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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 

Alea 20 mg/5 mg 
filmdragerade tabletter 

NL/H/1115/001 24132 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 20 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1115/001 IS/1/08/004/01 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IS 

Alea 20 mg/5 mg 
kalvopäällysteiset tabletit 

NL/H/1115/001 24132 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 20 mg/5 mg tablett, 
filmdrasjert 

NL/H/1115/001 07-5224 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

NO 

Alea 40 mg/10 mg 
filmdragerade tabletter 

NL/H/1115/003 24134 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 40 mg/10 mg 
filmuhúðaðar töflur 

NL/H/1115/003 IS/1/08/004/03 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IS 

Alea 40 mg/10 mg 
kalvopäällysteiset tabletit 

NL/H/1115/003 24134 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 40 mg/10 mg 
tablett, filmdrasjert 

NL/H/1115/003 07-5226 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

NO 

Alea 40 mg/5 mg 
filmdragerade tabletter 

NL/H/1115/002 24133 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 40 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1115/002 IS/1/08/004/02 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IS 

Alea 40 mg/5 mg 
kalvopäällysteiset tabletit 

NL/H/1115/002 24133 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FI 

Alea 40 mg/5 mg tablett, NL/H/1115/002 07-5225 MENARINI INTERNATIONAL NO 
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Authorisation 
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filmdrasjert OPERATIONS LUXEMBOURG 
S.A. 

Alea, filmovertrukne 
tabletter 

NL/H/1115/003 42070 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DK 

Alea, filmovertrukne 
tabletter 

NL/H/1115/002 42069 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DK 

Alea, filmovertrukne 
tabletter 

NL/H/1115/001 42068 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DK 

AMELIOR® 20 mg/5 mg 
Filmtabletten 

NL/H/1115/001 1-27894 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

AT 

AMELIOR® 40 mg/10 
mg Filmtabletten 

NL/H/1115/003 1-27896 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

AT 

AMELIOR® 40 mg/5 mg 
Filmtabletten 

NL/H/1115/002 1-27895 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

AT 

AXELER 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/001 34009 388 540 1 5 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/001 34009 388 538 7 2 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/001 34009 573 840 8 1 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1115/003 34009 388 541 8 3 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 40 mg/10 mg, NL/H/1115/003 34009 388 543 0 5 MENARINI INTERNATIONAL FR 
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product is authorised 

comprimé pelliculé OPERATIONS LUXEMBOURG 
S.A. 

AXELER 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1115/003 34009 573 838 3 1 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/002 34009 388 544 7 3 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/002 34009 388 547 6 3 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

AXELER 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1115/002 34009 573 837 7 0 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

FR 

Balzak 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1115/001 70.091 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

ES 

Balzak 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1115/003 70.096 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

ES 

Balzak 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1115/002 70.094 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

ES 

Belfor 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1115/001 RVG 100993 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

NL 

Belfor 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1115/003 RVG 100995 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

NL 

Belfor 40 mg/5 mg 
filmomhulde tabletten 

NL/H/1115/002 RVG 100994 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

NL 

BIVIS 20 mg/5 mg NL/H/1115/001 038947103 MENARINI INTERNATIONAL IT 
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compresse rivestite con 
film 

OPERATIONS LUXEMBOURG 
S.A. 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947040 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947077 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947115 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947091 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947065 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947038 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947026 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947089 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947014 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/001 038947053 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg NL/H/1115/003 038947230 MENARINI INTERNATIONAL IT 
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compresse rivestite con 
film 

OPERATIONS LUXEMBOURG 
S.A. 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947317 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947242 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947293 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947329 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947255 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947267 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947331 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947281 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947279 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1115/003 038947305 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg NL/H/1115/002 038947127 MENARINI INTERNATIONAL IT 
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compresse rivestite con 
film 

OPERATIONS LUXEMBOURG 
S.A. 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947141 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947192 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947139 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947204 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947216 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947228 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947178 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947166 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947154 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

BIVIS 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1115/002 038947180 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

Capenon 20 mg /5 mg NL/H/1114/001 70.067 PFIZER, S.L. ES 
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Product Name  (in 
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Authorisation 
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National Authorisation Number MAH of product in the 
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Member State where 
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comprimidos recubiertos 
con película 
Capenon 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1114/001 70.067 PFIZER, S.L. ES 

