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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 

Perindopril + Amlodipina Zentiva 
4 mg + 10 mg comprimidos 

CZ/H/0474/002 5657358 ZENTIVA PORTUGAL, LDA PT 

Priamlo 4 mg/10 mg tablety CZ/H/0474/002 58/461/15-C ZENTIVA, K.S. CZ 

Perindopril e Amlodipina Zentiva 
4 mg/10 mg compresse  

CZ/H/0474/002 043424050 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva 
4 mg/10 mg compresse  

CZ/H/0474/002 043424047 ZENTIVA ITALIA SRL IT 

BOTINERO 4 mg/5 mg 
compresse 

not available 045200019 IBSA FARMACEUTICI ITALIA IT 

BOTINERO 4 mg/10 mg 
compresse 

not available 045200021 IBSA FARMACEUTICI ITALIA IT 

BOTINERO 8 mg/5 mg 
compresse 

not available 045200033 IBSA FARMACEUTICI ITALIA IT 

BOTINERO 8 mg/10 mg 
compresse 

not available 045200045 IBSA FARMACEUTICI ITALIA IT 

Tonarssa 4 mg/5 mg tablety not available 58/438/11-C KRKA, D.D., NOVO MESTO CZ 
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Tonarssa 4 mg/10 mg tablety not available 58/439/11-C KRKA, D.D., NOVO MESTO CZ 

Tonarssa 8 mg/5 mg tablety not available 58/440/11-C KRKA, D.D., NOVO MESTO CZ 

Tonarssa 8 mg/10 mg tablety not available 58/441/11-C KRKA, D.D., NOVO MESTO CZ 

Dalneva 4 mg/10 mg tablete not available HR-H-224301348 KRKA-FARMA D.O.O. HR 

Dalneva 8 mg/10 mg tablete not available HR-H-649255626 KRKA-FARMA D.O.O. HR 

Dalneva 8 mg/5 mg tablete not available HR-H-937284186 KRKA-FARMA D.O.O. HR 

Dalneva 4 mg/5 mg tablete not available HR-H-963289860 KRKA-FARMA D.O.O. HR 

Perindopril/Amlodipine STADA 4 
mg/10 mg tablety 

NL/H/4640/002 58/299/16-C STADA ARZNEIMITTEL AG CZ 

Perindopril/Amlodipine STADA 4 
mg/5 mg tablety 

NL/H/4640/001 58/298/16-C STADA ARZNEIMITTEL AG CZ 
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Perindopril/Amlodipine STADA 8 
mg/10 mg tablety 

NL/H/4640/004 58/301/16-C STADA ARZNEIMITTEL AG CZ 

Perindopril/Amlodipine STADA 8 
mg/5 mg tablety 

NL/H/4640/003 58/300/16-C STADA ARZNEIMITTEL AG CZ 

Perindopril tert-
butylamine/Amlodipine CF 4/10 
mg, tabletten 

NL/H/4640/002 RVG 116720 CENTRAFARM B.V. NL 

Perindopril tert-
butylamine/Amlodipine CF 8/5 
mg, tabletten 

NL/H/4640/003 RVG 116721 CENTRAFARM B.V. NL 

Perindopril tert-
butylamine/Amlodipine CF 8/10 
mg, tabletten 

NL/H/4640/004 RVG 116722 CENTRAFARM B.V. NL 

Perindopril tert-
butylamine/Amlodipine CF 4/5 
mg, tabletten 

NL/H/4640/001 RVG 116719 CENTRAFARM B.V. NL 

PERINDOPRIL e AMLODIPINA EG 
8 mg/10 mg compresse 

NL/H/4640/004 043970110 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/10 mg compresse 

NL/H/4640/002 043970072 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/10 mg compresse 

NL/H/4640/002 043970058 EG S.P.A. IT 
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PERINDOPRIL e AMLODIPINA EG 
8 mg/10 mg compresse 

NL/H/4640/004 043970122 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
8 mg/10 mg compresse 

NL/H/4640/004 043970134 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
8 mg/5 mg compresse 

NL/H/4640/003 043970096 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/10 mg compresse 

NL/H/4640/002 043970060 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/5 mg compresse 

NL/H/4640/001 043970033 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
8 mg/5 mg compresse 

NL/H/4640/003 043970084 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/5 mg compresse 

NL/H/4640/001 043970019 EG S.P.A. IT 

PERINDOPRIL e AMLODIPINA EG 
4 mg/5 mg compresse 

NL/H/4640/001 043970021 EG S.P.A. IT 

Perindopril + Amlodipina Ciclum 
8 mg + 10 mg comprimidos 

NL/H/4640/004 5715248 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 
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Perindopril + Amlodipina Ciclum 
8 mg + 5 mg comprimidos 

NL/H/4640/003 5715206 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 5 mg comprimidos 

NL/H/4640/001 5715214 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 10 mg comprimidos 

NL/H/4640/002 5715230 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 5 mg comprimidos 

NL/H/4640/001 5715222 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
8 mg + 10 mg comprimidos 

NL/H/4640/004 SE/H/1500/004 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 10 mg comprimidos 

NL/H/4640/002 SE/H/1500/002 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
8 mg + 10 mg comprimidos 

NL/H/4640/004 SE/H/1500/004 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 10 mg comprimidos 

NL/H/4640/002 SE/H/1500/002 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Perindopril + Amlodipina Ciclum 
4 mg + 5 mg comprimidos 

NL/H/4640/001 SE/H/1500/001 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 
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Member State where 
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Perindopril + Amlodipina Ciclum 
8 mg + 5 mg comprimidos 

NL/H/4640/003 SE/H/1500/003 CICLUM FARMA UNIPESSOAL 
LDA. 

PT 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/004 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/005 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/006 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/007 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/008 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/009 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/010 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/011 KRKA, D.D., NOVO MESTO SI 
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Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/015 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/016 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/017 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/018 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/019 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/020 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/021 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/022 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/026 KRKA, D.D., NOVO MESTO SI 
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Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/027 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/028 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/029 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/030 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/031 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/032 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/033 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/037 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/038 KRKA, D.D., NOVO MESTO SI 
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Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/039 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/040 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/041 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/042 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/043 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/044 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tabletes SK/H/0199/002 11-0359 KRKA, D.D., NOVO MESTO LV 

Amlessa 4 mg/5 mg tabletes SK/H/0199/001 11-0360 KRKA, D.D., NOVO MESTO LV 

Amlessa 8 mg/10 mg tabletes SK/H/0199/004 11-0361 KRKA, D.D., NOVO MESTO LV 
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Amlessa 8 mg/5 mg tabletes SK/H/0199/003 11-0362 KRKA, D.D., NOVO MESTO LV 

Amlessa, 4 mg + 5 mg, tabletki SK/H/0199/001 18736 KRKA, D.D., NOVO MESTO PL 

Amlessa, 8 mg + 5 mg, tabletki SK/H/0199/003 18737 KRKA, D.D., NOVO MESTO PL 

Amlessa, 4 mg + 10 mg, tabletki SK/H/0199/002 18738 KRKA, D.D., NOVO MESTO PL 

Amlessa, 8 mg + 10 mg, tabletki SK/H/0199/004 18739 KRKA, D.D., NOVO MESTO PL 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/001 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/012 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/023 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/034 KRKA, D.D., NOVO MESTO SI 
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Amlessa 4 mg/5 mg tablety SK/H/0199/ 001 58/0440/11-S KRKA, D.D., NOVO MESTO SK 

Amlessa 4 mg/10 mg tablety SK/H/0199/ 002 58/0441/11-S KRKA, D.D., NOVO MESTO SK 

Amlessa 8 mg/5 mg tablety SK/H/0199/ 003 58/0442/11-S KRKA, D.D., NOVO MESTO SK 

Amlessa 8 mg/10 mg tablety SK/H/0199/ 004 58/0443/11-S KRKA, D.D., NOVO MESTO SK 

Amlessa 4 mg/5 mg tablety SK/H/0199/001 58/674/11-C KRKA, D.D., NOVO MESTO CZ 

Amlessa 4 mg/10 mg tablety SK/H/0199/002 58/675/11-C KRKA, D.D., NOVO MESTO CZ 

Amlessa 8 mg/5 mg tablety SK/H/0199/003 58/676/11-C KRKA, D.D., NOVO MESTO CZ 

Amlessa 8 mg/10 mg tablety SK/H/0199/004 58/677/11-C KRKA, D.D., NOVO MESTO CZ 

Amlessa 4 mg/10 mg tabletta SK/H/0199/002 OGYI-T-22145/05 KRKA, D.D., NOVO MESTO HU 
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Amlessa 4 mg/5 mg tabletta SK/H/0199/001 OGYI-T-22145/01 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/5 mg tabletta SK/H/0199/003 OGYI-T-22145/09 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/10 mg tabletta SK/H/0199/004 OGYI-T-22145/13 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/001 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/012 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/023 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/034 KRKA, D.D., NOVO MESTO LT 

