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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 

Zahron Combi 10 mg/5 
mg tvrdé tobolky PL/H/0462/001 83/899/16-C ADAMED CZ 

Zahron Combi 10 mg/10 
mg tvrdé tobolky PL/H/0462/002 83/900/16-C ADAMED CZ 

Zahron Combi 20 mg/5 
mg tvrdé tobolky PL/H/0462/003 83/901/16-C ADAMED CZ 

Zahron Combi 20 mg/10 
mg tvrdé tobolky PL/H/0462/004 83/902/16-C ADAMED CZ 

Zahron Combi, 10 mg + 
5 mg, kapsułki, twarde PL/H/0462/001 24661 ADAMED PL 

Zahron Combi, 10 mg + 
10 mg, kapsułki, twarde PL/H/0462/002 24662 ADAMED PL 

Zahron Combi, 20 mg + 
5 mg, kapsułki, twarde PL/H/0462/003 24663 ADAMED PL 

Zahron Combi, 20 mg + 
10 mg, kapsułki, twarde PL/H/0462/004 24664 ADAMED PL 

ZAHRON COMBI 10 mg/5 
mg tvrdé kapsuly PL/H/0462/001 58/0110/18-S ADAMED SK 

ZAHRON COMBI 10 
mg/10 mg tvrdé kapsuly PL/H/0462/002 58/0111/18-S ADAMED SK 
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ZAHRON COMBI 20 mg/5 
mg tvrdé kapsuly PL/H/0462/003 58/0112/18-S ADAMED SK 

ZAHRON COMBI 20 
mg/10 mg tvrdé kapsuly PL/H/0462/004 58/0113/18-S ADAMED SK 

Захрон Комби 10 mg/5 
mg твърди капсули PL/H/0462/001 20180190 ADAMED BG 

Захрон Комби 10 mg/10 
mg твърди капсули PL/H/0462/002 20180191 ADAMED BG 

Захрон Комби 20 mg/5 
mg твърди капсули PL/H/0462/003 20180192 ADAMED BG 

Захрон Комби 20 mg/10 
mg твърди капсули PL/H/0462/004 20180193 ADAMED BG 

Zahron Combi 10 mg/5 
mg 

PL/H/0462/001- 

004 275391137 ADAMED HR 

Zahron Combi 10 mg/10 
mg 

PL/H/0462/001- 

004 463840961 ADAMED HR 

Zahron Combi 20 mg/5 
mg 

PL/H/0462/001- 

004 977231010 ADAMED HR 

Zahron Combi 20 mg/10 
mg 

PL/H/0462/001- 

004 542074590 ADAMED HR 
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Asutam 10 mg + 5 mg 
Cápsula PL/H/0462/001 5744727 

LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA PT 

Asutam 10 mg + 5 mg 
cápsula PL/H/0462/001 5744735 

LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA PT 

Asutam 10 mg + 10 mg 
cápsula PL/H/0462/002 5745278 

LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA PT 

Asutam 20 mg + 5 mg 
cápsula PL/H/0462/003 5745310 

LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA PT 

Asutam 20 mg + 10 mg 
cápsula PL/H/0462/004 5745336 

LUSOMEDICAMENTA – 
SOCIEDADE TÉCNICA 
FARMACÊUTICA, SA PT 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/001 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/002 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/003 KRKA, D.D., NOVO MESTO SI 
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Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/004 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/005 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/006 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/007 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/5 mg 
filmsko obložene tablete HU/H/0388/001 H/15/2035/008 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/009 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/010 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/011 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/012 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/013 KRKA, D.D., NOVO MESTO SI 
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Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/014 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/015 KRKA, D.D., NOVO MESTO SI 

Rosmela 10 mg/10 mg 
filmsko obložene tablete HU/H/0388/002 H/15/2035/016 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/017 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/018 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/019 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/020 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/021 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/022 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/023 KRKA, D.D., NOVO MESTO SI 
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Rosmela 15 mg/5 mg 
filmsko obložene tablete HU/H/0388/005 H/15/2035/024 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/025 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/026 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/027 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/028 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/029 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/030 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/031 KRKA, D.D., NOVO MESTO SI 

Rosmela 15 mg/10 mg 
filmsko obložene tablete HU/H/0388/006 H/15/2035/032 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/033 KRKA, D.D., NOVO MESTO SI 
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Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/034 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/035 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/036 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/037 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/038 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/039 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/5 mg 
filmsko obložene tablete HU/H/0388/003 H/15/2035/040 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/041 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/042 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/043 KRKA, D.D., NOVO MESTO SI 
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Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/044 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/045 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/046 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/047 KRKA, D.D., NOVO MESTO SI 