Capenon 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1114/001 70.067 PFIZER, S.L. ES 

Capenon 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/001 RVG 100989 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/001 RVG 100989 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/001 RVG 100989 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1114/003 70.071 PFIZER, S.L. ES 

Capenon 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1114/003 70.071 PFIZER, S.L. ES 

Capenon 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1114/003 70.071 PFIZER, S.L. ES 

Capenon 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1114/002 70.070 PFIZER, S.L. ES 

Capenon 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1114/002 70.070 PFIZER, S.L. ES 

Capenon 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1114/002 70.070 PFIZER, S.L. ES 

Capenon 40 mg/10 mg, NL/H/1114/003 RVG 100991 DAIICHI SANKYO EUROPE NL 



 

 
List of nationally authorised medicinal products  
EMA/PRAC/3421/2018  
 

 

 Page 9/50 
 
 
 

Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation 
number 

National Authorisation Number MAH of product in the 
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filmomhulde tabletten GMBH 
Capenon 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1114/003 RVG 100991 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1114/003 RVG 100991 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/002 RVG 100990 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/002 RVG 100990 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Capenon 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1114/002 RVG 100990 DAIICHI SANKYO EUROPE 
GMBH 

NL 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/01 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/07 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/04 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/06 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/05 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/03 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg 
filmtabletta 

NL/H/1115/001 OGYI-T-20884/02 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 20 mg/5 mg NL/H/1115/001 OGYI-T-20884/08 MENARINI INTERNATIONAL HU 
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product is authorised 

filmtabletta OPERATIONS LUXEMBOURG 
S.A. 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/20 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/17 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/22 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/21 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/18 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/19 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/23 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/10 mg 
filmtabletta 

NL/H/1115/003 OGYI-T-20884/24 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/16 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/13 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg NL/H/1115/002 OGYI-T-20884/14 MENARINI INTERNATIONAL HU 
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filmtabletta OPERATIONS LUXEMBOURG 
S.A. 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/12 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/10 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/09 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/11 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Duactan 40 mg/5 mg 
filmtabletta 

NL/H/1115/002 OGYI-T-20884/15 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

HU 

Elestar, 20 mg + 5 mg, 
tabletki powlekane 

NL/H/1115/001 16195 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PL 

Elestar, 40 mg + 10 mg, 
tabletki powlekane 

NL/H/1115/003 16193 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PL 

Elestar, 40 mg + 5 mg, 
tabletki powlekane 

NL/H/1115/002 16194 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PL 

Folgan 20 mg/5 mg 
filmom obalené tablety 

NL/H/1115/001 58/0419/08-S MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SK 

Folgan 40 mg/10 mg 
filmom obalené tablety 

NL/H/1115/003 58/0421/08-S MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SK 

Folgan 40 mg/5 mg NL/H/1115/002 58/0420/08-S MENARINI INTERNATIONAL SK 
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filmon obalené tablety OPERATIONS LUXEMBOURG 
S.A. 

Forzaten 20 mg/5 mg 
comprimés pelliculés 

NL/H/1115/001 BE325455 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten 20 mg/5 mg 
comprimés pelliculés 

NL/H/1115/001 2008120007 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LU 

Forzaten 20 mg/5 mg 
filmomhulde tabletten 

NL/H/1115/001 BE325455 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten 40 mg/10 mg 
filmomhulde tabletten 

NL/H/1115/003 BE325473 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten 40 mg/10 mg, 
comprimés pelliculés 

NL/H/1115/003 BE325473 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten 40 mg/10 mg, 
comprimés pelliculés 

NL/H/1115/003 2008120009  MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LU 

Forzaten 40 mg/5 mg 
comprimés pelliculés 

NL/H/1115/002 BE325464 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten 40 mg/5 mg 
comprimés pelliculés 

NL/H/1115/002 2008120008  MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LU 

Forzaten 40 mg/5 mg 
filmomhulde tabletten 

NL/H/1115/002 BE325464 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten® 20 mg / 5 mg 
Filmtabletten 

NL/H/1115/001 BE325455 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

Forzaten® 40 mg / 10 NL/H/1115/003 BE325473 MENARINI INTERNATIONAL BE 
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mg Filmtabletten OPERATIONS LUXEMBOURG 
S.A. 

