg / 5 NL/H/2637/01/DC RVG 112319 LES LABORATOIRES NL
mg, tabletten met SERVIER (SURESNES)
gereguleerde afgifte
Natrixam 1.5 mg / 5 mg NL/H/2637/01/DC MA066/02101 LES LABORATOIRES MT
modified-release tablets SERVIER (SURESNES)
Natrixam, 1,5 mg/10 NL/H/2637/02/DC 825213 LES LABORATOIRES EE
mg, toimeainet SERVIER (SURESNES)
modifitseeritult
vabastavad tabletid
Natrixam 1,5 mg/10 mg NL/H/2637/02/DC 58/0435/13-S LES LABORATOIRES SK
tablety s riadenym SERVIER (SURESNES)
uvolfiovanim
Natrixam 1,5 mg/5 mg NL/H/2637/01/DC 58/0434/13-S LES LABORATOIRES SK
tablety s riadenym SERVIER (SURESNES)
uvolfiovanim
Tertens-AM, 1,5 mg + 5 NL/H/2637/01/DC 21557 LES LABORATOIRES PL

mg, tabletki o

SERVIER (SURESNES)
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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

zmodyfikowanym

uwalnianiu

Tertens-AM, 1,5 mg + 10 | NL/H/2637/02/DC 21558 LES LABORATOIRES PL

mg, tabletki o SERVIER (SURESNES)

zmodyfikowanym

uwalnianiu

Arplexam 10 mg/2,5 NL/H/2638/05/DC RVG 112143 LES LABORATOIRES NL

mg/10 mg, filmomhulde SERVIER (SURESNES)

tabletten

Arplexam 10 mg/2,5 NL/H/2638/04/DC RVG 112142 LES LABORATOIRES NL

mg/5 mg, filmomhulde SERVIER (SURESNES)

tabletten

Arplexam 5 mg/1,25 NL/H/2638/03/DC RVG 112141 LES LABORATOIRES NL

mg/10 mg, filmomhulde SERVIER (SURESNES)

tabletten

Arplexam 5 mg/1,25 NL/H/2638/02/DC RVG 112140 LES LABORATOIRES NL

mg/5 mg, filmomhulde SERVIER (SURESNES)

tabletten

Arplexam 10 mg/ 2,5 NL/H/2638/04/DC 14-0054 LES LABORATOIRES LV

mg/ 5 mg apvalkotas SERVIER (SURESNES)

tabletes

Arplexam 5 mg/ 1,25 NL/H/2638/03/DC 14-0053 LES LABORATOIRES LV

mg/ 10 mg apvalkotas SERVIER (SURESNES)

tabletes

Arplexam 10 mg/ 2,5 NL/H/2638/05/DC 14-0055 LES LABORATOIRES LV

mg/ 10 mg apvalkotas SERVIER (SURESNES)

tabletes

Covercard Plus 5 NL/H/2638/001- OGYI-T-22626/02 EGIS PHARMACEUTICALS HU

mg/1,25 mg/5 mg 005/DC PLC

filmtabletta

Covercard Plus 10 NL/H/2638/001- OGYI-T-22626/04 EGIS PHARMACEUTICALS HU

mg/2,5 mg/5 mg 005/DC PLC

filmtabletta
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Covercard Plus 5 NL/H/2638/001- OGYI-T-22626/03 EGIS PHARMACEUTICALS HU

mg/1,25 mg/10 mg 005/DC PLC

filmtabletta

Covercard Plus 10 NL/H/2638/001- OGYI-T-22626/05 EGIS PHARMACEUTICALS HU

mg/2,5 mg/10 mg 005/DC PLC

filmtabletta

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/007 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/012 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/022 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/017 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/025 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/021 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/023 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/006 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/010 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés
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ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/016 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/008 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/015 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/018 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg / 2,5 NL/H/2638/004 LT/1/14/3519/020 LES LABORATOIRES LT

mg / 5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/013 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/011 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/030 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/038 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/024 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/05/DC LT/1/14/3519/037 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés
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ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/029 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/036 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/035 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 10 mg/2.5 NL/H/2638/04/DC LT/1/14/3519/019 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/028 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/033 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/034 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/031 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/03/DC LT/1/14/3519/014 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/009 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/032 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés
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ARPLEXAM 5 mg/1.25 NL/H/2638/02/DC LT/1/14/3519/027 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

Norplexam 10 mg/2,5 NL/H/2638/005 11977/2019/07 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 10 mg/2,5 NL/H/2638/004 11976/2019/07 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/05/DC 11977/2019/02 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOtKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/05/DC 11977/2019/06 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 10 mg/2,5 NL/H/2638/005 11977/2019/08 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOtKA
AKCYJNA

Norplexam 10 mg/2,5 NL/H/2638/005 11977/2019/01 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/05/DC 11977/2019/03 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/05/DC 11977/2019/04 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO
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filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/05/DC 11977/2019/05 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/04/DC 11976/2019/03 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 10 mg/2,5 NL/H/2638/004 11976/2019/08 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/04/DC 11976/2019/02 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/04/DC 11976/2019/06 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/04/DC 11976/2019/04 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJINA

Norplexam 10 mg/2,5 NL/H/2638/004 11976/2019/01 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 10 mg/2,5 NL/H/2638/04/DC 11976/2019/05 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate

FARMACEUTYCZNE SPOtKA
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AKCYJNA

Norplexam 5 mg/1,25 NL/H/2638/003 11975/2019/07 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOtKA
AKCYJNA

Norplexam 5 mg/1,25 NL/H/2638/002 11974/2019/07 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/03/DC 11975/2019/04 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOtKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/03/DC 11975/2019/03 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 5 mg/1,25 NL/H/2638/003 11975/2019/08 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/03/DC 11975/2019/02 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/03/DC 11975/2019/06 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/03/DC 11975/2019/05 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOtKA
AKCYJNA
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Norplexam 5 mg/1,25 NL/H/2638/003 11975/2019/01 ANPHARM RO

mg/10 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/02/DC 11974/2019/06 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO |

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 5 mg/1,25 NL/H/2638/002 11974/2019/01 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/02/DC 11974/2019/02 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

Norplexam 5 mg/1,25 NL/H/2638/002 11974/2019/08 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/02/DC 11974/2019/03 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/02/DC 11974/2019/04 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