Rosmela 20 mg/10 mg 
filmsko obložene tablete HU/H/0388/004 H/15/2035/048 KRKA, D.D., NOVO MESTO SI 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/01 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/02 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/03 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/04 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/05 KRKA, D.D., NOVO MESTO HU 
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Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/06 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/07 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmtabletta HU/H/0388/001 OGYI-T-22894/08 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/09 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/10 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/11 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/12 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/13 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/14 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/15 KRKA, D.D., NOVO MESTO HU 
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Rosudapin 10 mg/10 mg 
filmtabletta HU/H/0388/002 OGYI-T-22894/16 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/17 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/18 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/19 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/20 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/21 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/22 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/23 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/5 mg 
filmtabletta HU/H/0388/003 OGYI-T-22894/24 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/25 KRKA, D.D., NOVO MESTO HU 



 
 
List of nationally authorised medicinal products   
EMA/181063/2019  Page 12/38 
 
 

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 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/26 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/27 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/28 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/29 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/30 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/31 KRKA, D.D., NOVO MESTO HU 

Rosudapin 15 mg/10 mg 
filmtabletta HU/H/0388/004 OGYI-T-22894/32 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/33 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/34 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/35 KRKA, D.D., NOVO MESTO HU 
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Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/36 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/37 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/38 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/39 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/5 mg 
filmtabletta HU/H/0388/005 OGYI-T-22894/40 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/41 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/42 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/43 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/44 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/45 KRKA, D.D., NOVO MESTO HU 
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Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/46 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/47 KRKA, D.D., NOVO MESTO HU 

Rosudapin 20 mg/10 mg 
filmtabletta HU/H/0388/006 OGYI-T-22894/48 KRKA, D.D., NOVO MESTO HU 

Rosudapin 10 mg/5 mg 
filmom obalené tablety HU/H/0388/001 58/0384/15-S KRKA, D.D., NOVO MESTO SK 

Rosudapin 10 mg/10 mg 
filmom obalené tablety HU/H/0388/002 58/0385/15-S KRKA, D.D., NOVO MESTO SK 

Rosudapin 20 mg/5 mg 
filmom obalené tablety HU/H/0388/005 58/0386/15-S KRKA, D.D., NOVO MESTO SK 

Rosudapin 20 mg/10 mg 
filmom obalené tablety HU/H/0388/006 58/0387/15-S KRKA, D.D., NOVO MESTO SK 

Rosudapin 15 mg/5 mg 
filmom obalené tablety HU/H/0388/003 58/0388/15-S KRKA, D.D., NOVO MESTO SK 

Rosudapin 15 mg/10 mg 
filmom obalené tablety HU/H/0388/004 58/0389/15-S KRKA, D.D., NOVO MESTO SK 

Розудапин 10 mg/5 mg 
филмирани таблетки HU/H/0388/001 20150304 KRKA, D.D., NOVO MESTO BG 
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Розудапин 10 mg/10 mg 
филмирани таблетки HU/H/0388/002 20150305 KRKA, D.D., NOVO MESTO BG 

Розудапин 20 mg/5 mg 
филмирани таблетки HU/H/0388/005 20150306 KRKA, D.D., NOVO MESTO BG 

Розудапин 20 mg/10 mg 
филмирани таблетки HU/H/0388/006 20150307 KRKA, D.D., NOVO MESTO BG 

Розудапин 15 mg/5 mg 
филмирани таблетки HU/H/0388/003 20150308 KRKA, D.D., NOVO MESTO BG 

Розудапин 15 mg/10 mg 
филмирани таблетки HU/H/0388/004 20150309 KRKA, D.D., NOVO MESTO BG 

Rosudapin 10 mg+5 mg 
apvalkotās tabletes HU/H/0388/001 15-0244 KRKA, D.D., NOVO MESTO LV 

Rosudapin 10 mg+10 mg 
apvalkotās tabletes HU/H/0388/002 15-0245 KRKA, D.D., NOVO MESTO LV 

Rosudapin 15 mg+5 mg 
apvalkotās tabletes HU/H/0388/003 15-0246 KRKA, D.D., NOVO MESTO LV 

Rosudapin 15 mg+10 mg 
apvalkotās tabletes HU/H/0388/004 15-0247 KRKA, D.D., NOVO MESTO LV 

