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Rosuvastatin/Ezetimibe Elpen 5 
mg/10 mg potahované tablety 

CZ/H/0855/001 31/250/18-C ELPEN PHARMACEUTICAL 
CO. INC. 

CZ 

Rosuvastatin/Ezetimibe Elpen 10 
mg/10 mg potahované tablety 

CZ/H/0855/002 31/251/18-C ELPEN PHARMACEUTICAL 
CO. INC. 

CZ 

Rosuvastatin/Ezetimibe Elpen 20 
mg/10 mg potahované tablety 

CZ/H/0855/003 31/252/18-C ELPEN PHARMACEUTICAL 
CO. INC. 

CZ 

Rosuvastatin/Ezetimibe Elpen 40 
mg/10 mg potahované tablety 

CZ/H/0855/004 31/253/18-C ELPEN PHARMACEUTICAL 
CO. INC. 

CZ 

Rosuvastatin/Ezetimib Elpen 5 
mg/10 mg Filmtabletten 

CZ/H/0855/001 2202637.00.00 ELPEN PHARMACEUTICAL 
CO. INC. 

DE 

Rosuvastatin/Ezetimib Elpen 10 
mg/10 mg Filmtabletten 

CZ/H/0855/002 2202638.00.00 ELPEN PHARMACEUTICAL 
CO. INC. 

DE 

Rosuvastatin/Ezetimib Elpen 20 
mg/10 mg Filmtabletten 

CZ/H/0855/003 2202639.00.00 ELPEN PHARMACEUTICAL 
CO. INC. 

DE 

Rosuvastatin/Ezetimib Elpen 40 
mg/10 mg Filmtabletten 

CZ/H/0855/004 2202640.00.00 ELPEN PHARMACEUTICAL 
CO. INC. 

DE 

Lipopen 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/001 35568/20-03-2020 ELPEN PHARMACEUTICAL 
CO. INC. 

GR 

Lipopen 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/002 35569/20-03-2020 ELPEN PHARMACEUTICAL 
CO. INC. 

GR 

Lipopen 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/003 35570/20-03-2020 ELPEN PHARMACEUTICAL 
CO. INC. 

GR 

Lipopen 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/004 35571/20-03-2020 ELPEN PHARMACEUTICAL 
CO. INC. 

GR 

Lipopen 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/001 023318 ELPEN PHARMACEUTICAL 
CO. INC. 

CY 

Lipopen 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/002 023319 ELPEN PHARMACEUTICAL 
CO. INC. 

CY 



 
 
List of nationally authorised medicinal products   
EMA/112517/2024  Page 3/85 

 
 
 

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 

Lipopen 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/003 023320 ELPEN PHARMACEUTICAL 
CO. INC. 

CY 

Lipopen 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0855/004 023321 ELPEN PHARMACEUTICAL 
CO. INC. 

CY 

Suvardio Plus, 40 mg + 10 mg, 
tabletki powlekane 

PL/H/0497/004 27523 SANDOZ GMBH PL 

Horime 10 mg/10 mg filmom 
obalené tablety 

NL/H/5139/002 31/0144/22-S BAUSCH HEALTH IRELAND 
LIMITED 

SK 

Horime 20 mg/10 mg filmom 
obalené tablety 

NL/H/5139/003 31/0145/22-S BAUSCH HEALTH IRELAND 
LIMITED 

SK 

Horime 40 mg/10 mg filmom 
obalené tablety 

NL/H/5139/004 31/0146/22-S BAUSCH HEALTH IRELAND 
LIMITED 

SK 

Horime 5 mg/10 mg potahované 
tablety 

NL/H/5139/001 31/189/20-C BAUSCH HEALTH IRELAND 
LIMITED 

CZ 

Horime 10 mg/10 mg 
potahované tablety 

NL/H/5139/002 31/190/20-C BAUSCH HEALTH IRELAND 
LIMITED 

CZ 

Horime 20 mg/10 mg 
potahované tablety 

NL/H/5139/003 31/191/20-C BAUSCH HEALTH IRELAND 
LIMITED 

CZ 

Horime 40 mg/10 mg 
potahované tablety 

NL/H/5139/004 31/192/20-C BAUSCH HEALTH IRELAND 
LIMITED 

CZ 

Rosuvastatine/ezetimibe Bausch 
Health Ireland Limited 5 mg/10 
mg filmomhulde tabletten 

NL/H/5139/001 RVG 126874 BAUSCH HEALTH IRELAND 
LIMITED 

NL 

Rosuvastatine/ezetimibe Bausch 
Health Ireland Limited 10 mg/10 
mg filmomhulde tabletten 

NL/H/5139/002 RVG 126875 BAUSCH HEALTH IRELAND 
LIMITED 

NL 

Rosuvastatine/ezetimibe Bausch 
Health Ireland Limited 20 mg/10 
mg filmomhulde tabletten 

NL/H/5139/003 RVG 126876 BAUSCH HEALTH IRELAND 
LIMITED 

NL 

Rosuvastatine/ezetimibe Bausch 
Health Ireland Limited 40 mg/10 
mg filmomhulde tabletten 

NL/H/5139/004 RVG 126877 BAUSCH HEALTH IRELAND 
LIMITED 

NL 
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Crosuvo Plus, 5 mg + 10 mg, 
tabletki powlekane 

not available 27145 BAUSCH HEALTH IRELAND 
LIMITED 

PL 

Crosuvo Plus, 10 mg + 10 mg, 
tabletki powlekane 

not available 27146 BAUSCH HEALTH IRELAND 
LIMITED 

PL 

Crosuvo Plus, 20 mg + 10 mg, 
tabletki powlekane 

not available 27147 BAUSCH HEALTH IRELAND 
LIMITED 

PL 

Crosuvo Plus, 40 mg + 10 mg, 
tabletki powlekane 

not available 27148 BAUSCH HEALTH IRELAND 
LIMITED 

PL 

Rosumibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5814223 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784111 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784129 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784012 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784020 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784004 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784046 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5784038 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 
FARMACÊUTICA, S.A. 

PT 

Rosumibe 40 mg + 10 mg 
comprimidos revestidos por 

not available 5784053 LABORATÓRIOS AZEVEDOS 
- INDÚSTRIA 

PT 
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película FARMACÊUTICA, S.A. 
Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 301 764 0 5 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 301 763 7 5 SANOFI WINTHROP 
INDUSTRIE 

FR 

Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 301 763 8 2 SANOFI WINTHROP 
INDUSTRIE 

FR 

Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 

SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 301 763 9 9 SANOFI WINTHROP 
INDUSTRIE 

FR 

Zenon 10 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0816/001 84121 SANOFI-AVENTIS, S.A. ES 

Zenon 20 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0816/002 84122 SANOFI-AVENTIS, S.A. ES 

Zenon 40 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0816/003 84123 SANOFI-AVENTIS, S.A. ES 

Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 
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Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 10 mg/10 mg 
Filmtabletten 

CZ/H/0816/001 2201737.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 20 mg/10 mg 
Filmtabletten 

CZ/H/0816/002 2201738.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Zenon 40 mg/10 mg 
Filmtabletten 

CZ/H/0816/003 2201739.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 
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Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 10 
mg/10 mg potahované tablety 

CZ/H/0816/001 31/013/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 20 
mg/10 mg potahované tablety 

CZ/H/0816/002 31/014/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

Rosuvastatin/Ezetimib Sanofi 40 
mg/10 mg potahované tablety 

CZ/H/0816/003 31/015/18-C SANOFI-AVENTIS SRO CZ 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 550 678 0 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 301 871 2 8 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 550 678 3 2 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 10 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/001 34009 301 871 1 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 550 678 1 8 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 301 870 9 8 SANOFI WINTHROP 
INDUSTRIE 

FR 
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SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 550 678 2 5 SANOFI WINTHROP 
INDUSTRIE 

FR 

SUVREZA 20 mg/10 mg, 
comprimé pelliculé 

CZ/H/0816/002 34009 301 870 8 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

Rosuvastatin/Ezetimib HCS 5 
mg/10 mg Filmtabletten 

CZ/H/1019/001 141546 HCS BVBA AT 

Rosuvastatin/Ezetimib HCS 10 
mg/10 mg Filmtabletten 

CZ/H/1019/002 141547 HCS BVBA AT 

Rosuvastatin/Ezetimib HCS 20 
mg/10 mg Filmtabletten 

CZ/H/1019/004 141548 HCS BVBA AT 

Rosuvastatin/Ezetimibe KRKA 10 
mg/10 mg film-coated tablets 

CZ/H/1019/002 PA1347/108/001 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/Ezetimibe KRKA 20 
mg/10 mg film-coated tablets 

CZ/H/1019/004 PA1347/108/002 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/Ezetimibe Krka 5 
mg/10 mg potahované tablety 

CZ/H/1019/001 31/419/21-C KRKA, D.D., NOVO MESTO CZ 

Rosuvastatin/Ezetimibe Krka 10 
mg/10 mg potahované tablety 

CZ/H/1019/002 31/420/21-C KRKA, D.D., NOVO MESTO CZ 

Rosuvastatin/Ezetimibe Krka 15 
mg/10 mg potahované tablety 

CZ/H/1019/003 31/421/21-C KRKA, D.D., NOVO MESTO CZ 

Rosuvastatin/Ezetimibe Krka 20 
mg/10 mg potahované tablety 

CZ/H/1019/004 31/422/21-C KRKA, D.D., NOVO MESTO CZ 

Rosazimib 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/001 023785 KRKA, D.D., NOVO MESTO CY 

Rosazimib 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/002 023786 KRKA, D.D., NOVO MESTO CY 

Rosazimib 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/004 023787 KRKA, D.D., NOVO MESTO CY 

Rosazimib® 5 mg/10 mg 
Filmtabletten 

CZ/H/1019/001 7000448.00.00 KRKA, D.D., NOVO MESTO DE 

Rosazimib® 10 mg/10 mg CZ/H/1019/002 7000449.00.00 KRKA, D.D., NOVO MESTO DE 
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Filmtabletten 
Rosazimib® 15 mg/10 mg 
Filmtabletten 

CZ/H/1019/003 7000450.00.00 KRKA, D.D., NOVO MESTO DE 

Rosazimib® 20 mg/10 mg 
Filmtabletten 

CZ/H/1019/004 7000451.00.00 KRKA, D.D., NOVO MESTO DE 

Co-Rosuvador 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/001 45118/8-5-2023 TAD PHARMA GMBH GR 

Co-Rosuvador 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/002 45119/8-5-2023 TAD PHARMA GMBH GR 

Co-Rosuvador 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1019/004 45120/8-5-2023 TAD PHARMA GMBH GR 

MAORIS 20 mg/10 mg 
compresse 

not available 045304033 NEOPHARMED GENTILI SPA IT 

MAORIS 5 mg/10 mg compresse not available 045304019 NEOPHARMED GENTILI SPA IT 
MAORIS 10 mg/10 mg 
compresse 

not available 045304021 NEOPHARMED GENTILI SPA IT 

Rozetimad 5 mg/10 mg 
compresse 

not available 045424013 ADAMED S.R.L. IT 

Rozetimad 10 mg/10 mg 
compresse 

not available 045424025 ADAMED S.R.L. IT 

Rozetimad 20 mg/10 mg 
compresse 

not available 045424037 ADAMED S.R.L. IT 

Rozetimad 5 mg/10 mg 
compresse 

not available 045424049 ADAMED S.R.L. IT 

Rozetimad 20 mg/10 mg 
compresse 

not available 045424064 ADAMED S.R.L. IT 

Rozetimad 10 mg/10 mg 
compresse 

not available 045424052 ADAMED S.R.L. IT 

ROSUZET 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 70423/28-06-2023 IASIS PHARMA GR 
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ROSUZET 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 66670/28-06-2023 IASIS PHARMA GR 

ROSUZET 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 66672/28-06-2023 IASIS PHARMA GR 

ROSUZET 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 66671/28-06-2023 IASIS PHARMA GR 

Rosuvastatin+Ezetimibe/VELKA 
5 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129180 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
10 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129181 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
20 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129182 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
40 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129183 VELKA HELLAS S.A. GR 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Suvezen 10 mg/10 mg CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 
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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 

comprimés pelliculés 
Suvezen 10 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/02 SANOFI ROMANIA SRL RO 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/01 SANOFI ROMANIA SRL RO 

Suvezen 40 mg/10 mg 
comprimate filmate 

CZ/H/0696/003 11633/2019/02 SANOFI ROMANIA SRL RO 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/01 SANOFI ROMANIA SRL RO 

Suvezen 40 mg/10 mg 
comprimate filmate 

CZ/H/0696/003 11633/2019/01 SANOFI ROMANIA SRL RO 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/02 SANOFI ROMANIA SRL RO 

Suvezen 10 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 
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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 

filmomhulde tabletten 
Zenon 10 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/001 CZ/H/0696/001 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Zenon 10 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/001 5772843 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Zenon 40 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/003 CZ/H/0696/003 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Zenon 40 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/003 5772868 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Zenon 20 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/002 5772850 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Zenon 20 mg/10 mg 
comprimidos revestidos por 
película 

CZ/H/0696/002 CZ/H/0696/002 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/002 25499 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 40 mg + 10 mg, CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 
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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 

tabletki powlekane 
SUVEZEN NEO, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/003 25500 SANOFI-AVENTIS SP Z.O.O. PL 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 40 mg/10 mg film-
coated tablets 

CZ/H/0696/003 PA 0540/193/003 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 40 mg/10 mg film-
coated tablets 

CZ/H/0696/003 PA 0540/193/003 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 10 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/001 17-11975 SANOFI-AVENTIS NORGE AS NO 

Zenon 40 mg/10 mg CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 
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Product Name (in 
authorisation country) 
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National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

filmdrasjerte tabletter 
Zenon 40 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 