NORPLEXAM 5 mg/1,25 NL/H/2638/02/DC 11974/2019/05 ANPHARM RO

mg/5 mg comprimate PRZEDSIEBIORSTWO

filmate FARMACEUTYCZNE SPOLKA
AKCYJNA

ARPLEXAM NL/H/2638/02/DC 73478/07-06-2019 SERVIER HELLAS GR
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5mg/1,25mg/5mg PHARMACEUTICALS LTD
ENIKAAUPPEVA PE AeNTO
UPEVIO dloKia
ARPLEXAM NL/H/2638/03/DC 73479/07-06-2019 SERVIER HELLAS GR
5mg/1,25mg/10mg PHARMACEUTICALS LTD
EMNIKAAUPHEVA PE AENTO
upévio diokia
ARPLEXAM NL/H/2638/05/DC 73481/07-06-2019 SERVIER HELLAS GR
10mg/2,5mg/10mg, PHARMACEUTICALS LTD
ENIKAAUPPEVA PE AENTO
UpPEvio diokia
ARPLEXAM NL/H/2638/04/DC 73480/07-06-2019 SERVIER HELLAS GR
10mg/2,5mg/5mg PHARMACEUTICALS LTD
EMNIKAAUPHEVA PE AENTO
upévio diokia
Arplexam 5 mg/ 1,25 NL/H/2638/02/DC 14-0052 LES LABORATOIRES LV
mg/ 5 mg apvalkotas SERVIER (SURESNES)
tabletes
Lopridam 4 mg/1,25 CZ/H/0699/002 58/0095/18-S ZENTIVA, K.S. SK
mg/10 mg tablety
Lopridam 8 mg/2,5 Cz/H/0699/004 58/0097/18-S ZENTIVA, K.S. SK
mg/10 mg tablety
Lopridam 4 mg/1,25 CZ/H/0699/001 58/0094/18-S ZENTIVA, K.S. SK
mg/5 mg tablety
Lopridam 8 mg/2,5 mg/5 | CZ/H/0699/003 58/0096/18-S ZENTIVA, K.S. SK
mg tablety
MpuHaan 4 mg / 1,25 mg | CZ/H/0699/001 20180099 ZENTIVA, K.S. BG
/ 5 mg TabneTtku
MpuHaan 8 mg / 2,5 mg CzZ/H/0699/003 20180100 ZENTIVA, K.S. BG
/ 5 mg TabneTtku
Lopridam 8 mg/2,5 CZ/H/0699/004 58/1016/16-C ZENTIVA, K.S. cZz
mg/10 mg tablety
Lopridam 8 mg/2,5 mg/5 [ CZ/H/0699/003 58/1015/16-C ZENTIVA, K.S. cz
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mg tablety

Lopridam 4 mg/1,25 CZ/H/0699/002 58/1014/16-C ZENTIVA, K.S. cz

mg/10 mg tablety

Lopridam 4 mg/1,25 CZ/H/0699/001 58/1013/16-C ZENTIVA, K.S. Ccz

mg/5 mg tablety

Lopridam 4 mg/ 1,25 CZ/H/0699/001 045549019 ZENTIVA ITALIA S.R.L. IT

mg/ 5 mg compresse

Lopridam 4 mg/ 1,25 CZ/H/0699/001 045549021 ZENTIVA ITALIA S.R.L. IT

mg/ 5 mg compresse

Lopridam 4 mg/ 1,25 CZ/H/0699/001 045549033 ZENTIVA ITALIA S.R.L. IT

mg/ 5 mg compresse

Lopridam 4 mg/ 1,25 CZ/H/0699/002 045549045 ZENTIVA ITALIA S.R.L. IT

mg/ 10 mg compresse

Lopridam 4 mg/ 1,25 CZ/H/0699/002 045549058 ZENTIVA ITALIA S.R.L. IT

mg/ 10 mg compresse

Lopridam 4 mg/ 1,25 CZ/H/0699/002 045549060 ZENTIVA ITALIA S.R.L. IT

mg/ 10 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/003 045549072 ZENTIVA ITALIA S.R.L. IT

5 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/003 045549084 ZENTIVA ITALIA S.R.L. IT

5 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/003 045549096 ZENTIVA ITALIA S.R.L. IT

5 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/004 045549108 ZENTIVA ITALIA S.R.L. IT

10 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/004 045549110 ZENTIVA ITALIA S.R.L. IT