Rosudapin 20 mg+5 mg 
apvalkotās tabletes HU/H/0388/005 15-0248 KRKA, D.D., NOVO MESTO LV 
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Rosudapin 20 mg+10 mg 
apvalkotās tabletes HU/H/0388/006 15-0249 KRKA, D.D., NOVO MESTO LV 

Rosvaden, 10 mg/5 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/001 890115 KRKA, D.D., NOVO MESTO EE 

Rosvaden, 10 mg/10 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/002 890215 KRKA, D.D., NOVO MESTO EE 

Rosvaden, 20 mg/5 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/005 890315 KRKA, D.D., NOVO MESTO EE 

Rosvaden, 20 mg/10 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/006 890415 KRKA, D.D., NOVO MESTO EE 

Rosvaden, 15 mg/5 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/003 890515 KRKA, D.D., NOVO MESTO EE 
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Rosvaden, 15 mg/10 mg 
õhukese 
polümeerikattega 
tabletid HU/H/0388/004 890615 KRKA, D.D., NOVO MESTO EE 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/001 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/002 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/003 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/004 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/005 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/006 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/007 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/001 LT/1/15/3811/008 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/009 KRKA, D.D., NOVO MESTO LT 
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Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/010 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/011 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/012 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/013 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/014 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/015 KRKA, D.D., NOVO MESTO LT 

Rosvaden 10 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/002 LT/1/15/3811/016 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/017 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/018 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/019 KRKA, D.D., NOVO MESTO LT 
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Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/020 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/021 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/022 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/023 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/003 LT/1/15/3811/024 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/025 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/026 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/027 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/028 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/029 KRKA, D.D., NOVO MESTO LT 
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Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/030 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/031 KRKA, D.D., NOVO MESTO LT 

Rosvaden 15 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/004 LT/1/15/3811/032 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/033 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/034 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/035 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/036 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/037 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/038 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/039 KRKA, D.D., NOVO MESTO LT 
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Rosvaden 20 mg/5 mg 
plėvele dengtos tabletės HU/H/0388/005 LT/1/15/3811/040 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/041 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/042 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/043 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/044 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/045 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/046 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/047 KRKA, D.D., NOVO MESTO LT 

Rosvaden 20 mg/10 mg 
plėvele dengtos tabletės HU/H/0388/006 LT/1/15/3811/048 KRKA, D.D., NOVO MESTO LT 

Rosudapin, 10 mg + 5 
mg, tabletki powlekane HU/H/0388/001 22723 KRKA, D.D., NOVO MESTO PL 
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Rosudapin, 10 mg + 10 
mg, tabletki powlekane HU/H/0388/002 22724 KRKA, D.D., NOVO MESTO PL 

Rosudapin, 20 mg + 5 
mg, tabletki powlekane HU/H/0388/005 22725 KRKA, D.D., NOVO MESTO PL 

Rosudapin, 20 mg + 10 
mg, tabletki powlekane HU/H/0388/006 22726 KRKA, D.D., NOVO MESTO PL 

Rosudapin, 15 mg + 5 
mg, tabletki powlekane HU/H/0388/003 22727 KRKA, D.D., NOVO MESTO PL 

Rosudapin, 15 mg + 10 
mg, tabletki powlekane HU/H/0388/004 22728 KRKA, D.D., NOVO MESTO PL 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/01 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/03 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/05 KRKA, D.D., NOVO MESTO RO 
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Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/07 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/5 mg 
comprimate filmate HU/H/0388/001 8265/2015/08 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/01 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/03 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/05 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/07 KRKA, D.D., NOVO MESTO RO 
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Rosudapin 10 mg/10 mg 
comprimate filmate HU/H/0388/002 8266/2015/08 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/01 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/03 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/05 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/07 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/5 mg 
comprimate filmate HU/H/0388/005 8267/2015/08 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/01 KRKA, D.D., NOVO MESTO RO 
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Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/03 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/05 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/07 KRKA, D.D., NOVO MESTO RO 

Rosudapin 15 mg/10 mg 
comprimate filmate HU/H/0388/006 8268/2015/08 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/01 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/03 KRKA, D.D., NOVO MESTO RO 
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Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/05 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/07 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/5 mg 
comprimate filmate HU/H/0388/003 8269/2015/08 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/01 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/02 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/03 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/04 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/05 KRKA, D.D., NOVO MESTO RO 
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Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/06 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/07 KRKA, D.D., NOVO MESTO RO 

Rosudapin 20 mg/10 mg 
comprimate filmate HU/H/0388/004 8270/2015/08 KRKA, D.D., NOVO MESTO RO 