Forzaten® 40 mg / 5 mg 
Filmtabletten 

NL/H/1115/002 BE325464 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BE 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946063 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946051 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946036 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946024 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946048 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/001 038946012 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1114/003 038946176 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1114/003 038946137 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1114/003 038946152 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/10 mg NL/H/1114/003 038946188 MENARINI INTERNATIONAL IT 
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compresse rivestite con 
film 

OPERATIONS LUXEMBOURG 
S.A. 

GIANT 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1114/003 038946149 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1114/003 038946164 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946075 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946101 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946125 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946087 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946099 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

GIANT 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1114/002 038946113 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IT 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/09 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/06 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg NL/H/1115/001 7206/2014/02 MENARINI INTERNATIONAL RO 
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comprimate filmate OPERATIONS LUXEMBOURG 
S.A. 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/08 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/03 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/04 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/01 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/07 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/05 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/11 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 20 mg/5 mg 
comprimate filmate 

NL/H/1115/001 7206/2014/10 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/01 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/09 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg NL/H/1115/003 7208/2014/07 MENARINI INTERNATIONAL RO 
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comprimate filmate OPERATIONS LUXEMBOURG 
S.A. 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/08 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/02 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/11 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/03 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/04 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/06 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/05 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/10 mg 
comprimate filmate 

NL/H/1115/003 7208/2014/10 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/01 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/08 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg NL/H/1115/002 7207/2014/04 MENARINI INTERNATIONAL RO 
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comprimate filmate OPERATIONS LUXEMBOURG 
S.A. 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/10 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/09 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/05 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/02 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/06 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/03 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/07 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Inovum 40 mg/5 mg 
comprimate filmate 

NL/H/1115/002 7207/2014/11 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

RO 

Konverge 20 mg/5 mg 
film-coated tablets 

NL/H/1115/001 PA 865/17/1 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IE 

Konverge 20 mg/5 mg 
film-coated tablets 

NL/H/1115/001 MA204/00401 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

MT 

Konverge 40 mg/10 mg NL/H/1115/003 PA 865/17/3 MENARINI INTERNATIONAL IE 
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film-coated tablets OPERATIONS LUXEMBOURG 
S.A. 

Konverge 40 mg/10 mg 
film-coated tablets 

NL/H/1115/003 MA204/00403 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

MT 

Konverge 40 mg/5 mg 
film-coated tablets 

NL/H/1115/002 PA 865/17/2 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

IE 

Konverge 40 mg/5 mg 
film-coated tablets 

NL/H/1115/002 MA204/00402 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

MT 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/001 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/002 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/008 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/009 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/005 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/011 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/010 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg NL/H/1115/001 H/09/01160/006 MENARINI INTERNATIONAL SI 
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filmsko obložene tablete OPERATIONS LUXEMBOURG 
S.A. 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/007 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/004 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 20 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/001 H/09/01160/003 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/023 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/024 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/028 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/031 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/030 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/029 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/025 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg NL/H/1115/003 H/09/01160/033 MENARINI INTERNATIONAL SI 
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filmsko obložene tablete OPERATIONS LUXEMBOURG 
S.A. 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/027 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/032 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/10 mg 
filmsko obložene tablete 

NL/H/1115/003 H/09/01160/026 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/012 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/013 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/015 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/019 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/014 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/021 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/016 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg NL/H/1115/002 H/09/01160/018 MENARINI INTERNATIONAL SI 
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filmsko obložene tablete OPERATIONS LUXEMBOURG 
S.A. 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/017 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/020 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Olectan 40 mg/5 mg 
filmsko obložene tablete 

NL/H/1115/002 H/09/01160/022 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

SI 

Sanoral 20 mg/5 mg 
apvalkotās tabletes 

NL/H/1115/001 08-0270 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LV 

Sanoral 20 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/001 LT/1/08/1363/003 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 20 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/001 LT/1/08/1363/001 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 20 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/001 LT/1/08/1363/004 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 20 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/001 LT/1/08/1363/002 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/10 mg 
apvalkotās tabletes 

NL/H/1115/003 08-0272 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LV 

Sanoral 40 mg/10 mg 
plėvele dengtos tabletės 

NL/H/1115/003 LT/1/08/1363/010 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/10 mg NL/H/1115/003 LT/1/08/1363/011 MENARINI INTERNATIONAL LT 
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plėvele dengtos tabletės OPERATIONS LUXEMBOURG 
S.A. 