10 mg compresse

Lopridam 8 mg/ 2,5 mg/ | CZ/H/0699/004 045549122 ZENTIVA ITALIA S.R.L. IT

10 mg compresse

Tonanda 2 mg/5 HU/H/0342/001 58/346/14-C KRKA, D.D., NOVO MESTO cz

mg/0,625 mg tablety

Tonanda 4 mg/5 HU/H/0342/002 58/347/14-C KRKA, D.D., NOVO MESTO cz

mg/1,25 mg tablety
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Tonanda 4 mg/10 HU/H/0342/003 58/348/14-C KRKA, D.D., NOVO MESTO cz
mg/1,25 mg tablety
Tonanda 8 mg/5 mg/2,5 | HU/H/0342/004 58/349/14-C KRKA, D.D., NOVO MESTO cz
mg tablety
Tonanda 8 mg/10 HU/H/0342/005 58/350/14-C KRKA, D.D., NOVO MESTO cz
mg/2,5 mg tablety
Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/001 KRKA, D.D., NOVO MESTO Sl
mg/0,625 mg tablete
Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/010 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/019 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/028 KRKA, D.D., NOVO MESTO Sl
mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/037 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Co-Amlessa 4 mg+5 HU/H/0342/002 14-0026 KRKA, D.D., NOVO MESTO LV
mg+1,25 mg tabletes
Co-Amlessa 4 mg+10 HU/H/0342/003 14-0027 KRKA, D.D., NOVO MESTO LV
mg+1,25 mg tabletes
Co-Amlessa 8 mg+5 HU/H/0342/004 14-0028 KRKA, D.D., NOVO MESTO LV
mg+2,5 mg tabletes
Co-Amlessa 8 mg+10 HU/H/0342/005 14-0029 KRKA, D.D., NOVO MESTO LV
mg+2,5 mg tabletes
Ko-Amneca 2 mg/5 HU/H/0342/001 20140007 KRKA, D.D., NOVO MESTO BG
mg/0,625 mg Tabnetku
Ko-Amneca 4 mg/5 HU/H/0342/002 20140008 KRKA, D.D., NOVO MESTO BG
mg/1,25 mg TabneTku
Ko-Amneca 4 mg/10 HU/H/0342/003 20140009 KRKA, D.D., NOVO MESTO BG
mg/1,25 mg TabneTku
Ko-Amneca 8 mg/5 HU/H/0342/004 20140010 KRKA, D.D., NOVO MESTO BG
mg/2,5 mg Tabnetku
Ko-Amneca 8 mg/10 HU/H/0342/005 20140011 KRKA, D.D., NOVO MESTO BG
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mg/2,5 mg Tabnertku
Co-Amlessa, 2 mg + 5 HU/H/0342/001 21639 KRKA, D.D., NOVO MESTO PL
mg + 0,625 mg, tabletki
Co-Amlessa, 4 mg + 5 HU/H/0342/002 21640 KRKA, D.D., NOVO MESTO PL
mg + 1,25 mg, tabletki
Co-Amlessa, 4 mg + 10 HU/H/0342/003 21641 KRKA, D.D., NOVO MESTO PL
mg + 1,25 mg, tabletki
Co-Amlessa, 8 mg + 5 HU/H/0342/004 21642 KRKA, D.D., NOVO MESTO PL
mg + 2,5 mg, tabletki
Co-Amlessa, 8 mg + 10 HU/H/0342/005 21643 KRKA, D.D., NOVO MESTO PL
mg + 2,5 mg, tabletki
Co-Amlessa 2 mg/5 HU/H/0342/001 58/0445/13-S KRKA, D.D., NOVO MESTO SK
mg/0,625 mg tablety
Co-Amlessa 4 mg/5 HU/H/0342/002 58/0446/13-S KRKA, D.D., NOVO MESTO SK
mg/1,25 mg tablety
Co-Amlessa 4 mg/10 HU/H/0342/003 58/0447/13-S KRKA, D.D., NOVO MESTO SK
mg/1,25 mg tablety
Co-Amlessa 8 mg/5 HU/H/0342/004 58/0448/13-S KRKA, D.D., NOVO MESTO SK
mg/2,5 mg tablety
Co-Amlessa 8 mg/10 HU/H/0342/005 58/0449/13-S KRKA, D.D., NOVO MESTO SK
mg/2,5 mg tablety
Co Dalnessa 4 mg/10 HU/H/0342/003 832813 KRKA, D.D., NOVO MESTO EE
mg/1,25 mg tabletid
Co Dalnessa 2 mg/5 HU/H/0342/001 833013 KRKA, D.D., NOVO MESTO EE
mg/0,625 mg tabletid
Co-Dalnessa 4 mg/5 HU/H/0342/002 833113 KRKA, D.D., NOVO MESTO EE
mg/1,25 mg tabletid
Co-Dalnessa 8 mg/10 HU/H/0342/005 833213 KRKA, D.D., NOVO MESTO EE
mg/2,5 mg tabletid
Co Dalnessa 8 mg/5 HU/H/0342/004 833313 KRKA, D.D., NOVO MESTO EE
mg/2,5 mg tabletid
Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/002 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

List of nationally authorised medicinal products
EMA/327585/2023

Page 25/61




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

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/003 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/004 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/005 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/006 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/007 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/008 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 2 mg/5 HU/H/0342/001 H/14/01901/009 KRKA, D.D., NOVO MESTO Sl

mg/0,625 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/011 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/012 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/013 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/014 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/015 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/016 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/017 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/5 HU/H/0342/002 H/14/01901/018 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/020 KRKA, D.D., NOVO MESTO Sl

mg/1,25 mg tablete

Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/021 KRKA, D.D., NOVO MESTO Sl
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mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/022 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/023 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/024 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/025 KRKA, D.D., NOVO MESTO S
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/026 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 4 mg/10 HU/H/0342/003 H/14/01901/027 KRKA, D.D., NOVO MESTO Sl
mg/1,25 mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/029 KRKA, D.D., NOVO MESTO S
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/030 KRKA, D.D., NOVO MESTO Sl
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/031 KRKA, D.D., NOVO MESTO Sl
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/032 KRKA, D.D., NOVO MESTO S
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/033 KRKA, D.D., NOVO MESTO S
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/034 KRKA, D.D., NOVO MESTO Sl
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/035 KRKA, D.D., NOVO MESTO Sl
mg tablete
Amlewel 8 mg/5 mg/2,5 HU/H/0342/004 H/14/01901/036 KRKA, D.D., NOVO MESTO S
mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/038 KRKA, D.D., NOVO MESTO S
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/039 KRKA, D.D., NOVO MESTO Sl

mg/2,5 mg tablete
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Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/040 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/041 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/042 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/043 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/044 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Amlewel 8 mg/10 HU/H/0342/005 H/14/01901/045 KRKA, D.D., NOVO MESTO Sl
mg/2,5 mg tablete
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/001 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/002 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/003 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/004 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/005 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/006 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/007 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/008 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 2 mg/5 HU/H/0342/001 LT/1/13/3462/009 KRKA, D.D., NOVO MESTO LT
mg/0,625 mg tabletés
Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/010 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés
Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/011 KRKA, D.D., NOVO MESTO LT
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mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/012 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/013 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/014 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/015 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/016 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/017 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/5 HU/H/0342/002 LT/1/13/3462/018 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/019 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/020 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/021 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/022 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/023 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/024 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/025 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/026 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletés

Co-Amlessa 4 mg/10 HU/H/0342/003 LT/1/13/3462/027 KRKA, D.D., NOVO MESTO LT
mg/1,25 mg tabletes
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Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/028 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/029 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/030 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/031 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/032 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/033 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/034 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/035 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/5 HU/H/0342/004 LT/1/13/3462/036 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/037 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/038 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/039 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/040 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/041 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/042 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/043 KRKA, D.D., NOVO MESTO LT
mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/044 KRKA, D.D., NOVO MESTO LT
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mg/2,5 mg tabletés

Co-Amlessa 8 mg/10 HU/H/0342/005 LT/1/13/3462/045 KRKA, D.D., NOVO MESTO LT

mg/2,5 mg tabletés

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/01 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/02 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/03 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/04 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/05 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/06 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/07 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/08 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 2 mg/5 HU/H/0342/001 OGYI-T-22577/09 KRKA, D.D., NOVO MESTO HU

mg/0,625 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/10 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/11 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/12 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/13 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/14 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/15 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta
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Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/16 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/17 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/5 HU/H/0342/002 OGYI-T-22577/18 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/19 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/20 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/21 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/22 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/23 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/24 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/25 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/26 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 4 mg/10 HU/H/0342/003 OGYI-T-22577/27 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta

Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/28 KRKA, D.D., NOVO MESTO HU

mg/2,5 mg tabletta

Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/29 KRKA, D.D., NOVO MESTO HU

mg/2,5 mg tabletta

Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/30 KRKA, D.D., NOVO MESTO HU

mg/2,5 mg tabletta

Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/31 KRKA, D.D., NOVO MESTO HU

mg/2,5 mg tabletta

Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/32 KRKA, D.D., NOVO MESTO 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

mg/0,625 mg
comprimate

number
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/33 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/34 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/35 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/5 HU/H/0342/004 OGYI-T-22577/36 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/37 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/38 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/39 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/40 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/41 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/42 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/43 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/44 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Dalnessa 8 mg/10 HU/H/0342/005 OGYI-T-22577/45 KRKA, D.D., NOVO MESTO HU
mg/2,5 mg tabletta
Co-Amlessa 2 mg/5 HU/H/0342/001 11463/2019/01 KRKA, D.D., NOVO MESTO RO
mg/0,625 mg
comprimate
Co-Amlessa 2 mg/5 HU/H/0342/001 11463/2019/02 KRKA, D.D., NOVO MESTO 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

