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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
Alea Comp 20 mg/5 NL/H/1859/001 28350 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
filmdragerade tabletter S.A.
Alea Comp 20 mg/5 NL/H/1859/001 1S/1/10/057/01 MENARINI INTERNATIONAL IS
mg/12,5 mg OPERATIONS LUXEMBOURG
filmuhuodadar toflur S.A.
Alea Comp 20 mg/5 NL/H/1859/001 28350 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
kalvopaallysteiset tabletit S.A.
Alea Comp 20 mg/5 NL/H/1859/001 10-7289 MENARINI INTERNATIONAL NO
mg/12,5 mg tabletter, OPERATIONS LUXEMBOURG
filmdrasjerte S.A.
Alea Comp 40 mg/10 NL/H/1859/003 28352 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
filmdragerade tabletter S.A.
Alea Comp 40 mg/10 NL/H/1859/003 1S/1/10/057/04 MENARINI INTERNATIONAL IS
mg/12,5 mg OPERATIONS LUXEMBOURG
filmuhdadadar toflur S.A.
Alea Comp 40 mg/10 NL/H/1859/003 28352 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
kalvopaallysteiset tabletit S.A.
Alea Comp 40 mg/10 NL/H/1859/003 10-7291 MENARINI INTERNATIONAL NO
mg/12,5 mg tabletter, OPERATIONS LUXEMBOURG
filmdrasjerte S.A.
Alea Comp 40 mg/10 NL/H/1859/005 28354 MENARINI INTERNATIONAL Fl
mg/25 mg filmdragerade OPERATIONS LUXEMBOURG
tabletter S.A.
Alea Comp 40 mg/10 NL/H/1859/005 1S/1/10/057/05 MENARINI INTERNATIONAL IS
mg/25 mg filmuhuodadar OPERATIONS LUXEMBOURG
toflur S.A.
Alea Comp 40 mg/10 NL/H/1859/005 28354 MENARINI INTERNATIONAL Fl
mg/25 mg OPERATIONS LUXEMBOURG
kalvopaallysteiset tabletit S.A.
Alea Comp 40 mg/10 NL/H/1859/005 10-7293 MENARINI INTERNATIONAL NO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

mg/25 mg tabletter, OPERATIONS LUXEMBOURG
filmdrasjerte S.A.
Alea Comp 40 mg/5 NL/H/1859/002 28351 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
filmdragerade tabletter S.A.
Alea Comp 40 mg/5 NL/H/1859/002 1S/1/10/057/02 MENARINI INTERNATIONAL IS
mg/12,5 mg OPERATIONS LUXEMBOURG
filmuhdadadar toflur S.A.
Alea Comp 40 mg/5 NL/H/1859/002 28351 MENARINI INTERNATIONAL Fl
mg/12,5 mg OPERATIONS LUXEMBOURG
kalvopaallysteiset tabletit S.A.
Alea Comp 40 mg/5 NL/H/1859/002 10-7290 MENARINI INTERNATIONAL NO
mg/12,5 mg tabletter, OPERATIONS LUXEMBOURG
filmdrasjerte S.A.
Alea Comp 40 mg/5 NL/H/1859/004 28353 MENARINI INTERNATIONAL Fl
mg/25 mg filmdragerade OPERATIONS LUXEMBOURG
tabletter S.A.
Alea Comp 40 mg/5 NL/H/1859/004 1S/1/10/057/03 MENARINI INTERNATIONAL IS
mg/25 mg filmuhuodadar OPERATIONS LUXEMBOURG
toflur S.A.
Alea Comp 40 mg/5 NL/H/1859/004 28353 MENARINI INTERNATIONAL Fl
mg/25 mg OPERATIONS LUXEMBOURG
kalvopaallysteiset tabletit S.A.
Alea Comp 40 mg/5 NL/H/1859/004 10-7292 MENARINI INTERNATIONAL NO
mg/25 mg tabletter, OPERATIONS LUXEMBOURG
filmdrasjerte S.A.
Alea Comp, NL/H/1859/003 46267 MENARINI INTERNATIONAL DK
filmovertrukne tabletter OPERATIONS LUXEMBOURG

S.A.
Alea Comp, NL/H/1859/005 46269 MENARINI INTERNATIONAL DK
filmovertrukne tabletter OPERATIONS LUXEMBOURG

S.A.
Alea Comp, NL/H/1859/001 46265 MENARINI INTERNATIONAL DK
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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/25 mg comprimidos

OPERATIONS LUXEMBOURG

number

filmovertrukne tabletter OPERATIONS LUXEMBOURG

S.A.
Alea Comp, NL/H/1859/002 46266 MENARINI INTERNATIONAL DK
filmovertrukne tabletter OPERATIONS LUXEMBOURG

S.A.
Alea Comp, NL/H/1859/004 46268 MENARINI INTERNATIONAL DK
filmovertrukne tabletter OPERATIONS LUXEMBOURG

S.A.
AMELIOR® PLUS HCT 20 | NL/H/1859/001 1-30073 MENARINI INTERNATIONAL AT
mg/5 mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
AMELIOR® PLUS HCT 40 | NL/H/1859/003 1-30075 MENARINI INTERNATIONAL AT
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
AMELIOR® PLUS HCT 40 | NL/H/1859/005 1-30077 MENARINI INTERNATIONAL AT
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
AMELIOR® PLUS HCT 40 | NL/H/1859/002 1-30074 MENARINI INTERNATIONAL AT
mg/5 mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
AMELIOR® PLUS HCT 40 | NL/H/1859/004 1-30076 MENARINI INTERNATIONAL AT
mg/5 mg/25 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
Balzak Plus 20 mg /5 NL/H/1859/001 73.437 MENARINI INTERNATIONAL ES
mg/12,5 mg OPERATIONS LUXEMBOURG
comprimidos recubiertos S.A.
con pelicula
Balzak Plus 40 mg /10 NL/H/1859/003 73.440 MENARINI INTERNATIONAL ES
mg/12,5 mg OPERATIONS LUXEMBOURG
comprimidos recubiertos S.A.
con pelicula
Balzak Plus 40 mg /10 NL/H/1859/005 73.439 MENARINI INTERNATIONAL ES
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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/12,5 mg filmomhulde