Roxuten 10 mg/10 mg 
comprimidos recubiertos 
con película ES/H/0320/002 80564 KRKA, D.D., NOVO MESTO ES 

Roxuten 10 mg/5 mg 
comprimidos recubiertos 
con película ES/H/0320/001 80565 KRKA, D.D., NOVO MESTO ES 

Roxuten 20 mg/5 mg 
comprimidos recubiertos 
con película ES/H/0320/003 80566 KRKA, D.D., NOVO MESTO ES 

Roxuten 20 mg/10 mg 
comprimidos recubiertos 
con película ES/H/0320/004 80567 KRKA, D.D., NOVO MESTO ES 

Rosuvastatin/Amlodipin 
Klinge 10 mg/5 mg 
Hartkapseln PL/H/0463/001 98885.00.00 KLINGE PHARMA GMBH DE 
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Rosuvastatin/Amlodipin 
Klinge 10 mg/10 mg 
Hartkapseln PL/H/0463/002 98886.00.00 KLINGE PHARMA GMBH DE 

Rosuvastatin/Amlodipin 
Klinge 20 mg/5 mg 
Hartkapseln PL/H/0463/003 98887.00.00 KLINGE PHARMA GMBH DE 

Rosuvastatin/Amlodipin 
Klinge 20 mg/10 mg 
Hartkapseln PL/H/0463/004 98888.00.00 KLINGE PHARMA GMBH DE 

Rosuvastatina + 
amlodipina Krka 10 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/001 5671425 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 10 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/001 5671433 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 10 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/002 5671441 KRKA, D.D., NOVO MESTO PT 
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Rosuvastatina + 
amlodipina Krka 10 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/002 5671458 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 20 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/005 5671466 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 20 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/005 5671474 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 20 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/006 5671508 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 20 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/006 5671516 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 15 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/003 5671524 KRKA, D.D., NOVO MESTO PT 
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Rosuvastatina + 
amlodipina Krka 15 mg 
+ 5 mg comprimidos 
revestidos por película HU/H/0396/003 5671532 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 15 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/004 5671540 KRKA, D.D., NOVO MESTO PT 

Rosuvastatina + 
amlodipina Krka 15 mg 
+ 10 mg comprimidos 
revestidos por película HU/H/0396/004 5671557 KRKA, D.D., NOVO MESTO PT 

Rosudapin 10 mg/5 mg 
potahované tablety HU/H/0396/001 83/039/16-C KRKA, D.D., NOVO MESTO CZ 

Rosudapin 10 mg/10 mg 
potahované tablety HU/H/0396/002 83/040/16-C KRKA, D.D., NOVO MESTO CZ 

Rosudapin 20 mg/5 mg 
potahované tablety HU/H/0396/005 83/041/16-C KRKA, D.D., NOVO MESTO CZ 

Rosudapin 20 mg/10 mg 
potahované tablety HU/H/0396/006 83/042/16-C KRKA, D.D., NOVO MESTO CZ 

Rosudapin 15 mg/5 mg 
potahované tablety HU/H/0396/003 83/043/16-C KRKA, D.D., NOVO MESTO CZ 
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Rosudapin 15 mg/10 mg 
potahované tablety HU/H/0396/004 83/044/16-C KRKA, D.D., NOVO MESTO CZ 

Rosudapin 10 mg/5 mg 
kalvopäällysteiset tabletit HU/H/0396/001 32783 KRKA, D.D., NOVO MESTO FI 

Rosudapin 10 mg/10 mg 
kalvopäällysteiset tabletit HU/H/0396/002 32784 KRKA, D.D., NOVO MESTO FI 

Rosudapin 20 mg/5 mg 
kalvopäällysteiset tabletit HU/H/0396/005 32785 KRKA, D.D., NOVO MESTO FI 

Rosudapin 20 mg/10 mg 
kalvopäällysteiset tabletit HU/H/0396/006 32786 KRKA, D.D., NOVO MESTO FI 

Rosudapin 15 mg/5 mg 
kalvopäällysteiset tabletit HU/H/0396/003 32787 KRKA, D.D., NOVO MESTO FI 

Rosudapin 15 mg/10 mg 
kalvopäällysteiset tabletit HU/H/0396/004 32788 KRKA, D.D., NOVO MESTO FI 

Rosuvastatin/amlodipine 
Krka 10 mg/5 mg film-
coated tablets HU/H/0396/001 PA1347/053/001 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/amlodipine 
Krka 10 mg/10 mg film-
coated tablets HU/H/0396/002 PA1347/053/002 KRKA, D.D., NOVO MESTO IE 