Perindopril + Amlodipina Krka 4 
mg + 5 mg comprimidos 

SK/H/0199/001 5395710 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 4 
mg + 5 mg comprimidos 

SK/H/0199/001 5395728 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 
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Perindopril + Amlodipina Krka 4 
mg + 5 mg comprimidos 

SK/H/0199/001 5395736 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 4 
mg + 10 mg comprimidos 

SK/H/0199/002 5395744 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 4 
mg + 10 mg comprimidos 

SK/H/0199/002 5395751 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 4 
mg + 10 mg comprimidos 

SK/H/0199/002 5395769 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 8 
mg + 5 mg comprimidos 

SK/H/0199/003 5395777 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 8 
mg + 5 mg comprimidos 

SK/H/0199/003 5395801 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 8 
mg + 5 mg comprimidos 

SK/H/0199/003 5395819 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 8 
mg + 10 mg comprimidos 

SK/H/0199/004 5395827 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Perindopril + Amlodipina Krka 8 
mg + 10 mg comprimidos 

SK/H/0199/004 5395835 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 
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Perindopril + Amlodipina Krka 8 
mg + 10 mg comprimidos 

SK/H/0199/004 5395843 KRKA FARMACÊUTICA, 
UNIPESSOAL LDA. 

PT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 040094017 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094029 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094031 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094043 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094056 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094068 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094070 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094082 KRKA, D.D., NOVO MESTO IT 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 16/141 
 

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 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094094 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094106 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094118 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094120 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094132 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094144 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094157 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094169 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094171 KRKA, D.D., NOVO MESTO IT 
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Dalneva 4 mg/10 mg compresse SK/H/0199/002 040094183 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094195 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094207 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094219 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094221 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094233 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094245 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094258 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094260 KRKA, D.D., NOVO MESTO IT 
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Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094272 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094284 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094296 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094308 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 040094310 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094322 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094334 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094346 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 040094359 KRKA, D.D., NOVO MESTO IT 
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Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094361 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094373 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094385 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 040094397 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094409 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/5 mg compresse SK/H/0199/001 AIC N. 040094411 KRKA, D.D., NOVO MESTO IT 

Dalneva 4 mg/10 mg compresse SK/H/0199/002 AIC N. 040094423 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/5 mg compresse SK/H/0199/003 AIC N. 040094435 KRKA, D.D., NOVO MESTO IT 

Dalneva 8 mg/10 mg compresse SK/H/0199/004 AIC N. 040094447 KRKA, D.D., NOVO MESTO IT 
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Perindopril/Amlodipine 4 mg/5 
mg tablets 

SK/H/0199/001 PL01656/0114 KRKA, D.D., NOVO MESTO XI 

Perindopril/Amlodipine 4 mg/10 
mg tablets 

SK/H/0199/002 PL 01656/0115 KRKA, D.D., NOVO MESTO XI 

Perindopril/Amlodipine 8 mg/5 
mg tablets 

SK/H/0199/003 PL 01656/0116 KRKA, D.D., NOVO MESTO XI 

Perindopril/Amlodipine 8 mg/10 
mg tablets 

SK/H/0199/004 PL01656/0117 KRKA, D.D., NOVO MESTO XI 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/01 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/02 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/03 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/04 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/05 KRKA, D.D., NOVO MESTO RO 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 21/141 
 

Product Name (in 
authorisation country) 

MRP/DCP Authorisation 
number 

National Authorisation 
Number 
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product is authorised 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/06 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/07 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/08 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/09 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/10 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg comprimate SK/H/0199/001 10889/2018/11 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/01 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/02 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/03 KRKA, D.D., NOVO MESTO RO 
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Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/04 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/05 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/06 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/07 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/08 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/09 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/10 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/10 mg 
comprimate 

SK/H/0199/002 10890/2018/11 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/01 KRKA, D.D., NOVO MESTO RO 
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Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/02 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/03 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/04 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/05 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/06 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/07 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/08 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/09 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/10 KRKA, D.D., NOVO MESTO RO 
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Amlessa 8 mg/5 mg comprimate SK/H/0199/003 10891/2018/11 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/01 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/02 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/03 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/04 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/05 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/06 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/07 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/08 KRKA, D.D., NOVO MESTO RO 
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Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/09 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/10 KRKA, D.D., NOVO MESTO RO 

Amlessa 8 mg/10 mg 
comprimate 

SK/H/0199/004 10892/2018/11 KRKA, D.D., NOVO MESTO RO 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/002 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/5 mg tablete SK/H/0199/001 H/11/00171/003 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/013 KRKA, D.D., NOVO MESTO SI 

Amlessa 4 mg/10 mg tablete SK/H/0199/002 H/11/00171/014 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/024 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/5 mg tablete SK/H/0199/003 H/11/00171/025 KRKA, D.D., NOVO MESTO SI 
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Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/035 KRKA, D.D., NOVO MESTO SI 

Amlessa 8 mg/10 mg tablete SK/H/0199/004 H/11/00171/036 KRKA, D.D., NOVO MESTO SI 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/002 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/003 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/004 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/005 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/006 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/007 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/008 KRKA, D.D., NOVO MESTO LT 
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Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/009 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/010 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/5 mg tabletės SK/H/0199/001 LT/1/11/2697/011 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/013 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/014 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/015 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/016 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/017 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/018 KRKA, D.D., NOVO MESTO LT 
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Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/019 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/020 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/021 KRKA, D.D., NOVO MESTO LT 

Dalnessa 4 mg/10 mg tabletės SK/H/0199/002 LT/1/11/2697/022 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/024 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/025 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/026 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/027 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/028 KRKA, D.D., NOVO MESTO LT 
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Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/029 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/030 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/031 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/032 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/5 mg tabletės SK/H/0199/003 LT/1/11/2697/033 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/035 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/036 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/037 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/038 KRKA, D.D., NOVO MESTO LT 
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Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/039 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/040 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/041 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/042 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/043 KRKA, D.D., NOVO MESTO LT 

Dalnessa 8 mg/10 mg tabletės SK/H/0199/004 LT/1/11/2697/044 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/5 mg tabletta SK/H/0199/001 OGYI-T-22145/02 KRKA, D.D., NOVO MESTO HU 

Amlessa 4 mg/5 mg tabletta SK/H/0199/001 OGYI-T-22145/03 KRKA, D.D., NOVO MESTO HU 

Amlessa 4 mg/5 mg tabletta SK/H/0199/001 OGYI-T-22145/04 KRKA, D.D., NOVO MESTO HU 
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Amlessa 4 mg/10 mg tabletta SK/H/0199/002 OGYI-T-22145/06 KRKA, D.D., NOVO MESTO HU 

Amlessa 4 mg/10 mg tabletta SK/H/0199/002 OGYI-T-22145/07 KRKA, D.D., NOVO MESTO HU 

Amlessa 4 mg/10 mg tabletta SK/H/0199/002 OGYI-T-22145/08 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/5 mg tabletta SK/H/0199/003 OGYI-T-22145/10 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/5 mg tabletta SK/H/0199/003 OGYI-T-22145/11 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/5 mg tabletta SK/H/0199/003 OGYI-T-22145/12 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/10 mg tabletta SK/H/0199/004 OGYI-T-22145/14 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/10 mg tabletta SK/H/0199/004 OGYI-T-22145/15 KRKA, D.D., NOVO MESTO HU 

Amlessa 8 mg/10 mg tabletta SK/H/0199/004 OGYI-T-22145/16 KRKA, D.D., NOVO MESTO HU 
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Prestozek Combi, 4 mg + 5 mg, 
tabletki 