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/03

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/04

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/05

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/06

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/07

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/08

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 2 mg/5
mg/0,625 mg
comprimate

HU/H/0342/001

11463/2019/09

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/01

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/02

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/03

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/04

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/05

KRKA, D.D., NOVO MESTO

RO

Co-Amlessa 4 mg/5
mg/1,25 mg comprimate

HU/H/0342/002

11464/2019/06

KRKA, D.D., NOVO MESTO

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

number

Co-Amlessa 4 mg/5 HU/H/0342/002 11464/2019/07 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/5 HU/H/0342/002 11464/2019/08 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/5 HU/H/0342/002 11464/2019/09 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/01 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/02 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/5 HU/H/0342/003 11465/2019/03 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/04 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/05 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/06 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/07 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/08 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 4 mg/10 HU/H/0342/003 11465/2019/09 KRKA, D.D., NOVO MESTO RO
mg/1,25 mg comprimate

Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/01 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate

Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/02 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate

Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/03 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate

Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/04 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate

Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/05 KRKA, D.D., NOVO MESTO 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

number
mg/2,5 mg comprimate
Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/06 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/07 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/08 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/5 HU/H/0342/004 11466/2019/09 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/01 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/02 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/03 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/04 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/05 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/06 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/07 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/08 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Co-Amlessa 8 mg/10 HU/H/0342/005 11467/2019/09 KRKA, D.D., NOVO MESTO RO
mg/2,5 mg comprimate
Cardilopin Komb 1,5 NL/H/2639/001- OGYI-T-22562/01 EGIS PHARMACEUTICALS HU
mg/5 mg maédositott 002/DC PLC
hatdéanyagleadasu
tabletta
Cardilopin Komb 1,5 NL/H/2639/001- OGYI-T-22562/02 EGIS PHARMACEUTICALS HU
mg/10 mg médositott 002/DC PLC
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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
hatéanyagleadasu
tabletta
FLUTENSIF 1.5 mg / 10 NL/H/2639/02/DC 5615943 LES LABORATOIRES PT
mg comprimidos de SERVIER (SURESNES)
libertacdo modificada
Flutensif 1.5 mg / 5 mg NL/H/2639/001 5594171 LES LABORATOIRES PT
comprimidos de SERVIER (SURESNES)
libertacdo modificada
Flutensif 1.5 mg / 10 mg | NL/H/2639/002 5594239 LES LABORATOIRES PT
comprimidos de SERVIER (SURESNES)
libertacdo modificada
FLUTENSIF 1.5 mg / 10 NL/H/2639/02/DC 5594221 LES LABORATOIRES PT
mg comprimidos de SERVIER (SURESNES)
libertacdo modificada
Flutensif 1.5 mg / 5 mg NL/H/2639/001 5594213 LES LABORATOIRES PT
comprimidos de SERVIER (SURESNES)
libertacdo modificada
FLUTENSIF 1.5 mg /5 NL/H/2639/01/DC 5594205 LES LABORATOIRES PT
mg comprimidos de SERVIER (SURESNES)
libertacdo modificada
FLUTENSIF 1,5 mg / 10 NL/H/2639/02/DC RVG 112322 LES LABORATOIRES NL
mg, tabletten met SERVIER (SURESNES)
gereguleerde afgifte
Flutensif, 1,5 mg/10 mg, | NL/H/2639/02/DC 824413 LES LABORATOIRES EE
toimeainet SERVIER (SURESNES)
modifitseeritult
vabastavad tabletid
Flutensif, 1,5 mg/5 mg, NL/H/2639/01/DC 824513 LES LABORATOIRES EE
toimeainet SERVIER (SURESNES)
modifitseeritult
vabastavad tabletid
FLUTENSIF 1,5mg /5 NL/H/2639/01/DC RVG 112321 LES LABORATOIRES NL

mg, tabletten met

SERVIER (SURESNES)
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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
gereguleerde afgifte
FLUDEXAM 1,5 mg/5 mg | NL/H/2639/01/DC 135239 LES LABORATOIRES AT
Tabletten mit SERVIER (SURESNES)
veranderter
Wirkstofffreisetzung
Fludexam 1,5 mg/10 mg | NL/H/2639/002 135240 LES LABORATOIRES AT
Tabletten mit SERVIER (SURESNES)
veranderter
Wirkstofffreisetzung
Dalnecombi 2 mg/5 not available OGYI-T-22622/01 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/02 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/03 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/04 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/05 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/06 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/07 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/08 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 2 mg/5 not available OGYI-T-22622/09 KRKA, D.D., NOVO MESTO HU
mg/0,625 mg tabletta
Dalnecombi 4 mg/5 not available OGYI-T-22622/10 KRKA, D.D., NOVO MESTO HU
mg/1,25 mg tabletta
Dalnecombi 4 mg/5 not available OGYI-T-22622/11 KRKA, D.D., NOVO MESTO HU
mg/1,25 mg tabletta
Dalnecombi 4 mg/5 not available OGYI-T-22622/12 KRKA, D.D., NOVO MESTO HU

mg/1,25 mg tabletta
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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

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/13

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/14

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/15

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/16

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/17

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/5
mg/1,25 mg tabletta

not available

OGYI-T-22622/18

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/19

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/20

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/21

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/22

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/23

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/24

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/25

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/26

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 4 mg/10
mg/1,25 mg tabletta

not available

OGYI-T-22622/27

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/28

KRKA, D.D.

NOVO MESTO

HU

Dalnecombi 8 mg/5

not available

OGYI-T-22622/29

KRKA, D.D.