Sanoral 40 mg/10 mg 
plėvele dengtos tabletės 

NL/H/1115/003 LT/1/08/1363/012 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/10 mg 
plėvele dengtos tabletės 

NL/H/1115/003 LT/1/08/1363/009 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/5 mg 
apvalkotās tabletes 

NL/H/1115/002 08-0271 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LV 

Sanoral 40 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/002 LT/1/08/1363/007 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/002 LT/1/08/1363/006 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/002 LT/1/08/1363/005 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral 40 mg/5 mg 
plėvele dengtos tabletės 

NL/H/1115/002 LT/1/08/1363/008 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

LT 

Sanoral, 20 mg/5 mg 
õhukese 
polümeerikattega 
tabletid 

NL/H/1115/001 606208 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

EE 

Sanoral, 40 mg/10 mg 
õhukese 
polümeerikattega 
tabletid 

NL/H/1115/003 606308 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

EE 

Sanoral, 40 mg/5 mg 
õhukese 

NL/H/1115/002 606408 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 

EE 
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polümeerikattega 
tabletid 

S.A. 

Sevikar 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/001 70.079 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/001 70.079 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 20 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/001 70.079 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148168 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148176 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148200 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148168 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148176 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148200 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148168 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 20 mg + 5 mg NL/H/1113/001 5148176 DAIICHI SANKYO PT 
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National Authorisation Number MAH of product in the 
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comprimidos revestidos 
por película 

PORTUGAL,LDA 

Sevikar 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/001 5148200 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983019 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983021 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983033 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983045 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983058 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983060 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983072 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983084 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983096 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg NL/H/1113/001 038983108 DAIICHI SANKYO ITALIA IT 
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National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

compresse rivestite con 
film 

S.P.A 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983110 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983019 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983021 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983033 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983045 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983058 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983060 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983072 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983084 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983096 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg NL/H/1113/001 038983108 DAIICHI SANKYO ITALIA IT 
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compresse rivestite con 
film 

S.P.A 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983110 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983019 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983021 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983033 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983045 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983058 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983060 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983072 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983084 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983096 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 20 mg/5 mg NL/H/1113/001 038983108 DAIICHI SANKYO ITALIA IT 
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National Authorisation Number MAH of product in the 
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Member State where 
product is authorised 

compresse rivestite con 
film 

S.P.A 

SEVIKAR 20 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/001 038983110 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/01 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/02 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/03 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/04 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/05 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/06 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/07 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/08 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/09 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/10 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/11 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/01 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/02 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/03 TERAPIA S.A. RO 
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Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/04 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/05 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/06 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/07 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/08 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/09 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/10 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
comprimate filmate 

NL/H/1113/001 5953/2013/11 TERAPIA S.A. RO 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PA 1595/005/001 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PA 1595/005/001 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PA 1595/005/001 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PL 08265/0026 DAIICHI SANKYO UK LTD UK 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PL 08265/0026 DAIICHI SANKYO UK LTD UK 

Sevikar 20 mg/5 mg 
film-coated tablets 

NL/H/1113/001 PL 08265/0026 DAIICHI SANKYO UK LTD UK 

SEVIKAR 20 mg/5 mg 
Filmtabletten 

NL/H/1113/001 1-27891 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 20 mg/5 mg 
Filmtabletten 

NL/H/1113/001 1-27891 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 20 mg/5 mg NL/H/1113/001 1-27891 DAIICHI SANKYO AUSTRIA AT 
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Filmtabletten GMBH 
SEVIKAR 20 mg/5 mg 
Filmtabletten 

NL/H/1113/001 70001.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 20 mg/5 mg 
Filmtabletten 

NL/H/1113/001 70001.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 20 mg/5 mg 
Filmtabletten 

NL/H/1113/001 70001.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

Sevikar 20 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1113/001 IS/1/08/005/01 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 20 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1113/001 IS/1/08/005/01 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 20 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1113/001 IS/1/08/005/01 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 20 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/001 07-5221 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 20 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/001 07-5221 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 20 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/001 07-5221 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 20 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/001 24129 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 20 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/001 24129 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 20 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/001 24129 DAIICHI SANKYO EUROPE 
GMBH 