GMBH

number
recubiertos con pelicula S.A.
Balzak Plus 40 mg /5 NL/H/1859/002 73.438 MENARINI INTERNATIONAL ES
mg/12,5 mg OPERATIONS LUXEMBOURG
comprimidos recubiertos S.A.
con pelicula
Balzak Plus 40 mg /5 NL/H/1859/004 73.441 MENARINI INTERNATIONAL ES
mg/25 mg comprimidos OPERATIONS LUXEMBOURG
recubiertos con pelicula S.A.
Belfor HCT 20 mg/5 NL/H/1859/001 RVG 106675 MENARINI INTERNATIONAL NL
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Belfor HCT 40 mg/10 NL/H/1859/003 RVG 106678 MENARINI INTERNATIONAL NL
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Belfor HCT 40 mg/10 NL/H/1859/005 RVG 106680 MENARINI INTERNATIONAL NL
mg/25 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Belfor HCT 40 mg/5 NL/H/1859/002 RVG 106676 MENARINI INTERNATIONAL NL
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Belfor HCT 40 mg/5 NL/H/1859/004 RVG 106679 MENARINI INTERNATIONAL NL
mg/25 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
CAPENON HCT 20 mg /5 NL/H/1860/001 73433 PFIZER, S.L. ES
mg/12,5 mg
comprimidos recubiertos
con pelicula
CAPENON HCT 20 mg /5 NL/H/1860/001 73433 PFIZER, S.L. ES
mg/12,5 mg
comprimidos recubiertos
con pelicula
Capenon HCT 20 mg/5 NL/H/1860/001 RVG 106682 DAIICHI SANKYO EUROPE NL
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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

tabletten

Capenon HCT 20 mg/5 NL/H/1860/001 RVG 106682 DAIICHI SANKYO EUROPE NL

mg/12,5 mg filmomhulde GMBH

tabletten

CAPENON HCT 40 mg NL/H/1860/003 73435 PFIZER, S.L. ES

/10 mg/12,5 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg NL/H/1860/003 73435 PFIZER, S.L. ES
/10 mg/12,5 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg NL/H/1860/005 73432 PFIZER, S.L. ES
/10 mg/25 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg NL/H/1860/005 73432 PFIZER, S.L. ES
/10 mg/25 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg /5 NL/H/1860/002 73436 PFIZER, S.L. ES
mg/12,5 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg /5 NL/H/1860/002 73436 PFIZER, S.L. ES
mg/12,5 mg
comprimidos recubiertos
con pelicula

CAPENON HCT 40 mg /5 NL/H/1860/004 73434 PFIZER, S.L. ES
mg/25 mg comprimidos
recubiertos con pelicula

CAPENON HCT 40 mg /5 NL/H/1860/004 73434 PFIZER, S.L. ES
mg/25 mg comprimidos
recubiertos con pelicula
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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

Capenon HCT 40 mg/10 NL/H/1860/003 RVG 106684 DAIICHI SANKYO EUROPE NL
mg/12,5 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/10 NL/H/1860/003 RVG 106684 DAIICHI SANKYO EUROPE NL
mg/12,5 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/10 NL/H/1860/005 RVG 106686 DAIICHI SANKYO EUROPE NL
mg/25 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/10 NL/H/1860/005 RVG 106686 DAIICHI SANKYO EUROPE NL
mg/25 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/5 NL/H/1860/002 RVG 106683 DAIICHI SANKYO EUROPE NL
mg/12,5 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/5 NL/H/1860/002 RVG 106683 DAIICHI SANKYO EUROPE NL
mg/12,5 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/5 NL/H/1860/004 RVG 106685 DAIICHI SANKYO EUROPE NL
mg/25 mg filmomhulde GMBH
tabletten
Capenon HCT 40 mg/5 NL/H/1860/004 RVG 106685 DAIICHI SANKYO EUROPE NL
mg/25 mg filmomhulde GMBH
tabletten
Duactan HCT 20 mg/5 NL/H/1859/001 OGYI-T-21745/01 MENARINI INTERNATIONAL HU
mg/12,5 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 20 mg/5 NL/H/1859/001 OGYI-T-21745/02 MENARINI INTERNATIONAL HU
mg/12,5 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/10 NL/H/1859/003 OGYI-T-21745/05 MENARINI INTERNATIONAL HU

mg/12,5 mg filmtabletta

OPERATIONS LUXEMBOURG
S.A.
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mg + 12,5 mg, tabletki
powlekane

OPERATIONS LUXEMBOURG
S.A.

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

Duactan HCT 40 mg/10 NL/H/1859/003 OGYI-T-21745/06 MENARINI INTERNATIONAL HU
mg/12,5 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/10 NL/H/1859/005 OGYI-T-21745/10 MENARINI INTERNATIONAL HU
mg/25 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/10 NL/H/1859/005 OGYI-T-21745/09 MENARINI INTERNATIONAL HU
mg/25 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/5 NL/H/1859/002 OGYI-T-21745/03 MENARINI INTERNATIONAL HU
mg/12,5 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/5 NL/H/1859/002 OGYI-T-21745/04 MENARINI INTERNATIONAL HU
mg/12,5 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/5 NL/H/1859/004 OGYI-T-21745/07 MENARINI INTERNATIONAL HU
mg/25 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Duactan HCT 40 mg/5 NL/H/1859/004 OGYI-T-21745/08 MENARINI INTERNATIONAL HU
mg/25 mg filmtabletta OPERATIONS LUXEMBOURG

S.A.
Elestar HCT, 20 mg + 5 NL/H/1859/001 18947 MENARINI INTERNATIONAL PL
mg + 12,5 mg, tabletki OPERATIONS LUXEMBOURG
powlekane S.A.
Elestar HCT, 40 mg + 10 | NL/H/1859/003 18949 MENARINI INTERNATIONAL PL
mg + 12,5 mg, tabletki OPERATIONS LUXEMBOURG
powlekane S.A.
Elestar HCT, 40 mg + 10 | NL/H/1859/005 18951 MENARINI INTERNATIONAL PL
mg + 25 mg, tabletki OPERATIONS LUXEMBOURG
powlekane S.A.
Elestar HCT, 40 mg + 5 NL/H/1859/002 18948 MENARINI INTERNATIONAL PL
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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/12,5 mg filmomhulde
tabletten

OPERATIONS LUXEMBOURG
S.A.

number

Elestar HCT, 40 mg + 5 NL/H/1859/004 18950 MENARINI INTERNATIONAL PL
mg + 25 mg, tabletki OPERATIONS LUXEMBOURG
powlekane S.A.

Folgan HCT 20 mg/5 NL/H/1859/001 58/0034/11-S MENARINI INTERNATIONAL SK
mg/12,5 mg filmom OPERATIONS LUXEMBOURG
obalené tablety S.A.

Folgan HCT 40 mg/10 NL/H/1859/003 58/0036/11-S MENARINI INTERNATIONAL SK
mg/12,5 mg filmom OPERATIONS LUXEMBOURG
obalené tablety S.A.

Folgan HCT 40 mg/10 NL/H/1859/005 58/0038/11-S MENARINI INTERNATIONAL SK
mg/25 mg filmom OPERATIONS LUXEMBOURG
obalené tablety S.A.

Folgan HCT 40 mg/5 NL/H/1859/002 58/0035/11-S MENARINI INTERNATIONAL SK
mg/12,5 mg filmom OPERATIONS LUXEMBOURG
obalené tablety S.A.

Folgan HCT 40 mg/5 NL/H/1859/004 58/0037/11-S MENARINI INTERNATIONAL SK
mg/25 mg filmom OPERATIONS LUXEMBOURG
obalené tablety S.A.

FORZATEN/HCT 20 mg/5 | NL/H/1859/001 BE390573 MENARINI INTERNATIONAL BE
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.

FORZATEN/HCT 20 mg/5 | NL/H/1859/001 BE390485 MENARINI INTERNATIONAL BE
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.

FORZATEN/HCT 20 mg/5 | NL/H/1859/001 0951/11060014 MENARINI INTERNATIONAL LU
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.

FORZATEN/HCT 20 mg/5 | NL/H/1859/001 BE390485 MENARINI INTERNATIONAL BE
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.

