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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 

SUVAMOD  10 mg/5 mg capsule rigide not available 045384017 CIPROS S.R.L. IT 

SUVAMOD 10 mg/10 mg capsule 
rigide 

not available 045384029 CIPROS S.R.L. IT 

SUVAMOD 20 mg/5 mg capsule rigide not available 045384031 CIPROS S.R.L. IT 

SUVAMOD 20 mg/10 mg capsule 
rigide 

not available 045384043 CIPROS S.R.L. IT 

Rosulod 10 mg/5 mg Hartkapseln DE/H/6547/001 98885.00.00 ARISTO PHARMA GMBH (ART 
57) 

DE 

Rosulod 10 mg/10 mg Hartkapseln DE/H/6547/002 98886.00.00 ARISTO PHARMA GMBH (ART 
57) 

DE 

Rosulod 20 mg/5 mg Hartkapseln DE/H/6547/003 98887.00.00 ARISTO PHARMA GMBH (ART 
57) 

DE 

Rosulod 20 mg/10 mg Hartkapseln DE/H/6547/004 98888.00.00 ARISTO PHARMA GMBH (ART 
57) 

DE 

Rosuvastatina/Amlodipino Aristo 10 
mg/10 mg capsulas duras 

PL/H/0502/002 85393 ARISTO PHARMA GMBH (ART 
57) 

ES 

Rosuvastatina/Amlodipino Aristo 10 
mg/5 mg capsulas duras 

PL/H/0502/001 85390 ARISTO PHARMA GMBH (ART 
57) 

ES 
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Rosuvastatina/Amlodipino Aristo 20 
mg/10 mg capsulas duras 

PL/H/0502/004 85391 ARISTO PHARMA GMBH (ART 
57) 

ES 

Rosuvastatina/Amlodipino Aristo 20 
mg/5 mg capsulas duras 

PL/H/0502/003 85392 ARISTO PHARMA GMBH (ART 
57) 

ES 

Roxampex 20 mg/5 mg/8 mg filmom 
obložene tablete 

not available HR-H-159080548 KRKA-FARMA D.O.O. HR 

Roxampex 20 mg/5 mg/4 mg filmom 
obložene tablete 

not available HR-H-195201897 KRKA-FARMA D.O.O. HR 

Roxampex 20 mg/10 mg/8 mg filmom 
obložene tablete 

not available HR-H-570949796 KRKA-FARMA D.O.O. HR 

Roxampex 10 mg/5 mg/4 mg filmom 
obložene tablete 

not available HR-H-578545623 KRKA-FARMA D.O.O. HR 

Roxampex 10 mg/5 mg/8 mg filmom 
obložene tablete 

not available HR-H-615529784 KRKA-FARMA D.O.O. HR 

Roxampex 10 mg/10 mg/8 mg filmom 
obložene tablete 

not available HR-H-670377488 KRKA-FARMA D.O.O. HR 

Roxampex 10 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/001 H/19/02655/001 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/001 H/19/02655/002 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/001 H/19/02655/003 KRKA, D.D., NOVO MESTO SI 
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Roxampex 10 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/001 H/19/02655/004 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/002 H/19/02655/005 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/002 H/19/02655/006 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/002 H/19/02655/007 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/002 H/19/02655/008 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/003 H/19/02655/009 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/003 H/19/02655/010 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/003 H/19/02655/011 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/003 H/19/02655/012 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/004 H/19/02655/013 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/004 H/19/02655/014 KRKA, D.D., NOVO MESTO SI 
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Roxampex 20 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/004 H/19/02655/015 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/4 mg filmsko 
obložene tablete 

HU/H/0598/004 H/19/02655/016 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/005 H/19/02655/017 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/005 H/19/02655/018 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/005 H/19/02655/019 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/5 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/005 H/19/02655/020 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/006 H/19/02655/021 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/006 H/19/02655/022 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/006 H/19/02655/023 KRKA, D.D., NOVO MESTO SI 

Roxampex 20 mg/10 mg/8 mg filmsko 
obložene tablete 

HU/H/0598/006 H/19/02655/024 KRKA, D.D., NOVO MESTO SI 

Roxampex 10 mg/5 mg/4 mg 
apvalkotās tabletes 

HU/H/0598/001 19-0172 KRKA, D.D., NOVO MESTO LV 
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Roxampex 10 mg/5 mg/8 mg 
apvalkotās tabletes 