Zenon 40 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 

Zenon 40 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 

Zenon 40 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 

Zenon 40 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/003 17-11977 SANOFI-AVENTIS NORGE AS NO 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 20 mg/10 mg 
potahované tablety 

CZ/H/0696/002 31/479/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 40 mg/10 mg 
potahované tablety 

CZ/H/0696/003 31/480/17-C SANOFI-AVENTIS SRO CZ 

Zenon 20 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 

Zenon 20 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 

Zenon 20 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 

Zenon 20 mg/10 mg CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 
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MAH of product in the 
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filmdrasjerte tabletter 
Zenon 20 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 

Zenon 20 mg/10 mg 
filmdrasjerte tabletter 

CZ/H/0696/002 17-11976 SANOFI-AVENTIS NORGE AS NO 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

SUVEZEN NEO, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0696/001 25498 SANOFI-AVENTIS SP Z.O.O. PL 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Zenon Neo 10 mg/10 mg 
potahované tablety 

CZ/H/0696/001 31/478/17-C SANOFI-AVENTIS SRO CZ 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
Filmtabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 
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Filmtabletten 
Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 10 mg/10 mg film-
coated tablets 

CZ/H/0696/001 PA 0540/193/001 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 40 mg/10 mg film- CZ/H/0696/003 PA0540/193/003 SANOFI-AVENTIS IRELAND IE 
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coated tablets LTD. T/A SANOFI 
Suvezen 40 mg/10 mg film-
coated tablets 

CZ/H/0696/003 PA0540/193/003 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 40 mg/10 mg film-
coated tablets 

CZ/H/0696/003 PA0540/193/003 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 40 mg/10 mg film-
coated tablets 

CZ/H/0696/003 PA0540/193/003 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg film-
coated tablets 

CZ/H/0696/002 PA0540/193/002 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
Filmtabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
Filmtabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
Filmtabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 

Suvezen 20 mg/10 mg CZ/H/0696/002 BE539937 SANOFI BELGIUM BE 
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Filmtabletten 
Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
Filmtabletten 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Suvezen 40 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/003 BE539946 SANOFI BELGIUM BE 

Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 
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Zenon 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/003 13306/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/002 13305/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
Filmtabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 
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filmomhulde tabletten 
Suvezen 10 mg/10 mg 
comprimés pelliculés 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
filmomhulde tabletten 

CZ/H/0696/001 BE539920 SANOFI BELGIUM BE 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/06 SANOFI ROMANIA SRL RO 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/03 SANOFI ROMANIA SRL RO 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/05 SANOFI ROMANIA SRL RO 

Suvezen 10 mg/10 mg 
comprimate filmate 

CZ/H/0696/001 11631/2019/04 SANOFI ROMANIA SRL RO 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Zenon 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/0696/001 13304/18-2-2020 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/03 SANOFI ROMANIA SRL RO 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/04 SANOFI ROMANIA SRL RO 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/06 SANOFI ROMANIA SRL RO 

Suvezen 20 mg/10 mg 
comprimate filmate 

CZ/H/0696/002 11632/2019/05 SANOFI ROMANIA SRL RO 

Suvezen 40 mg/10 mg CZ/H/0696/003 11633/2019/04 SANOFI ROMANIA SRL RO 
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comprimate filmate 
Suvezen 40 mg/10 mg 
comprimate filmate 

CZ/H/0696/003 11633/2019/03 SANOFI ROMANIA SRL RO 

Suvezen 40 mg/10 mg 
comprimate filmate 

CZ/H/0696/003 11633/2019/06 SANOFI ROMANIA SRL RO 

Suvezen 40 mg/10 mg 
comprimate filmate 

CZ/H/0696/003 11633/2019/05 SANOFI ROMANIA SRL RO 

Rozesta 10 mg/10 mg 
apvalkotās tabletes 

NL/H/4758/002 21-0032 ZENTIVA, K.S. LV 

Rozesta 40 mg/10 mg 
apvalkotās tabletes 

NL/H/4758/004 21-0034 ZENTIVA, K.S. LV 

Rozesta 20 mg/10 mg 
apvalkotās tabletes 

NL/H/4758/003 21-0033 ZENTIVA, K.S. LV 

Rozetin 10 mg/10 mg 
potahované tablety 

NL/H/4758/002 31/043/19-C ZENTIVA, K.S. CZ 

Rozetin 20 mg/10 mg 
potahované tablety 

NL/H/4758/003 31/044/19-C ZENTIVA, K.S. CZ 

Rozetin 40 mg/10 mg 
potahované tablety 

NL/H/4758/004 31/045/19-C ZENTIVA, K.S. CZ 

Rozetin 5 mg/10 mg comprimate 
filmate 

NL/H/4758/001 13803/2021/01 ZENTIVA, K.S. RO 

Rozetin 5 mg/10 mg comprimate 
filmate 

NL/H/4758/001 13803/2021/02 ZENTIVA, K.S. RO 

Rozetin 5 mg/10 mg comprimate 
filmate 

NL/H/4758/001 13803/2021/03 ZENTIVA, K.S. RO 

Rozetin 5 mg/10 mg comprimate 
filmate 

NL/H/4758/001 13803/2021/04 ZENTIVA, K.S. RO 

Rozetin 5 mg/10 mg comprimate 
filmate 

NL/H/4758/001 13803/2021/05 ZENTIVA, K.S. RO 

Rozetin 10 mg/10 mg 
comprimate filmate 

NL/H/4758/002 13804/2021/01 ZENTIVA, K.S. RO 

Rozetin 10 mg/10 mg 
comprimate filmate 

NL/H/4758/002 13804/2021/02 ZENTIVA, K.S. RO 

Rozetin 10 mg/10 mg NL/H/4758/002 13804/2021/03 ZENTIVA, K.S. RO 
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comprimate filmate 
Rozetin 10 mg/10 mg 
comprimate filmate 

NL/H/4758/002 13804/2021/04 ZENTIVA, K.S. RO 

Rozetin 10 mg/10 mg 
comprimate filmate 

NL/H/4758/002 13804/2021/05 ZENTIVA, K.S. RO 

Rozetin 20 mg/10 mg 
comprimate filmate 

NL/H/4758/003 13805/2021/01 ZENTIVA, K.S. RO 

Rozetin 20 mg/10 mg 
comprimate filmate 

NL/H/4758/003 13805/2021/02 ZENTIVA, K.S. RO 

Rozetin 20 mg/10 mg 
comprimate filmate 

NL/H/4758/003 13805/2021/03 ZENTIVA, K.S. RO 

Rozetin 40 mg/10 mg 
comprimate filmate 

NL/H/4758/004 13806/2021/01 ZENTIVA, K.S. RO 

Rozetin 40 mg/10 mg 
comprimate filmate 

NL/H/4758/004 13806/2021/03 ZENTIVA, K.S. RO 

Rozetin 40 mg/10 mg 
comprimate filmate 

NL/H/4758/004 13806/2021/02 ZENTIVA, K.S. RO 

Rozesta 20 mg/10 mg õhukese 
polümeerikattega tabletid 

NL/H/4758/003 1027621 ZENTIVA, K.S. EE 

Rozesta 40 mg/10 mg õhukese 
polümeerikattega tabletid 

NL/H/4758/004 1027721 ZENTIVA, K.S. EE 

 Rozesta 10 mg/10 mg õhukese 
polümeerikattega tabletid 

NL/H/4758/002 1027521 ZENTIVA, K.S. EE 

Rozetin 5 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/001 5811658 ZENTIVA PORTUGAL, LDA PT 

Rozetin 5 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/001 5811666 ZENTIVA PORTUGAL, LDA PT 

Rozetin 5 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/001 5811674 ZENTIVA PORTUGAL, LDA PT 

Rozetin 5 mg + 10 mg 
comprimidos revestidos por 

NL/H/4758/001 5811708 ZENTIVA PORTUGAL, LDA PT 
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película 
Rozetin 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/002 5811716 ZENTIVA PORTUGAL, LDA PT 

Rozetin 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/002 5811724 ZENTIVA PORTUGAL, LDA PT 

Rozetin 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/002 5811732 ZENTIVA PORTUGAL, LDA PT 

Rozetin 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/002 5811740 ZENTIVA PORTUGAL, LDA PT 

Rozetin 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/003 5811757 ZENTIVA PORTUGAL, LDA PT 

Rozetin 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/003 5811765 ZENTIVA PORTUGAL, LDA PT 

Rozetin 40 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/004 5811773 ZENTIVA PORTUGAL, LDA PT 

Rozetin 40 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4758/004 5811807 ZENTIVA PORTUGAL, LDA PT 

Rozesta 10 mg/10 mg 
filmomhulde tabletten 

NL/H/4758/002 RVG 124611 ZENTIVA, K.S. NL 

Rozesta 20 mg/10 mg 
filmomhulde tabletten 

NL/H/4758/003 RVG 124612 ZENTIVA, K.S. NL 

Rozesta 40 mg/10 mg 
filmomhulde tabletten 

NL/H/4758/004 RVG 124613 ZENTIVA, K.S. NL 

Rozesta 5 mg/10 mg 
filmomhulde tabletten 

NL/H/4758/001 RVG 124610 ZENTIVA, K.S. NL 

Розетин 20 mg/10 mg NL/H/4758/003 20210174 ZENTIVA, K.S. BG 



 
 
List of nationally authorised medicinal products   
EMA/112517/2024  Page 24/85 

 
 
 

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 

филмирани таблетки 
Розетин 10 mg/10 mg 
филмирани таблетки 

NL/H/4758/002 20210173 ZENTIVA, K.S. BG 

Rozesta, 10 mg+10 mg, tabletki 
powlekane 

NL/H/4758/002 26602 ZENTIVA, K.S. PL 

Rozesta, 5 mg+10 mg, tabletki 
powlekane 

NL/H/4758/001 26601 ZENTIVA, K.S. PL 

Rozesta, 20 mg+10 mg, tabletki 
powlekane 

NL/H/4758/003 26603 ZENTIVA, K.S. PL 

EKLIPO 5 mg/10 mg 
filmomhulde tabletten 

not available RVG 126584 MEDICAIR BIOSCIENCE 
LABORATORIES CY LTD 

NL 

EKLIPO 10 mg/10 mg 
filmomhulde tabletten 

not available RVG 126585 MEDICAIR BIOSCIENCE 
LABORATORIES CY LTD 

NL 

EKLIPO 20 mg/10 mg 
filmomhulde tabletten 

not available RVG 126586 MEDICAIR BIOSCIENCE 
LABORATORIES CY LTD 

NL 

EKLIPO 40 mg/10 mg 
filmomhulde tabletten 

not available RVG 126587 MEDICAIR BIOSCIENCE 
LABORATORIES CY LTD 

NL 

Alzil plus 5 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/5090/001 85379 FERRER INTERNACIONAL, 
S.A. 

ES 

Alzil plus 10 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/5090/002 85376 FERRER INTERNACIONAL, 
S.A. 

ES 

Alzil plus 20 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/5090/003 85377 FERRER INTERNACIONAL, 
S.A. 

ES 

Alzil plus 40 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/5090/004 85378 FERRER INTERNACIONAL, 
S.A. 

ES 

Rosuvastatina + Ezetimiba 
Ferrer 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available NL/H/5090/001 FERRER INTERNACIONAL, 
S.A. 

PT 

Rosuvastatina + Ezetimiba not available NL/H/5090/002 FERRER INTERNACIONAL, PT 
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Ferrer 10 mg + 10 mg 
comprimidos revestidos por 
película 

S.A. 

Rosuvastatina + Ezetimiba 
Ferrer 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available NL/H/5090/003 FERRER INTERNACIONAL, 
S.A. 

PT 

Rosuvastatina + Ezetimiba 
Ferrer 40 mg + 10 mg 
comprimidos revestidos por 
película 

not available NL/H/5090/004 FERRER INTERNACIONAL, 
S.A. 

PT 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/01 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/03 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/03 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/04 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/01 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/02 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/05 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001-003/DC 11753/2019/07 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/05 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/02 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/02 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/01 EGIS PHARMACEUTICALS RO 
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PLC 
Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/04 EGIS PHARMACEUTICALS 

PLC 
RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/03 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/001-003/DC 11754/2019/07 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/05 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/07 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/001-003/DC 11755/2019/04 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/01 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/03 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/02 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/04 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 20 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11757/2019/01 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/06 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 10 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11756/2019/05 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 20 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11757/2019/02 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 20 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11757/2019/03 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 20 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11757/2019/05 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb Calciu 20 mg/10 mg NL/H/3006/004-005/DC 11757/2019/04 EGIS PHARMACEUTICALS RO 
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capsule PLC 
Lipocomb Calciu 20 mg/10 mg 
capsule 

NL/H/3006/004-005/DC 11757/2019/06 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg 
Hartkapseln 

NL/H/3006/001-003/DC 135783 EGIS PHARMACEUTICALS 
PLC 

AT 

Lipocomb 20 mg/10 mg 
Hartkapseln 

NL/H/3006/001-003/DC 135782 EGIS PHARMACEUTICALS 
PLC 

AT 

Lipocomb 40 mg/10 mg 
Hartkapseln 

NL/H/3006/001-003/DC 135784 EGIS PHARMACEUTICALS 
PLC 

AT 

Delipid Plus 10 mg/10 mg tvrdé 
tobolky 

NL/H/3006/001-003/DC 31/354/14-C EGIS PHARMACEUTICALS 
PLC 

CZ 

Delipid Plus 20 mg/10 mg tvrdé 
tobolky 

NL/H/3006/001-003/DC 31/355/14-C EGIS PHARMACEUTICALS 
PLC 

CZ 

Delipid Plus 40 mg/10 mg tvrdé 
tobolky 

NL/H/3006/001-003/DC 31/356/14-C EGIS PHARMACEUTICALS 
PLC 

CZ 

Lipocomb 10 mg/10 mg hard 
capsules 

NL/H/3006/001 PA1470/004/001 EGIS PHARMACEUTICALS 
PLC 

IE 

Lipocomb 20 mg/10 mg hard 
capsules 

NL/H/3006/002 PA1470/004/002 EGIS PHARMACEUTICALS 
PLC 

IE 

Lipocomb 40 mg/10 mg hard 
capsules 

NL/H/3006/003 PA1470/004/003 EGIS PHARMACEUTICALS 
PLC 

IE 

Lipocomb 10 mg/10 mg capsule NL/H/3006/001 11753/2019/06 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 20 mg/10 mg capsule NL/H/3006/002 11754/2019/06 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 40 mg/10 mg capsule NL/H/3006/003 11755/2019/06 EGIS PHARMACEUTICALS 
PLC 