FORZATEN/HCT 20 mg/5 | NL/H/1859/001 BE390573 MENARINI INTERNATIONAL BE
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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/10 mg/25 mg
comprimés pelliculés

OPERATIONS LUXEMBOURG
S.A.

number

Forzaten/HCT 20 mg/5 NL/H/1859/001 BE390485 MENARINI INTERNATIONAL BE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.

Forzaten/HCT 20 mg/5 NL/H/1859/001 BE390573 MENARINI INTERNATIONAL BE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.

FORZATEN/HCT 40 NL/H/1859/003 BE390521 MENARINI INTERNATIONAL BE
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
comprimés pelliculés S.A.

FORZATEN/HCT 40 NL/H/1859/003 BE390537 MENARINI INTERNATIONAL BE
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
comprimés pelliculés S.A.

FORZATEN/HCT 40 NL/H/1859/003 0951/11060016 MENARINI INTERNATIONAL LU
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
comprimés pelliculés S.A.

FORZATEN/HCT 40 NL/H/1859/003 BE390521 MENARINI INTERNATIONAL BE
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
filmomhulde tabletten S.A.

FORZATEN/HCT 40 NL/H/1859/003 BE390537 MENARINI INTERNATIONAL BE
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
filmomhulde tabletten S.A.

Forzaten/HCT 40 mg/10 NL/H/1859/003 BE390537 MENARINI INTERNATIONAL BE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.

Forzaten/HCT 40 mg/10 NL/H/1859/003 BE390521 MENARINI INTERNATIONAL BE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.

FORZATEN/HCT 40 NL/H/1859/005 BE390546 MENARINI INTERNATIONAL BE
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
comprimés pelliculés S.A.

FORZATEN/HCT 40 NL/H/1859/005 BE390555 MENARINI INTERNATIONAL BE
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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/12,5 mg
Filmtabletten

OPERATIONS LUXEMBOURG
S.A.

number

FORZATEN/HCT 40 NL/H/1859/005 0951/11060018 MENARINI INTERNATIONAL LU
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
comprimés pelliculés S.A.
FORZATEN/HCT 40 NL/H/1859/005 BE390546 MENARINI INTERNATIONAL BE
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
filmomhulde tabletten S.A.
FORZATEN/HCT 40 NL/H/1859/005 BE390555 MENARINI INTERNATIONAL BE
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
filmomhulde tabletten S.A.
Forzaten/HCT 40 mg/10 NL/H/1859/005 BE390555 MENARINI INTERNATIONAL BE
mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
Forzaten/HCT 40 mg/10 NL/H/1859/005 BE390546 MENARINI INTERNATIONAL BE
mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/002 BE390494 MENARINI INTERNATIONAL BE
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/002 BE390564 MENARINI INTERNATIONAL BE
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/002 0951/11060015 MENARINI INTERNATIONAL LU
mg/12,5 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/002 BE390564 MENARINI INTERNATIONAL BE
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/002 BE390494 MENARINI INTERNATIONAL BE
mg/12,5 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Forzaten/HCT 40 mg/5 NL/H/1859/002 BE390564 MENARINI INTERNATIONAL BE
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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/12,5 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

number

Forzaten/HCT 40 mg/5 NL/H/1859/002 BE390494 MENARINI INTERNATIONAL BE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/004 BE390503 MENARINI INTERNATIONAL BE
mg/25 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/004 BE390512 MENARINI INTERNATIONAL BE
mg/25 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/004 0951/11060017 MENARINI INTERNATIONAL LU
mg/25 mg comprimés OPERATIONS LUXEMBOURG
pelliculés S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/004 BE390503 MENARINI INTERNATIONAL BE
mg/25 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
FORZATEN/HCT 40 mg/5 | NL/H/1859/004 BE390512 MENARINI INTERNATIONAL BE
mg/25 mg filmomhulde OPERATIONS LUXEMBOURG
tabletten S.A.
Forzaten/HCT 40 mg/5 NL/H/1859/004 BE390503 MENARINI INTERNATIONAL BE
mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
Forzaten/HCT 40 mg/5 NL/H/1859/004 BE390512 MENARINI INTERNATIONAL BE
mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/14 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.
Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/11 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.
Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/15 MENARINI INTERNATIONAL RO
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mg/12,5 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

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

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/04 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/06 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/07 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/03 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/12 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/05 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/08 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/09 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/10 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/01 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/13 MENARINI INTERNATIONAL RO
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mg/12,5 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

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

Inovum HCT 20 mg/5 NL/H/1859/001 8618/2016/02 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/12 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/01 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/04 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/02 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/15 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/10 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/08 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/05 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/09 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/11 MENARINI INTERNATIONAL 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

mg/25 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

number

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/14 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/07 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/13 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/03 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/003 8620/2016/06 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/10 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/04 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/07 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/08 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/15 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/11 MENARINI INTERNATIONAL 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

filmate

mg/12,5 mg comprimate

OPERATIONS LUXEMBOURG
S.A.

number

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/09 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/02 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/03 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/13 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/06 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/12 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/05 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/14 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/10 NL/H/1859/005 8622/2016/01 MENARINI INTERNATIONAL RO
mg/25 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/05 MENARINI INTERNATIONAL RO
mg/12,5 mg comprimate OPERATIONS LUXEMBOURG
filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/09 MENARINI INTERNATIONAL RO
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mg/12,5 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

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

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/03 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/07 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/06 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/11 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/02 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/14 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/15 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/10 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/13 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/04 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/12 MENARINI INTERNATIONAL RO
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mg/25 mg comprimate
filmate

OPERATIONS LUXEMBOURG
S.A.

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

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/08 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/002 8619/2016/01 MENARINI INTERNATIONAL RO

mg/12,5 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/09 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/03 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/06 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/11 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/12 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/02 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/01 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/08 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/14 MENARINI INTERNATIONAL RO

List of nationally authorised medicinal products

EMA/PRAC/3512/2018

Page 18/80




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

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/07 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/04 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/15 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/05 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/13 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Inovum HCT 40 mg/5 NL/H/1859/004 8621/2016/10 MENARINI INTERNATIONAL RO

mg/25 mg comprimate OPERATIONS LUXEMBOURG

filmate S.A.

Konverge Plus 20 mg/5 NL/H/1859/001 PA 865/19/1 MENARINI INTERNATIONAL IE

mg/12.5 mg film-coated OPERATIONS LUXEMBOURG

tablets S.A.

Konverge Plus 20 mg/5 NL/H/1859/001 MA204/00601 MENARINI INTERNATIONAL MT

mg/12.5 mg film-coated OPERATIONS LUXEMBOURG

tablets S.A.

Konverge Plus 40 mg/10 | NL/H/1859/003 PA 865/19/3 MENARINI INTERNATIONAL IE

mg/12.5 mg film-coated OPERATIONS LUXEMBOURG

tablets S.A.

Konverge Plus 40 mg/10 | NL/H/1859/003 MA204/00603 MENARINI INTERNATIONAL MT

mg/12.5 mg film-coated OPERATIONS LUXEMBOURG

tablets S.A.