HU/H/0598/002 19-0173 KRKA, D.D., NOVO MESTO LV 

Roxampex 10 mg/10 mg/8 mg 
apvalkotās tabletes 

HU/H/0598/003 19-0174 KRKA, D.D., NOVO MESTO LV 

Roxampex 20 mg/5 mg/4 mg 
apvalkotās tabletes 

HU/H/0598/004 19-0175 KRKA, D.D., NOVO MESTO LV 

Roxampex 20 mg/5 mg/8 mg 
apvalkotās tabletes 

HU/H/0598/005 19-0176 KRKA, D.D., NOVO MESTO LV 

Roxampex 20 mg/10 mg/8 mg 
apvalkotās tabletes 

HU/H/0598/006 19-0177 KRKA, D.D., NOVO MESTO LV 

Roxampex 10 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/001 LT/1/19/4476/001 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/001 LT/1/19/4476/002 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/001 LT/1/19/4476/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/001 LT/1/19/4476/004 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/002 LT/1/19/4477/001 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/002 LT/1/19/4477/002 KRKA, D.D., NOVO MESTO LT 
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Roxampex 10 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/002 LT/1/19/4477/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/002 LT/1/19/4477/004 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/003 LT/1/19/4478/001 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/003 LT/1/19/4478/002 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/003 LT/1/19/4478/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 10 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/003 LT/1/19/4478/004 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/004 LT/1/19/4479/001 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/004 LT/1/19/4479/002 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/004 LT/1/19/4479/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/4 mg plėvele 
dengtos tabletės 

HU/H/0598/004 LT/1/19/4479/004 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/005 LT/1/19/4480/001 KRKA, D.D., NOVO MESTO LT 



 
 
List of nationally authorised medicinal products   
EMA/382341/2015  Page 8/25 
 
 
 
 
 

Roxampex 20 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/005 LT/1/19/4480/002 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/005 LT/1/19/4480/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/5 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/005 LT/1/19/4480/004 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/006 LT/1/19/4481/001 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/006 LT/1/19/4481/002 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/006 LT/1/19/4481/003 KRKA, D.D., NOVO MESTO LT 

Roxampex 20 mg/10 mg/8 mg plėvele 
dengtos tabletės 

HU/H/0598/006 LT/1/19/4481/004 KRKA, D.D., NOVO MESTO LT 

Roxampex, 10 mg/5 mg/4 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/001 996319 KRKA, D.D., NOVO MESTO EE 

Roxampex, 10 mg/5 mg/8 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/002 996419 KRKA, D.D., NOVO MESTO EE 

Roxampex, 10 mg/10 mg/8 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/003 996519 KRKA, D.D., NOVO MESTO EE 

Roxampex, 20 mg/5 mg/4 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/004 996619 KRKA, D.D., NOVO MESTO EE 
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Roxampex, 20 mg/5 mg/8 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/005 996719 KRKA, D.D., NOVO MESTO EE 