NOVO MESTO

HU

List of nationally authorised medicinal products
EMA/327585/2023

Page 39/61



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/2,5 mg tabletta

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/30

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/31

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/32

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/33

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/34

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/35

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/5
mg/2,5 mg tabletta

not available

OGYI-T-22622/36

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/37

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/38

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/39

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/40

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/41

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/42

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/43

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/44

KRKA, D.D., NOVO MESTO

HU

Dalnecombi 8 mg/10
mg/2,5 mg tabletta

not available

OGYI-T-22622/45

KRKA, D.D., NOVO MESTO

HU
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number
Triplixam 10 mg/2,5 NL/H/2636/05/DC 835714 LES LABORATOIRES EE
mg/10 mg dhukese SERVIER (SURESNES)
polimeerikattega
tabletid
Triplixam, 5 mg/1,25 NL/H/2636/003 834914 LES LABORATOIRES EE
mg/10 mg dhukese SERVIER (SURESNES)
polumeerikattega
tabletid
Triplixam 5 mg/1,25 NL/H/2636/02/DC 835014 LES LABORATOIRES EE
mg/5 mg 6hukese SERVIER (SURESNES)
polimeerikattega
tabletid
Triplixam NL/H/2636/04/DC 835314 LES LABORATOIRES EE
10mg/2,5mg/5mg SERVIER (SURESNES)
6hukese
polimeerikattega
tabletid
TRIPLIXAM NL/H/2636/04/DC MA066/02004 LES LABORATOIRES MT
10mg/2.5mg/5mg film- SERVIER (SURESNES)
coated tablets
TRIPLIXAM NL/H/2636/05/DC MA066/02005 LES LABORATOIRES MT
10mg/2.5mg/10mg film- SERVIER (SURESNES)
coated tablets
TRIPLIXAM NL/H/2636/03/DC MA066/02003 LES LABORATOIRES MT
5mg/1.25mg/10mg film- SERVIER (SURESNES)
coated tablets
TRIPLIXAM NL/H/2636/02/DC MA066/02002 LES LABORATOIRES MT
5mg/1.25mg/5mg film- SERVIER (SURESNES)
coated tablets
TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 58/102/14-C LES LABORATOIRES cz
mg/5 mg potahované SERVIER (SURESNES)
tablety
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 58/103/14-C LES LABORATOIRES CcZz
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MRP/DCP
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National Authorisation Number

MAH of product in the
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number
mg/10 mg potahované SERVIER (SURESNES)
tablety
TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 58/101/14-C LES LABORATOIRES Ccz
mg/10 mg potahované SERVIER (SURESNES)
tablety
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 58/100/14-C LES LABORATOIRES Ccz
mg/5 mg potahované SERVIER (SURESNES)
tablety
Triplixam 10 mg/2,5 NL/H/2636/04/DC RVG 112147 LES LABORATOIRES NL
mg/5 mg, filmomhulde SERVIER (SURESNES)
tabletten
Triplixam 5 mg/1,25 NL/H/2636/02/DC RVG 112145 LES LABORATOIRES NL
mg/5 mg, filmomhulde SERVIER (SURESNES)
tabletten
Triplixam 10 mg/2,5 NL/H/2636/05/DC RVG 112148 LES LABORATOIRES NL
mg/10 mg, filmomhulde SERVIER (SURESNES)
tabletten
Triplixam 5 mg/1,25 NL/H/2636/03/DC RVG 112146 LES LABORATOIRES NL
mg/10 mg, filmomhulde SERVIER (SURESNES)
tabletten
Triplixam 10 mg/2,5 NL/H/2636/05/DC BE448684 SERVIER BENELUX S.A./N.V. | BE
mg/10 mg, filmomhulde
tabletten
Triplixam 10 mg/2,5 NL/H/2636/04/DC BE448675 SERVIER BENELUX S.A./N.V. | BE
mg/5 mg, comprimés
pelliculés
COVERDINE NL/H/2636/04/DC PA0568/024/004 LES LABORATOIRES IE
10mg/2.5mg/5mg film- SERVIER (SURESNES)
coated tablets
COVERDINE NL/H/2636/03/DC PA0568/024/003 LES LABORATOIRES IE
5mg/1.25mg/10mg film- SERVIER (SURESNES)
coated tablets
COVERDINE NL/H/2636/05/DC PA0568/024/005 LES LABORATOIRES IE
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Member State where
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10mg/2.5mg/10mg film-
coated tablets

SERVIER (SURESNES)

COVERDINE
5mg/1.25mg/5mg film-
coated tablets

NL/H/2636/02/DC

PA0568/024/002

LES LABORATOIRES
SERVIER (SURESNES)

Triplixam 5 mg/1,25
mg/10 mg, comprimés
pelliculés

NL/H/2636/03/DC

BE448666

SERVIER BENELUX S.A./N.V.

BE

Triplixam 5 mg/1,25
mg/5 mg, comprimés
pelliculés

NL/H/2636/02/DC

BE448657

SERVIER BENELUX S.A./N.V.

BE

Triplixam 10 mg/2,5
mg/10 mg, comprimés
pelliculés

NL/H/2636/05/DC

2014060178

SERVIER BENELUX S.A./N.V.

LU

Triplixam 5 mg/1,25
mg/10 mg, comprimés
pelliculés

NL/H/2636/03/DC

2014060176

SERVIER BENELUX S.A./N.V.

LU

Triplixam 5 mg/1,25
mg/5 mg, comprimeés
pelliculés

NL/H/2636/02/DC

2014060175

SERVIER BENELUX S.A./N.V.

LU

Triplixam 10 mg/2,5
mg/5 mg, comprimeés
pelliculés

NL/H/2636/04/DC

2014060177

SERVIER BENELUX S.A./N.V.

LU

Triplixam 10 mg/2,5
mg/10 mg, filmomhulde
tabletten

NL/H/2636/005

2014060178

SERVIER BENELUX S.A./N.V.

LU

Triplixam 10 mg/2,5
mg/5 mg, filmomhulde
tabletten

NL/H/2636/004

2014060177

SERVIER BENELUX S.A./N.V.

LU

Triplixam 5 mg/1,25
mg/10 mg, filmomhulde
tabletten

NL/H/2636/003

2014060176

SERVIER BENELUX S.A./N.V.

LU

Triplixam 5 mg/1,25

NL/H/2636/002

2014060175

SERVIER BENELUX S.A./N.V.