PL/H/0378/001 23156 ADAMED PHARMA S.A. PL 

Prestozek Combi, 4 mg + 10 mg, 
tabletki 

PL/H/0378/002 23157 ADAMED PHARMA S.A. PL 

Prestozek Combi, 8 mg + 5 mg, 
tabletki 

PL/H/0378/003 23158 ADAMED PHARMA S.A. PL 

Prestozek Combi, 8 mg + 10 mg, 
tabletki 

PL/H/0378/004 23159 ADAMED PHARMA S.A. PL 

Prestozek 4 mg/5 mg tabletes PL/H/0378/001 16-0162 ADAMED PHARMA S.A. LV 

Prestozek 4 mg/10 mg tabletes PL/H/0378/002 16-0163 ADAMED PHARMA S.A. LV 

Prestozek 8 mg/10 mg tabletes PL/H/0378/004 16-0165 ADAMED PHARMA S.A. LV 

Prestozek 8 mg/5 mg tabletes PL/H/0378/003 16-0164 ADAMED PHARMA S.A. LV 

Престозек Комби 4 mg / 5 mg 
таблетки 

PL/H/0378/001 20160253 ADAMED PHARMA S.A. BG 
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Престозек Комби 4 mg / 10 mg 
таблетки 

PL/H/0378/002 20160254 ADAMED PHARMA S.A. BG 

Престозек Комби 8 mg / 10 mg 
таблетки 

PL/H/0378/004 20160256 ADAMED PHARMA S.A. BG 

Престозек Комби 8 mg / 5 mg 
таблетки 

PL/H/0378/003 20160255 ADAMED PHARMA S.A. BG 

Понтекс 4 mg/5 mg таблетки not available 20160377 STADA ARZNEIMITTEL AG BG 

Понтекс 8 mg/5 mg таблетки not available 20160379 STADA ARZNEIMITTEL AG BG 

Понтекс 4 mg/10 mg таблетки not available 20160378 STADA ARZNEIMITTEL AG BG 

Понтекс 8 mg/10 mg таблетки not available 20160380 STADA ARZNEIMITTEL AG BG 

Covercard 10 mg/5 mg tabletta FR/H/0326/003 OGYI-T-20572/03 EGIS PHARMACEUTICALS PLC HU 

Covercard 10 mg/10 mg tabletta FR/H/0326/004 OGYI-T-20572/04 EGIS PHARMACEUTICALS PLC HU 
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Covercard 5 mg/10 mg tabletta FR/H/0326/002 OGYI-T-20572/02 EGIS PHARMACEUTICALS PLC HU 

Covercard 5 mg/5 mg tabletta FR/H/0326/001 OGYI-T-20572/01 EGIS PHARMACEUTICALS PLC HU 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 301 442 9 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 301 443 1 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 301 443 3 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 301 442 8 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

REAPTAN 10 mg/5 mg 
compresse 

FR/H/326/03/DC 038483590 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

REAPTAN 10 mg/10 mg 
compresse 

FR/H/326/04/DC 038483602 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

REAPTAN 5 mg/10 mg 
compresse 

FR/H/326/02/DC 038483588 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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REAPTAN 5 mg/5 mg compresse FR/H/326/01/DC 038483576 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 856 8 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 572 859 7 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 845 6 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 849 1 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 855 1 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 846 2 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 848 5 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 572 858 0 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 853 9 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 851 6 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 854 5 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 847 9 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 572 860 5 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/5 mg, comprimé 

FR/H/0326/001 34009 385 852 2 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 572 862 8 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 859 7 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 572 861 1 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 857 4 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 864 0 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 865 7 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 863 4 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 862 8 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 858 0 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 866 3 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 868 6 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 860 5 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 572 863 4 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
5 mg/10 mg, comprimé 

FR/H/0326/002 34009 385 861 1 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 874 6 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 876 9 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 877 5 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 872 3 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 878 1 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 875 2 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 871 7 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 879 8 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 572 866 3 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 870 0 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 572 865 7 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 880 6 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 385 869 2 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/5 mg, comprimé 

FR/H/0326/003 34009 572 864 0 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 890 1 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 895 3 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 894 7 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 572 872 3 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 893 0 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 899 9 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 892 4 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 889 3 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 898 2 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 900 7 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 572 870 0 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 897 6 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 385 891 8 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PERINDOPRIL 
ARGININE/AMLODIPINE SERVIER 
10 mg/10 mg, comprimé 

FR/H/0326/004 34009 572 871 7 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Perindopril arginine/ Amlodipine 
Servier 5 mg/10 mg tabletes 

FR/H/0326/002 08-0116 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Perindopril arginine/ Amlodipine 
Servier 10 mg/10 mg tabletes 

FR/H/0326/004 08-0118 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Perindopril arginine/ Amlodipine 
Servier 5 mg/5 mg tabletes 

FR/H/0326/001 08-0115 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Perindopril arginine/ Amlodipine 
Servier 10 mg/5 mg tabletes 

FR/H/0326/003 08-0117 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483234 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483259 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483196 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483184 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483145 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483172 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483210 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483246 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483158 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483208 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483222 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483261 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483273 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/10 mg compresse FR/H/0326/002 038483160 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483564 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483057 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483095 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483018 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483032 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483071 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483119 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483069 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483121 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483020 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483044 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483323 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483347 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483107 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483083 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483297 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483285 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483335 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483311 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483412 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483398 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483362 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483350 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483400 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483513 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483386 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483549 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483374 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/5 mg compresse FR/H/0326/003 038483309 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483448 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483451 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483436 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483537 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483552 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483525 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483463 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483501 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483487 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483475 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483424 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 10 mg/10 mg 
compresse 

FR/H/0326/004 038483499 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 

Reaptan 5 mg/5 mg compresse FR/H/0326/001 038483133 IST. FARMACO BIOLOGICO 
STRODER SRL 

IT 
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Priamlo 8 mg/10 mg, tabletid CZ/H/0474/004 877115 ZENTIVA, K.S. EE 

Perindopril + Amlodipina Zentiva 
8 mg + 10 mg comprimidos 

CZ/H/0474/004 5657408 ZENTIVA PORTUGAL, LDA PT 

Приамло 8 mg/10 mg таблетки CZ/H/0474/004 20150282 ZENTIVA, K.S. BG 

Priamlo 8 mg/10 mg tablety CZ/H/0474/004 58/463/15-C ZENTIVA, K.S. CZ 

Perindopril e Amlodipina Zentiva  
8 mg/10 mg compresse 

CZ/H/0474/004 043424098 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva  
8 mg/10 mg compresse 

CZ/H/0474/004 043424086 ZENTIVA ITALIA SRL IT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708771 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708805 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708813 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 
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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 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708821 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708839 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708847 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 10 mg 
comprimidos 

not available 5708854 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708706 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708714 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708722 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708730 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708748 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 
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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 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708755 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 4 mg + 5 mg 
comprimidos 

not available 5708763 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708862 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708870 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708904 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708912 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708920 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708938 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 5 mg 
comprimidos 

not available 5708946 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 51/141 
 

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 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5708953 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5708961 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5708979 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5709001 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5709019 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5709027 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

Coartil 8 mg + 10 mg 
comprimidos 

not available 5709035 PHARMA BAVARIA 
INTERNACIONAL PORTUGAL 
UNIP. LDA 

PT 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/047 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/051 SERVIER PHARMA D.O.O SI 
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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 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/050 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/055 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/048 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/052 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/049 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/045 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/046 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/053 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/033 SERVIER PHARMA D.O.O SI 
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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 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/035 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/040 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/031 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/038 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/032 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/036 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/041 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/034 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/037 SERVIER PHARMA D.O.O SI 
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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 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/039 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/026 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/018 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/019 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/022 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/017 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/012 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/020 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/027 SERVIER PHARMA D.O.O SI 
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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 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/023 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/004 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/025 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/008 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/005 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/021 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/007 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/003 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/024 SERVIER PHARMA D.O.O SI 
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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 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/006 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/011 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/009 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/010 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/013 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/054 SERVIER PHARMA D.O.O SI 

Presteram 5 mg/10 mg tabletes FR/H/0325/002 08-0112 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

COVERAM 10 mg/ 10 mg 
comprimidos 

FR/H/325/04/DC 5562947 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

COVERAM 10 mg/ 5 mg 
comprimidos 

FR/H/325/03/DC 5562939 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 
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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 

COVERAM 5 mg/ 10 mg 
comprimidos 

FR/H/325/02/DC 5562954 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

COVERAM 5 mg/ 5 mg 
comprimidos 

FR/H/325/01/DC 5562921 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/028 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/014 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/042 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/056 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablety FR/H/0325/003 58/0222/08-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 
AKCYJNA 

SK 

PRESTANCE 10 mg/10 mg 
tablety 

FR/H/0325/004 58/0223/08-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 
AKCYJNA 