Roxampex, 20 mg/10 mg/8 mg 
õhukese polümeerikattega tabletid 

HU/H/0598/006 996819 KRKA, D.D., NOVO MESTO EE 

Роксампекс 10 mg/5 mg/4 mg 
филмирани таблетки 

HU/H/0598/001 20190248 KRKA, D.D., NOVO MESTO BG 

Роксампекс 10 mg/5 mg/8 mg 
филмирани таблетки 

HU/H/0598/002 20190249 KRKA, D.D., NOVO MESTO BG 

Роксампекс 10 mg/10 mg/8 mg 
филмирани таблетки 

HU/H/0598/003 20190250 KRKA, D.D., NOVO MESTO BG 

Роксампекс 20 mg/5 mg/4 mg 
филмирани таблетки 

HU/H/0598/004 20190251 KRKA, D.D., NOVO MESTO BG 

Роксампекс 20 mg/5 mg/8 mg 
филмирани таблетки 

HU/H/0598/005 20190252 KRKA, D.D., NOVO MESTO BG 

Роксампекс 20 mg/10 mg/8 mg 
филмирани таблетки 

HU/H/0598/006 20190253 KRKA, D.D., NOVO MESTO BG 

Rosamera 10 mg/5 mg/4 mg 
kalvopäällysteiset tabletit 

HU/H/0598/001 36194 KRKA, D.D., NOVO MESTO FI 

Rosamera 10 mg/5 mg/8 mg 
kalvopäällysteiset tabletit 

HU/H/0598/002 36195 KRKA, D.D., NOVO MESTO FI 

Rosamera 10 mg/10 mg/8 mg 
kalvopäällysteiset tabletit 

HU/H/0598/003 36196 KRKA, D.D., NOVO MESTO FI 
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Rosamera 20 mg/5 mg/4 mg 
kalvopäällysteiset tabletit 

HU/H/0598/004 36197 KRKA, D.D., NOVO MESTO FI 

Rosamera 20 mg/5 mg/8 mg 
kalvopäällysteiset tabletit 

HU/H/0598/005 36198 KRKA, D.D., NOVO MESTO FI 

Rosamera 20 mg/10 mg/8 mg 
kalvopäällysteiset tabletit 

HU/H/0598/006 36199 KRKA, D.D., NOVO MESTO FI 

Roxampex 10 mg/5 mg/4 mg filmom 
obalené tablety 

HU/H/0598/001 58/0363/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 10 mg/5 mg/8 mg filmom 
obalené tablety 

HU/H/0598/002 58/0364/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 10 mg/10 mg/8 mg filmom 
obalené tablety 

HU/H/0598/003 58/0365/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 20 mg/5 mg/4 mg filmom 
obalené tablety 

HU/H/0598/004 58/0366/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 20 mg/5 mg/8 mg filmom 
obalené tablety 

HU/H/0598/005 58/0367/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 20 mg/10 mg/8 mg filmom 
obalené tablety 

HU/H/0598/006 58/0368/19-S KRKA, D.D., NOVO MESTO SK 

Roxampex 10 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/001 12656/2019/01 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/001 12656/2019/02 KRKA, D.D., NOVO MESTO RO 
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Roxampex 10 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/001 12656/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/001 12656/2019/04 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/002 12657/2019/01 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/002 12657/2019/02 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/002 12657/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/002 12657/2019/04 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/003 12658/2019/01 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/003 12658/2019/02 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/003 12658/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 10 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/003 12658/2019/04 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/004 12659/2019/01 KRKA, D.D., NOVO MESTO RO 
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Roxampex 20 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/004 12659/2019/02 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/004 12659/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/4 mg 
comprimate filmate 

HU/H/0598/004 12659/2019/04 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/005 12660/2019/01 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/005 12660/2019/02 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/005 12660/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/5 mg/8 mg 
comprimate filmate 

HU/H/0598/005 12660/2019/04 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/006 12661/2019/01 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/006 12661/2019/02 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/006 12661/2019/03 KRKA, D.D., NOVO MESTO RO 

Roxampex 20 mg/10 mg/8 mg 
comprimate filmate 

HU/H/0598/006 12661/2019/04 KRKA, D.D., NOVO MESTO RO 
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Roxampex 10 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/001 OGYI-T-23627/01 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/001 OGYI-T-23627/02 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/001 OGYI-T-23627/03 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/001 OGYI-T-23627/04 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/002 OGYI-T-23627/05 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/002 OGYI-T-23627/06 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/002 OGYI-T-23627/07 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/002 OGYI-T-23627/08 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/003 OGYI-T-23627/09 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/003 OGYI-T-23627/10 KRKA, D.D., NOVO MESTO HU 

Roxampex 10 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/003 OGYI-T-23627/11 KRKA, D.D., NOVO MESTO HU 
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Roxampex 10 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/003 OGYI-T-23627/12 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/004 OGYI-T-23627/13 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/004 OGYI-T-23627/14 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/004 OGYI-T-23627/15 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/4 mg 
filmtabletta 

HU/H/0598/004 OGYI-T-23627/16 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/005 OGYI-T-23627/17 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/005 OGYI-T-23627/18 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/005 OGYI-T-23627/19 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/5 mg/8 mg 
filmtabletta 