RO 

Lipocomb 10 mg/10 mg tvrdé 
kapsuly 

NL/H/3006/001 31/0289/14-S EGIS PHARMACEUTICALS 
PLC 

SK 

Lipocomb 20 mg/10 mg tvrdé 
kapsuly 

NL/H/3006/001-003/DC 31/0290/14-S EGIS PHARMACEUTICALS 
PLC 

SK 

Lipocomb 40 mg/10 mg tvrdé 
kapsuly 

NL/H/3006/001-003/DC 31/0291/14-S EGIS PHARMACEUTICALS 
PLC 

SK 

Lipocomb Neo 10 mg/10 mg NL/H/3006/004-005/DC 31/0128/18-S EGIS PHARMACEUTICALS SK 
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tvrdé kapsuly PLC 
Lipocomb Neo 20 mg/10 mg 
tvrdé kapsuly 

NL/H/3006/004-005/DC 31/0129/18-S EGIS PHARMACEUTICALS 
PLC 

SK 

Cholecomb calcium 10 mg/10 
mg harde capsules 

NL/H/3006/004 RVG 120478 EGIS PHARMACEUTICALS 
PLC 

NL 

Cholecomb 20 mg/10 mg, 
capsule hard 

NL/H/3006/002 RVG 114006 EGIS PHARMACEUTICALS 
PLC 

NL 

Cholecomb 40 mg/10 mg, 
capsule, hard 

NL/H/3006/003 RVG 114007 EGIS PHARMACEUTICALS 
PLC 

NL 

Cholecomb calcium 20 mg/10 
mg harde capsules 

NL/H/3006/004-005/DC RVG 120484 EGIS PHARMACEUTICALS 
PLC 

NL 

Cholecomb 10 mg/10 mg, 
capsule hard 

NL/H/3006/001 RVG 114005 EGIS PHARMACEUTICALS 
PLC 

NL 

Arosen 20 mg/10 mg tablete AT/H/1079/003 HR-H-870499295 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

HR 

Arosen 10 mg/10 mg tablete AT/H/1079/002 HR-H-561909678 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

HR 

Arosen 5 mg/10 mg tablete AT/H/1079/001 HR-H-853800213 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

HR 

Rosamib 5 mg/10 mg Tabletten AT/H/1079/001 138932 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

AT 

Rosamib 10 mg/10 mg Tabletten AT/H/1079/002 138933 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

AT 

Rosamib 20 mg/10 mg Tabletten AT/H/1079/003 138934 GENERICON PHARMA 
GESELLSCHAFT M.B.H. 

AT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 5796677 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, not available 5796701 TECNIMEDE - SOCIEDADE PT 
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cápsulas TÉCNICO-MEDICINAL, SA 
Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 5 mg + 10 mg, 
cápsulas 

not available 20/H/0023/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 5796719 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, 
cápsulas 

not available 20/H/0023/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 10 mg + 10 mg, not available 20/H/0023/002 TECNIMEDE - SOCIEDADE PT 
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cápsulas TÉCNICO-MEDICINAL, SA 
Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 5796727 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rovezix, 20 mg + 10 mg, 
cápsulas 

not available 20/H/0023/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Ezotera 10 mg/10 mg tablete HR-H-782405252 HR-H-782405252 JADRAN-GALENSKI 
LABORATORIJ D.D. 

HR 

Ezotera 20 mg/10 mg tablete HR-H-977343942 HR-H-977343942 JADRAN-GALENSKI 
LABORATORIJ D.D. 

HR 

Eprizet 10 mg/10 mg tablete PL/H/0500/002 HR-H-862844884 PLIVA HRVATSKA D.O.O. HR 
Eprizet 20 mg/10 mg tablete PL/H/0500/003 HR-H-797006261 PLIVA HRVATSKA D.O.O. HR 
Тинтарос Плюс 5 mg/10 mg 
таблетки 

PL/H/0500/001 20180113 TEVA B.V BG 

Тинтарос Плюс 10 mg/10 mg 
таблетки 

PL/H/0500/002 20180114 TEVA B.V BG 

Тинтарос Плюс 20 mg/10 mg PL/H/0500/003 20180115 TEVA B.V BG 
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таблетки 
Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg tablety 

PL/H/0500/003 31/331/17-C TEVA B.V CZ 

Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg tablety 

PL/H/0500/002 31/330/17-C TEVA B.V CZ 

Rosuvastatin/Ezetimibe Teva, 5 
mg + 10 mg, tabletki 

PL/H/0500/001 24851 TEVA B.V PL 

Rosuvastatin/Ezetimibe Teva, 20 
mg + 10 mg, tabletki 

PL/H/0500/003 24853 TEVA B.V PL 

Rosuvastatin/Ezetimibe Teva, 10 
mg + 10 mg, tabletki 

PL/H/0500/002 24852 TEVA B.V PL 

Rosuvastatin/Ezetimib 
ratiopharm 10 mg/10 mg 
Tabletten 

PL/H/0500/002 139125 TEVA B.V AT 

Rosuvastatin/Ezetimib 
ratiopharm 20 mg/10 mg 
Tabletten 

PL/H/0500/003 139126 TEVA B.V AT 

Ezetimibe/Rosuvastatine Teva 10 
mg/5 mg comprimés 

PL/H/0500/001 BE545057 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 
10/5mg tabletten 

PL/H/0500/001 BE545057 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 10 
mg/10 mg comprimés 

PL/H/0500/002 BE545066 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 
10/10mg Tabletten 

PL/H/0500/002 BE545066 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 
10/10mg tabletten 

PL/H/0500/002 BE545066 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 10 
mg/20 mg comprimés 

PL/H/0500/003 BE545075 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 
10/20mg tabletten 

PL/H/0500/003 BE545075 TEVA B.V BE 

Ezetimibe/Rosuvastatine Teva 
10/20mg Tabletten 

PL/H/0500/003 BE545075 TEVA B.V BE 

Rosuvastatin/Ezetimibe PL/H/0500/001 36977 TEVA B.V FI 
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ratiopharm 5 mg/10 mg tabletti 
Rosuvastatin/Ezetimibe 
ratiopharm 5 mg/10 mg tablett 

PL/H/0500/001 36977 TEVA B.V FI 

Rosuvastatin/Ezetimibe 
ratiopharm 10 mg/10 mg tabletti 

PL/H/0500/002 36978 TEVA B.V FI 

Rosuvastatin/Ezetimibe 
ratiopharm 10 mg/10 mg tablet 

PL/H/0500/002 36978 TEVA B.V FI 

Ezetimibe/Rosuvastatine Teva 
10/5mg Tabletten 

PL/H/0500/001 BE545057 TEVA B.V BE 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876014 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876053 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876091 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876026 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876040 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876038 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876065 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876077 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876103 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876115 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876089 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876127 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva PL/H/0500/001 047876139 TEVA B.V IT 
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5 mg/10 mg compresse 
Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876166 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876192 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876141 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
5 mg/10 mg compresse 

PL/H/0500/001 047876154 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876178 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876204 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
20 mg/10 mg compresse 

PL/H/0500/003 047876216 TEVA B.V IT 

Rosuvastatina e Ezetimibe Teva 
10 mg/10 mg compresse 

PL/H/0500/002 047876180 TEVA B.V IT 

Rosuvastatina/Ezetimiba Alter 10 
mg/10 mg comprimidos 
recubiertos con película 

not available 88168 LABORATORIOS ALTER, S.A. ES 

Rosuvastatina/Ezetimiba Alter 20 
mg/10 mg comprimidos 
recubiertos con película 

not available 88169 LABORATORIOS ALTER, S.A. ES 

Zenon 10 mg/10 mg potahované 
tablety 

CZ/H/0455/001 31/321/14-C SANOFI-AVENTIS SRO CZ 

Zenon 20 mg/10 mg potahované 
tablety 

CZ/H/0455/002 31/322/14-C SANOFI-AVENTIS SRO CZ 

Zenon 10 mg/10 mg potahované 
tablety 

CZ/H/0455/001 31/321/14-C SANOFI-AVENTIS SRO CZ 

Zenon 10 mg/10 mg potahované 
tablety 

CZ/H/0455/001 31/321/14-C SANOFI-AVENTIS SRO CZ 

Zenon 10 mg/10 mg potahované 
tablety 

CZ/H/0455/001 31/321/14-C SANOFI-AVENTIS SRO CZ 

Zenon 40 mg/10 mg potahované CZ/H/0455/003 31/323/14-C SANOFI-AVENTIS SRO CZ 
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tablety 
Zenon 20 mg/10 mg potahované 
tablety 

CZ/H/0455/002 31/322/14-C SANOFI-AVENTIS SRO CZ 

Zenon 20 mg/10 mg potahované 
tablety 

CZ/H/0455/002 31/322/14-C SANOFI-AVENTIS SRO CZ 

Zenon 20 mg/10 mg potahované 
tablety 

CZ/H/0455/002 31/322/14-C SANOFI-AVENTIS SRO CZ 

Zenon 40 mg/10 mg potahované 
tablety 

CZ/H/0455/003 31/323/14-C SANOFI-AVENTIS SRO CZ 

Zenon 40 mg/10 mg potahované 
tablety 

CZ/H/0455/003 31/323/14-C SANOFI-AVENTIS SRO CZ 

Zenon 40 mg/10 mg potahované 
tablety 

CZ/H/0455/003 31/323/14-C SANOFI-AVENTIS SRO CZ 

Co-Xeter 10 mg/10 mg tabletta not available OGYI-T-23413/01 GEDEON RICHTER PLC. HU 
Co-Xeter 20 mg/10 mg tabletta not available OGYI-T-23413/02 GEDEON RICHTER PLC. HU 
Quiloga 5 mg/10 mg compresse PL/H/0499/001 046503013 ZENTIVA, K.S. IT 
Quiloga 5 mg/10 mg compresse PL/H/0499/001 046503025 ZENTIVA, K.S. IT 
Quiloga 10 mg/10 mg compresse PL/H/0499/002 046503037 ZENTIVA, K.S. IT 
Quiloga 10 mg/10 mg compresse PL/H/0499/002 046503049 ZENTIVA, K.S. IT 
Quiloga 20 mg/10 mg compresse PL/H/0499/003 046503064 ZENTIVA, K.S. IT 
Quiloga 20 mg/10 mg compresse PL/H/0499/003 046503052 ZENTIVA, K.S. IT 
Rosuvastatin/Ezetimib Zentiva, 5 
mg + 10 mg, tabletki  

PL/H/0499/001 24672 ZENTIVA, K.S. PL 

Rosuvastatin/Ezetimib Zentiva, 
10 mg + 10 mg, tabletki  

PL/H/0499/002 24673 ZENTIVA, K.S. PL 

Rosuvastatin/Ezetimib Zentiva, 
20 mg + 10 mg, tabletki 

PL/H/0499/003 24674 ZENTIVA, K.S. PL 

ROSUVASTATINA + EZETIMIBA 
BGP 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/001 5761218 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 10 mg + 10 mg 
comprimidos revestidos por 

NL/H/4175/001 5761226 VIATRIS HEALTHCARE, LDA PT 
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película 
ROSUVASTATINA + EZETIMIBA 
BGP 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/001 5761234 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/001 5761242 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/002 5761259 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/002 5761267 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/002 5761275 VIATRIS HEALTHCARE, LDA PT 

ROSUVASTATINA + EZETIMIBA 
BGP 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4175/002 5761309 VIATRIS HEALTHCARE, LDA PT 

Rosuvastatine/Ezetimibe Mylan 
Healthcare 10 mg/10 mg 
filmomhulde tabletten 

NL/H/4175/001 RVG 121849 MYLAN HEALTHCARE B.V. NL 

Rosuvastatine/Ezetimibe Mylan 
Healthcare 20 mg/10 mg 
filmomhulde tabletten 

NL/H/4175/002 RVG 121853 MYLAN HEALTHCARE B.V. NL 

Ateroger 10 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/4175/001 83657 MYLAN IRE HEALTHCARE 
LIMITED 

ES 
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Ateroger 20 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/4175/002 83658 MYLAN IRE HEALTHCARE 
LIMITED 

ES 

Rozor 10 mg/10 mg 
Filmtabletten 

NL/H/4175/001 138996 MYLAN ÖSTERREICH GMBH AT 

Rozor 20 mg/10 mg 
Filmtabletten 

NL/H/4175/002 138997 MYLAN ÖSTERREICH GMBH AT 

Zuvatek, 5 mg + 10 mg, 
cápsulas 

not available 5796339 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Zuvatek, 5 mg + 10 mg, 
cápsulas 

not available 5796347 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Zuvatek, 10 mg + 10 mg, 
cápsulas 

not available 5795810 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Zuvatek, 20 mg + 10 mg, 
cápsulas 

not available 5796354 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

ROSUZET 10 mg/10 mg 
Filmtabletten 

NL/H/3679/001 97016.00.00 ARISTO PHARMA GMBH 
(ART 57) 

DE 

ROSUZET 20 mg/10 mg 
Filmtabletten 

NL/H/3679/002 2202348.00.00 ARISTO PHARMA GMBH 
(ART 57) 