SK 

PRESTANCE 5 mg/5 mg tablety FR/H/0325/001 58/0220/08-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 

SK 
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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 

AKCYJNA 

PRESTANCE 5 mg/10 mg tablety FR/H/0325/002 58/0221/08-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 
AKCYJNA 

SK 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/060 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 301 431 2 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 301 431 3 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/059 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/058 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/057 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 301 443 0 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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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 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 301 443 2 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERLAM 10 mg/5 mg 
compresse 

FR/H/325/03/DC 038477598 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

COVERLAM 10 mg/10 mg 
compresse 

FR/H/325/04/DC 038477600 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

COVERLAM 5 mg/10 mg 
compresse 

FR/H/325/02/DC 038477586 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

COVERLAM 5 mg/5 mg 
compresse 

FR/H/325/01/DC 038477574 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/057 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/058 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/059 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/060 SERVIER PHARMA D.O.O SI 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 60/141 
 

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 

Coveram 5mg/10mg tablets FR/H/0325/002 MA 066/01502 LES LABORATOIRES SERVIER 
(SURESNES) 

MT 

Coveram 10mg/5mg tablets FR/H/0325/003 MA 066/01503 LES LABORATOIRES SERVIER 
(SURESNES) 

MT 

Coveram 5mg/5mg tablets FR/H/0325/001 MA 066/01501 LES LABORATOIRES SERVIER 
(SURESNES) 

MT 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/07 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/03 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/09 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/05 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/13 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/01 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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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 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/04 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/15 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/02 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/14 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/03 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/10 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/12 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/06 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/08 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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authorisation country) 
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National Authorisation 
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MAH of product in the 
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Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/13 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/09 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/07 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/08 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/05 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/10 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/14 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/01 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/02 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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authorisation country) 

MRP/DCP Authorisation 
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National Authorisation 
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MAH of product in the 
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Member State where 
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Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/12 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/04 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/15 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/06 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/04 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/15 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/12 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/05 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/03 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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authorisation country) 

MRP/DCP Authorisation 
number 

National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/14 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/09 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/06 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/13 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/07 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/01 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/08 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/10 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/15 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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MRP/DCP Authorisation 
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National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/02 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/09 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/01 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/05 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/13 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/06 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/07 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/02 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/10 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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authorisation country) 

MRP/DCP Authorisation 
number 

National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/03 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/14 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/04 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/08 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/12 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/5 mg 
comprimate 

FR/H/0325/001 10997/2018/11 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/5 mg 
comprimate 

FR/H/0325/003 10999/2018/11 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 5 mg/10 mg 
comprimate 

FR/H/0325/002 10998/2018/11 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 

Prestance 10 mg/10 mg 
comprimate 

FR/H/0325/004 11000/2018/11 LES LABORATOIRES SERVIER 
(SURESNES) 

RO 
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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 

ПРЕСТАРИУМ-КО 5mg/5mg 
таблетки 

FR/H/325/01/DC 20080113 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

ПРЕСТАРИУМ-КО 5mg/10mg 
таблетки 

FR/H/325/02/DC 20080114 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

ПРЕСТАРИУМ-КО 10mg/5mg 
таблетки 

FR/H/325/03/DC 20080115 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

ПРЕСТАРИУМ-КО 10mg/10mg 
таблетки 

FR/H/325/04/DC 20080116 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

Coveram 5 mg/5 mg, comprimés FR/H/0325/001 BE317852 SERVIER BENELUX S.A./N.V. BE 

COVERAM 5mg/5mg Tabletten FR/H/325/01/DC BE317852 SERVIER BENELUX S.A./N.V. BE 

COVERAM 5mg/5mg tabletten FR/H/325/01/DC BE317852 SERVIER BENELUX S.A./N.V. BE 

Coveram 5 mg/10 mg, 
comprimés 

FR/H/0325/002 BE317861 SERVIER BENELUX S.A./N.V. BE 

COVERAM 5mg/10mg Tabletten FR/H/325/02/DC BE317861 SERVIER BENELUX S.A./N.V. 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 

COVERAM 5mg/10mg tabletten FR/H/325/02/DC BE317861 SERVIER BENELUX S.A./N.V. BE 

Co-Prestarium, 5 mg + 10 mg, 
tabletki 

FR/H/0325/002 14899 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

Co-Prestarium, 10 mg + 5 mg, 
tabletki 

FR/H/0325/003 14897 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

Coveram 10 mg/5 mg, 
comprimés 

FR/H/0325/003 BE317877 SERVIER BENELUX S.A./N.V. BE 

Coveram 10mg/5mg tabletten FR/H/0325/003 BE317877 SERVIER BENELUX S.A./N.V. BE 

Coveram 10mg/5mg Tabletten FR/H/0325/003 BE317877 SERVIER BENELUX S.A./N.V. BE 

Coveram 10 mg/10 mg, 
comprimés 

FR/H/0325/004 BE317886 SERVIER BENELUX S.A./N.V. BE 

Co-Prestarium, 10 mg + 10 mg, 
tabletki 

FR/H/0325/004 14898 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

COVERAM 10mg/10mg Tabletten FR/H/325/04/DC BE317886 SERVIER BENELUX S.A./N.V. BE 
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authorisation country) 
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National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
product is authorised 

COVERAM 10mg/10mg tabletten FR/H/325/04/DC BE317886 SERVIER BENELUX S.A./N.V. BE 

PRESTANCE 5 mg/5 mg tablety FR/H/0325/001 58/203/08-C LES LABORATOIRES SERVIER 
(SURESNES) 

CZ 

PRESTANCE 5 mg/10 mg tablety FR/H/0325/002 58/204/08-C LES LABORATOIRES SERVIER 
(SURESNES) 

CZ 

Coveram 10mg/10mg tablets FR/H/0325/004 MA 066/01504 LES LABORATOIRES SERVIER 
(SURESNES) 

MT 

COVERAM 5 mg/ 5 mg 
comprimidos 

FR/H/325/01/DC 5108857 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

COVERAM 5 mg/ 5 mg 
comprimidos 

FR/H/325/01/DC 5108840 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

COVERAM 5 mg/ 10 mg 
comprimidos 

FR/H/325/02/DC 5108865 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

COVERAM 10 mg/ 10 mg 
comprimidos 

FR/H/325/04/DC 5108907 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

Coveram arg 10 mg/10 mg 
tabletten 

FR/H/0325/004 RVG 100142 LES LABORATOIRES SERVIER 
(SURESNES) 

NL 
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authorisation country) 
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National Authorisation 
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MAH of product in the 
member state 

Member State where 
product is authorised 

COVERAM 10 mg/ 5 mg 
comprimidos 

FR/H/325/03/DC 5108873 LES LABORATOIRES SERVIER 
(SURESNES) 

PT 

Coveram arg 10 mg/5 mg 
tabletten 

FR/H/0325/003 RVG 100141 LES LABORATOIRES SERVIER 
(SURESNES) 

NL 

Coveram arg 5 mg/10 mg 
tabletten 

FR/H/0325/002 RVG 100140 LES LABORATOIRES SERVIER 
(SURESNES) 

NL 

Coveram arg 5 mg/5 mg 
tabletten 

FR/H/0325/001 RVG 100139 LES LABORATOIRES SERVIER 
(SURESNES) 

NL 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 799 4 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 801 9 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 802 5 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 806 0 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 804 8 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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National Authorisation 
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MAH of product in the 
member state 

Member State where 
product is authorised 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 796 5 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 803 1 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 797 1 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 572 845 6 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 805 4 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 572 846 2 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 798 8 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 572 847 9 4 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 817 2 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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member state 
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COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 811 4 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 818 9 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 813 7 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 819 5 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 807 7 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 810 8 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 812 0 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 808 3 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 572 849 1 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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member state 
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COVERAM 5MG/10MG, comprimé FR/H/325/02/DC 385 814-3 OU 34009 385 814 
3 0 

LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 572 851 6 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 385 816 6 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/10 mg, 
comprimé 

FR/H/0325/002 34009 572 848 5 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 5 mg/5 mg, comprimé FR/H/0325/001 34009 385 800 2 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Prestance 10 mg/10 mg tablety FR/H/325/004 58/206/08-C LES LABORATOIRES SERVIER 
(SURESNES) 

CZ 

Prestance 10 mg/5 mg tablety FR/H/0325/003 58/205/08-C LES LABORATOIRES SERVIER 
(SURESNES) 

CZ 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/002 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/5 mg tablete FR/H/325/01/DC H/08/01281/001 SERVIER PHARMA D.O.O SI 
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PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/015 SERVIER PHARMA D.O.O SI 