LU
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number
mg/5 mg, filmomhulde
tabletten
Triplixam 10 mg/2,5 NL/H/2636/05/DC HR-H-826085198 SERVIER PHARMA D.O.O - HR
mg/10 mg filmom CROATIA
obloZene tablete
Triplixam 5 mg/1,25 NL/H/2636/03/DC HR-H-175417914 SERVIER PHARMA D.O.O - HR
mg/10 mg filmom CROATIA
obloZene tablete
Triplixam 10 mg/2,5 NL/H/2636/04/DC HR-H-919762076 SERVIER PHARMA D.O.O - HR
mg/5 mg filmom CROATIA
obloZene tablete
Triplixam 5 mg/1,25 NL/H/2636/02/DC HR-H-385858036 SERVIER PHARMA D.O.O - HR
mg/5 mg filmom CROATIA
obloZene tablete
Triplixam 5 mg/1,25 NL/H/2636/02/DC BE448657 SERVIER BENELUX S.A./N.V. | BE
mg/5 mg, filmomhulde
tabletten
Triplixam 5 mg/1,25 NL/H/2636/03/DC BE448666 SERVIER BENELUX S.A./N.V. | BE
mg/10 mg, filmomhulde
tabletten
Triplixam 5 mg/1,25 NL/H/2636/03/DC BE448666 SERVIER BENELUX S.A./N.V. | BE
mg/10 mg Filmtabletten
Triplixam 10 mg/2,5 NL/H/2636/05/DC BE448684 SERVIER BENELUX S.A./N.V. | BE
mg/10 mg, comprimés
pelliculés
Triplixam 5 mg/1,25 NL/H/2636/02/DC BE448657 SERVIER BENELUX S.A./N.V. | BE
mg/5 mg Filmtabletten
Triplixam 10 mg/2,5 NL/H/2636/04/DC BE448675 SERVIER BENELUX S.A./N.V. | BE
mg/5 mg Filmtabletten
Triplixam 10 mg/2,5 NL/H/2636/04/DC BE448675 SERVIER BENELUX S.A./N.V. | BE
mg/5 mg, filmomhulde
tabletten
Triplixam 10 mg/2,5 NL/H/2636/05/DC BE448684 SERVIER BENELUX S.A./N.V. BE
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number
mg/10 mg Filmtabletten
TPUMJIMKCAM 10 mg/2,5 | NL/H/2636/005 20140079 LES LABORATOIRES BG
mg/10mg puaMmpaHm SERVIER (SURESNES)
TabneTtku
Triplixam, 10 mg + 2,5 NL/H/2636/05/DC 21775 LES LABORATOIRES PL
mg + 10 mg, tabletki SERVIER (SURESNES)
powlekane
Triplixam, 5 mg + 1,25 NL/H/2636/02/DC 21772 LES LABORATOIRES PL
mg + 5 mg, tabletki SERVIER (SURESNES)
powlekane
Triplixam, 10 mg + 2,5 NL/H/2636/04/DC 21774 LES LABORATOIRES PL
mg + 5 mg, tabletki SERVIER (SURESNES)
powlekane
Triplixam, 5 mg + 1,25 NL/H/2636/03/DC 21773 LES LABORATOIRES PL
mg + 10 mg, tabletki SERVIER (SURESNES)
powlekane
TPUMJIMKCAM 10 mg/2,5 | NL/H/2636/004 20140078 LES LABORATOIRES BG
mg/5 mg dunmmpanm SERVIER (SURESNES)
TabneTtku
TPUMJIMKCAM 5 mg/1,25 | NL/H/2636/02/DC 20140076 LES LABORATOIRES BG
mg/5 mg punMmmpanm SERVIER (SURESNES)
TabneTku
TPUMJIMKCAM 5 mg/1,25 | NL/H/2636/03/DC 20140077 LES LABORATOIRES BG
mg/10 mg duaMmpanm SERVIER (SURESNES)
TabneTtku
Triplixam 5 mg/ 1,25 NL/H/2636/03/DC 14-0058 LES LABORATOIRES LV
mg/ 10 mg apvalkotas SERVIER (SURESNES)
tabletes
Triplixam 5 mg/ 1,25 NL/H/2636/02/DC 14-0057 LES LABORATOIRES LV
mg/ 5 mg apvalkotas SERVIER (SURESNES)
tabletes
Triplixam 10 mg/ 2,5 NL/H/2636/05/DC 14-0060 LES LABORATOIRES LV

mg/ 10 mg apvalkotas

SERVIER (SURESNES)
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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
tabletes
Triplixam 10 mg/ 2,5 NL/H/2636/04/DC 14-0059 LES LABORATOIRES LV
mg/ 5 mg apvalkotas SERVIER (SURESNES)
tabletes
TRIPLIAM 5 mg/1,25 NL/H/2636/03/DC 042407128 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 5 mg/1,25 NL/H/2636/03/DC 042407130 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 5 mg/1,25 NL/H/2636/03/DC 042407116 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/04/DC 042407179 LES LABORATOIRES IT
mg/5 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/04/DC 042407181 LES LABORATOIRES IT
mg/5 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/04/DC 042407167 LES LABORATOIRES IT
mg/5 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/05/DC 042407229 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 5 mg/1,25 NL/H/2636/02/DC 042407066 LES LABORATOIRES IT
mg/5 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/05/DC 042407217 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 5 mg/1,25 NL/H/2636/02/DC 042407078 LES LABORATOIRES IT

mg/5 mg compresse

SERVIER (SURESNES)
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number
rivestite con film
TRIPLIAM 5 mg/1,25 NL/H/2636/02/DC 042407080 LES LABORATOIRES IT
mg/5 mg compresse SERVIER (SURESNES)
rivestite con film
TRIPLIAM 10 mg/2,5 NL/H/2636/05/DC 042407231 LES LABORATOIRES IT
mg/10 mg compresse SERVIER (SURESNES)
rivestite con film
Triplixam NL/H/2636/04/DC 5615968 LES LABORATOIRES PT
10mg/2,5mg/5mg SERVIER (SURESNES)
comprimidos revestidos
por pelicula
Triplixam NL/H/2636/04/DC 5615950 LES LABORATOIRES PT
10mg/2,5mg/5mg SERVIER (SURESNES)
comprimidos revestidos
por pelicula
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/007 LES LABORATOIRES LT
mg/5 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg / 1,25 NL/H/2636/003 LT/1/14/3522/012 LES LABORATOIRES LT
mg / 10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 10 mg / 2,5 NL/H/2636/005 LT/1/14/3522/022 LES LABORATOIRES LT
mg / 10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 10 mg / 2,5 NL/H/2636/004 LT/1/14/3522/017 LES LABORATOIRES LT
mg / 5 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/025 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/021 LES LABORATOIRES LT

mg/10 mg plévele
dengtos tabletés

SERVIER (SURESNES)
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number

TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/024 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/023 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/008 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/018 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/030 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/006 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/016 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/020 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/027 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/029 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/009 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés
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TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/028 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/011 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/013 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/019 LES LABORATOIRES LT
mg/5 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/014 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/015 LES LABORATOIRES LT
mg/10 mg plévele SERVIER (SURESNES)
dengtos tabletés
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/010 LES LABORATOIRES LT
mg/5 mg plévele SERVIER (SURESNES)
dengtos tabletés
Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/029 SERVIER PHARMA D.O.O SI
mg/10 mg filmsko
obloZene tablete
Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/028 SERVIER PHARMA D.O.O Sl
mg/10 mg filmsko
obloZene tablete
Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/027 SERVIER PHARMA D.O.O Sl
mg/10 mg filmsko
obloZene tablete
Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/025 SERVIER PHARMA D.O.O Sl

mg/10 mg filmsko
oblozene tablete
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Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/026 SERVIER PHARMA D.O.O Sl