DE 

Rosuvastatin/ Ezetimib-
ratiopharm 5 mg/ 10mg 
Filmtabletten 

CZ/H/1037/001 7009760.00.00 RATIOPHARM GMBH DE 

Rosuvastatin/ Ezetimib-
ratiopharm 10 mg/ 10 mg 
Filmtabletten 

CZ/H/1037/002 7009761.00.00 RATIOPHARM GMBH DE 

Rosuvastatin/ Ezetimib-
ratiopharm 20 mg/ 10 mg 
Filmtabletten 

CZ/H/1037/003 7009762.00.00 RATIOPHARM GMBH DE 

Rosuvastatin/ Ezetimib-
ratiopharm 40 mg/ 10 mg 

CZ/H/1037/004 7009763.00.00 RATIOPHARM GMBH DE 
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Filmtabletten 
Rosuvastatina + Ezetimiba Teva 
5 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/001 5827167 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
5 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/001 5827175 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
10 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/002 5827209 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
10 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/002 5827217 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
20 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/003 5827225 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
20 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/003 5827233 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
40 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/004 5827241 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba Teva 
40 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/1037/004 5827258 TEVA PHARMA – PRODUTOS 
FARMACÊUTICOS LDA 

PT 

Redanem 5 mg/10 mg 
filmtabletta 

CZ/H/1037/001 OGYI-T-23984/01 TEVA B.V HU 

Redanem 10 mg/10 mg 
filmtabletta 

CZ/H/1037/002 OGYI-T-23984/02 TEVA B.V HU 

Redanem 20 mg/10 mg 
filmtabletta 

CZ/H/1037/003 OGYI-T-23984/03 TEVA B.V HU 

Redanem 40 mg/10 mg 
filmtabletta 

CZ/H/1037/004 OGYI-T-23984/04 TEVA B.V HU 

Rosuvastatin/Ezetimibe Teva CZ/H/1037/001 31/288/20-C TEVA B.V CZ 
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B.V. 5 mg/10 mg potahované 
tablety 
Rosuvastatin/Ezetimibe Teva 
B.V. 10 mg/10 mg potahované 
tablety 

CZ/H/1037/002 31/289/20-C TEVA B.V CZ 

Rosuvastatin/Ezetimibe Teva 
B.V. 20 mg/10 mg potahované 
tablety 

CZ/H/1037/003 31/290/20-C TEVA B.V CZ 

Rosuvastatin/Ezetimibe Teva 
B.V. 40 mg/10 mg potahované 
tablety 

CZ/H/1037/004 31/291/20-C TEVA B.V CZ 

Roselia 10 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/002 LT/1/23/5111/001 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Roselia 10 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/002 LT/1/23/5111/002 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Roselia 10 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/002 LT/1/23/5111/003 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Roselia 20 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/003 LT/1/23/5112/001 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Roselia 20 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/003 LT/1/23/5112/002 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Roselia 20 mg/10 mg plėvele 
dengtos tabletės 

HU/H/0753/003 LT/1/23/5112/003 SANDOZ PHARMACEUTICALS 
D.D. 

LT 

Rosuvastatin/Ezetimibe Sandoz 5 
mg/10 mg filmtabletta 

HU/H/0753/001 OGYI-T-24163/01 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 5 
mg/10 mg filmtabletta 

HU/H/0753/001 OGYI-T-24163/02 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 5 
mg/10 mg filmtabletta 

HU/H/0753/001 OGYI-T-24163/03 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
10 mg/10 mg filmtabletta 

HU/H/0753/002 OGYI-T-24163/04 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
10 mg/10 mg filmtabletta 

HU/H/0753/002 OGYI-T-24163/05 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz HU/H/0753/002 OGYI-T-24163/06 SANDOZ HUNGÁRIA KFT HU 
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10 mg/10 mg filmtabletta 
Rosuvastatin/Ezetimibe Sandoz 
20 mg/10 mg filmtabletta 

HU/H/0753/003 OGYI-T-24163/07 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
20 mg/10 mg filmtabletta 

HU/H/0753/003 OGYI-T-24163/08 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
20 mg/10 mg filmtabletta 

HU/H/0753/003 OGYI-T-24163/09 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
40 mg/10 mg filmtabletta 

HU/H/0753/004 OGYI-T-24163/10 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
40 mg/10 mg filmtabletta 

HU/H/0753/004 OGYI-T-24163/11 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatin/Ezetimibe Sandoz 
40 mg/10 mg filmtabletta 

HU/H/0753/004 OGYI-T-24163/12 SANDOZ HUNGÁRIA KFT HU 

Rosuvastatina/Ezetimiba Sandoz 
5 mg/10 mg comprimidos 
recubiertos con película 

HU/H/0753/001 88392 SANDOZ FARMACÉUTICA, 
S.A. 

ES 

Rosuvastatina/Ezetimiba Sandoz 
10 mg/10 mg comprimidos 
recubiertos con película 

HU/H/0753/002 88393 SANDOZ FARMACÉUTICA, 
S.A. 

ES 

Rosuvastatina/Ezetimiba Sandoz 
20 mg/10 mg comprimidos 
recubiertos con película 

HU/H/0753/003 88394 SANDOZ FARMACÉUTICA, 
S.A. 

ES 

Rosuvastatina/Ezetimiba Sandoz 
40 mg/10 mg comprimidos 
recubiertos con película 

HU/H/0753/004 88395 SANDOZ FARMACÉUTICA, 
S.A. 

ES 

Rosuvastatin+Ezetimibe/RAFARM 
20 mg/10 mg δισκία 

PL/H/0556/003 83363/26-08-2020 RAFARM SA. GR 

Rosuvastatin+Ezetimibe/RAFARM 
10 mg/10 mg δισκία 

PL/H/0556/002 83362/26-08-2020 RAFARM SA. GR 

Rosuvastatin+Ezetimibe/RAFARM 
5 mg/10 mg δισκία 

PL/H/0556/001 83361/26-08-2020 RAFARM SA. GR 

Rosuvastatin+Ezetimibe RAFARM 
5 mg/10 mg δισκία 

PL/H/0556/001 023379 RAFARM SA. CY 

Rosuvastatin+Ezetimibe RAFARM PL/H/0556/002 023380 RAFARM SA. CY 
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10 mg/10 mg δισκία 
Rosuvastatin+Ezetimibe RAFARM 
20 mg/10 mg δισκία 

PL/H/0556/003 023381 RAFARM SA. CY 

Rosuvastatin + Ezetimibe 
Rafarm, 5 mg + 10 mg, tabletki 

PL/H/0556/001 26457 RAFARM SA. PL 

Rosuvastatin + Ezetimibe 
Rafarm, 10 mg + 10 mg, tabletki 

PL/H/0556/002 26458 RAFARM SA. PL 

Rosuvastatin + Ezetimibe 
Rafarm, 20 mg + 10 mg, tabletki 

PL/H/0556/003 26459 RAFARM SA. PL 

Refidoro 5 mg/10 mg filmom 
obložene tablete 

CZ/H/1120/001 HR-H-135500128 ALKALOID-INT D.O.O. HR 

Refidoro 10 mg/10 mg filmom 
obložene tablete 

CZ/H/1120/002 HR-H-774101294 ALKALOID-INT D.O.O. HR 

Refidoro 20 mg/10 mg filmom 
obložene tablete 

CZ/H/1120/003 HR-H-991226696 ALKALOID-INT D.O.O. HR 

Refidoro 40 mg/10 mg filmom 
obložene tablete 

CZ/H/1120/004 HR-H-633807606 ALKALOID-INT D.O.O. HR 

Refidoro 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/1120/001 H/23/02974/001 ALKALOID-INT D.O.O. SI 

Refidoro 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/1120/002 H/23/02974/002 ALKALOID-INT D.O.O. SI 

Refidoro 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/1120/003 H/23/02974/003 ALKALOID-INT D.O.O. SI 

Refidoro 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/1120/004 H/23/02974/004 ALKALOID-INT D.O.O. SI 

Refidoro 5 mg/10 mg 
potahované tablety 

CZ/H/1120/001 31/367/21-C ALKALOID-INT D.O.O. CZ 

Refidoro 10 mg/10 mg 
potahované tablety 

CZ/H/1120/002 31/368/21-C ALKALOID-INT D.O.O. CZ 

Refidoro 20 mg/10 mg 
potahované tablety 

CZ/H/1120/003 31/369/21-C ALKALOID-INT D.O.O. CZ 

Refidoro 40 mg/10 mg 
potahované tablety 

CZ/H/1120/004 31/370/21-C ALKALOID-INT D.O.O. CZ 

Рефидоро 5 mg/10 mg CZ/H/1120/001 20230039 ALKALOID-INT D.O.O. BG 
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филмирани таблетки 
Рефидоро 10 mg/10 mg 
филмирани таблетки 

CZ/H/1120/002 20230040 ALKALOID-INT D.O.O. BG 

Рефидоро 20 mg/10 mg 
филмирани таблетки 

CZ/H/1120/003 20230041 ALKALOID-INT D.O.O. BG 

Рефидоро 40 mg/10 mg 
филмирани таблетки 

CZ/H/1120/004 20230042 ALKALOID-INT D.O.O. BG 

Rosuvastatina + Ezetimiba 
Tecnimede 5 mg + 10 mg 
cápsulas 

PT/H/2444/001 PT/H/2444/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rosuvastatina + Ezetimiba 
Tecnimede 5 mg + 10 mg 
cápsulas 

PT/H/2444/001 PT/H/2444/001 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rosuvastatina + Ezetimiba 
Tecnimede 10 mg + 10 mg 
cápsulas 

PT/H/2444/002 PT/H/2444/002 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rosuvastatina + Ezetimiba 
Tecnimede 20 mg + 10 mg 
cápsulas 

PT/H/2444/003 PT/H/2444/003 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

PT 

Rosuvastatina e Ezetimibe 
Tecnimede, 5 mg/10 mg, 
capsule rigide. 

PT/H/2444/001 048412011 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

IT 

Rosuvastatina e Ezetimibe 
Tecnimede, 5 mg/10 mg, 
capsule rigide. 

PT/H/2444/001 048412023 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

IT 

Rosuvastatina e Ezetimibe 
Tecnimede, 10 mg/10 mg, 
capsule rigide 

PT/H/2444/002 048412035 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

IT 

Rosuvastatina e Ezetimibe 
Tecnimede, 20 mg/10 mg, 
capsule rigide 

PT/H/2444/003 048412047 TECNIMEDE - SOCIEDADE 
TÉCNICO-MEDICINAL, SA 

IT 

COMPUNA 5 mg/10 mg 
compresse 

not available 045351018 BRUNO FARMACEUTICI IT 

COMPUNA 10 mg/10 mg not available 045351020 BRUNO FARMACEUTICI IT 
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compresse 
COMPUNA 20 mg/10 mg 
compresse 

not available 045351032 BRUNO FARMACEUTICI IT 

Rosuvastatina + Ezetimiba 
Bistenibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825260 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825278 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825476 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825500 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826144 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826151 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 40 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826169 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 40 mg + 10 mg 
comprimidos revestidos por 

not available 5826177 ALTER, S.A. PT 
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película 
Ezerosu 10 mg/5 mg-
Filmtabletten 

CZ/H/0855/001 139051 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/10 mg-
Filmtabletten 

CZ/H/0855/002 139052 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/20 mg-
Filmtabletten 

CZ/H/0855/003 139053 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/40 mg-
Filmtabletten 

CZ/H/0855/004 139054 G.L. PHARMA GMBH AT 

Rosuvastatina/Ezetimiba 
Stadagen 5 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0855/001 84.658 LABORATORIO STADA, S.L. ES 

Rosuvastatina/Ezetimiba 
Stadagen 10 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0855/002 84.659 LABORATORIO STADA, S.L. ES 

Rosuvastatina/Ezetimiba 
Stadagen 20 mg/10 mg 
comprimidos recubiertos con 
película 

CZ/H/0855/003 84.660 LABORATORIO STADA, S.L. ES 

Rosuben Plus 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 4803/17-01-2023 BENNETT 
PHARMACEUTICALS SA 

GR 

Rosuben Plus 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 2992/17-01-2023 BENNETT 
PHARMACEUTICALS SA 

GR 

Rosuben Plus 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 2993/17-01-2023 BENNETT 
PHARMACEUTICALS SA 

GR 

Rosuben Plus 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

not available 2994/17-01-2023 BENNETT 
PHARMACEUTICALS SA 

GR 

ROSETEM 5 mg/10 mg not available 045310012 ERREKAPPA EUROTERAPICI IT 
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compresse SPA 
ROSETEM 10 mg/10 mg 
compresse 

not available 045310024 ERREKAPPA EUROTERAPICI 
SPA 

IT 

ROSETEM 20 mg/10 mg 
compresse 

not available 045310036 ERREKAPPA EUROTERAPICI 
SPA 

IT 

Delipid Plus 10 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/01 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 20 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/04 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 40 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/07 EGIS PHARMACEUTICALS 
PLC 

HU 

LIPOROSA 20 mg/10 mg, gélule NL/H/3016/001-003/DC 34009 280 003 5 4 EGIS PHARMACEUTICALS 
PLC 

FR 

LIPOROSA 10 mg/10 mg, gélule NL/H/3016/001-003/DC 34009 279 996 4 2 EGIS PHARMACEUTICALS 
PLC 

FR 

Delipid Kombi 10mg/10mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/02 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Kombi 20 mg/10 mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/05 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Kombi 10mg/10mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/01 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Kombi 10mg/10mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/03 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Kombi 20 mg/10 mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/04 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Kombi 20 mg/10 mg 
kemény kapszula 

NL/H/3016/005-006/DC: OGYI-T-23379/06 EGIS PHARMACEUTICALS 
PLC 

HU 

Rosuvastatine calcium/ezetimibe 
Egis 10 mg/10 mg harde 
capsules 

NL/H/3016/005 RVG 120480 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosuvastatine calcium/ezetimibe 
Egis 20 mg/10 mg harde 
capsules 