HU/H/0598/005 OGYI-T-23627/20 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/006 OGYI-T-23627/21 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/006 OGYI-T-23627/22 KRKA, D.D., NOVO MESTO HU 
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Roxampex 20 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/006 OGYI-T-23627/23 KRKA, D.D., NOVO MESTO HU 

Roxampex 20 mg/10 mg/8 mg 
filmtabletta 

HU/H/0598/006 OGYI-T-23627/24 KRKA, D.D., NOVO MESTO HU 

Rosamera, 10 mg + 5 mg + 4 mg, 
tabletki powlekane 

HU/H/0598/001 25744 KRKA, D.D., NOVO MESTO PL 

Rosamera, 10 mg + 5 mg + 8 mg, 
tabletki powlekane 

HU/H/0598/002 25745 KRKA, D.D., NOVO MESTO PL 

Rosamera, 10 mg + 10 mg + 8 mg, 
tabletki powlekane 

HU/H/0598/003 25746 KRKA, D.D., NOVO MESTO PL 

Rosamera, 20 mg + 5 mg + 4 mg, 
tabletki powlekane 

HU/H/0598/004 25747 KRKA, D.D., NOVO MESTO PL 

Rosamera, 20 mg + 5 mg + 8 mg, 
tabletki powlekane 

HU/H/0598/005 25748 KRKA, D.D., NOVO MESTO PL 

Rosamera, 20 mg + 10 mg + 8 mg, 
tabletki powlekane 

HU/H/0598/006 25749 KRKA, D.D., NOVO MESTO PL 

Rosamera 10 mg + 5 mg +4 mg 
comprimidos revestidos por película 

HU/H/0598/001 5802129 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg +4 mg 
comprimidos revestidos por película 

HU/H/0598/001 5802137 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg +4 mg 
comprimidos revestidos por película 

HU/H/0598/001 5802145 KRKA, D.D., NOVO MESTO PT 
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Rosamera 10 mg + 5 mg +4 mg 
comprimidos revestidos por película 

HU/H/0598/001 5802152 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/002 5802160 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/002 5802178 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/002 5802202 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/002 5802210 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/003 5802228 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/003 5802236 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/003 5802244 KRKA, D.D., NOVO MESTO PT 

Rosamera 10 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/003 5802251 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 4 mg 
comprimidos revestidos por película 

HU/H/0598/004 5802269 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 4 mg 
comprimidos revestidos por película 

HU/H/0598/004 5802277 KRKA, D.D., NOVO MESTO PT 
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Rosamera 20 mg + 5 mg + 4 mg 
comprimidos revestidos por película 

HU/H/0598/004 5802301 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 4 mg 
comprimidos revestidos por película 

HU/H/0598/004 5802319 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/005 5802327 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/005 5802335 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/005 5802343 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 5 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/005 5802350 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/006 5802368 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/006 5802376 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/006 5802400 KRKA, D.D., NOVO MESTO PT 

Rosamera 20 mg + 10 mg + 8 mg 
comprimidos revestidos por película 

HU/H/0598/006 5802418 KRKA, D.D., NOVO MESTO PT 

Rosulod 10 mg/5 mg capsule rigide ES/H/0830/001 046746018 ZENTIVA, K.S. IT 
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Rosulod 10 mg/5 mg capsule rigide ES/H/0830/001 046746020 ZENTIVA, K.S. IT 