Konverge Plus 40 mg/10 | NL/H/1859/005 PA 865/19/5 MENARINI INTERNATIONAL IE

mg/25 mg film-coated OPERATIONS LUXEMBOURG

tablets S.A.
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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

mg/12,5 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Konverge Plus 40 mg/10 | NL/H/1859/005 MA204/00605 MENARINI INTERNATIONAL MT
mg/25 mg film-coated OPERATIONS LUXEMBOURG
tablets S.A.

Konverge Plus 40 mg/5 NL/H/1859/002 PA 865/19/2 MENARINI INTERNATIONAL IE
mg/12.5 mg film-coated OPERATIONS LUXEMBOURG
tablets S.A.

Konverge Plus 40 mg/5 NL/H/1859/002 MA204/00602 MENARINI INTERNATIONAL MT
mg/12.5 mg film-coated OPERATIONS LUXEMBOURG
tablets S.A.

Konverge Plus 40 mg/5 NL/H/1859/004 PA 865/19/4 MENARINI INTERNATIONAL IE
mg/25 mg film-coated OPERATIONS LUXEMBOURG
tablets S.A.

Konverge Plus 40 mg/5 NL/H/1859/004 MA204/00604 MENARINI INTERNATIONAL MT
mg/25 mg film-coated OPERATIONS LUXEMBOURG
tablets S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/015 MENARINI INTERNATIONAL S
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/009 MENARINI INTERNATIONAL S
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/011 MENARINI INTERNATIONAL S
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/005 MENARINI INTERNATIONAL S
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/008 MENARINI INTERNATIONAL S
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/007 MENARINI INTERNATIONAL 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

mg/12,5 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/010 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/012 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/014 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/013 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/006 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/001 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/002 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/003 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 20 mg/5 NL/H/1859/001 H/11/01161/004 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/038 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/040 MENARINI INTERNATIONAL SI
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/12,5 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/043 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/042 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/035 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/045 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/039 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/044 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/036 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/041 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/037 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/034 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/032 MENARINI INTERNATIONAL SI
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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

mg/25 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/031 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/003 H/11/01161/033 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/065 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/072 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/071 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/069 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/066 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/075 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/070 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/068 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/074 MENARINI INTERNATIONAL SI
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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

mg/12,5 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/067 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/073 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/063 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/061 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/062 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/10 NL/H/1859/005 H/11/01161/064 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/022 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/020 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/024 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/029 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/027 MENARINI INTERNATIONAL SI

List of nationally authorised medicinal products

EMA/PRAC/3512/2018

Page 24/80




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/25 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/021 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/028 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/025 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/030 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/026 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/023 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/019 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/016 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/017 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/002 H/11/01161/018 MENARINI INTERNATIONAL SI
mg/12,5 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/058 MENARINI INTERNATIONAL SI
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/25 mg filmsko
oblozene tablete

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/051 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/055 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/054 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/056 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/052 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/059 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/057 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/053 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/050 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/060 MENARINI INTERNATIONAL SI
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/046 MENARINI INTERNATIONAL SI
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/12,5 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/047 MENARINI INTERNATIONAL Sl
mg/25 mg filmsko OPERATIONS LUXEMBOURG
oblozene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/048 MENARINI INTERNATIONAL Sl
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Olectan HCT 40 mg/5 NL/H/1859/004 H/11/01161/049 MENARINI INTERNATIONAL Sl
mg/25 mg filmsko OPERATIONS LUXEMBOURG
obloZzene tablete S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 11-0034 MENARINI INTERNATIONAL LV
mg/12,5 mg apvalkotas OPERATIONS LUXEMBOURG
tabletes S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/007 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/013 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/015 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/010 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/001 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/002 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/014 MENARINI INTERNATIONAL 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

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/003 MENARINI INTERNATIONAL LT

mg/12,5 mg plevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/009 MENARINI INTERNATIONAL LT

mg/12,5 mg plevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/012 MENARINI INTERNATIONAL LT

mg/12,5 mg plevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/008 MENARINI INTERNATIONAL LT

mg/12,5 mg pléevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/011 MENARINI INTERNATIONAL LT

mg/12,5 mg plévele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/005 MENARINI INTERNATIONAL LT

mg/12,5 mg plévele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/004 MENARINI INTERNATIONAL LT

mg/12,5 mg plévele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 20 mg/5 NL/H/1859/001 LT/1/11/2460/006 MENARINI INTERNATIONAL LT

mg/12,5 mg plevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 11-0035 MENARINI INTERNATIONAL LV

mg/12,5 mg apvalkotas OPERATIONS LUXEMBOURG

tabletes S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/031 MENARINI INTERNATIONAL LT

mg/12,5 mg plevele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/042 MENARINI INTERNATIONAL LT

mg/12,5 mg plévele OPERATIONS LUXEMBOURG

dengtos tabletés S.A.

List of nationally authorised medicinal products
EMA/PRAC/3512/2018

Page 28/80



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/12,5 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/041 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/040 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/032 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/039 MENARINI INTERNATIONAL LT
mg/12,5 mg pléevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/038 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/033 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/045 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/036 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/037 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/034 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/043 MENARINI INTERNATIONAL LT
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/25 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/035 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/003 LT/1/11/2460/044 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 11-0036 MENARINI INTERNATIONAL LV
mg/25 mg apvalkotas OPERATIONS LUXEMBOURG
tabletes S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/071 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/069 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/072 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/064 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/065 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/066 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/073 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/061 MENARINI INTERNATIONAL LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/12,5 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/062 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/074 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/075 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/067 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/070 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/063 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/10 NL/H/1859/005 LT/1/11/2460/068 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 11-0037 MENARINI INTERNATIONAL LV
mg/12,5 mg apvalkotas OPERATIONS LUXEMBOURG
tabletes S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/017 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/016 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/025 MENARINI INTERNATIONAL LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/12,5 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/018 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/026 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/019 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/023 MENARINI INTERNATIONAL LT
mg/12,5 mg pléevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/024 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/027 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/022 MENARINI INTERNATIONAL LT
mg/12,5 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/020 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/029 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/021 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/030 MENARINI INTERNATIONAL LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/25 mg plévele
dengtos tabletés

OPERATIONS LUXEMBOURG
S.A.

number

Sanoral HCT 40 mg/5 NL/H/1859/002 LT/1/11/2460/028 MENARINI INTERNATIONAL LT
mg/12,5 mg plevele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 11-0038 MENARINI INTERNATIONAL LV
mg/25 mg apvalkotas OPERATIONS LUXEMBOURG
tabletes S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/046 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/055 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/048 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/053 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/056 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/057 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/054 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/047 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.

Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/050 MENARINI INTERNATIONAL LT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg / 12,5 mg 6hukese
polumeerikattega
tabletid

OPERATIONS LUXEMBOURG
S.A.

number
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/049 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/051 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/052 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/060 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/059 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT 40 mg/5 NL/H/1859/004 LT/1/11/2460/058 MENARINI INTERNATIONAL LT
mg/25 mg plévele OPERATIONS LUXEMBOURG
dengtos tabletés S.A.
Sanoral HCT,20mg /5 NL/H/1859/001 730411 MENARINI INTERNATIONAL EE
mg / 12,5 mg 6hukese OPERATIONS LUXEMBOURG
polumeerikattega S.A.
tabletid
Sanoral HCT, 40 mg / 10 | NL/H/1859/003 730211 MENARINI INTERNATIONAL EE
mg / 12,5 mg dhukese OPERATIONS LUXEMBOURG
polimeerikattega S.A.
tabletid
Sanoral HCT, 40 mg / 10 | NL/H/1859/005 730111 MENARINI INTERNATIONAL EE
mg / 25 mg Shukese OPERATIONS LUXEMBOURG
polumeerikattega S.A.
tabletid
Sanoral HCT, 40 mg /5 NL/H/1859/002 730311 MENARINI INTERNATIONAL EE
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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/25 mg filmuhddadar

GMBH

number
Sanoral HCT, 40 mg / 5 NL/H/1859/004 730511 MENARINI INTERNATIONAL EE
mg / 25 mg Shukese OPERATIONS LUXEMBOURG
polumeerikattega S.A.
tabletid
Sevikar Comp 20 mg/5 NL/H/1858/001 1S/1/10/056/01 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhddadar toflur
Sevikar Comp 20 mg/5 NL/H/1858/001 1S/1/10/056/01 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhddadar toflur
Sevikar Comp 40 mg/10 NL/H/1858/003 1S/1/10/056/03 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhdadadar toflur
Sevikar Comp 40 mg/10 NL/H/1858/003 1S/1/10/056/03 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhdadadar toflur
Sevikar Comp 40 mg/10 NL/H/1858/005 1S/1/10/056/05 DAIICHI SANKYO EUROPE IS
mg/25 mg filmuhuodadar GMBH
toflur
Sevikar Comp 40 mg/10 NL/H/1858/005 1S/1/10/056/05 DAIICHI SANKYO EUROPE IS
mg/25 mg filmuhuodadar GMBH
toflur
Sevikar Comp 40 mg/5 NL/H/1858/002 1S/1/10/056/02 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhuodadar toflur
Sevikar Comp 40 mg/5 NL/H/1858/002 1S/1/10/056/02 DAIICHI SANKYO EUROPE IS
mg/12,5 mg GMBH
filmuhddadar toflur
Sevikar Comp 40 mg/5 NL/H/1858/004 1S/1/10/056/04 DAIICHI SANKYO EUROPE IS
mg/25 mg filmuhudadar GMBH
toflur
Sevikar Comp 40 mg/5 NL/H/1858/004 1S/1/10/056/04 DAIICHI SANKYO EUROPE IS
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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
toflur
Sevikar Comp, NL/H/1858/001 46260 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/002 46261 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/003 46262 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/004 46263 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/005 46264 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/001 46260 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/002 46261 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/003 46262 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/004 46263 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
Sevikar Comp, NL/H/1858/005 46264 DAIICHI SANKYO EUROPE DK
filmovertrukne tabletter GMBH
SEVIKAR HCT 20 mg /5 NL/H/1858/001 73.450 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
con pelicula
SEVIKAR HCT 20 mg /5 NL/H/1858/001 73.450 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
con pelicula
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/02 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/03 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/04 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/07 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/09 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/11 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/13 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/14 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/15 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/02 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/03 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/04 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/07 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/09 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/11 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/13 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/14 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 8613/2016/15 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 20 mg/5 NL/H/1858/001 RVG 106667 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
Sevikar HCT 20 mg/5 NL/H/1858/001 RVG 106667 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
SEVIKAR HCT 20 mg/5 NL/H/1858/001 1-30068 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 20 mg/5 NL/H/1858/001 1-30068 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 20 mg/5 NL/H/1858/001 79810.00.00 DAIICHI SANKYO EUROPE DE
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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/12,5 mg GMBH

Filmtabletten

SEVIKAR HCT 20 mg/5 NL/H/1858/001 79810.00.00 DAIICHI SANKYO EUROPE DE

mg/12,5 mg GMBH

Filmtabletten

Sevikar HCT 20 mg/5 NL/H/1858/001 PL 08265/0031 DAIICHI SANKYO UK LTD UK

mg/12.5 mg film-coated

tablets

Sevikar HCT 20 mg/5 NL/H/1858/001 PL 08265/0031 DAIICHI SANKYO UK LTD UK

mg/12.5 mg film-coated

tablets

Sevikar HCT 20 mg+5 NL/H/1858/001 5369202 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 20 mg+5 NL/H/1858/001 5369178 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos
por pelicula

Sevikar HCT 20 mg+5 NL/H/1858/001 5369202 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 20 mg+5 NL/H/1858/001 5369178 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos
por pelicula

SEVIKAR HCT 40 mg /10 | NL/H/1858/003 73.452 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
con pelicula

SEVIKAR HCT 40 mg /10 | NL/H/1858/003 73.452 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
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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/12,5 mg comprimate
filmate

GMBH

number
con pelicula
SEVIKAR HCT 40 mg /10 | NL/H/1858/005 73.454 DAIICHI SANKYO ESPANA, ES
mg/25 mg comprimidos S.A.
recubiertos con pelicula
SEVIKAR HCT 40 mg /10 | NL/H/1858/005 73.454 DAIICHI SANKYO ESPANA, ES
mg/25 mg comprimidos S.A.
recubiertos con pelicula
SEVIKAR HCT 40 mg /5 NL/H/1858/002 73.451 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
con pelicula
SEVIKAR HCT 40 mg /5 NL/H/1858/002 73.451 DAIICHI SANKYO ESPANA, ES
mg/12,5 mg S.A.
comprimidos recubiertos
con pelicula
SEVIKAR HCT 40 mg /5 NL/H/1858/004 73.453 DAIICHI SANKYO ESPANA, ES
mg/25 mg comprimidos S.A.
recubiertos con pelicula
SEVIKAR HCT 40 mg /5 NL/H/1858/004 73.453 DAIICHI SANKYO ESPANA, ES
mg/25 mg comprimidos S.A.
recubiertos con pelicula
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/02 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/03 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/04 DAIICHI SANKYO EUROPE 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

mg/12,5 mg comprimate
filmate

GMBH

number

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/07 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/09 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/11 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/13 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/14 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/15 DAIICHI SANKYO EUROPE 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

mg/12,5 mg comprimate
filmate

GMBH

number

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/02 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/03 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/04 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/07 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/09 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/11 DAIICHI SANKYO EUROPE 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

mg/12.5 mg film-coated
tablets

number
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/13 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/14 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 8615/2016/15 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/003 RVG 106672 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
Sevikar HCT 40 mg/10 NL/H/1858/003 RVG 106672 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
SEVIKAR HCT 40 mg/10 NL/H/1858/003 1-30070 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/10 NL/H/1858/003 1-30070 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/10 NL/H/1858/003 79812.00.00 DAIICHI SANKYO EUROPE DE
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/10 NL/H/1858/003 79812.00.00 DAIICHI SANKYO EUROPE DE
mg/12,5 mg GMBH
Filmtabletten
Sevikar HCT 40 mg/10 NL/H/1858/003 PL 08265/0033 DAIICHI SANKYO UK LTD UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/25 mg comprimate
filmate