FI 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 388 582-6 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 573 867-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, NL/H/1113/001 388 584-9 DAIICHI SANKYO FRANCE FR 
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comprimé pelliculé SAS 
SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 388 582-6 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 573 867-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 388 584-9 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 388 582-6 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 573 867-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 20 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/001 388 584-9 DAIICHI SANKYO FRANCE 
SAS 

FR 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 RVG 100984 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 RVG 100984 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 20 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/001 RVG 100984 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 BE325482 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 1851/08 11 0049 DAIICHI SANKYO BELGIUM 
S.A 

LU 
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Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 1851/08 11 0049 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 20mg/5mg, 
comprimés pelliculés 

NL/H/1113/001 1851/08 11 0049 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1113/003 70.069 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1113/003 70.069 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg /10 mg 
comprimidos recubiertos 
con película 

NL/H/1113/003 70.069 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/002 70.072 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/002 70.072 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg /5 mg 
comprimidos recubiertos 
con película 

NL/H/1113/002 70.072 DAIICHI SANKYO ESPAÑA, 
S.A. 

ES 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148242 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148259 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148267 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 

NL/H/1113/003 5148242 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 
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por película 
Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148259 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148267 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148242 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148259 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1113/003 5148267 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148218 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148226 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148234 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148218 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148226 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 

NL/H/1113/002 5148234 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 
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por película 
Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148218 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148226 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

Sevikar 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1113/002 5148234 DAIICHI SANKYO 
PORTUGAL,LDA 

PT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983235 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983247 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983250 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983262 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983274 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983286 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983298 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 

NL/H/1113/003 038983300 DAIICHI SANKYO ITALIA 
S.P.A 

IT 



 

 
List of nationally authorised medicinal products  
EMA/PRAC/3421/2018  
 

 

 Page 34/50 
 
 
 

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 

film 
SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983312 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983324 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983336 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983235 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983247 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983250 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983262 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983274 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983286 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983298 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 

NL/H/1113/003 038983300 DAIICHI SANKYO ITALIA 
S.P.A 

IT 
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film 
SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983312 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983324 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983336 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983235 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983247 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983250 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983262 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983274 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983286 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983298 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 

NL/H/1113/003 038983300 DAIICHI SANKYO ITALIA 
S.P.A 

IT 
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film 
SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983312 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983324 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/10 mg 
compresse rivestite con 
film 

NL/H/1113/003 038983336 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/01 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/02 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/03 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/04 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/05 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/06 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/07 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/08 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/09 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/10 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/11 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg NL/H/1113/003 5955/2013/01 TERAPIA S.A. RO 
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comprimate filmate 
Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/02 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/03 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/04 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/05 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/06 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/07 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/08 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/09 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/10 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
comprimate filmate 

NL/H/1113/003 5955/2013/11 TERAPIA S.A. RO 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PA 1595/005/003 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PA 1595/005/003 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PA 1595/005/003 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PL 08265/0028 DAIICHI SANKYO UK LTD UK 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PL 08265/0028 DAIICHI SANKYO UK LTD UK 

Sevikar 40 mg/10 mg 
film-coated tablets 

NL/H/1113/003 PL 08265/0028 DAIICHI SANKYO UK LTD UK 
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SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 1-27893 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 1-27893 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 1-27893 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 70003.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 70003.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 40 mg/10 mg 
Filmtabletten 

NL/H/1113/003 70003.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

Sevikar 40 mg/10 mg 
filmuhúðaðar töflur 

NL/H/1113/003 IS/1/08/005/03 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 40 mg/10 mg 
filmuhúðaðar töflur 

NL/H/1113/003 IS/1/08/005/03 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 40 mg/10 mg 
filmuhúðaðar töflur 

NL/H/1113/003 IS/1/08/005/03 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 40 mg/10 mg 
tablett, filmdrasjert 

NL/H/1113/003 07-5223 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/10 mg 
tablett, filmdrasjert 

NL/H/1113/003 07-5223 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/10 mg 
tablett, filmdrasjert 