Rosulod 10 mg/10 mg capsule rigide ES/H/0830/002 046746032 ZENTIVA, K.S. IT 

Rosulod 10 mg/10 mg capsule rigide ES/H/0830/002 046746044 ZENTIVA, K.S. IT 

Rosulod 20 mg/5 mg capsule rigide ES/H/0830/003 046746057 ZENTIVA, K.S. IT 

Rosulod 20 mg/5 mg capsule rigide ES/H/0830/003 046746069 ZENTIVA, K.S. IT 

Rosulod 20 mg/10 mg capsule rigide ES/H/0830/004 046746071 ZENTIVA, K.S. IT 

Rosulod 20 mg/10 mg capsule rigide ES/H/0830/004 046746083 ZENTIVA, K.S. IT 

Zahron Combi 10 mg/5 mg tvrdé 
tobolky 

PL/H/0462/001 83/899/16-C ADAMED PHARMA S.A. CZ 

Zahron Combi 10 mg/10 mg tvrdé 
tobolky 

PL/H/0462/002 83/900/16-C ADAMED PHARMA S.A. CZ 

Zahron Combi 20 mg/5 mg tvrdé 
tobolky 

PL/H/0462/003 83/901/16-C ADAMED PHARMA S.A. CZ 

Zahron Combi 20 mg/10 mg tvrdé 
tobolky 

PL/H/0462/004 83/902/16-C ADAMED PHARMA S.A. CZ 

Zahron Combi, 10 mg + 5 mg, 
kapsułki, twarde 

PL/H/0462/001 24661 ADAMED PHARMA S.A. PL 

Zahron Combi, 10 mg + 10 mg, 
kapsułki, twarde 

PL/H/0462/002 24662 ADAMED PHARMA S.A. PL 
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Zahron Combi, 20 mg + 5 mg, 
kapsułki, twarde 

PL/H/0462/003 24663 ADAMED PHARMA S.A. PL 

Zahron Combi, 20 mg + 10 mg, 
kapsułki, twarde 

PL/H/0462/004 24664 ADAMED PHARMA S.A. PL 

ZAHRON COMBI 10 mg/5 mg tvrdé 
kapsuly 

PL/H/0462/001 58/0110/18-S ADAMED PHARMA S.A. SK 

ZAHRON COMBI 10 mg/10 mg tvrdé 
kapsuly 

PL/H/0462/002 58/0111/18-S ADAMED PHARMA S.A. SK 

ZAHRON COMBI 20 mg/5 mg tvrdé 
kapsuly 

PL/H/0462/003 58/0112/18-S ADAMED PHARMA S.A. SK 

ZAHRON COMBI 20 mg/10 mg tvrdé 
kapsuly 

PL/H/0462/004 58/0113/18-S ADAMED PHARMA S.A. SK 

Rosix-Am 10 mg/10 mg tvrde kapsule PL/H/0462/002 HR-H-463840961 BELUPO D.D. HR 

Rosix-Am 10 mg/5 mg tvrde kapsule PL/H/0462/001 HR-H-275391137 BELUPO D.D. HR 

Rosix-Am 20 mg/10 mg tvrde kapsule PL/H/0462/004 HR-H-542074590 BELUPO D.D. HR 

Rosix-Am 20 mg/5 mg tvrde kapsule PL/H/0462/003 HR-H-977231010 BELUPO D.D. HR 

Zahron Combi 10 mg/ 10 mg, 
καψάκιο, σκληρό 

PL/H/0462/002 64453/23-05-2019 ADAMED GR 

Zahron Combi 20 mg/10 mg, καψάκιο, 
σκληρό 

PL/H/0462/004 64455/23-05-2019 ADAMED GR 
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Zahron Combi 20 mg/5 mg, καψάκιο, 
σκληρό 

PL/H/0462/003 64454/23-05-2019 ADAMED GR 

Zahron Combi 10 mg/5 mg, καψάκιο, 
σκληρό 

PL/H/0462/001 64452/23-05-2019 ADAMED GR 

Rosuvastatin/Amlodipin-ratiopharm 10 
mg/5 mg Hartkapseln 

PL/H/0462/001 98881.00.00 ADAMED PHARMA S.A. DE 

Rosuvastatin/Amlodipin-ratiopharm 10 
mg/10 mg Hartkapseln 

PL/H/0462/002 98882.00.00 ADAMED PHARMA S.A. DE 

Rosuvastatin/Amlodipin-ratiopharm 20 
mg/5 mg Hartkapseln 

PL/H/0462/003 98883.00.00 ADAMED PHARMA S.A. DE 

Rosuvastatin/Amlodipin-ratiopharm 20 
mg/10 mg Hartkapseln 

PL/H/0462/004 98884.00.00 ADAMED PHARMA S.A. DE 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836018 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836020 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836032 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836044 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836057 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836069 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836071 ADAMED S.R.L. IT 

Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836083 ADAMED S.R.L. IT 
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Rozamlad 10 mg/5 mg, capsule rigide PL/H/0462/001 045836095 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836107 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836119 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836121 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836133 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836145 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836158 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836160 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836172 ADAMED S.R.L. IT 