PRESTANCE 5 mg/10 mg tablete FR/H/325/02/DC H/08/01281/016 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/030 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/5 mg tablete FR/H/325/03/DC H/08/01281/029 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/044 SERVIER PHARMA D.O.O SI 

PRESTANCE 10 mg/10 mg 
tablete 

FR/H/325/04/DC H/08/01281/043 SERVIER PHARMA D.O.O SI 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 824 9 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 829 0 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 830 9 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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Member State where 
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COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 822 6 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 827 8 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 823 2 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 572 854 5 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 826 1 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 828 4 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 572 853 9 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 831 5 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 820 3 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 572 852 2 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/5 mg, 
comprimé 

FR/H/0325/003 34009 385 825 5 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 835 0 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 839 6 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 834 4 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 572 857 4 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 836 7 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 841 0 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 843 3 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 832 1 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 572 856 8 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 572 855 1 7 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 840 4 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 837 3 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 833 8 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10 mg/10 mg, 
comprimé 

FR/H/0325/004 34009 385 842 7 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

COVERAM 10mg/5mg δισκία FR/H/325/03/DC 3608/14.1.2009 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

Coveram 5mg/10mg δισκία FR/H/0325/002 20466 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 
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Coveram 5mg/5mg δισκία FR/H/0325/001 20465 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 

COVERAM 5mg/5mg δισκία FR/H/325/01/DC 3605/14.1.2009 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

Coveram 10mg/10mg δισκία FR/H/0325/004 20468 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 

Coveram 10mg/5mg δισκία FR/H/0325/003 20467 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 

COVERAM 10mg/10mg δισκία FR/H/325/04/DC 3609/14.1.2009 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

COVERAM 5mg/10mg δισκία FR/H/325/02/DC 3606/14.1.2009 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

COVERAM 5 mg/5 mg tabletid FR/H/325/01/DC 584108 LES LABORATOIRES SERVIER 
(SURESNES) 

EE 

COVERAM 5 mg/10 mg tabletid FR/H/325/02/DC 584308 LES LABORATOIRES SERVIER 
(SURESNES) 

EE 

COVERAM 10 mg/5 mg tabletid FR/H/325/03/DC 584408 LES LABORATOIRES SERVIER 
(SURESNES) 

EE 
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COVERAM 10 mg/10 mg tabletid FR/H/325/04/DC 584208 LES LABORATOIRES SERVIER 
(SURESNES) 

EE 

Coveram 10 mg-5 mg tabletit FR/H/325/03/DC 23482 LES LABORATOIRES SERVIER 
(SURESNES) 

FI 

Coveram 10 mg-10 mg tabletit FR/H/325/04/DC 23483 LES LABORATOIRES SERVIER 
(SURESNES) 

FI 

Coveram 5 mg-10 mg tabletit FR/H/325/02/DC 23481 LES LABORATOIRES SERVIER 
(SURESNES) 

FI 

Acerycal 5mg/10mg tablets FR/H/0325/002 PA 568/18/02 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 

Acerycal 5mg/5mg tablets FR/H/0325/001 PA 568/18/01 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 

Acerycal 10mg/5mg tablets FR/H/0325/003 PA 568/18/03 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 

Acerycal 10mg/10mg tablets FR/H/0325/004 PA 568/18/04 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 

Presteram 5 mg/5 mg tabletes FR/H/0325/001 08-0111 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 
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Presteram 10 mg/5 mg tabletes FR/H/0325/003 08-0113 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Presteram 10 mg/10 mg tabletes FR/H/0325/004 08-0114 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/012 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/006 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/005 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/004 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/013 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/008 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/009 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/007 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/014 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/010 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/001 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/002 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/011 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/5 mg tabletės FR/H/0325/001 LT/1/08/1187/003 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/024 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/027 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/022 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/020 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/021 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/026 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/018 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/028 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/023 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/016 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/017 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/025 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/019 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/031 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/041 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/040 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/032 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/034 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/033 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/035 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/037 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/042 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/036 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/029 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/030 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/039 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/5 mg 
tabletės 

FR/H/0325/003 LT/1/08/1187/038 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/053 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/051 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/045 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/052 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/048 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/050 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/056 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/046 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/044 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/054 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/055 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/047 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/043 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 10 mg/10 mg 
tabletės 

FR/H/0325/004 LT/1/08/1187/049 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

PRESTERAM 5 mg/10 mg 
tabletės 

FR/H/0325/002 LT/1/08/1187/015 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477105 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477030 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477028 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477016 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477079 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477081 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477129 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477055 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477117 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477042 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477143 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477131 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477093 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/5 mg compresse FR/H/0325/001 038477067 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 88/141 
 

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 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477410 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477319 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477422 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477321 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477384 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477372 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477295 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477360 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477396 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477333 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477307 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477408 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477358 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/5 mg 
compresse 

FR/H/0325/003 038477345 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477511 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477547 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477562 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477461 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477523 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477509 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477550 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477535 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

[Coverlam 10 mg/10 mg] 
compresse 

FR/H/0325/004 038477497 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477434 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477459 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477473 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477446 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Coverlam 10 mg/10 mg 
compresse 

FR/H/0325/004 038477485 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

COVERAM 5MG/5MG comprimés FR/H/325/01/DC 2009010007 SERVIER BENELUX S.A./N.V. LU 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477156 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477218 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477283 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477269 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477194 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477170 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477206 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477271 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477244 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477232 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477257 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477168 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477182 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Coverlam 5 mg/10 mg 
compresse 

FR/H/0325/002 038477220 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

COVERAM 10MG/10MG 
comprimés 

FR/H/325/04/DC 2009010005 SERVIER BENELUX S.A./N.V. LU 

COVERAM 10mg/10mg-Tabletten FR/H/325/04/DC 2009010005 SERVIER BENELUX S.A./N.V. LU 
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COVERAM 5mg/5mg-Tabletten FR/H/325/01/DC 2009010007 SERVIER BENELUX S.A./N.V. LU 

COVERAM 10mg/10mg tabletten FR/H/0325/004 0536/09010005 SERVIER BENELUX S.A./N.V. LU 

COVERAM 10MG/5MG comprimés FR/H/325/03/DC 2009010008 SERVIER BENELUX S.A./N.V. LU 

COVERAM 5MG/10MG comprimés FR/H/325/02/DC 2009010006 SERVIER BENELUX S.A./N.V. LU 

COVERAM 5mg/5mg tabletten FR/H/0325/001 0536/09010007 SERVIER BENELUX S.A./N.V. LU 

COVERAM 10mg/5mg-Tabletten FR/H/325/03/DC 2009010008 SERVIER BENELUX S.A./N.V. LU 

COVERAM 5mg/10mg tabletten FR/H/0325/002 0536/09010006 SERVIER BENELUX S.A./N.V. LU 

COVERAM 5mg/10mg-Tabletten FR/H/325/02/DC 2009010006 SERVIER BENELUX S.A./N.V. LU 

COVERAM 10mg/5mg tabletten FR/H/0325/003 0536/09010008 SERVIER BENELUX S.A./N.V. LU 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 94/141 
 

Product Name (in 
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National Authorisation 
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MAH of product in the 
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Member State where 
product is authorised 

Co-Prestarium, 5 mg + 5 mg, 
tabletki 

FR/H/0325/001 14896 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

Coveram 5 mg-5 mg tabletit FR/H/325/01/DC 23480 LES LABORATOIRES SERVIER 
(SURESNES) 

FI 

BEATIL 4 mg/10 mg comprimate HU/H/0311/003 9970/2017/01 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

BEATIL 4 mg/5 mg comprimate HU/H/0311/001 9968/2017/01 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

BEATIL 8 mg/10 mg comprimate HU/H/0311/004 9971/2017/01 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

BEATIL 8 mg/5 mg comprimate HU/H/0311/002 9969/2017/01 GEDEON RICHTER ROMÂNIA 
S.A. 