NL/H/3016/006 RVG 120481 EGIS PHARMACEUTICALS 
PLC 

NL 

Delipid Plus 5 mg/10 mg kemény NL/H/3016/004/DC OGYI-T-22700/10 EGIS PHARMACEUTICALS HU 
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kapszula PLC 
Delipid Plus 5 mg/10 mg kemény 
kapszula 

NL/H/3016/004/DC OGYI-T-22700/11 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 5 mg/10 mg kemény 
kapszula 

NL/H/3016/004/DC OGYI-T-22700/12 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 10 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/03 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 20 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/05 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 20 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/06 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 40 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/08 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 40 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/09 EGIS PHARMACEUTICALS 
PLC 

HU 

Delipid Plus 10 mg/10 mg 
kemény kapszula 

NL/H/3016/001-003/DC OGYI-T-22700/02 EGIS PHARMACEUTICALS 
PLC 

HU 

Rosuvastatine/ezetimibe EGIS 5 
mg/10 mg harde capsules 

NL/H/3016/004 RVG 119682 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosuvastatine/ezetimibe EGIS 
40 mg/10 mg capsule, hard 

NL/H/3016/001-003/DC RVG 113992 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosuvastatine/ezetimibe EGIS 
10 mg/10 mg harde capsules 

NL/H/3016/001 RVG 113986 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosuvastatine/ezetimibe EGIS 
20 mg/10 mg harde capsules 

NL/H/3016/002 RVG 113991 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosuvastatin/Ezetimibe Teva10 
mg/10 mg apvalkotās tabletes 

CZ/H/1038/002 22-0184 TEVA B.V LV 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg apvalkotās tabletes 

CZ/H/1038/003 22-0185 TEVA B.V LV 

Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/002 LT/1/22/5052/001 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg plėvele dengtos 

CZ/H/1038/002 LT/1/22/5052/002 TEVA B.V LT 
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tabletės 
Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/002 LT/1/22/5052/003 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/002 LT/1/22/5052/004 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/003 LT/1/22/5053/001 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/003 LT/1/22/5053/002 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/003 LT/1/22/5053/003 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg plėvele dengtos 
tabletės 

CZ/H/1038/003 LT/1/22/5053/004 TEVA B.V LT 

Rosuvastatin/Ezetimibe Teva 20 
mg/10 mg õhukese 
polümeerikattega tabletid 

CZ/H/1038/003 1077322 TEVA B.V EE 

Rosuvastatin/Ezetimibe Teva 10 
mg/10 mg õhukese 
polümeerikattega tabletid 

CZ/H/1038/002 1077622 TEVA B.V EE 

Rosuvastatina + Ezetimiba 
ratiopharm 5 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1038/001 5849401 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba 
ratiopharm 5 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1038/001 5849419 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Rosuvastatina + Ezetimiba CZ/H/1038/002 5849427 RATIOPHARM-COMERCIO E PT 
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ratiopharm 10 mg + 10 mg 
comprimidos revestidos por 
película 

INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

Rosuvastatina + Ezetimiba 
ratiopharm 20 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1038/003 5849435 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Rosuvastatin/Ezetimibe Teva CR 
5 mg/10 mg potahované tablety 

CZ/H/1038/001 31/285/20-C TEVA PHARMACEUTICALS 
CR, S.R.O. 

CZ 

Rosuvastatin/Ezetimibe Teva CR 
10 mg/10 mg potahované 
tablety 

CZ/H/1038/002 31/286/20-C TEVA PHARMACEUTICALS 
CR, S.R.O. 

CZ 

Rosuvastatin/Ezetimibe Teva CR 
20 mg/10 mg potahované 
tablety 

CZ/H/1038/003 31/287/20-C TEVA PHARMACEUTICALS 
CR, S.R.O. 

CZ 

Rosuvastatina/Ezetimiba Teva 10 
mg/10 mg comprimidos 
recubiertos con película 

CZ/H/1038/002 86676 TEVA B.V ES 

Rosuvastatina/Ezetimiba Teva 20 
mg/10 mg comprimidos 
recubiertos con película 

CZ/H/1038/003 86677 TEVA B.V ES 

Rosuvastatina/Ezetimiba Teva 5 
mg/10 mg comprimidos 
recubiertos con película 

CZ/H/1038/001 86678 TEVA B.V ES 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126010 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126022 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126034 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126046 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126059 SANDOZ S.P.A. IT 
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Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126061 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126073 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/001 050126085 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126097 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126109 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126111 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126123 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126135 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126147 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126150 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/002 050126162 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126174 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126186 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126198 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126200 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126212 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126224 SANDOZ S.P.A. IT 
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Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126236 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/003 050126248 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126251 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126263 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126275 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126287 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126299 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126301 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126313 SANDOZ S.P.A. IT 

Rosuvastatina e Ezetimibe 
Sandoz 

CZ/H/1053/004 050126325 SANDOZ S.P.A. IT 

Rosuvastatina + Ezetimiba 
Sandoz 5 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1053/001 5842372 SANDOZ FARMACÊUTICA 
LDA. 

PT 

Rosuvastatina + Ezetimiba 
Sandoz 10 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1053/002 5842406 SANDOZ FARMACÊUTICA 
LDA. 

PT 

Rosuvastatina + Ezetimiba 
Sandoz 20 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1053/003 5842414 SANDOZ FARMACÊUTICA 
LDA. 

PT 

Rosuvastatina + Ezetimiba 
Sandoz 5 mg + 10 mg 

CZ/H/1053/001 5851126 SANDOZ FARMACÊUTICA 
LDA. 

PT 
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comprimidos revestidos por 
película 
Rosuvastatina + Ezetimiba 
Sandoz 10 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1053/002 5851134 SANDOZ FARMACÊUTICA 
LDA. 

PT 

Rosuvastatina + Ezetimiba 
Sandoz 20 mg + 10 mg 
comprimidos revestidos por 
película 

CZ/H/1053/003 5851142 SANDOZ FARMACÊUTICA 
LDA. 

PT 

Coupet Combi 5 mg/10 mg 
filmom obložene tablete 

CZ/H/1053/001 HR-H-277014782 SANDOZ D.O.O. HR 

Coupet Combi 20 mg/10 mg 
filmom obložene tablete 

CZ/H/1053/003 HR-H-528530440 SANDOZ D.O.O. HR 

Coupet Combi 40 mg/10 mg 
filmom obložene tablete 

CZ/H/1053/004 HR-H-106814102 SANDOZ D.O.O. HR 

Rosuvastatin/Ezetimibe Sandoz 
10 mg/10 mg apvalkotās 
tabletes 

CZ/H/1053/002 22-0123 SANDOZ PHARMACEUTICALS 
D.D. 

LV 

Rosuvastatin/Ezetimibe Sandoz 
20 mg/10 mg apvalkotās 
tabletes 

CZ/H/1053/003 22-0124 SANDOZ PHARMACEUTICALS 
D.D. 

LV 

Ezetimibe/Rosuvastatin Sandoz 
10 mg/10 mg filmomhulde 
tabletten 

CZ/H/1053/002 BE660421 SANDOZ N.V. BE 

Ezetimibe/Rosuvastatin Sandoz 
10 mg/20 mg filmomhulde 
tabletten 

CZ/H/1053/003 BE660422 SANDOZ N.V. BE 

Ezetimibe/Rosuvastatin Sandoz 
10 mg/40 mg filmomhulde 
tabletten 

CZ/H/1053/004 BE660423 SANDOZ N.V. BE 

Rosuvastatin/Ezetimib Sandoz 5 
mg/10 mg potahované tablety 

CZ/H/1053/001 31/417/20-C SANDOZ S.R.O. CZ 

Rosuvastatin/Ezetimib Sandoz CZ/H/1053/002 31/418/20-C SANDOZ S.R.O. CZ 
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10 mg/10 mg potahované 
tablety 
Rosuvastatin/Ezetimib Sandoz 
20 mg/10 mg potahované 
tablety 

CZ/H/1053/003 31/419/20-C SANDOZ S.R.O. CZ 

Rosuvastatin/Ezetimib Sandoz 
40 mg/10 mg potahované 
tablety 

CZ/H/1053/004 31/420/20-C SANDOZ S.R.O. CZ 

Rosuvastatin/Ezetimibe Sandoz 
10 mg/10 mg õhukese 
polümeerikattega tabletid 

CZ/H/1053/002 1070122 SANDOZ PHARMACEUTICALS 
D.D. 

EE 

Rosuvastatin/Ezetimibe Sandoz 
20 mg/10 mg õhukese 
polümeerikattega tabletid 

CZ/H/1053/003 1069422 SANDOZ PHARMACEUTICALS 
D.D. 

EE 

Coupet Combi 10 mg/10 mg 
filmom obložene tablete 

CZ/H/1053/002 HR-H-706528238 SANDOZ D.O.O. HR 

ROSUVASTATINA E EZETIMIBE 
DOC 5 mg/10 mg compresse 

not available 045827019 DOC GENERICI S.R.L. IT 

ROSUVASTATINA E EZETIMIBE 
DOC 5 mg/10 mg compresse 

not available 045827021 DOC GENERICI S.R.L. IT 

ROSUVASTATINA E EZETIMIBE 
DOC 10 mg/10 mg compresse 

not available 045827033 DOC GENERICI S.R.L. IT 

ROSUVASTATINA E EZETIMIBE 
DOC 10 mg/10 mg compresse 

not available 045827045 DOC GENERICI S.R.L. IT 

ROSUVASTATINA E EZETIMIBE 
DOC 20 mg/10 mg compresse 

not available 045827058 DOC GENERICI S.R.L. IT 

ROSUVASTATINA E EZETIMIBE 
DOC 20 mg/10 mg compresse 

not available 045827060 DOC GENERICI S.R.L. IT 

Rosuvastatina + Ezetimiba 
Bistenibe 5 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825260 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 5 mg + 10 mg 

not available 5825278 ALTER, S.A. PT 
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comprimidos revestidos por 
película 
Rosuvastatina + Ezetimiba 
Bistenibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825476 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 10 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5825500 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826144 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 20 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826151 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 40 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826169 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba 
Bistenibe 40 mg + 10 mg 
comprimidos revestidos por 
película 

not available 5826177 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
5 mg + 10 mg comprimidos 
revestidos por película 

not available 5825765 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
5 mg + 10 mg comprimidos 
revestidos por película 

not available 5825757 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
10 mg + 10 mg comprimidos 

not available 5825849 ALTER, S.A. PT 
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revestidos por película 
Rosuvastatina + Ezetimiba Alter 
10 mg + 10 mg comprimidos 
revestidos por película 

not available 5825856 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
20 mg + 10 mg comprimidos 
revestidos por película 

not available 5825864 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
20 mg + 10 mg comprimidos 
revestidos por película 

not available 5825872 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
40 mg + 10 mg comprimidos 
revestidos por película 

not available 5825906 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
40 mg + 10 mg comprimidos 
revestidos por película 

not available 5825914 ALTER, S.A. PT 

Rosuvastatin+Ezetimibe/VELKA 
5 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129180 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
10 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129181 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
20 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129182 VELKA HELLAS S.A. GR 

Rosuvastatin+Ezetimibe/VELKA 
40 mg/10 mg επικαλυμμένα με 
λεπτό υμένιο δισκία 

not available 129183 VELKA HELLAS S.A. GR 

Arosuva plus Ezetimib 5 mg/10 
mg Filmtabletten 

NL/H/4477/001 139214 GEBRO PHARMA GMBH AT 

Arosuva plus Ezetimib 10 mg/10 
mg Filmtabletten 

NL/H/4477/002 139215 GEBRO PHARMA GMBH AT 

Arosuva plus Ezetimib 20 mg/10 
mg Filmtabletten 

NL/H/4477/003 139216 GEBRO PHARMA GMBH AT 
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Arosuva plus Ezetimib 40 mg/10 
mg Filmtabletten 

NL/H/4477/004 139217 GEBRO PHARMA GMBH AT 

Ziviba 5 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1181/001 51126/01-06-2023 INNOVIS PHARMA GR 

Ziviba 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1181/002 51127/01-06-2023 INNOVIS PHARMA GR 

Ziviba 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1181/003 51128/01-06-2023 INNOVIS PHARMA GR 

Ziviba 40 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

CZ/H/1181/004 59173/01-06-2023 INNOVIS PHARMA GR 

Ziviba 5 mg/10 mg potahované 
tablety 

CZ/H/1181/001 31/027/22-C INNOVIS PHARMA CZ 

Ziviba 10 mg/10 mg potahované 
tablety 

CZ/H/1181/002 31/028/22-C INNOVIS PHARMA CZ 

Ziviba 20 mg/10 mg potahované 
tablety 

CZ/H/1181/003 31/029/22-C INNOVIS PHARMA CZ 

Ziviba 40 mg/10 mg potahované 
tablety 

CZ/H/1181/004 31/030/22-C INNOVIS PHARMA CZ 

Statezol 5 mg/10 mg film-coated 
tablets 

not available 023577 DELORBIS 
PHARMACEUTICALS LTD 

CY 

Statezol 10 mg/10 mg film-
coated tablets 

not available 023578 DELORBIS 
PHARMACEUTICALS LTD 

CY 

Statezol 20 mg/10 mg film-
coated tablets 

not available 023579 DELORBIS 
PHARMACEUTICALS LTD 

CY 

Statezol 40 mg/10 mg film-
coated tablets 

not available 023580 DELORBIS 
PHARMACEUTICALS LTD 

CY 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350016 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350028 PIAM FARMACEUTICI SPA IT 
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ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350030 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350042 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350055 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350067 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350079 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350081 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350093 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350105 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 5 mg/10 mg 
compresse 

PL/H/0468/001 045350319 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350129 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350131 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350117 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350143 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350156 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350168 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350170 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350321 PIAM FARMACEUTICI SPA IT 
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ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350182 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350194 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 10 mg/10 mg 
compresse 