GMBH

number
Sevikar HCT 40 mg/10 NL/H/1858/003 PL 08265/0033 DAIICHI SANKYO UK LTD UK
mg/12.5 mg film-coated
tablets
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/01 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/02 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/03 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/04 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/05 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/06 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/07 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/08 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/09 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/10 DAIICHI SANKYO EUROPE 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

mg/25 mg comprimate
filmate

GMBH

number

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/11 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/12 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/13 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/14 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/15 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/01 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/02 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/03 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/04 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/05 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/06 DAIICHI SANKYO EUROPE 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

mg/25 mg film-coated
tablets

number
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/07 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/08 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/09 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/10 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/11 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/12 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/13 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/14 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 8617/2016/15 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/10 NL/H/1858/005 PL 08265/0035 DAIICHI SANKYO UK LTD UK
mg/25 mg film-coated
tablets
Sevikar HCT 40 mg/10 NL/H/1858/005 PL 08265/0035 DAIICHI SANKYO UK LTD UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Sevikar HCT 40 mg/10 NL/H/1858/005 RVG 106674 DAIICHI SANKYO NL
mg/25 mg filmomhulde NEDERLAND B.V.
tabletten
Sevikar HCT 40 mg/10 NL/H/1858/005 RVG 106674 DAIICHI SANKYO NL
mg/25 mg filmomhulde NEDERLAND B.V.
tabletten
SEVIKAR HCT 40 mg/10 NL/H/1858/005 1-30072 DAIICHI SANKYO AUSTRIA AT
mg/25 mg Filmtabletten GMBH
SEVIKAR HCT 40 mg/10 NL/H/1858/005 1-30072 DAIICHI SANKYO AUSTRIA AT
mg/25 mg Filmtabletten GMBH
SEVIKAR HCT 40 mg/10 NL/H/1858/005 79814.00.00 DAIICHI SANKYO EUROPE DE
mg/25 mg Filmtabletten GMBH
SEVIKAR HCT 40 mg/10 NL/H/1858/005 79814.00.00 DAIICHI SANKYO EUROPE DE
mg/25 mg Filmtabletten GMBH
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/02 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/03 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/04 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/07 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/09 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/11 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/13 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/14 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/15 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/01 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/02 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/03 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/04 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/05 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/06 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/07 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/08 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/09 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/10 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/11 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/12 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/13 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/14 DAIICHI SANKYO EUROPE 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/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 8614/2016/15 DAIICHI SANKYO EUROPE RO
mg/12,5 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/002 RVG 106671 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
Sevikar HCT 40 mg/5 NL/H/1858/002 RVG 106671 DAIICHI SANKYO NL
mg/12,5 mg filmomhulde NEDERLAND B.V.
tabletten
SEVIKAR HCT 40 mg/5 NL/H/1858/002 1-30069 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/5 NL/H/1858/002 1-30069 DAIICHI SANKYO AUSTRIA AT
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/5 NL/H/1858/002 79811.00.00 DAIICHI SANKYO EUROPE DE
mg/12,5 mg GMBH
Filmtabletten
SEVIKAR HCT 40 mg/5 NL/H/1858/002 79811.00.00 DAIICHI SANKYO EUROPE DE
mg/12,5 mg GMBH
Filmtabletten
Sevikar HCT 40 mg/5 NL/H/1858/002 PL 08265/0032 DAIICHI SANKYO UK LTD UK
mg/12.5 mg film-coated
tablets
Sevikar HCT 40 mg/5 NL/H/1858/002 PL 08265/0032 DAIICHI SANKYO UK LTD UK
mg/12.5 mg film-coated
tablets
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/01 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/02 DAIICHI SANKYO EUROPE 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/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/03 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/04 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/05 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/06 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/07 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/08 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/09 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/10 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/11 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/12 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/13 DAIICHI SANKYO EUROPE 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/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/14 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/15 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/01 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/02 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/03 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/04 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/05 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/06 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/07 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/08 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH

filmate

Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/09 DAIICHI SANKYO EUROPE RO

List of nationally authorised medicinal products

EMA/PRAC/3512/2018

Page 53/80




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/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/10 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/11 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/12 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/13 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/14 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 8616/2016/15 DAIICHI SANKYO EUROPE RO
mg/25 mg comprimate GMBH
filmate
Sevikar HCT 40 mg/5 NL/H/1858/004 PL 08265/0034 DAIICHI SANKYO UK LTD UK
mg/25 mg film-coated
tablets
Sevikar HCT 40 mg/5 NL/H/1858/004 PL 08265/0034 DAIICHI SANKYO UK LTD UK
mg/25 mg film-coated
tablets
Sevikar HCT 40 mg/5 NL/H/1858/004 RVG 106673 DAIICHI SANKYO NL
mg/25 mg filmomhulde NEDERLAND B.V.
tabletten
Sevikar HCT 40 mg/5 NL/H/1858/004 RVG 106673 DAIICHI SANKYO NL
mg/25 mg filmomhulde NEDERLAND B.V.
tabletten
SEVIKAR HCT 40 mg/5 NL/H/1858/004 1-30071 DAIICHI SANKYO AUSTRIA AT
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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/25 mg Filmtabletten GMBH

SEVIKAR HCT 40 mg/5 NL/H/1858/004 1-30071 DAIICHI SANKYO AUSTRIA AT

mg/25 mg Filmtabletten GMBH

SEVIKAR HCT 40 mg/5 NL/H/1858/004 79813.00.00 DAIICHI SANKYO EUROPE DE

mg/25 mg Filmtabletten GMBH

SEVIKAR HCT 40 mg/5 NL/H/1858/004 79813.00.00 DAIICHI SANKYO EUROPE DE

mg/25 mg Filmtabletten GMBH

Sevikar HCT 40 mg+10 NL/H/1858/003 5369236 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/003 5369244 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/003 5369236 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/003 5369244 DAIICHI SANKYO PT

mg+12,5 mg, PORTUGAL,LDA

comprimidos revestidos

por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/005 5369277 DAIICHI SANKYO PT

mg+25 mg, comprimidos PORTUGAL,LDA

revestidos por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/005 5369301 DAIICHI SANKYO PT

mg+25 mg, comprimidos PORTUGAL,LDA

revestidos por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/005 5369277 DAIICHI SANKYO PT

mg+25 mg, comprimidos PORTUGAL,LDA

revestidos por pelicula

Sevikar HCT 40 mg+10 NL/H/1858/005 5369301 DAIICHI SANKYO PT
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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

(20+5+12,5) mg
ENIKAAUPJPEVA PE AeNTO
UPEvIo diokia

number
mg+25 mg, comprimidos PORTUGAL,LDA
revestidos por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/002 5369210 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA
comprimidos revestidos
por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/002 5369228 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA
comprimidos revestidos
por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/002 5369210 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA
comprimidos revestidos
por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/002 5369228 DAIICHI SANKYO PT
mg+12,5 mg, PORTUGAL,LDA
comprimidos revestidos
por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/004 5369251 DAIICHI SANKYO PT
mg+25 mg, comprimidos PORTUGAL,LDA
revestidos por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/004 5369269 DAIICHI SANKYO PT
mg+25 mg, comprimidos PORTUGAL,LDA
revestidos por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/004 5369251 DAIICHI SANKYO PT
mg+25 mg, comprimidos PORTUGAL,LDA
revestidos por pelicula
Sevikar HCT 40 mg+5 NL/H/1858/004 5369269 DAIICHI SANKYO PT
mg+25 mg, comprimidos PORTUGAL,LDA
revestidos por pelicula
Sevikar HCT® NL/H/1858/001 77453/24-10-2016 PFIZER HELLAS, A.E. GR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Sevikar HCT®
(20+5+12,5) mg
EMNIKAAUPUPEVA PE AeNTO
UpEvio diokia