RO 

VIDONORM 4 mg/10 mg tabletės HU/H/0311/003 LT/1/12/3029/005 GEDEON RICHTER PLC. LT 

VIDONORM 4 mg/10 mg tabletės HU/H/0311/003 LT/1/12/3029/006 GEDEON RICHTER PLC. LT 

Vidonorm 4 mg/10 mg tablety HU/H/0311/003 58/293/12-C GEDEON RICHTER PLC. CZ 
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Product Name (in 
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National Authorisation 
Number 

MAH of product in the 
member state 

Member State where 
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Vidonorm 8 mg/10 mg tablety HU/H/0311/004 58/294/12-C GEDEON RICHTER PLC. CZ 

Vidonorm 4 mg/10 mg tabletta HU/H/0311/003 OGYI-T-22147/02 GEDEON RICHTER PLC. HU 

Vidonorm 8 mg/10 mg tabletta HU/H/0311/004 OGYI-T-22147/04 GEDEON RICHTER PLC. HU 

Vidonorm 8 mg/10 mg tabletés HU/H/0311/004 LT/1/12/3029/007 GEDEON RICHTER PLC. LT 

Vidonorm 8 mg/10 mg tabletés HU/H/0311/004 LT/1/12/3029/008 GEDEON RICHTER PLC. LT 

VIDONORM 8 mg/10 mg tablety HU/H/0311/004 58/0170/12-S GEDEON RICHTER PLC. SK 

VIDONORM 4 mg/10 mg tablety HU/H/0311/003 58/0169/12-S GEDEON RICHTER PLC. SK 

Vidonorm 4 mg/5 mg tabletta HU/H/0311/001 OGYI-T-22147/01 GEDEON RICHTER PLC. HU 

Vidonorm 8 mg/5 mg tablety HU/H/0311/002 58/292/12-C GEDEON RICHTER PLC. CZ 
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VIDONORM 4 mg/5 mg tablety HU/H/0311/001 58/0167/12-S GEDEON RICHTER PLC. SK 

VIDONORM 8 mg/5 mg tablety HU/H/0311/002 58/0168/12-S GEDEON RICHTER PLC. SK 

Vidonorm 8 mg/5 mg tabletta HU/H/0311/002 OGYI-T-22147/03 GEDEON RICHTER PLC. HU 

VIDONORM 8 mg/5 mg tabletės HU/H/0311/002 LT/1/12/3029/003 GEDEON RICHTER PLC. LT 

VIDONORM 8 mg/5 mg tabletės HU/H/0311/002 LT/1/12/3029/004 GEDEON RICHTER PLC. LT 

Vidonorm 4 mg/5 mg tablety HU/H/0311/001 58/291/12-C GEDEON RICHTER PLC. CZ 

VIDONORM 4 mg/5 mg tabletės HU/H/0311/001 LT/1/12/3029/001 GEDEON RICHTER PLC. LT 

VIDONORM 4 mg/5 mg tabletės HU/H/0311/001 LT/1/12/3029/002 GEDEON RICHTER PLC. LT 

Priamlo 4 mg/5 mg, tabletid CZ/H/0474/001 877015 ZENTIVA, K.S. EE 
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MAH of product in the 
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Priamlo 4 mg/5 mg tablety CZ/H/0474/001 58/0286/15-S ZENTIVA, K.S. SK 

Perindopril + Amlodipina Zentiva 
4 mg + 5 mg comprimidos 

CZ/H/0474/001 5657341 ZENTIVA PORTUGAL, LDA PT 

Perindopril + Amlodipina Zentiva 
4 mg + 5 mg comprimidos 

CZ/H/0474/001 5657333 ZENTIVA PORTUGAL, LDA PT 

Приамло 4 mg/5 mg таблетки CZ/H/0474/001 20150280 ZENTIVA, K.S. BG 

Priamlo 4 mg/5 mg tablety CZ/H/0474/001 58/460/15-C ZENTIVA, K.S. CZ 

Perindopril e Amlodipina Zentiva 
4 mg/5 mg compresse 

CZ/H/0474/001 043424100 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva 
4 mg/5 mg compresse 

CZ/H/0474/001 043424011 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva 
4 mg/5 mg compresse 

CZ/H/0474/001 043424023 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva 
4 mg/5 mg compresse 

CZ/H/0474/001 043424035 ZENTIVA ITALIA SRL IT 
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PERINDOPRIL e AMLODIPINA 
DOC Generici 4 mg/5 mg 
compresse 

IT/H/0526/001 044161014 DOC GENERICI S.R.L. IT 

PERINDOPRIL e AMLODIPINA 
DOC Generici 4 mg/10 mg 
compresse 

IT/H/0526/002 044161026 DOC GENERICI S.R.L. IT 

PERINDOPRIL e AMLODIPINA 
DOC Generici 8 mg/5 mg 
compresse 

IT/H/0526/003 044161038 DOC GENERICI S.R.L. IT 

PERINDOPRIL e AMLODIPINA 
DOC Generici 8 mg/10 mg 
compresse 

IT/H/0526/004 044161040 DOC GENERICI S.R.L. IT 

Perindopril + Amlodipina 
Pentafarma 4 mg + 5 mg 
comprimidos 

not available 16/H/0004/001 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 4 mg + 5 mg 
comprimidos 

not available 5690052 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 4 mg + 10 mg 
comprimidos 

not available 16/H/0004/002 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 4 mg + 10 mg 
comprimidos 

not available 5690060 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 8 mg + 5 mg 
comprimidos 

not available 16/H/0004/003 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 
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Perindopril + Amlodipina 
Pentafarma 8 mg + 5 mg 
comprimidos 

not available 5690078 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 8 mg + 10 mg 
comprimidos 

not available 16/H/0004/004 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

Perindopril + Amlodipina 
Pentafarma 8 mg + 10 mg 
comprimidos 

not available 5690102 PENTAFARMA - SOCIEDADE 
TECNICO-MEDICINAL S.A. 

PT 

NORPREXANIL 5 mg/5 mg 
tablete 

not available HR-H-197631019 SERVIER PHARMA D.O.O -
CROATIA 

HR 

NORPREXANIL 5 mg/10 mg 
tablete 

not available HR-H-481735885 SERVIER PHARMA D.O.O -
CROATIA 

HR 

NORPREXANIL 10 mg/10 mg 
tablete 

not available HR-H-431897129 SERVIER PHARMA D.O.O -
CROATIA 

HR 

NORPREXANIL 10 mg/5 mg 
tablete 

not available HR-H-713394923 SERVIER PHARMA D.O.O -
CROATIA 

HR 

Амлеса 4 mg/5 mg таблетки not available 20120556 KRKA, D.D., NOVO MESTO BG 

Амлеса 4 mg/10 mg таблетки not available 20120557 KRKA, D.D., NOVO MESTO BG 
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Амлеса 8 mg/5 mg таблетки not available 20120558 KRKA, D.D., NOVO MESTO BG 

Амлеса 8 mg/10 mg таблетки not available 20120559 KRKA, D.D., NOVO MESTO BG 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/004 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/005 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/006 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/007 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/008 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/009 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/010 KRKA, D.D., NOVO MESTO SI 
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Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/011 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/015 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/016 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/017 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/018 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/019 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/020 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/021 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/022 KRKA, D.D., NOVO MESTO SI 
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Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/026 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/027 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/028 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/029 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/030 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/031 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/032 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/033 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/037 KRKA, D.D., NOVO MESTO SI 
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Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/038 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/039 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/040 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/041 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/042 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/043 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/044 KRKA, D.D., NOVO MESTO SI 

Peramlonorm 8 mg/5 mg 
tabletta 

SK/H/0200/003 OGYI-T-22129/10 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/5 mg 
tabletta 

SK/H/0200/003 OGYI-T-22129/09 TEVA GYÓGYSZERGYÁR ZRT HU 
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Peramlonorm 8 mg/10 mg 
tabletta 

SK/H/0200/004 OGYI-T-22129/13 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/10 mg 
tabletta 

SK/H/0200/004 OGYI-T-22129/15 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/10 mg 
tabletta 

SK/H/0200/002 OGYI-T-22129/06 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/10 mg 
tabletta 

SK/H/0200/004 OGYI-T-22129/16 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/10 mg 
tabletta 

SK/H/0200/004 OGYI-T-22129/14 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/5 mg 
tabletta 

SK/H/0200/003 OGYI-T-22129/11 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/5 mg 
tabletta 

SK/H/0200/001 OGYI-T-22129/01 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/5 mg 
tabletta 

SK/H/0200/001 OGYI-T-22129/03 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/5 mg 
tabletta 

SK/H/0200/001 OGYI-T-22129/02 TEVA GYÓGYSZERGYÁR ZRT HU 
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Peramlonorm 4 mg/10 mg 
tabletta 

SK/H/0200/002 OGYI-T-22129/05 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 8 mg/5 mg 
tabletta 

SK/H/0200/003 OGYI-T-22129/12 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/10 mg 
tabletta 