NL/H/1113/003 07-5223 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/10 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/003 24131 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 40 mg/10 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/003 24131 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 40 mg/10 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/003 24131 DAIICHI SANKYO EUROPE 
GMBH 

FI 
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SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 574-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 573 871-0 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 577-2 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 574-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 573 871-0 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 577-2 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 574-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 573 871-0 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/10 mg, 
comprimé pelliculé 

NL/H/1113/003 388 577-2 DAIICHI SANKYO FRANCE 
SAS 

FR 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 RVG 100987 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 RVG 100987 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/1113/003 RVG 100987 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983159 DAIICHI SANKYO ITALIA 
S.P.A 

IT 



 

 
List of nationally authorised medicinal products  
EMA/PRAC/3421/2018  
 

 

 Page 40/50 
 
 
 

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 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983161 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983173 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983185 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983197 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983209 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983211 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983223 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983146 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983134 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983122 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983159 DAIICHI SANKYO ITALIA 
S.P.A 

IT 
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SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983161 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983173 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983185 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983197 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983209 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983211 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983223 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983146 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983134 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983122 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983159 DAIICHI SANKYO ITALIA 
S.P.A 

IT 



 

 
List of nationally authorised medicinal products  
EMA/PRAC/3421/2018  
 

 

 Page 42/50 
 
 
 

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 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983161 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983173 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983185 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983197 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983209 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983211 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983223 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983146 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983134 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

SEVIKAR 40 mg/5 mg 
compresse rivestite con 
film 

NL/H/1113/002 038983122 DAIICHI SANKYO ITALIA 
S.P.A 

IT 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/01 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg NL/H/1113/002 5954/2013/02 TERAPIA S.A. RO 
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comprimate filmate 
Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/03 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/04 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/05 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/06 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/07 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/08 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/09 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/10 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/11 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/01 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/02 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/03 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/04 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/05 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/06 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/07 TERAPIA S.A. RO 
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Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/08 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/09 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/10 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
comprimate filmate 

NL/H/1113/002 5954/2013/11 TERAPIA S.A. RO 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PA 1595/005/002 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PA 1595/005/002 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PA 1595/005/002 DAIICHI SANKYO IRELAND 
LIMITED 

IE 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PL 08265/0027 DAIICHI SANKYO UK LTD UK 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PL 08265/0027 DAIICHI SANKYO UK LTD UK 

Sevikar 40 mg/5 mg 
film-coated tablets 

NL/H/1113/002 PL 08265/0027 DAIICHI SANKYO UK LTD UK 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 1-27892 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 1-27892 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 1-27892 DAIICHI SANKYO AUSTRIA 
GMBH 

AT 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 70002.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 70002.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

SEVIKAR 40 mg/5 mg 
Filmtabletten 

NL/H/1113/002 70002.00.00 DAIICHI SANKYO EUROPE 
GMBH 

DE 

Sevikar 40 mg/5 mg NL/H/1113/002 IS/1/08/005/02 DAIICHI SANKYO EUROPE IS 
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filmuhúðaðar töflur GMBH 
Sevikar 40 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1113/002 IS/1/08/005/02 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 40 mg/5 mg 
filmuhúðaðar töflur 

NL/H/1113/002 IS/1/08/005/02 DAIICHI SANKYO EUROPE 
GMBH 

IS 

Sevikar 40 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/002 07-5222 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/002 07-5222 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/5 mg 
tablett, filmdrasjert 

NL/H/1113/002 07-5222 DAIICHI SANKYO EUROPE 
GMBH 

NO 

Sevikar 40 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/002 24130 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 40 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/002 24130 DAIICHI SANKYO EUROPE 
GMBH 

FI 

Sevikar 40 mg/5 mg 
tabletti, 
kalvopäällysteinen 

NL/H/1113/002 24130 DAIICHI SANKYO EUROPE 
GMBH 

FI 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 388 578-9 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 573 870-4 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 388 580-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 388 578-9 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 573 870-4 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 388 580-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, NL/H/1113/002 388 578-9 DAIICHI SANKYO FRANCE FR 
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comprimé pelliculé SAS 
SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 573 870-4 DAIICHI SANKYO FRANCE 
SAS 

FR 

SEVIKAR 40 mg/5 mg, 
comprimé pelliculé 

NL/H/1113/002 388 580-3 DAIICHI SANKYO FRANCE 
SAS 

FR 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 RVG 100986 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 RVG 100986 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 40 mg/5 mg, 
filmomhulde tabletten 

NL/H/1113/002 RVG 100986 DAIICHI SANKYO 
NEDERLAND B.V. 