 
 
List of nationally authorised medicinal products   
EMA/181063/2019  Page 32/38 
 
 

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 

Rosuvastatin/amlodipine 
Krka 20 mg/5 mg film-
coated tablets HU/H/0396/005 PA1347/053/003 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/amlodipine 
Krka 20 mg/10 mg film-
coated tablets HU/H/0396/006 PA1347/053/004 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/amlodipine 
Krka 15 mg/5 mg film-
coated tablets HU/H/0396/003 PA1347/053/005 KRKA, D.D., NOVO MESTO IE 

Rosuvastatin/amlodipine 
Krka 15 mg/10 mg film-
coated tablets HU/H/0396/004 PA1347/053/006 KRKA, D.D., NOVO MESTO IE 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/01 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/02 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/03 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/04 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/05 KRKA, D.D., NOVO MESTO HU 



 
 
List of nationally authorised medicinal products   
EMA/181063/2019  Page 33/38 
 
 

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 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/06 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/07 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/5 mg 
filmtabletta HU/H/0396/001 OGYI-T-22976/08 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/09 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/10 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/11 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/12 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/13 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/14 KRKA, D.D., NOVO MESTO HU 

Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/15 KRKA, D.D., NOVO MESTO HU 
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Rosvaden 10 mg/10 mg 
filmtabletta HU/H/0396/002 OGYI-T-22976/16 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/17 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/18 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/19 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/20 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/21 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/22 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/23 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/5 mg 
filmtabletta HU/H/0396/003 OGYI-T-22976/24 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/25 KRKA, D.D., NOVO MESTO HU 
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Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/26 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/27 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/28 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/29 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/30 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/31 KRKA, D.D., NOVO MESTO HU 

Rosvaden 15 mg/10 mg 
filmtabletta HU/H/0396/004 OGYI-T-22976/32 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/33 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/34 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/35 KRKA, D.D., NOVO MESTO HU 
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Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/36 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/37 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/38 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/39 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/5 mg 
filmtabletta HU/H/0396/005 OGYI-T-22976/40 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/41 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/42 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/43 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/44 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/45 KRKA, D.D., NOVO MESTO HU 



 
 
List of nationally authorised medicinal products   
EMA/181063/2019  Page 37/38 
 
 

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 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/46 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/47 KRKA, D.D., NOVO MESTO HU 

Rosvaden 20 mg/10 mg 
filmtabletta HU/H/0396/006 OGYI-T-22976/48 KRKA, D.D., NOVO MESTO HU 

Rosuvastatine/amlodipin
e Krka 10 mg/5 mg 
filmomhulde tabletten HU/H/0396/001 BE489697 KRKA, D.D., NOVO MESTO BE 

Rosuvastatine/amlodipin
e Krka 10 mg/10 mg 
filmomhulde tabletten HU/H/0396/002 BE489706 KRKA, D.D., NOVO MESTO BE 

Rosuvastatine/amlodipin
e Krka 15 mg/5 mg 
filmomhulde tabletten HU/H/0396/003 BE489715 KRKA, D.D., NOVO MESTO BE 

Rosuvastatine/amlodipin
e Krka 15 mg/10 mg 
filmomhulde tabletten HU/H/0396/004 BE489724 KRKA, D.D., NOVO MESTO BE 

Rosuvastatine/amlodipin
e Krka 20 mg/5 mg 
filmomhulde tabletten HU/H/0396/005 BE489733 KRKA, D.D., NOVO MESTO BE 
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Rosuvastatine/amlodipin
e Krka 20 mg/10 mg 
filmomhulde tabletten HU/H/0396/006 BE489742 KRKA, D.D., NOVO MESTO BE 

Roxuten 10 mg/5 mg 
Filmtabletten HU/H/0396/001 137363 KRKA, D.D., NOVO MESTO AT 

Roxuten 10 mg/10 mg 
Filmtabletten HU/H/0396/002 137364 KRKA, D.D., NOVO MESTO AT 

Roxuten 15 mg/5 mg 
Filmtabletten HU/H/0396/005 137365 KRKA, D.D., NOVO MESTO AT 

Roxuten 15 mg/10 mg 
Filmtabletten HU/H/0396/006 137366 KRKA, D.D., NOVO MESTO AT 

Roxuten 20 mg/5 mg 
Filmtabletten HU/H/0396/003 137367 KRKA, D.D., NOVO MESTO AT 

Roxuten 20 mg/10 mg 
Filmtabletten HU/H/0396/004 137368 KRKA, D.D., NOVO MESTO AT 

 