mg/10 mg filmsko

obloZene tablete

Triplixam 10 mg/2,5 NL/H/2636/05/DC H/14/01566/030 SERVIER PHARMA D.O.O Sl

mg/10 mg filmsko

obloZene tablete

Triplixam 5 mg/1,25 NL/H/2636/02/DC 2014060175 SERVIER BENELUX S.A./N.V. | LU

mg/5 mg, Filmtabletten

Triplixam 5 mg/1,25 NL/H/2636/03/DC 2014060176 SERVIER BENELUX S.A./N.V. | LU

mg/10 mg, Filmtabletten

Triplixam 10 mg/2,5 NL/H/2636/04/DC 2014060177 SERVIER BENELUX S.A./N.V. | LU

mg/5 mg, Filmtabletten

Triplixam 5 mg/1,25 NL/H/2636/003 30888 LES LABORATOIRES Fl

mg/10 mg SERVIER (SURESNES)

kalvopadllysteiset tabletit

Triplixam 5 mg/1,25 NL/H/2636/02/DC 30887 LES LABORATOIRES Fl

mg/5 mg SERVIER (SURESNES)

kalvopaallysteiset tabletit

Triplixam 10 mg/2,5 NL/H/2636/04/DC 30889 LES LABORATOIRES Fl

mg/5 mg SERVIER (SURESNES)

kalvopaallysteiset tabletit

Triplixam 10 mg/2,5 NL/H/2636/05/DC 30890 LES LABORATOIRES Fl

mg/10 mg SERVIER (SURESNES)

kalvopaallysteiset tabletit

Triplixam NL/H/2636/05/DC 5595822 LES LABORATOIRES PT

10mg/2,5mg/10mg SERVIER (SURESNES)

comprimidos revestidos

por pelicula

Triplixam NL/H/2636/05/DC 5595830 LES LABORATOIRES PT

10mg/2,5mg/10mg SERVIER (SURESNES)

comprimidos revestidos

por pelicula

Triplixam NL/H/2636/03/DC 5595657 LES LABORATOIRES PT
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5mg/1,25mg/10mg
comprimidos revestidos
por pelicula

SERVIER (SURESNES)

Triplixam
5mg/1,25mg/10mg
comprimidos revestidos
por pelicula

NL/H/2636/03/DC

5595665

LES LABORATOIRES
SERVIER (SURESNES)

PT

Triplixam
5mg/1,25mg/5mg
comprimidos revestidos
por pelicula

NL/H/2636/02/DC

5595525

LES LABORATOIRES
SERVIER (SURESNES)

PT

Triplixam
5mg/1,25mg/5mg
comprimidos revestidos
por pelicula

NL/H/2636/02/DC

5595517

LES LABORATOIRES
SERVIER (SURESNES)

PT

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/023

SERVIER PHARMA D.O.O

Sl

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/019

SERVIER PHARMA D.O.O

S

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/021

SERVIER PHARMA D.O.O

S

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/022

SERVIER PHARMA D.O.O

Sl

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/024

SERVIER PHARMA D.O.O

Sl

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/020

SERVIER PHARMA D.O.O

Sl
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Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/017

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/018

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/015

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/013

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/010

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/014

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/007

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/009

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/012

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/011

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/008

SERVIER PHARMA D.O.O

Sl
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Triplixam 5 mg/1,25 NL/H/2636/03/DC H/14/01566/016 SERVIER PHARMA D.O.O Sl
mg/10 mg filmsko
obloZene tablete
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 34009 278 1645 1 LES LABORATOIRES FR
mg/ 10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC 34009 278 162 2 2 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC 34009 278 161 6 1 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 34009 278 163 9 0 LES LABORATOIRES FR
mg/ 10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC 34009 278 158 5 0 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC 34009 2781591 1 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC 34009 278 157 9 9 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC 34009 278 156 2 1 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
Triplixam 10 mg/2,5 NL/H/2636/05/DC 2014060178 SERVIER BENELUX S.A./N.V. | LU
mg/10 mg, Filmtabletten
Triplixam NL/H/2636/02/DC 022156 LES LABORATOIRES CcY

5mg/1,25mg/5mg
EMNIKAAUPHEVA PE UPEVIO
diokia

SERVIER (SURESNES)
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Triplixam NL/H/2636/03/DC 022157 LES LABORATOIRES CcY

5mg/1,25mg/10mg SERVIER (SURESNES)

EMNIKAAUPPEVA PE UPEVIO

diokia

Triplixam NL/H/2636/04/DC 022158 LES LABORATOIRES CcY

10mg/2,5mg/5mg SERVIER (SURESNES)

ENIKAAUPHEVA PE UPEVIO

diokia

Triplixam NL/H/2636/05/DC 022159 LES LABORATOIRES CcY

10mg/2,5mg/10mg SERVIER (SURESNES)

EMNIKAAUPHEVA PE UPEVIO

diokia

TRIPLIXAM 10 mg/2,5 NL/H/2636/005 58/0026/14-S ANPHARM SK

mg/10 mg filmom PRZEDSIEBIORSTWO

obalené tablety FARMACEUTYCZNE SPOLKA
AKCYJNA

TRIPLIXAM 10 mg/2,5 NL/H/2636/004 58/0025/14-S ANPHARM SK

mg/5 mg filmom obalené PRZEDSIEBIORSTWO

tablety FARMACEUTYCZNE SPOLKA
AKCYJNA

TRIPLIXAM 5 mg/1,25 NL/H/2636/003 58/0024/14-S ANPHARM SK

mg/10 mg filmom PRZEDSIEBIORSTWO

obalené tablety FARMACEUTYCZNE SPOLKA
AKCYJNA

TRIPLIXAM 5 mg/1,25 NL/H/2636/002 58/0023/14-S ANPHARM SK

mg/5 mg filmom obalené PRZEDSIEBIORSTWO

tablety FARMACEUTYCZNE SPOLKA
AKCYJNA

TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/038 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/035 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)
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dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC LT/1/14/3522/036 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 10 mg/2.5 NL/H/2636/05/DC LT/1/14/3522/037 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/032 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/034 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC LT/1/14/3522/031 LES LABORATOIRES LT

mg/5 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC LT/1/14/3522/033 LES LABORATOIRES LT

mg/10 mg plévele SERVIER (SURESNES)

dengtos tabletés

TRIPLIAM 10 mg/2,5 NL/H/2636/05/DC 042407371 LES LABORATOIRES IT

mg/10 mg compresse SERVIER (SURESNES)

rivestite con film

TRIPLIAM 10 mg/2,5 NL/H/2636/05/DC 042407383 LES LABORATOIRES IT

mg/10 mg compresse SERVIER (SURESNES)

rivestite con film

TRIPLIAM 10 mg/2,5 NL/H/2636/04/DC 042407357 LES LABORATOIRES IT

mg/5 mg compresse SERVIER (SURESNES)

rivestite con film

TRIPLIAM 10 mg/2,5 NL/H/2636/04/DC 042407369 LES LABORATOIRES IT

mg/5 mg compresse SERVIER (SURESNES)

rivestite con film

TRIPLIAM 5 mg/1,25 NL/H/2636/03/DC 042407332 LES LABORATOIRES IT

mg/10 mg compresse SERVIER (SURESNES)