Rozamlad 10 mg/10 mg, capsule 
rigide 

PL/H/0462/002 045836184 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836196 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836208 ADAMED S.R.L. IT 
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Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836210 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836222 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836234 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836246 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836259 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836261 ADAMED S.R.L. IT 

Rozamlad 20 mg/5 mg, capsule rigide PL/H/0462/003 045836273 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836285 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836297 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836309 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836311 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836323 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836335 ADAMED S.R.L. IT 
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Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836347 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836350 ADAMED S.R.L. IT 

Rozamlad 20 mg/10 mg, capsule 
rigide 

PL/H/0462/004 045836362 ADAMED S.R.L. IT 

Росукард Комби 10 mg/10 mg 
твърди капсули 

PL/H/0462/002 20180191 ZENTIVA, K.S. BG 

Росукард Комби 10 mg/5 mg твърди 
капсули 

PL/H/0462/001 20180190 ZENTIVA, K.S. BG 

Росукард Комби 20 mg/5 mg твърди 
капсули 

PL/H/0462/003 20180192 ZENTIVA, K.S. BG 

Росукард Комби 20 mg/10 mg 
твърди капсули 

PL/H/0462/004 20180193 ZENTIVA, K.S. BG 

Asutam 10 mg + 5 mg Cápsula PL/H/0462/001 5744727 LABORATÓRIO MEDINFAR - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Asutam 10 mg + 5 mg cápsula PL/H/0462/001 5744735 LABORATÓRIO MEDINFAR - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Asutam 10 mg + 10 mg cápsula PL/H/0462/002 5745278 LABORATÓRIO MEDINFAR - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 
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Asutam 20 mg + 5 mg cápsula PL/H/0462/003 5745310 LABORATÓRIO MEDINFAR - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Asutam 20 mg + 10 mg cápsula PL/H/0462/004 5745336 LABORATÓRIO MEDINFAR - 
PRODUTOS FARMACÊUTICOS, 
S.A. 

PT 

Rosuvastatina/Amlodipino Teva 10 mg 
/ 5 mg cápsulas duras 

PL/H/0609/001 85327 TEVA B.V ES 

Rosuvastatina/Amlodipino Teva 20 mg 
/ 5 mg cápsulas duras 

PL/H/0609/003 85329 TEVA B.V ES 

Rosuvastatina/Amlodipino Teva 10 mg 
/ 10 mg cápsulas duras 

PL/H/0609/002 85326 TEVA B.V ES 

Rosuvastatina/Amlodipino Teva 20 mg 
/ 10 mg cápsulas duras 

PL/H/0609/004 85328 TEVA B.V ES 

Тинтарос АМ 10 mg/5 mg твърди 
капсули 

PL/H/0609/001 20200139 TEVA B.V BG 

Тинтарос АМ 20 mg/5 mg твърди 
капсули 

PL/H/0609/003 20200140 TEVA B.V BG 

Rosuvastatin/Amlodipin-ratiopharm 10 
mg/5 mg Hartkapseln 

PL/H/0609/001 2203716.00.00 RATIOPHARM GMBH DE 

Rosuvastatin/Amlodipin-ratiopharm 10 
mg/10 mg Hartkapseln 

PL/H/0609/002 2203717.00.00 RATIOPHARM GMBH DE 
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Rosuvastatin/Amlodipin-ratiopharm 20 
mg/5 mg Hartkapseln 

PL/H/0609/003 2203718.00.00 RATIOPHARM GMBH DE 

Rosuvastatin/Amlodipin-ratiopharm 20 
mg/10 mg Hartkapseln 

PL/H/0609/004 2203719.00.00 RATIOPHARM GMBH DE 

RORUPAM 10 mg/5 mg capsule rigide not available 045397015 ERREKAPPA EUROTERAPICI 
SPA 

IT 

RORUPAM 10 mg/10 mg capsule rigide not available 045397027 ERREKAPPA EUROTERAPICI 
SPA 

IT 

RORUPAM 20 mg/5 mg capsule rigide not available 045397039 ERREKAPPA EUROTERAPICI 
SPA 

IT 

RORUPAM 20 mg/10 mg capsule rigide not available 045397041 ERREKAPPA EUROTERAPICI 
SPA 

IT 

 