SK/H/0200/002 OGYI-T-22129/07 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/10 mg 
tabletta 

SK/H/0200/002 OGYI-T-22129/08 TEVA GYÓGYSZERGYÁR ZRT HU 

Peramlonorm 4 mg/5 mg 
tabletta 

SK/H/0200/001 OGYI-T-22129/04 TEVA GYÓGYSZERGYÁR ZRT HU 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/001 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/012 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/023 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/034 KRKA, D.D., NOVO MESTO SI 
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Perindopril/Amlodipine Krka, 4 
mg + 5 mg, tabletki 

SK/H/0200/001 18772 KRKA, D.D., NOVO MESTO PL 

Perindopril/Amlodipine Krka, 4 
mg + 10 mg, tabletki 

SK/H/0200/002 18773 KRKA, D.D., NOVO MESTO PL 

Perindopril/Amlodipine Krka, 8 
mg + 5 mg, tabletki 

SK/H/0200/003 18774 KRKA, D.D., NOVO MESTO PL 

Perindopril/Amlodipine Krka, 8 
mg + 10 mg, tabletki 

SK/H/0200/004 18775 KRKA, D.D., NOVO MESTO PL 

Perindopril/Amlodipin Krka 4 
mg/5 mg tablety 

SK/H/0200/ 001 58/0077/12-S KRKA, D.D., NOVO MESTO SK 

Perindopril/Amlodipin Krka 4 
mg/10 mg tablety 

SK/H/0200/ 002 58/0078/12-S KRKA, D.D., NOVO MESTO SK 

Perindopril/Amlodipin Krka 8 
mg/5 mg tablety 

SK/H/0200/ 003 58/0079/12-S KRKA, D.D., NOVO MESTO SK 

Perindopril/Amlodipin Krka 8 
mg/10 mg tablety 

SK/H/0200/ 004 58/0080/12-S KRKA, D.D., NOVO MESTO SK 

Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/002 KRKA, D.D., NOVO MESTO SI 
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Perindopril/amlodipin Krka 4 
mg/5 mg tablete 

SK/H/0200/001 H/12/01244/003 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/013 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 4 
mg/10 mg tablete 

SK/H/0200/002 H/12/01244/014 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/024 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/5 mg tablete 

SK/H/0200/003 H/12/01244/025 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/035 KRKA, D.D., NOVO MESTO SI 

Perindopril/amlodipin Krka 8 
mg/10 mg tablete 

SK/H/0200/004 H/12/01244/036 KRKA, D.D., NOVO MESTO SI 

Priamlo 8 mg/5 mg, tabletid CZ/H/0474/003 877215 ZENTIVA, K.S. EE 

Perindopril + Amlodipina Zentiva 
8 mg + 5 mg comprimidos 

CZ/H/0474/003 5657366 ZENTIVA PORTUGAL, LDA PT 
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Priamlo 8 mg/5 mg tablety CZ/H/0474/003 58/0289/15-S ZENTIVA, K.S. SK 

Приамло 8 mg/5 mg таблетки CZ/H/0474/003 20150281 ZENTIVA, K.S. BG 

Priamlo 8 mg/5 mg tablety CZ/H/0474/003 58/462/15-C ZENTIVA, K.S. CZ 

Perindopril e Amlodipina Zentiva  
8 mg/5 mg compresse  

CZ/H/0474/003 043424074 ZENTIVA ITALIA SRL IT 

Perindopril e Amlodipina Zentiva  
8 mg/5 mg compresse  

CZ/H/0474/003 043424062 ZENTIVA ITALIA SRL IT 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/01 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/02 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/03 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/04 KRKA, D.D., NOVO MESTO HU 
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Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/05 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/06 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/07 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 5 mg tabletta not available OGYI-T-21727/08 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/09 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/10 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/11 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/12 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/13 KRKA, D.D., NOVO MESTO HU 
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Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/14 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/15 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/ 10 mg tabletta not available OGYI-T-21727/16 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/17 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/18 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/19 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/20 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/21 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/22 KRKA, D.D., NOVO MESTO HU 
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Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/23 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 5 mg tabletta not available OGYI-T-21727/24 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/25 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/26 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/27 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/28 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/29 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/30 KRKA, D.D., NOVO MESTO HU 

Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/31 KRKA, D.D., NOVO MESTO HU 
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Dalnessa 8 mg/ 10 mg tabletta not available OGYI-T-21727/32 KRKA, D.D., NOVO MESTO HU 

Dalnessa 4 mg/10 mg tabletes not available 11-0405 TAD PHARMA GMBH LV 

Dalnessa 4 mg/5 mg tabletes not available 11-0406 TAD PHARMA GMBH LV 

Dalnessa 8 mg/10 mg tabletes not available 11-0407 TAD PHARMA GMBH LV 

Dalnessa 8 mg/5 mg tabletes not available 11-0408 TAD PHARMA GMBH LV 

Perindopril + Amlodipina toLife 4 
mg + 5 mg comprimidos 

19/H/0002/001 5781042 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Perindopril + Amlodipina toLife 8 
mg + 10 mg comprimidos 

19/H/0002/004 5781109 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Perindopril + Amlodipina toLife 8 
mg + 5 mg comprimidos 

19/H/0002/003 5781075 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Perindopril + Amlodipina toLife 4 
mg + 5 mg comprimidos 

19/H/0002/001 5781059 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 113/141 
 

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 

Perindopril + Amlodipina toLife 4 
mg + 10 mg comprimidos 

19/H/0002/002 5781067 TOLIFE - PRODUTOS 
FARMACÊUTICOS, S.A. 

PT 

Covercard 3,5 mg/2,5 mg 
tabletta 

IT/H/0375/001 OGYI-T-20572/05 EGIS PHARMACEUTICALS PLC HU 

Covercard 7 mg/5 mg tabletta IT/H/0375/002 OGYI-T-20572/06 EGIS PHARMACEUTICALS PLC HU 

Prestalia 7 mg/5 mg tabletes IT/H/375/02/DC 15-0093 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Prestalia 3,5 mg/2,5 mg tabletes IT/H/375/01/DC 15-0092 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148016 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148067 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148030 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148093 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148028 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/375/01/DC 043148105 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148079 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148081 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148093 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148105 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148168 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148168 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148194 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Prestalia 3,5 mg/2,5 mg 
compresse 

IT/H/0375/001 043148182 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148218 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 7 mg/5 mg compresse IT/H/0375/002 043148206 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Prestalia 3,5 mg/2,5 mg δισκία IT/H/375/01/DC 17306/04-03-2021 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

Prestalia 7 mg/5 mg δισκία IT/H/375/02/DC 17307/04-03-2021 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/001 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/007 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/013 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/019 KRKA, D.D., NOVO MESTO LT 
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Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/002 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/003 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/004 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/005 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/5 mg tabletės not available LT/1/11/2466/006 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/008 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/009 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/010 KRKA, D.D., NOVO MESTO LT 

Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/011 KRKA, D.D., NOVO MESTO LT 
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Amlessa 4 mg/10 mg tabletės not available LT/1/11/2466/012 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/014 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/015 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/016 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/017 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/5 mg tabletės not available LT/1/11/2466/018 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/020 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/021 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/022 KRKA, D.D., NOVO MESTO LT 
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Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/023 KRKA, D.D., NOVO MESTO LT 

Amlessa 8 mg/10 mg tabletės not available LT/1/11/2466/024 KRKA, D.D., NOVO MESTO LT 

TAKAWITA 4 mg/5 mg 
compresse 

not available 045137015 ERREKAPPA EUROTERAPICI 
SPA 

IT 

TAKAWITA 4 mg/10 mg 
compresse 

not available 045137027 ERREKAPPA EUROTERAPICI 
SPA 

IT 

TAKAWITA 8 mg/5 mg 
compresse 

not available 045137039 ERREKAPPA EUROTERAPICI 
SPA 

IT 

TAKAWITA 8 mg/10 mg 
compresse 

not available 045137041 ERREKAPPA EUROTERAPICI 
SPA 

IT 

Запринел А 5 mg/10 mg 
таблетки 

NL/H/2842/002 20140136 TEVA B.V BG 

Запринел А 10 mg/5 mg 
таблетки 

NL/H/2842/003 20140140 TEVA B.V BG 

ЗАПРИНЕЛ А 10 mg/10 mg 
таблетки 

NL/H/2842/004 20140127 TEVA B.V BG 
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Perindopril/Amlodipine Teva, 5 
mg/5 mg tabletid 

NL/H/2842/001 838814 TEVA PHARMA B.V. EE 

Perindopril/Amlodipine Teva, 10 
mg/5 mg tabletid 

NL/H/2842/003 838714 TEVA PHARMA B.V. EE 

Perindopril/Amlodipine Teva, 10 
mg/10 mg tabletid 

NL/H/2842/004 838414 TEVA PHARMA B.V. EE 

Perindopril/Amlodipine Teva, 5 
mg/10 mg tabletid 

NL/H/2842/002 838614 TEVA PHARMA B.V. EE 

Запринел А 5 mg/5 mg 
таблетки 

NL/H/2842/001 20140135 TEVA B.V BG 

Vilpin Combi, 10 mg + 5 mg, 
tabletki 

NL/H/2842/003 21862 TEVA PHARMACEUTICALS 
POLSKA SP. Z O.O. 