NL/H/1858/001

77453/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+10+12,5) mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

NL/H/1858/003

77455/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+10+12,5) mg
EMNIKAAUPHEVA PE AENTO
UMPEVIO diokKia

NL/H/1858/003

77455/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+10+25) mg
ENIKAAUPPEVA PE AeNTO
UpEvio diokia

NL/H/1858/005

77457/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+10+25) mg
EMNIKAAUPHEVA PE AENTO
UpEvio diokia

NL/H/1858/005

77457/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+5+12,5) mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

NL/H/1858/002

77454/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+5+12,5) mg
EMNIKAAUPHEVA PE AENTO
UPEvIo diokia

NL/H/1858/002

77454/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+5+25) mg
ENIKAAUPJPEVA PE AeNTO
UpEvio diokia

NL/H/1858/004

77456/24-10-2016

PFIZER HELLAS, A.E.

GR

Sevikar HCT®
(40+5+25) mg

NL/H/1858/004

77456/24-10-2016

PFIZER HELLAS, A.E.

GR
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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

EMNIKAAUPHEVA PE AENTO

UPEVIO diokKia

Sevikar Plus 20 mg/5 NL/H/1858/001 PA 1595/3/1 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 20 mg/5 NL/H/1858/001 PA 1595/3/1 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/10 NL/H/1858/003 PA 1595/3/3 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/10 NL/H/1858/003 PA 1595/3/3 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/10 NL/H/1858/005 PA 1595/3/5 DAIICHI SANKYO IRELAND IE

mg/25 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/10 NL/H/1858/005 PA 1595/3/5 DAIICHI SANKYO IRELAND IE

mg/25 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/5 NL/H/1858/002 PA 1595/3/2 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/5 NL/H/1858/002 PA 1595/3/2 DAIICHI SANKYO IRELAND IE

mg/12.5 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/5 NL/H/1858/004 PA 1595/3/4 DAIICHI SANKYO IRELAND IE

mg/25 mg film-coated LIMITED

tablets

Sevikar Plus 40 mg/5 NL/H/1858/004 PA 1595/3/4 DAIICHI SANKYO IRELAND IE

mg/25 mg film-coated LIMITED

tablets

SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387466 DAIICHI SANKYO BELGIUM BE
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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/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387414 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387466 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387414 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 1851/11040064 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 1851/11040064 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387466 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387414 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387466 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 20 mg/5 NL/H/1858/001 BE387414 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387484 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387432 DAIICHI SANKYO BELGIUM BE
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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/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387484 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387432 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 1851/11040066 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 1851/11040066 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387484 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387432 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387484 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/003 BE387432 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387502 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387457 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387502 DAIICHI SANKYO BELGIUM BE
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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/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387457 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 1851/11040068 DAIICHI SANKYO BELGIUM LU
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 1851/11040068 DAIICHI SANKYO BELGIUM LU
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387502 DAIICHI SANKYO BELGIUM BE
mg/25 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387457 DAIICHI SANKYO BELGIUM BE
mg/25 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387502 DAIICHI SANKYO BELGIUM BE
mg/25 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/10 NL/H/1858/005 BE387457 DAIICHI SANKYO BELGIUM BE
mg/25 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387475 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387423 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387475 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387423 DAIICHI SANKYO BELGIUM BE
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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/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 1851/11040065 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 1851/11040065 DAIICHI SANKYO BELGIUM LU
mg/12,5 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387475 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387423 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387475 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/5 NL/H/1858/002 BE387423 DAIICHI SANKYO BELGIUM BE
mg/12,5 mg filmomhulde S.A
tabletten
SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387493 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387441 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387493 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387441 DAIICHI SANKYO BELGIUM BE
mg/25 mg comprimés S.A
pelliculées
SEVIKAR/HCT 40 mg/5 NL/H/1858/004 1851/11040067 DAIICHI SANKYO BELGIUM LU
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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/25 mg comprimés S.A

pelliculées

SEVIKAR/HCT 40 mg/5 NL/H/1858/004 1851/11040067 DAIICHI SANKYO BELGIUM LU

mg/25 mg comprimés S.A

pelliculées

SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387493 DAIICHI SANKYO BELGIUM BE

mg/25 mg filmomhulde S.A

tabletten

SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387441 DAIICHI SANKYO BELGIUM BE

mg/25 mg filmomhulde S.A

tabletten

SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387493 DAIICHI SANKYO BELGIUM BE

mg/25 mg filmomhulde S.A

tabletten

SEVIKAR/HCT 40 mg/5 NL/H/1858/004 BE387441 DAIICHI SANKYO BELGIUM BE

mg/25 mg filmomhulde S.A

tabletten

SEVITREX 20 mg/5 NL/H/1858/001 041661012 DAIICHI SANKYO ITALIA IT

mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661024 DAIICHI SANKYO ITALIA IT

mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661036 DAIICHI SANKYO ITALIA IT

mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661048 DAIICHI SANKYO ITALIA IT

mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661051 DAIICHI SANKYO ITALIA IT

mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661063 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661075 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661087 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661099 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661101 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661113 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661125 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661137 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661149 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661152 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661012 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661024 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661036 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661048 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661051 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661063 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661075 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661087 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661099 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661101 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661113 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661125 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661137 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661149 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 20 mg/5 NL/H/1858/001 041661152 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661315 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661327 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661339 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661341 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661354 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661366 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661378 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661380 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661392 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661404 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661416 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661428 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661430 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661442 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661455 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661315 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661327 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661339 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661341 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661354 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661366 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661378 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661380 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661392 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661404 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661416 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661428 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661430 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661442 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/003 041661455 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661618 DAIICHI SANKYO ITALIA IT
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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/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661620 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661632 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661644 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661657 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661669 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661671 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661683 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661695 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661707 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661719 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661721 DAIICHI SANKYO ITALIA IT
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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/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661733 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661745 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661758 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661618 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661620 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661632 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661644 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661657 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661669 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661671 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661683 DAIICHI SANKYO ITALIA IT
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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/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661695 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661707 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661719 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661721 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661733 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661745 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/10 NL/H/1858/005 041661758 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661164 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661176 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661188 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661190 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661202 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661214 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661226 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661238 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661240 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661253 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661265 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661277 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661289 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661291 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661303 DAIICHI SANKYO ITALIA IT

List of nationally authorised medicinal products

EMA/PRAC/3512/2018

Page 72/80




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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661164 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661176 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661188 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661190 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661202 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661214 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661226 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661238 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661240 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661253 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661265 DAIICHI SANKYO ITALIA IT
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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/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661277 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661289 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661291 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/002 041661303 DAIICHI SANKYO ITALIA IT
mg/12,5 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661467 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661479 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661481 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661493 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661505 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661517 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661529 DAIICHI SANKYO ITALIA IT
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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/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661531 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661543 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661556 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661568 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661570 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661582 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661594 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661606 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661467 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661479 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661481 DAIICHI SANKYO ITALIA IT