NL 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 BE325507 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 1851/08 11 0051 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 1851/08 11 0051 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40mg/10mg, 
comprimés pelliculés 

NL/H/1113/003 1851/08 11 0051 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 
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Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 BE325491 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 1851/08 11 0050 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 1851/08 11 0050 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar 40mg/5mg, 
comprimés pelliculés 

NL/H/1113/002 1851/08 11 0050 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/001 42061 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/002 42062 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/003 42063 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/001 42061 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/002 42062 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/003 42063 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/001 42061 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/002 42062 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sevikar, filmovertrukne 
tabletter 

NL/H/1113/003 42063 DAIICHI SANKYO EUROPE 
GMBH 

DK 

Sintonyn 20 mg/5 mg, 
potahované tablety 

NL/H/1115/001 58/526/08-C MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

CZ 

Sintonyn 40 mg/10 mg, 
potahované tablety 

NL/H/1115/003 58/528/08-C MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

CZ 

Sintonyn 40 mg/5 mg, NL/H/1115/002 58/527/08-C MENARINI INTERNATIONAL CZ 
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potahované tablety OPERATIONS LUXEMBOURG 
S.A. 

Vocado® 20 mg/5 mg 
Filmtabletten 

NL/H/1115/001 70063.00.00 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DE 

Vocado® 40 mg/10 mg 
Filmtabletten 

NL/H/1115/003 70065.00.00 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DE 

Vocado® 40 mg/5 mg 
Filmtabletten 

NL/H/1115/002 70064.00.00 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

DE 

Zolnor 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1115/001 5148275 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1115/001 5148317 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 20 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1115/001 5148309 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1115/003 5148374 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1115/003 5148366 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 40 mg + 10 mg 
comprimidos revestidos 
por película 

NL/H/1115/003 5148358 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1115/002 5148333 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Zolnor 40 mg + 5 mg NL/H/1115/002 5148325 MENARINI INTERNATIONAL PT 
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comprimidos revestidos 
por película 

OPERATIONS LUXEMBOURG 
S.A. 

Zolnor 40 mg + 5 mg 
comprimidos revestidos 
por película 

NL/H/1115/002 5148341 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

PT 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 20 
mg/5 mg 

NL/H/1115/001 20612 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

CY 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 20 
mg/5 mg 

NL/H/1115/001 13403 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 40 
mg/10 mg 

NL/H/1115/003 20614 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

CY 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 40 
mg/10 mg 

NL/H/1115/003 13406 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 40 
mg/5 mg 

NL/H/1115/002 20613 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

CY 

Επικαλυμμένα με λεπτό 
υμένιο δισκία Orizal 40 
mg/5 mg 

NL/H/1115/002 13405 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(20+5) mg 

NL/H/1113/001 55851/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(20+5) mg 

NL/H/1113/001 55851/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(20+5) mg 

NL/H/1113/001 55851/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό NL/H/1113/003 55853/24-8-2015 PFIZER HELLAS, A.E. GR 
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υμένιο δισκία SEVIKAR 
(40+10) mg 
Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(40+10) mg 

NL/H/1113/003 55853/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(40+10) mg 

NL/H/1113/003 55853/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(40+5) mg 

NL/H/1113/002 55852/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(40+5) mg 

NL/H/1113/002 55852/24-8-2015 PFIZER HELLAS, A.E. GR 

Επικαλυμμένα με λεπτό 
υμένιο δισκία SEVIKAR 
(40+5) mg 

NL/H/1113/002 55852/24-8-2015 PFIZER HELLAS, A.E. GR 

Теспадан 20 mg/5 mg 
филмирани таблетки 

NL/H/1115/001 20080196 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BG 

Теспадан 40 mg/10 mg 
филмирани таблетки 

NL/H/1115/003 20080198 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BG 

Теспадан 40 mg/5 mg 
филмирани таблетки 

NL/H/1115/002 20080197 MENARINI INTERNATIONAL 
OPERATIONS LUXEMBOURG 
S.A. 

BG 

 

 