PL/H/0468/002 045350206 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350218 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350220 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350232 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350244 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350257 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350269 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350271 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350333 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350283 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350295 PIAM FARMACEUTICI SPA IT 

ROSUMIBE 20 mg/10 mg 
compresse 

PL/H/0468/003 045350307 PIAM FARMACEUTICI SPA IT 

Twicor 20 mg/10 mg film-coated 
tablets 

NL/H/4126/002 MA1507/02502 VIATRIS HEALTHCARE LTD MT 

Twicor 10 mg/10 mg film-coated 
tablets 

NL/H/4126/001 MA1507/02501 VIATRIS HEALTHCARE LTD MT 

ROZOR 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 

NL/H/4126/001 64410/14-6-2023 VIATRIS HEALTHCARE LTD GR 
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δισκία 
ROZOR 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

NL/H/4126/002 64411/14-6-2023 VIATRIS HEALTHCARE LTD GR 

TWICOR 10 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/001 34009 301 638 7 0 VIATRIS MEDICAL FR 

TWICOR 10 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/001 34009 301 638 8 7 VIATRIS MEDICAL FR 

TWICOR 10 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/001 34009 301 638 9 4 VIATRIS MEDICAL FR 

TWICOR 10 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/001 34009 301 639 1 7 VIATRIS MEDICAL FR 

TWICOR 20 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/002 34009 301 639 4 8 VIATRIS MEDICAL FR 

TWICOR 20 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/002 34009 301 639 5 5 VIATRIS MEDICAL FR 

TWICOR 20 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/002 34009 301 639 6 2 VIATRIS MEDICAL FR 

TWICOR 20 mg/10 mg, 
comprimé pelliculé 

NL/H/4126/002 34009 301 639 7 9 VIATRIS MEDICAL FR 

ROZOR 10 mg/10 mg 
filmom obalené tablety 

NL/H/4126/001 31/0360/18-S VIATRIS HEALTHCARE LTD SK 

ROZOR 20 mg/10 mg 
filmom obalené tablety 

NL/H/4126/002 31/0361/18-S VIATRIS HEALTHCARE LTD SK 

TWICOR 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/001 5760822 VIATRIS HEALTHCARE, LDA PT 

TWICOR 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/001 5760830 VIATRIS HEALTHCARE, LDA PT 

TWICOR 10 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/001 5760848 VIATRIS HEALTHCARE, LDA PT 

TWICOR 10 mg + 10 mg NL/H/4126/001 5760855 VIATRIS HEALTHCARE, LDA PT 
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comprimidos revestidos por 
película 
TWICOR 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/002 5760863 VIATRIS HEALTHCARE, LDA PT 

TWICOR 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/002 5760871 VIATRIS HEALTHCARE, LDA PT 

TWICOR 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/002 5760905 VIATRIS HEALTHCARE, LDA PT 

TWICOR 20 mg + 10 mg 
comprimidos revestidos por 
película 

NL/H/4126/002 5760913 VIATRIS HEALTHCARE, LDA PT 

Myrosor 10 mg / 10 mg 
comprimés pelliculés 

NL/H/4126/001 BE536257 VIATRIS HEALTHCARE BE 

Myrosor 10 mg/10 mg 
filmomhulde tabletten 

NL/H/4126/001 BE536257 VIATRIS HEALTHCARE BE 

Myrosor 10 mg/10 mg 
Filmtabletten 

NL/H/4126/001 BE536257 VIATRIS HEALTHCARE BE 

Myrosor 20 mg / 10 mg 
comprimés pelliculés 

NL/H/4126/002 BE536266 VIATRIS HEALTHCARE BE 

Myrosor 20 mg/10 mg 
filmomhulde tabletten 

NL/H/4126/002 BE536266 VIATRIS HEALTHCARE BE 

Myrosor 20 mg/10 mg 
Filmtabletten 

NL/H/4126/002 BE536266 VIATRIS HEALTHCARE BE 

Twicor 20 mg/10 mg potahované 
tablety 

NL/H/4126/002 31/365/17-C VIATRIS HEALTHCARE LTD CZ 

Twicor 10 mg/10 mg film-coated 
tablets 

NL/H/4126/001 PL 46302/0060 MYLAN PRODUCTS LIMITED XI 

Twicor 20 mg/10 mg film-coated 
tablets 

NL/H/4126/002 PL 46302/0061 MYLAN PRODUCTS LIMITED XI 

РОЗОР 10 mg/10 mg 
филмирани таблетки 

NL/H/4126/001 20180338 MYLAN EOOD BG 
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РОЗОР 20 mg/10 mg 
филмирани таблетки 

NL/H/4126/002 20180339 MYLAN EOOD BG 

Rozor 10 mg/10 mg filmtabletta NL/H/4126/001 OGYI-T-23469/01 VIATRIS HEALTHCARE LTD HU 
Rozor 20 mg/10 mg filmtabletta NL/H/4126/002 OGYI-T-23469/02 VIATRIS HEALTHCARE LTD HU 
Rosuvastatine/Ezetimibe Mylan 
Healthcare 20 mg/10 mg 
filmomhulde tabletten 

NL/H/4126/002 RVG 121836 MYLAN HEALTHCARE B.V. NL 

Rosuvastatine/Ezetimibe Mylan 
Healthcare 10 mg/10 mg 
filmomhulde tabletten 

NL/H/4126/001 RVG 121835 MYLAN HEALTHCARE B.V. NL 

ROZOR 10 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

NL/H/4126/001 022904 VIATRIS HEALTHCARE LTD CY 

ROZOR 20 mg/10 mg 
επικαλυμμένα με λεπτό υμένιο 
δισκία 

NL/H/4126/002 022905 VIATRIS HEALTHCARE LTD CY 

Rozor 10 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/001 H/19/02551/002 VIATRIS HEALTHCARE LTD SI 

Rozor 10 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/001 H/19/02551/001 VIATRIS HEALTHCARE LTD SI 

Rozor 10 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/001 H/19/02551/003 VIATRIS HEALTHCARE LTD SI 

Rozor 10 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/001 H/19/02551/004 VIATRIS HEALTHCARE LTD SI 

Rozor 20 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/002 H/19/02551/005 VIATRIS HEALTHCARE LTD SI 

Rozor 20 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/002 H/19/02551/006 VIATRIS HEALTHCARE LTD SI 

Rozor 20 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/002 H/19/02551/007 VIATRIS HEALTHCARE LTD SI 

Rozor 20 mg/10 mg filmsko 
obložene tablete 

NL/H/4126/002 H/19/02551/008 VIATRIS HEALTHCARE LTD SI 

Twicor 20 mg/10 mg 
comprimidos recubiertos con 

NL/H/4126/002 83660 MYLAN IRE HEALTHCARE 
LIMITED 

ES 
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película 
TWICOR 10 mg/10 mg 
comprimate filmate 

NL/H/4126/001 11316/2018/01 VIATRIS HEALTHCARE LTD RO 

TWICOR 10 mg/10 mg 
comprimate filmate 

NL/H/4126/001 11316/2018/02 VIATRIS HEALTHCARE LTD RO 

TWICOR 10 mg/10 mg 
comprimate filmate 

NL/H/4126/001 11316/2018/03 VIATRIS HEALTHCARE LTD RO 

TWICOR 10 mg/10 mg 
comprimate filmate 

NL/H/4126/001 11316/2018/04 VIATRIS HEALTHCARE LTD RO 

TWICOR 20 mg/10 mg 
comprimate filmate 

NL/H/4126/002 11317/2018/02 VIATRIS HEALTHCARE LTD RO 

TWICOR 20 mg/10 mg 
comprimate filmate 

NL/H/4126/002 11317/2018/01 VIATRIS HEALTHCARE LTD RO 

TWICOR 20 mg/10 mg 
comprimate filmate 

NL/H/4126/002 11317/2018/03 VIATRIS HEALTHCARE LTD RO 

TWICOR 20 mg/10 mg 
comprimate filmate 

NL/H/4126/002 11317/2018/04 VIATRIS HEALTHCARE LTD RO 

ROZEIOND 10 mg/10 mg 
compresse rivestite con film  

NL/H/4126/001 046030019 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 10 mg/10 mg 
compresse rivestite con film 

NL/H/4126/001 046030021 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 10 mg/10 mg 
compresse rivestite con film 

NL/H/4126/001 046030033 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 10 mg/10 mg 
compresse rivestite con film 

NL/H/4126/001 046030045 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 20 mg/10 mg 
compresse rivestite con film 

NL/H/4126/002 046030058 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 20 mg/10 mg 
compresse rivestite con film 

NL/H/4126/002 046030060 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 20 mg/10 mg 
compresse rivestite con film 

NL/H/4126/002 046030072 VIATRIS HEALTHCARE LTD IT 

ROZEIOND 20 mg/10 mg 
compresse rivestite con film 

NL/H/4126/002 046030084 VIATRIS HEALTHCARE LTD IT 

Myrosor 10 mg / 10 mg NL/H/4126/001 2019050096 VIATRIS HEALTHCARE LU 
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comprimés pelliculés 
Myrosor 20 mg / 10 mg 
comprimés pelliculés 

NL/H/4126/002 2019050097 VIATRIS HEALTHCARE LU 

Myrosor 10 mg/10 mg 
Filmtabletten 

NL/H/4126/001 2019050096 VIATRIS HEALTHCARE LU 

Myrosor 20 mg/10 mg 
Filmtabletten 

NL/H/4126/002 2019050097 VIATRIS HEALTHCARE LU 

Arrox Plus 10 mg/10 mg 
comprimidos recubiertos con 
película 

not available 88165 LABORATORIOS ALTER, S.A. ES 

Arrox Plus 20 mg/10 mg 
comprimidos recubiertos con 
película 

not available 88166 LABORATORIOS ALTER, S.A. ES 

Arrox Plus 40 mg/10 mg 
comprimidos recubiertos con 
película 

not available 88167 LABORATORIOS ALTER, S.A. ES 

Rosuvastatina/Ezetimiba Krka 10 
mg/10 mg comprimidos 
recubiertos con película 

not available 88823 KRKA, D.D., NOVO MESTO ES 

Rosuvastatina/Ezetimiba Krka 20 
mg/10 mg comprimidos 
recubiertos con película 

not available 88824 KRKA, D.D., NOVO MESTO ES 

Compichol 5 mg/10 mg, δισκία PL/H/0468/001 75194/13-07-2023 IASIS PHARMA GR 
Compichol 10 mg/10 mg, δισκία PL/H/0468/002 75194/13-07-2023 IASIS PHARMA GR 
Compichol 20 mg/10 mg, δισκία PL/H/0468/003 75194/13-07-2023 IASIS PHARMA GR 
Ezehron Duo, 5mg + 10mg, 
tabletka 

PL/H/0468/001-003/DC 24646 ADAMED PHARMA S.A. PL 

Ezehron Duo, 10 mg + 10 mg, 
tabletka 

PL/H/0468/001-003/DC 24647 ADAMED PHARMA S.A. PL 

Ezehron Duo, 20 mg + 10 mg, 
tabletka 

PL/H/0468/001-003/DC 24648 ADAMED PHARMA S.A. PL 

Ezehron Duo 5 mg/10 mg 
Tabletten 

PL/H/0468/001-003/DC 99089.00.00 ADAMED PHARMA S.A. DE 

Ezehron Duo 10 mg/10 mg PL/H/0468/001-003/DC 99090.00.00 ADAMED PHARMA S.A. DE 
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Tabletten 
Ezehron Duo 20 mg/10 mg 
Tabletten 

PL/H/0468/003 99091.00.00 ADAMED PHARMA S.A. DE 

RUZEB 5 mg/10 mg tablety PL/H/0468/001-003/DC 31/0130/18-S ADAMED PHARMA S.A. SK 
RUZEB 10 mg/10 mg tablety PL/H/0468/001-003/DC 31/0131/18-S ADAMED PHARMA S.A. SK 
RUZEB 20 mg/10 mg tablety PL/H/0468/001-003/DC 31/0132/18-S ADAMED PHARMA S.A. SK 
Ezehron Duo 5 mg/10 mg, tablet PL/H/0468/001-003/DC MA948/00401 ADAMED MT 
Ezehron Duo 10 mg/10 mg, 
tablet 

PL/H/0468/001-003/DC MA948/00402 ADAMED MT 

Ezehron Duo 20 mg/10 mg, 
tablet 

PL/H/0468/001-003/DC MA948/00403 ADAMED MT 

Ruzeb 5 mg/10 mg tablety PL/H/0468/001 31/935/16-C ADAMED PHARMA S.A. CZ 
Ruzeb 10 mg/10 mg tablety PL/H/0468/002 31/936/16-C ADAMED PHARMA S.A. CZ 
Ruzeb 20 mg/10 mg tablety PL/H/0468/003 31/937/16-C ADAMED PHARMA S.A. CZ 
Езехрон Дуо 5 mg/10 mg 
таблетки 

PL/H/0468/001-003/DC 20180121 ADAMED PHARMA S.A. BG 

Езехрон Дуо 10 mg/10 mg 
таблетки 

PL/H/0468/001-003/DC 20180122 ADAMED PHARMA S.A. BG 

Езехрон Дуо 20 mg/10 mg 
таблетки 

PL/H/0468/001-003/DC 20180123 ADAMED PHARMA S.A. BG 

Rosix Combi 5 mg/10 mg tablete PL/H/0468/001 HR-H-191795318 BELUPO D.D. HR 
Rosix Combi 10 mg/10 mg 
tablete 

PL/H/0468/002 HR-H-660495522 BELUPO D.D. HR 

Rosix Combi 20 mg/10 mg 
tablete 

PL/H/0468/003 HR-H-791429746 BELUPO D.D. HR 

Colroset 5 mg/10 mg 
comprimidos 

PL/H/0468/001 5741814 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Colroset 5 mg/10 mg 
comprimidos 