List of nationally authorised medicinal products
EMA/327585/2023

Page 55/61



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

rivestite con film

TRIPLIAM 5 mg/1,25
mg/10 mg compresse
rivestite con film

NL/H/2636/03/DC

042407344

LES LABORATOIRES
SERVIER (SURESNES)

TRIPLIAM 5 mg/1,25
mg/5 mg compresse
rivestite con film

NL/H/2636/02/DC

042407320

LES LABORATOIRES
SERVIER (SURESNES)

TRIPLIAM 5 mg/1,25
mg/5 mg compresse
rivestite con film

NL/H/2636/02/DC

042407318

LES LABORATOIRES
SERVIER (SURESNES)

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/031

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/5 mg filmsko
obloZene tablete

NL/H/2636/02/DC

H/14/01566/032

SERVIER PHARMA D.O.O

S

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/033

SERVIER PHARMA D.O.O

S

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/035

SERVIER PHARMA D.O.O

S

Triplixam 10 mg/2,5
mg/10 mg filmsko
obloZene tablete

NL/H/2636/05/DC

H/14/01566/037

SERVIER PHARMA D.O.O

Sl

Triplixam 10 mg/2,5
mg/5 mg filmsko
obloZene tablete

NL/H/2636/04/DC

H/14/01566/036

SERVIER PHARMA D.O.O

Sl

Triplixam 5 mg/1,25
mg/10 mg filmsko
obloZene tablete

NL/H/2636/03/DC

H/14/01566/034

SERVIER PHARMA D.O.O

Sl

Triplixam 10 mg/2,5
mg/10 mg filmsko

NL/H/2636/05/DC

H/14/01566/038

SERVIER PHARMA D.O.O

S
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obloZene tablete
TRIPLIXAM 10 mg/2,5 NL/H/2636/005 34009 301 6377 1 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2,5 NL/H/2636/005 34009 550 601 0 9 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC 34009 550 600 9 3 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2,5 NL/H/2636/004 34009 301 637 6 4 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1,25 NL/H/2636/002 34009 550 600 7 9 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1,25 NL/H/2636/002 34009 301 637 4 0 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1,25 NL/H/2636/003 34009 278 1591 1 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1,25 NL/H/2636/003 34009 550 600 8 6 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
Triplixam 10 mg/2,5 NL/H/2636/005 11961/2019/07 LES LABORATOIRES RO
mg/10 mg comprimate SERVIER (SURESNES)
filmate
Triplixam 10 mg/2,5 NL/H/2636/004 11960/2019/07 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 11961/2019/06 LES LABORATOIRES RO

mg/10 mg comprimate

SERVIER (SURESNES)
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filmate

Triplixam 10 mg/2,5 NL/H/2636/005 11961/2019/01 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 11961/2019/04 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 10 mg/2,5 NL/H/2636/005 11961/2019/08 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 11961/2019/03 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 11961/2019/02 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 11961/2019/05 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 5 mg/1,25 NL/H/2636/003 11959/2019/07 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 10 mg/2,5 NL/H/2636/004 11960/2019/08 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 11960/2019/06 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 10 mg/2,5 NL/H/2636/004 11960/2019/01 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 11960/2019/03 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)
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filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 11960/2019/04 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 5 mg/1,25 NL/H/2636/002 11958/2019/08 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 11960/2019/02 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 10 mg/2,5 NL/H/2636/04/DC 11960/2019/05 LES LABORATOIRES RO

mg/5 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 11959/2019/06 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 5 mg/1,25 NL/H/2636/003 11959/2019/08 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 11959/2019/05 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

Triplixam 5 mg/1,25 NL/H/2636/003 11959/2019/01 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 11959/2019/03 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 11959/2019/04 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)

filmate

TRIPLIXAM 5 mg/1,25 NL/H/2636/03/DC 11959/2019/02 LES LABORATOIRES RO

mg/10 mg comprimate SERVIER (SURESNES)
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filmate
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 11958/2019/03 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 11958/2019/02 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 11958/2019/04 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 11958/2019/05 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM 5 mg/1,25 NL/H/2636/02/DC 11958/2019/06 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
Triplixam 5 mg/1,25 NL/H/2636/002 11958/2019/07 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
Triplixam 5 mg/1,25 NL/H/2636/002 11958/2019/01 LES LABORATOIRES RO
mg/5 mg comprimate SERVIER (SURESNES)
filmate
TRIPLIXAM NL/H/2636/05/DC 100188/16-08-2019 SERVIER HELLAS GR
10mg/2,5mg/10mg PHARMACEUTICALS LTD
EMIKAAUPHEVA PE AENTO
UPEvVIo diokia
TRIPLIXAM NL/H/2636/04/DC 100187/16-08-2019 SERVIER HELLAS GR
10mg/2,5mg/5mg PHARMACEUTICALS LTD
EMNIKAAUPPEVA PE AENTO
UpPEvio diokia
TRIPLIXAM NL/H/2636/03/DC 100186/16-08-2019 SERVIER HELLAS GR

5mg/1,25mg/10mg
ENIKAAUPUEVA PE AENTO

PHARMACEUTICALS LTD
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TRIPLIXAM NL/H/2636/02/DC 100185/16-08-2019 SERVIER HELLAS GR
5mg/1,25mg/5mg PHARMACEUTICALS LTD
EMNIKAAUPHEVA PE AENTO
upévio diokia
TRIPLIXAM 10 mg/2.5 NL/H/2636/04/DC 34009 301 637 6 4 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC 34009 301 63757 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC 34009 550 600 7 9 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/03/DC 34009 550 600 8 6 LES LABORATOIRES FR
mg/10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 5 mg/1.25 NL/H/2636/02/DC 34009 301 637 4 0 LES LABORATOIRES FR
mg/5 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 34009 550 601 0 9 LES LABORATOIRES FR
mg/ 10 mg, comprimé SERVIER (SURESNES)
pelliculé
TRIPLIXAM 10 mg/2,5 NL/H/2636/05/DC 34009 301 637 7 1 LES LABORATOIRES FR

mg/ 10 mg, comprimé
pelliculé

SERVIER (SURESNES)
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