List of nationally authorised medicinal products

EMA/PRAC/3512/2018

Page 75/80




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/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661493 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661505 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661517 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661529 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661531 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661543 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661556 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661568 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661570 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661582 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A

rivestite con film

SEVITREX 40 mg/5 NL/H/1858/004 041661594 DAIICHI SANKYO ITALIA IT
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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/25 mg compresse S.P.A
rivestite con film
SEVITREX 40 mg/5 NL/H/1858/004 041661606 DAIICHI SANKYO ITALIA IT
mg/25 mg compresse S.P.A
rivestite con film
Sintonyn Combi 20 mg/5 | NL/H/1859/001 58/544/11-C MENARINI INTERNATIONAL Ccz
mg/12,5 mg potahované OPERATIONS LUXEMBOURG
tablety S.A.
Sintonyn Combi 40 NL/H/1859/003 58/546/11-C MENARINI INTERNATIONAL cz
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
potahované tablety S.A.
Sintonyn Combi 40 NL/H/1859/005 58/548/11-C MENARINI INTERNATIONAL cz
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
potahované tablety S.A.
Sintonyn Combi 40 mg/5 | NL/H/1859/002 58/545/11-C MENARINI INTERNATIONAL cz
mg/12,5 mg potahované OPERATIONS LUXEMBOURG
tablety S.A.
Sintonyn Combi 40 mg/5 | NL/H/1859/004 58/547/11-C MENARINI INTERNATIONAL Ccz
mg/25 mg potahované OPERATIONS LUXEMBOURG
tablety S.A.
Vocado® HCT 20 mg/5 NL/H/1859/001 79815.00.00 MENARINI INTERNATIONAL DE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
Vocado® HCT 40 mg/10 | NL/H/1859/003 79817.00.00 MENARINI INTERNATIONAL DE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
Vocado® HCT 40 mg/10 | NL/H/1859/005 79819.00.00 MENARINI INTERNATIONAL DE
mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
Vocado® HCT 40 mg/5 NL/H/1859/002 79816.00.00 MENARINI INTERNATIONAL DE
mg/12,5 mg OPERATIONS LUXEMBOURG
Filmtabletten S.A.
Vocado® HCT 40 mg/5 NL/H/1859/004 79818.00.00 MENARINI INTERNATIONAL DE
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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+25 mg, comprimidos

OPERATIONS LUXEMBOURG

number

mg/25 mg Filmtabletten OPERATIONS LUXEMBOURG

S.A.
Zolnor HCT 20 mg+5 NL/H/1859/001 5369327 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 20 mg+5 NL/H/1859/001 5369319 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 40 mg+10 NL/H/1859/003 5369350 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 40 mg+10 NL/H/1859/003 5369368 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 40 mg+10 NL/H/1859/005 5369418 MENARINI INTERNATIONAL PT
mg+25 mg, comprimidos OPERATIONS LUXEMBOURG
revestidos por pelicula S.A.
Zolnor HCT 40 mg+10 NL/H/1859/005 5369426 MENARINI INTERNATIONAL PT
mg+25 mg, comprimidos OPERATIONS LUXEMBOURG
revestidos por pelicula S.A.
Zolnor HCT 40 mg+5 NL/H/1859/002 5369335 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 40 mg+5 NL/H/1859/002 5369343 MENARINI INTERNATIONAL PT
mg+12,5 mg, OPERATIONS LUXEMBOURG
comprimidos revestidos S.A.
por pelicula
Zolnor HCT 40 mg+5 NL/H/1859/004 5369400 MENARINI INTERNATIONAL PT
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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

UpEvio diokia Orizal

OPERATIONS LUXEMBOURG

number
revestidos por pelicula S.A.
Zolnor HCT 40 mg+5 NL/H/1859/004 5369376 MENARINI INTERNATIONAL PT
mg+25 mg, comprimidos OPERATIONS LUXEMBOURG
revestidos por pelicula S.A.
EnmikaAuppéva he AenTo NL/H/1859/001 21492 MENARINI INTERNATIONAL CY
UMEvio diokia Orizal OPERATIONS LUXEMBOURG
plus® 20 mg/5 mg/ S.A.
12,5mg
EnikaAuppeéva he AenTo NL/H/1859/001 39688 MENARINI INTERNATIONAL GR
UMEvio diokia Orizal OPERATIONS LUXEMBOURG
plus® 20 mg/5 mg/ S.A.
12,5mg
EnikaAuppéva he AenTo NL/H/1859/003 21494 MENARINI INTERNATIONAL CY
upévio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/10 mg/ S.A.
12,5mg
EnikaAuppéva he AenTo NL/H/1859/003 39690 MENARINI INTERNATIONAL GR
UMEvio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/10 mg/ S.A.
12,5mg
EnmikaAuppéva he AenTo NL/H/1859/005 21496 MENARINI INTERNATIONAL CY
upévio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/10 mg/ S.A.
25mg
EnikaAuppeéva he AenTo NL/H/1859/005 39692 MENARINI INTERNATIONAL GR
UMEvio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/10 mg/ S.A.
25mg
EnmikaAuppéva he AenTo NL/H/1859/002 21493 MENARINI INTERNATIONAL CY
upévio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/5 mg/ S.A.
12,5mg
EnmikaAuppéva he AenTo NL/H/1859/002 39689 MENARINI INTERNATIONAL GR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg/25 mg dunmumpaHum
TabneTku

OPERATIONS LUXEMBOURG
S.A.

number
plus® 40 mg/5 mg/ S.A.
12,5mg
EnikaAuppéva he AenTo NL/H/1859/004 21495 MENARINI INTERNATIONAL CY
upévio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/5 mg/ S.A.
25mg
EnikaAuppeéva he AenTo NL/H/1859/004 39691 MENARINI INTERNATIONAL GR
UMEvio diokia Orizal OPERATIONS LUXEMBOURG
plus® 40 mg/5 mg/ S.A.
25mg
TECNAAAH HCT 20 mg/5 | NL/H/1859/001 20110282 MENARINI INTERNATIONAL BG
mg/12,5 mg dpunmupanm OPERATIONS LUXEMBOURG
TabneTtkn S.A.
TECNAOAH HCT 40 NL/H/1859/003 20110284 MENARINI INTERNATIONAL BG
mg/10 mg/12,5 mg OPERATIONS LUXEMBOURG
dunamMmpaHun TabneTku S.A.
TECNAOAH HCT 40 NL/H/1859/005 20110286 MENARINI INTERNATIONAL BG
mg/10 mg/25 mg OPERATIONS LUXEMBOURG
duammpaHm TabneTkm S.A.
TECNAAAH HCT 40 mg/5 | NL/H/1859/002 20110283 MENARINI INTERNATIONAL BG
mg/12,5 mg domnmmpaHu OPERATIONS LUXEMBOURG
TabneTkn S.A.
TECNAOAH HCT 40 mg/5 | NL/H/1859/004 20110285 MENARINI INTERNATIONAL BG
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