PL/H/0468/001 5741822 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Colroset 10 mg/10 mg 
comprimidos 

PL/H/0468/002 5741830 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 
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Colroset 20 mg/10 mg 
comprimidos 

PL/H/0468/003 5741848 LABORATÓRIO MEDINFAR - 
PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Rosuvastatine/Ezetimibe Althera 
10 mg/10 mg filmomhulde 
tabletten 

NL/H/3679/001 RVG 118790 ALTHERA LABORATORIES 
LIMITED 

NL 

Rosuvastatine/Ezetimibe Althera 
20 mg/10 mg filmomhulde 
tabletten 

NL/H/3679/002 RVG 123044 ALTHERA LABORATORIES 
LIMITED 

NL 

EZATEROS 20 mg/10 mg 
compresse 

not available 045432034 SO.SE.PHARM S.R.L. IT 

EZATEROS 10 mg/10 mg 
compresse 

not available 045432022 SO.SE.PHARM S.R.L. IT 

EZATEROS 5 mg/10 mg 
compresse 

not available 045432010 SO.SE.PHARM S.R.L. IT 

Росулип плюс 10 mg/10 mg 
твърди капсули 

NL/H/3007/001-003/DC 20140350 EGIS PHARMACEUTICALS 
PLC 

BG 

Росулип плюс 20 mg/10 mg 
твърди капсули 

NL/H/3007/001-003/DC 20140351 EGIS PHARMACEUTICALS 
PLC 

BG 

Росулип плюс 40 mg/10 mg 
твърди капсули 

NL/H/3007/001-003/DC 20140352 EGIS PHARMACEUTICALS 
PLC 

BG 

Rosulip 10 mg/10 mg cietās 
kapsulas 

NL/H/3007/001 14-0194 EGIS PHARMACEUTICALS 
PLC 

LV 

Rosulip 20 mg/10 mg cietās 
kapsulas 

NL/H/3007/002 14-0195 EGIS PHARMACEUTICALS 
PLC 

LV 

Rosulip 40 mg/10 mg cietās 
kapsulas 

NL/H/3007/003 14-0196 EGIS PHARMACEUTICALS 
PLC 

LV 

Rosulip Plus, 10 mg + 10 mg, 
kapsułki, twarde 

NL/H/3007/001 22082 EGIS PHARMACEUTICALS 
PLC 

PL 

Rosulip Plus, 20 mg + 10 mg, 
kapsułki, twarde 

NL/H/3007/002 22083 EGIS PHARMACEUTICALS 
PLC 

PL 

Rosulip Plus, 40 mg +10 mg, 
kapsułki, twarde 

NL/H/3007/003 22084 EGIS PHARMACEUTICALS 
PLC 

PL 

Ayadont 10 mg/10 mg, harde NL/H/3007/001 RVG 114002 EGIS PHARMACEUTICALS NL 
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capsules PLC 
Ayadont 20 mg/10 mg, harde 
capsules 

NL/H/3007/002 RVG 114003 EGIS PHARMACEUTICALS 
PLC 

NL 

Ayadont 40 mg/10 mg harde 
capsule 

NL/H/3007/003 RVG 114004 EGIS PHARMACEUTICALS 
PLC 

NL 

Delipid Plus 10 mg/10 mg 
kõvakapslid 

NL/H/3007/001-003/DC 850014 EGIS PHARMACEUTICALS 
PLC 

EE 

Delipid Plus 20 mg/10 mg 
kõvakapslid 

NL/H/3007/001-003/DC 849914 EGIS PHARMACEUTICALS 
PLC 

EE 

Delipid Plus 40 mg/10 mg 
kõvakapslid 

NL/H/3007/001-003/DC 849814 EGIS PHARMACEUTICALS 
PLC 

EE 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496227 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496239 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496241 EGIS PHARMACEUTICALS 
PLC 

IT 

Lipocomb 10 mg/10 mg σκληρά 
καψάκια 

NL/H/3007/001-003/DC 87444/15-07-2019 EGIS PHARMACEUTICALS 
PLC 

GR 

Lipocomb 20 mg/10 mg σκληρά 
καψάκια 

NL/H/3007/001-003/DC 87445/15-07-2019 EGIS PHARMACEUTICALS 
PLC 

GR 

Lipocomb 40 mg/10 mg σκληρά 
καψάκια 

NL/H/3007/001-003/DC 87446/15-07-2019 EGIS PHARMACEUTICALS 
PLC 

GR 

Ayadont 5 mg/10 mg, harde 
capsules 

NL/H/3007/004 RVG 119689 EGIS PHARMACEUTICALS 
PLC 

NL 

Rosulip Plus, 5 mg + 10 mg, 
kapsułki, twarde 

NL/H/3007/004 24424 EGIS PHARMACEUTICALS 
PLC 

PL 

Росулип Про NL/H/3007/005-006/DC 20180227 EGIS PHARMACEUTICALS 
PLC 

BG 

Росулип Про NL/H/3007/005-006/DC 20180228 EGIS PHARMACEUTICALS 
PLC 

BG 

Lipocomb 10 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620331 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 10mg/10mg cápsulas NL/H/3007/001-003/DC 5620349 EGIS PHARMACEUTICALS PT 
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PLC 
Lipocomb 10mg/10mg cápsulas NL/H/3007/001-003/DC 5620356 EGIS PHARMACEUTICALS 

PLC 
PT 

Liopcomb 10mg/10mg cápsulas NL/H/3007/001-003/DC 5620372 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 10mg/10mg cápsulas NL/H/3007/001-003/DC 5620406 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 10mg/10mg cápsulas NL/H/3007/001-003/DC 5620414 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620430 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620448 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620455 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620463 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620471 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620505 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620513 EGIS PHARMACEUTICALS 
PLC 

PT 

Liopcomb 20mg/10mg cápsulas NL/H/3007/001-003/DC 5620521 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620539 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620547 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620554 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620570 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/001-003/DC 5620612 EGIS PHARMACEUTICALS PT 
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PLC 
Cholecomb 5 mg/10 mg capsule 
rigide 

NL/H/3007/004 043496254 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 5 mg/10 mg capsule 
rigide 

NL/H/3007/004 043496266 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 5 mg/10 mg capsule 
rigide 

NL/H/3007/004 043496278 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 5 mg/10 mg capsule 
rigide 

NL/H/3007/004 043496280 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496013 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496025 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496037 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496049 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496052 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496064 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 10 mg/10 mg 
capsule rigide 

NL/H/3007/001 043496076 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496088 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496090 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496102 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496114 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496126 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 20 mg/10 mg NL/H/3007/002 043496138 EGIS PHARMACEUTICALS IT 
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capsule rigide PLC 
Cholecomb 20 mg/10 mg 
capsule rigide 

NL/H/3007/002 043496140 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496153 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/003 043496165 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496177 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496189 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496191 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/001-003/DC 043496203 EGIS PHARMACEUTICALS 
PLC 

IT 

Cholecomb 40 mg/10 mg 
capsule rigide 

NL/H/3007/003 043496215 EGIS PHARMACEUTICALS 
PLC 

IT 

Ayadont calcium 10 mg/10 mg 
harde capsules 

NL/H/3007/005 RVG 120475 EGIS PHARMACEUTICALS 
PLC 

NL 

Ayadont calcium 20 mg/10 mg 
harde capsules 

NL/H/3007/006 RVG 120479 EGIS PHARMACEUTICALS 
PLC 

NL 

Lipocomb 10 mg/10 mg cápsulas NL/H/3007/001 5620422 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 10 mg/10 mg cápsulas NL/H/3007/001 5620364 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/003 5620620 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/003 5620604 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 40 mg/10 mg cápsulas NL/H/3007/003 5620562 EGIS PHARMACEUTICALS 
PLC 

PT 

Lipocomb 20 mg/10 mg σκληρά 
καψάκια 

NL/H/3007/001-003/DC 023609 EGIS PHARMACEUTICALS 
PLC 

CY 

Lipocomb 10 mg/10 mg σκληρά NL/H/3007/001-003/DC 023608 EGIS PHARMACEUTICALS CY 



 
 
List of nationally authorised medicinal products   
EMA/112517/2024  Page 68/85 

 
 
 

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 

καψάκια PLC 
Cholecomb 10 mg/10 mg gélules NL/H/3007/001-003/DC BE596986 EGIS PHARMACEUTICALS 

PLC 
BE 

Cholecomb 20 mg/10 mg gélules NL/H/3007/001-003/DC BE597084 EGIS PHARMACEUTICALS 
PLC 

BE 

Lipocomb 20 mg/10 mg hard 
capsules 

NL/H/3007/001-003/DC MA1361/00502 EGIS PHARMACEUTICALS 
PLC 

MT 

Lipocomb 10 mg/10 mg hard 
capsules 

NL/H/3007/001-003/DC MA1361/00501 EGIS PHARMACEUTICALS 
PLC 

MT 

Cholecomb 10 mg/10 mg gélules NL/H/3007/001-003/DC 0931586 EGIS PHARMACEUTICALS 
PLC 

LU 

Cholecomb 20 mg/10 mg gélules NL/H/3007/001-003/DC 0931622 EGIS PHARMACEUTICALS 
PLC 

LU 

Ezerosu 10 mg/5 mg-
Filmtabletten 

CZ/H/0855/001 139051 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/10 mg-
Filmtabletten 

CZ/H/0855/002 139052 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/20 mg-
Filmtabletten 

CZ/H/0855/003 139053 G.L. PHARMA GMBH AT 

Ezerosu 10 mg/40 mg-
Filmtabletten 

CZ/H/0855/004 139054 G.L. PHARMA GMBH AT 

Rosuvastatina + Ezetimiba Alter 
5 mg + 10 mg comprimidos 
revestidos por película 

not available 5825765 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
5 mg + 10 mg comprimidos 
revestidos por película 

not available 5825757 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
10 mg + 10 mg comprimidos 
revestidos por película 

not available 5825849 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
10 mg + 10 mg comprimidos 
revestidos por película 

not available 5825856 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter not available 5825864 ALTER, S.A. PT 



 
 
List of nationally authorised medicinal products   
EMA/112517/2024  Page 69/85 

 
 
 

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 

20 mg + 10 mg comprimidos 
revestidos por película 
Rosuvastatina + Ezetimiba Alter 
20 mg + 10 mg comprimidos 
revestidos por película 

not available 5825872 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
40 mg + 10 mg comprimidos 
revestidos por película 

not available 5825906 ALTER, S.A. PT 

Rosuvastatina + Ezetimiba Alter 
40 mg + 10 mg comprimidos 
revestidos por película 

not available 5825914 ALTER, S.A. PT 

Rosozet 5 mg/10 mg δισκία not available 90137/21-9-2020 MEDICAL PHARMAQUALITY 
PHARMACEUTICALS S.A. 

GR 

Rosozet 10 mg/10 mg δισκία not available 90138/21-9-2020 MEDICAL PHARMAQUALITY 
PHARMACEUTICALS S.A. 

GR 

Rosozet 20 mg/10 mg δισκία not available 90139/21-9-2020 MEDICAL PHARMAQUALITY 
PHARMACEUTICALS S.A. 

GR 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/01 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/02 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/03 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/04 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/05 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/06 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/07 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/08 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 5 mg/10 mg not available OGYI-T-23542/09 KRKA, D.D., NOVO MESTO HU 
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filmtabletta 
Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/10 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/11 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/12 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/13 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/14 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/15 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/16 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/17 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 10 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/18 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/19 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/20 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/21 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/22 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/23 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/24 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/25 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 15 mg/10 mg not available OGYI-T-23542/26 KRKA, D.D., NOVO MESTO HU 
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filmtabletta 
Roxera Plus 15 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/27 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/28 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/29 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/30 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/31 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/32 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/33 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/34 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/35 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 20 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/36 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/37 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/38 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/39 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/40 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/41 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/42 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg not available OGYI-T-23542/43 KRKA, D.D., NOVO MESTO HU 
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filmtabletta 
Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/44 KRKA, D.D., NOVO MESTO HU 

Roxera Plus 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23542/45 KRKA, D.D., NOVO MESTO HU 

ROZEMIB 5 mg/10 mg, 
filmomhulde tabletten 

NL/H/5034/001 RVG 125900 AURORA BIOFARMA S.R.L NL 

ROZEMIB 10 mg/10 mg, 
filmomhulde tabletten 

NL/H/5034/002 RVG 125902 AURORA BIOFARMA S.R.L NL 

ROZEMIB 20 mg/10 mg, 
filmomhulde tabletten 

NL/H/5034/003 RVG 125903 AURORA BIOFARMA S.R.L NL 

ROZEMIB 40 mg/10 mg, 
filmomhulde tabletten 

NL/H/5034/004 RVG 125904 AURORA BIOFARMA S.R.L NL 

Aurozeb 5 mg/10 mg compresse 
rivestite con film 

NL/H/5034/001 049228012 AURORA BIOFARMA S.R.L IT 

Aurozeb 10 mg/10 mg 
compresse rivestite con film 

NL/H/5034/002 049228024 AURORA BIOFARMA S.R.L IT 

Aurozeb 20 mg/10 mg 
compresse rivestite con film 

NL/H/5034/003 049228036 AURORA BIOFARMA S.R.L IT 

Aurozeb 40 mg/10 mg 
compresse rivestite con film 

NL/H/5034/004 049228048 AURORA BIOFARMA S.R.L IT 

Lipocomb 10 mg/10 mg cápsulas 
duras 

NL/H/3017/001-003/DC 703615-9 EGIS PHARMACEUTICALS 
PLC 

ES 

Lipocomb 20 mg/10 mg cápsulas 
duras 

NL/H/3017/001-003/DC 703599-2 EGIS PHARMACEUTICALS 
PLC 

ES 

Ridutrin 40 mg/10 mg capsule, 
hard 

NL/H/3017/001-003/DC RVG 114010 EGIS PHARMACEUTICALS 
PLC 

NL 

Ridutrin 10 mg/10 mg capsule, 
hard 

NL/H/3017/001-003/DC RVG 114008 EGIS PHARMACEUTICALS 
PLC 

NL 

Ridutrin 20 mg/10 mg capsule, 
hard 

NL/H/3017/001-003/DC RVG 114009 EGIS PHARMACEUTICALS 
PLC 

NL 

ROZOR 10 mg/10 mg 
comprimidos revestidos por 
película 

NL/H/3647/001 5718739 BGP PRODUCTS 
UNIPESSOAL, LDA. 

PT 
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ROZOR 10 mg/10 mg 
comprimidos revestidos por 
película 

NL/H/3647/001 5718747 BGP PRODUCTS 
UNIPESSOAL, LDA. 

PT 

ROZOR 10 mg/10 mg 
comprimidos revestidos por 
película 

NL/H/3647/001 5718754 BGP PRODUCTS 
UNIPESSOAL, LDA. 

PT 

ROZOR 10 mg/10 mg 
comprimidos revestidos por 
película 

NL/H/3647/001 5718762 BGP PRODUCTS 
UNIPESSOAL, LDA. 

PT 

Twicor 10 mg/10 mg potahované 
tablety 

NL/H/3647/001 31/511/16-C VIATRIS HEALTHCARE LTD CZ 

Twicor 10 mg/10 mg 
filmomhulde tabletten 

NL/H/3647/001 RVG 118789 MYLAN HEALTHCARE B.V. NL 

Twicor 10 mg/10 mg 
comprimidos recubiertos con 
película 

NL/H/3647/001 82426 MYLAN IRE HEALTHCARE 
LIMITED 

ES 

Rosuvastatina + Ezetimiba Krka 
5 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/0797/001 5761044 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + Ezetimiba Krka 
10 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/0797/002 5761051 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + Ezetimiba Krka 
20 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/0797/004 5761069 KRKA, D.D., NOVO MESTO PT 

Rosazimib 5 mg/10 mg 
apvalkotās tabletes 

CZ/H/0797/001 18-0169 KRKA, D.D., NOVO MESTO LV 

Rosazimib 10 mg/10 mg 
apvalkotās tabletes 

CZ/H/0797/002 18-0170 KRKA, D.D., NOVO MESTO LV 

Rosazimib 15 mg/10 mg 
apvalkotās tabletes 

CZ/H/0797/003 18-0171 KRKA, D.D., NOVO MESTO LV 

Rosazimib 20 mg/10 mg 
apvalkotās tabletes 

CZ/H/0797/004 18-0172 KRKA, D.D., NOVO MESTO LV 

Rosazimib 40 mg/10 mg CZ/H/0797/005 18-0173 KRKA, D.D., NOVO MESTO LV 
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apvalkotās tabletes 
Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/001 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/002 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/003 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/004 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/005 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/006 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/007 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/008 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 5 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/001 LT/1/18/4296/009 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/001 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/002 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/003 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/004 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/005 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/006 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/007 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 10 mg/10 mg plėvele CZ/H/0797/002 LT/1/18/4297/008 KRKA, D.D., NOVO MESTO LT 
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dengtos tabletės 
Sorvitimb 10 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/002 LT/1/18/4297/009 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/001 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/002 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/003 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/004 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/005 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/006 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/007 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/008 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 15 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/003 LT/1/18/4298/009 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/001 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/002 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/003 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/004 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/005 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/006 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele CZ/H/0797/004 LT/1/18/4299/007 KRKA, D.D., NOVO MESTO LT 
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dengtos tabletės 
Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/008 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 20 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/004 LT/1/18/4299/009 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/001 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/002 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/003 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/004 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/005 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/006 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/007 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/008 KRKA, D.D., NOVO MESTO LT 

Sorvitimb 40 mg/10 mg plėvele 
dengtos tabletės 

CZ/H/0797/005 LT/1/18/4300/009 KRKA, D.D., NOVO MESTO LT 

Rosazimib 5 mg/10 mg õhukese 
polümeerikattega tabletid 

CZ/H/0797/001 976618 KRKA, D.D., NOVO MESTO EE 

Rosazimib 10 mg/10 mg 
õhukese polümeerikattega 
tabletid 

CZ/H/0797/002 976718 KRKA, D.D., NOVO MESTO EE 

Rosazimib 15 mg/10 mg 
õhukese polümeerikattega 
tabletid 

CZ/H/0797/003 976818 KRKA, D.D., NOVO MESTO EE 

Rosazimib 20 mg/10 mg 
õhukese polümeerikattega 
tabletid 

CZ/H/0797/004 976918 KRKA, D.D., NOVO MESTO EE 
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Rosazimib 40 mg/10 mg 
õhukese polümeerikattega 
tabletid 

CZ/H/0797/005 977018 KRKA, D.D., NOVO MESTO EE 

Sorvasta Plus 5 mg/10 mg 
potahované tablety 

CZ/H/0797/001 31/547/17-C KRKA, D.D., NOVO MESTO CZ 

Sorvasta Plus 10 mg/10 mg 
potahované tablety 

CZ/H/0797/002 31/548/17-C KRKA, D.D., NOVO MESTO CZ 

Sorvasta Plus 15 mg/10 mg 
potahované tablety 

CZ/H/0797/003 31/549/17-C KRKA, D.D., NOVO MESTO CZ 

Sorvasta Plus 20 mg/10 mg 
potahované tablety 

CZ/H/0797/004 31/550/17-C KRKA, D.D., NOVO MESTO CZ 

Sorvasta Plus 40 mg/10 mg 
potahované tablety 

CZ/H/0797/005 31/551/17-C KRKA, D.D., NOVO MESTO CZ 

Co-Roswera 40 mg/10 mg 
filmom obložene tablete 

CZ/H/0797/005 HR-H-145186580 KRKA-FARMA D.O.O. HR 

Co-Roswera 15 mg/10 mg 
filmom obložene tablete 

CZ/H/0797/003 HR-H-319752844 KRKA-FARMA D.O.O. HR 

Co-Roswera 5 mg/10 mg filmom 
obložene tablete 

CZ/H/0797/001 HR-H-578445810 KRKA-FARMA D.O.O. HR 

Co-Roswera 10 mg/10 mg 
filmom obložene tablete 

CZ/H/0797/002 HR-H-775674698 KRKA-FARMA D.O.O. HR 

Co-Roswera 20 mg/10 mg 
filmom obložene tablete 

CZ/H/0797/004 HR-H-919934131 KRKA-FARMA D.O.O. HR 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/01 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/02 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/03 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/04 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/05 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg CZ/H/0797/001 11331/2019/06 KRKA, D.D., NOVO MESTO RO 
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comprimate filmate 
Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/07 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/08 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 5 mg/10 mg 
comprimate filmate 

CZ/H/0797/001 11331/2019/09 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/01 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/02 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/03 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/04 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/05 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/06 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/07 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/08 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 10 mg/10 mg 
comprimate filmate 

CZ/H/0797/002 11332/2019/09 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/01 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/02 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/03 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/04 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg CZ/H/0797/003 11333/2019/05 KRKA, D.D., NOVO MESTO RO 
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comprimate filmate 
Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/06 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/07 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/08 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 15 mg/10 mg 
comprimate filmate 

CZ/H/0797/003 11333/2019/09 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/01 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/02 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/03 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/04 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/05 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/06 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/07 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/08 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 20 mg/10 mg 
comprimate filmate 

CZ/H/0797/004 11334/2019/09 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/01 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/02 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/03 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg CZ/H/0797/005 11335/2019/04 KRKA, D.D., NOVO MESTO RO 
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comprimate filmate 
Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/05 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/06 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/07 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/08 KRKA, D.D., NOVO MESTO RO 

Co-Roswera 40 mg/10 mg 
comprimate filmate 

CZ/H/0797/005 11335/2019/09 KRKA, D.D., NOVO MESTO RO 

Rosazimib 5 mg/10 mg filmom 
obalené tablety 

CZ/H/0797/001 31/0011/19-S KRKA, D.D., NOVO MESTO SK 

Rosazimib 10 mg/10 mg filmom 
obalené tablety 

CZ/H/0797/002 31/0012/19-S KRKA, D.D., NOVO MESTO SK 

Rosazimib 15 mg/10 mg filmom 
obalené tablety 

CZ/H/0797/003 31/0013/19-S KRKA, D.D., NOVO MESTO SK 

Rosazimib 20 mg/10 mg filmom 
obalené tablety 

CZ/H/0797/004 31/0014/19-S KRKA, D.D., NOVO MESTO SK 

Rosazimib 40 mg/10 mg filmom 
obalené tablety 

CZ/H/0797/005 31/0015/19-S KRKA, D.D., NOVO MESTO SK 

Ко-Розвера 5 mg/10 mg 
филмирани таблетки 

CZ/H/0797/001 20190014 KRKA, D.D., NOVO MESTO BG 

Ко-Розвера 10 mg/10 mg 
филмирани таблетки 

CZ/H/0797/002 20190015 KRKA, D.D., NOVO MESTO BG 

Ко-Розвера 15 mg/10 mg 
филмирани таблетки 

CZ/H/0797/003 20190016 KRKA, D.D., NOVO MESTO BG 

Ко-Розвера 20 mg/10 mg 
филмирани таблетки 

CZ/H/0797/004 20190017 KRKA, D.D., NOVO MESTO BG 

Ко-Розвера 40 mg/10 mg 
филмирани таблетки 

CZ/H/0797/005 20190018 KRKA, D.D., NOVO MESTO BG 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/001 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko CZ/H/0797/001 H/19/02549/002 KRKA, D.D., NOVO MESTO SI 
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obložene tablete 
Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/003 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/004 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/005 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/006 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/007 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/008 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/009 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/010 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 5 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/001 H/19/02549/011 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/012 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/013 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/014 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/015 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/016 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/017 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/018 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko CZ/H/0797/002 H/19/02549/019 KRKA, D.D., NOVO MESTO SI 
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obložene tablete 
Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/020 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/021 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 10 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/002 H/19/02549/022 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/023 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/024 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/025 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/026 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/027 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/028 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/029 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/030 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/031 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/032 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 15 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/003 H/19/02549/033 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/034 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/035 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko CZ/H/0797/004 H/19/02549/036 KRKA, D.D., NOVO MESTO SI 
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obložene tablete 
Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/037 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/038 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/039 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/040 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/041 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/042 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/043 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 20 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/004 H/19/02549/044 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/045 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/046 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/047 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/048 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/049 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/050 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/051 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/052 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko CZ/H/0797/005 H/19/02549/053 KRKA, D.D., NOVO MESTO SI 
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obložene tablete 
Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/054 KRKA, D.D., NOVO MESTO SI 

Sorvitimb 40 mg/10 mg filmsko 
obložene tablete 

CZ/H/0797/005 H/19/02549/055 KRKA, D.D., NOVO MESTO SI 

Coroswera, 5 mg + 10 mg, 
tabletki powlekane 

CZ/H/0797/001 25209 KRKA, D.D., NOVO MESTO PL 

Coroswera, 10 mg + 10 mg, 
tabletki powlekane 

CZ/H/0797/002 25210 KRKA, D.D., NOVO MESTO PL 

Coroswera, 15 mg + 10 mg, 
tabletki powlekane 

CZ/H/0797/003 25211 KRKA, D.D., NOVO MESTO PL 

Coroswera, 20 mg + 10 mg, 
tabletki powlekane 

CZ/H/0797/004 25212 KRKA, D.D., NOVO MESTO PL 

Coroswera, 40 mg + 10 mg, 
tabletki powlekane 

CZ/H/0797/005 25213 KRKA, D.D., NOVO MESTO PL 

Rosuvastatina + Ezetimiba Krka 
10 mg + 10 mg comprimidos 
revestidos por película 

CZ/H/0797/002 5765540 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina/Ezetimiba Normon 
5 mg/10 mg cápsulas duras 

PT/H/2444/001 86388 LABORATORIOS NORMON, 
S.A. 

ES 

Rosuvastatina/Ezetimiba Normon 
10 mg/10 mg cápsulas duras 

PT/H/2444/002 86386 LABORATORIOS NORMON, 
S.A. 

ES 

Rosuvastatina/Ezetimiba Normon 
20 mg/10 mg cápsulas duras 

PT/H/2444/003 86387 LABORATORIOS NORMON, 
S.A. 

ES 

Antilia 5 mg/10 mg Tabletten PL/H/0497/001 2200745.00.00 HEXAL AG DE 
Antilia 10 mg/10 mg Tabletten PL/H/0497/002 2200746.00.00 HEXAL AG DE 
Antilia 20 mg/10 mg Tabletten PL/H/0497/003 2200747.00.00 HEXAL AG DE 
Suvardio Plus, 5 mg + 10 mg, 
tabletki 

PL/H/0497/001 24594 SANDOZ GMBH PL 

Suvardio Plus, 10 mg + 10 mg, 
tabletki 

PL/H/0497/002 24595 SANDOZ GMBH PL 

Suvardio Plus, 20 mg + 10 mg, 
tabletki 

PL/H/0497/003 24596 SANDOZ GMBH PL 

Rosumop Combi 10 mg/10 mg PL/H/0497/002 31/333/17-C SANDOZ S.R.O. CZ 
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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 

tablety 
Rosumop Combi 20 mg/10 mg 
tablety 

PL/H/0497/003 31/334/17-C SANDOZ S.R.O. CZ 

Rosuvastatina/Ezetimiba Kern 
Pharma 10 mg/10 mg cápsulas 
duras 

not available 88437 KERN PHARMA, S.L. ES 

Rosuvastatina/Ezetimiba Kern 
Pharma 20 mg/10 mg cápsulas 
duras 

not available 88438 KERN PHARMA, S.L. ES 

Co-Xeter 40 mg/10 mg 
filmtabletta 

not available OGYI-T-23413/03 GEDEON RICHTER PLC. HU 

 