PL 

Perindopril tosilate/amlodipin 
Teva 5 mg/10 mg tablety 

NL/H/2842/003 58/222/14-C TEVA PHARMACEUTICALS CR, 
S.R.O. 

CZ 

Vilpin Combi, 10 mg + 10 mg, 
tabletki 

NL/H/2842/004 21863 TEVA PHARMACEUTICALS 
POLSKA SP. Z O.O. 

PL 

Vilpin Combi, 5 mg + 10 mg, 
tabletki 

NL/H/2842/002 21861 TEVA PHARMACEUTICALS 
POLSKA SP. Z O.O. 

PL 
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Perindopril/Amlodipine Teva 5 
mg/5 mg tabletes 

NL/H/2842/001 14-0084 TEVA PHARMA B.V. LV 

Vilpin Combi, 5 mg + 5 mg, 
tabletki 

NL/H/2842/001 21860 TEVA PHARMACEUTICALS 
POLSKA SP. Z O.O. 

PL 

Perindopril tosilate/amlodipin 
Teva 5 mg/5 mg tablety 

NL/H/2842/001 58/221/14-C TEVA PHARMACEUTICALS CR, 
S.R.O. 

CZ 

Perindopril/Amlodipine Teva 10 
mg/10 mg tabletes 

NL/H/2842/004 14-0087 TEVA PHARMA B.V. LV 

Perindopril tosilate/ Amlodipine 
Teva 10 mg/5 mg Tablets 

NL/H/2842/002 PA 749/197/003 TEVA PHARMA B.V. IE 

Perindopril/Amlodipine Teva 10 
mg/5 mg tabletes 

NL/H/2842/003 14-0086 TEVA PHARMA B.V. LV 

Perindopril tosilate/ Amlodipine 
Teva 5 mg/5 mg Tablets 

NL/H/2842/001 PA0749/197/001 TEVA PHARMA B.V. IE 

Perindopril/Amlodipine Teva 5 
mg/10 mg tabletes 

NL/H/2842/002 14-0085 TEVA PHARMA B.V. LV 

Perindopril tosilate/ Amlodipine 
Teva 10 mg/10 mg Tablets 

NL/H/2842/004 PA 749/197/004 TEVA PHARMA B.V. IE 
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Perindopril tosilate/amlodipin 
Teva 10 mg/10 mg tablety 

NL/H/2842/004 58/224/14-C TEVA PHARMACEUTICALS CR, 
S.R.O. 

CZ 

Perindopril tosilate/amlodipin 
Teva 10 mg/5 mg tablety 

NL/H/2842/002 58/223/14-C TEVA PHARMACEUTICALS CR, 
S.R.O. 

CZ 

Perindopril tosilate/ Amlodipine 
Teva 5 mg/10 mg Tablets 

NL/H/2842/003 PA 749/197/002 TEVA PHARMA B.V. IE 

Peramteva® 5 mg/10 mg 
Tabletten 

NL/H/2842/003 BE451546 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 5 mg/5 mg 
Tabletten 

NL/H/2842/001 BE451537 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 10 mg/10 mg 
Tabletten 

NL/H/2842/004 BE451564 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 10 mg/5 mg 
Tabletten 

NL/H/2842/002 BE451555 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569196 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569172 TEVA ITALIA S.R.L. IT 
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PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569184 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569119 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569121 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569018 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569208 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569107 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569095 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569133 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569145 TEVA ITALIA S.R.L. IT 
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PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569158 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569083 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569044 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569057 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569160 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569020 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569069 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569210 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569032 TEVA ITALIA S.R.L. IT 
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PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569071 TEVA ITALIA S.R.L. IT 

Perindopril + Amlodipina 
Ratiopharm 5 mg + 5 mg 
Comprimidos 

NL/H/2842/001 5615653 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Perindopril + Amlodipina 
Ratiopharm 10 mg + 5 mg 
Comprimidos 

NL/H/2842/002 5615703 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Perindopril + Amlodipina 
Ratiopharm 5 mg + 10 mg 
Comprimidos 

NL/H/2842/003 5618202 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Perindopril tosilaat/Amlodipine 
Teva 5 mg/5 mg, tabletten 

NL/H/2842/001 RVG 113216 TEVA NEDERLAND B.V. NL 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/5 mg compresse 

NL/H/2842/002 042569246 TEVA ITALIA S.R.L. IT 

Perindopril + Amlodipina 
Ratiopharm 5 mg + 5 mg 
Comprimidos 

NL/H/2842/001 5622675 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/5 mg compresse 

NL/H/2842/001 042569222 TEVA ITALIA S.R.L. IT 

PERINDOPRIL E AMLODIPINA 
TEVA 5 mg/10 mg compresse 

NL/H/2842/003 042569234 TEVA ITALIA S.R.L. IT 
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Perindopril tosilaat/Amlodipine 
Teva 10 mg/5 mg, tabletten 

NL/H/2842/002 RVG 113218 TEVA NEDERLAND B.V. NL 

Perindopril tosilaat/Amlodipine 
Teva 10 mg/10 mg, tabletten 

NL/H/2842/004 RVG 113219 TEVA NEDERLAND B.V. NL 

Perindopril tosilaat/Amlodipine 
Teva 5 mg/10 mg, tabletten 

NL/H/2842/003 RVG 113217 TEVA NEDERLAND B.V. NL 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/011 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/016 TEVA PHARMA B.V. SI 

PERINDOPRIL E AMLODIPINA 
TEVA 10 mg/10 mg compresse 

NL/H/2842/004 042569259 TEVA ITALIA S.R.L. IT 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/001 TEVA PHARMA B.V. SI 

Peramteva® 5 mg/5 mg 
comprimés 

NL/H/2842/001 BE451537 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 5 mg/10 mg 
comprimés 

NL/H/2842/003 BE451546 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 
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Peramteva® 10 mg/10 mg 
comprimés 

NL/H/2842/004 BE451564 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 10 mg/5 mg 
comprimés 

NL/H/2842/002 BE451555 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 5 mg/10 mg 
Tabletten 

NL/H/2842/003 BE451546 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 10 mg/10 mg 
Tabletten 

NL/H/2842/004 BE451564 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 5 mg/5 mg 
Tabletten 

NL/H/2842/001 BE451537 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Peramteva® 10 mg/5 mg 
Tabletten 

NL/H/2842/002 BE451555 TEVA PHARMA BELGIUM 
N.V./S.A 

BE 

Perindopril + Amlodipina 
Ratiopharm 10 mg + 10 mg 
Comprimidos 

NL/H/2842/004 5615711 RATIOPHARM-COMERCIO E 
INDUSTRIA DE PRODUTOS 
FARMACEUTICOS LDA 

PT 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/005 TEVA PHARMA B.V. SI 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/003 TEVA PHARMA B.V. SI 
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Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/004 TEVA PHARMA B.V. SI 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/002 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/006 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/007 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/008 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/010 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/009 TEVA PHARMA B.V. SI 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/012 TEVA PHARMA B.V. SI 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/013 TEVA PHARMA B.V. SI 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 128/141 
 

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 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/015 TEVA PHARMA B.V. SI 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/014 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/017 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/018 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/020 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/019 TEVA PHARMA B.V. SI 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/021 TEVA PHARMA B.V. SI 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/022 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/023 TEVA PHARMA B.V. SI 
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Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/025 TEVA PHARMA B.V. SI 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/024 TEVA PHARMA B.V. SI 

Perodilam 5 mg/5 mg tablete NL/H/2842/001 H/15/01979/026 TEVA PHARMA B.V. SI 

Perodilam 5 mg/10 mg tablete NL/H/2842/003 H/15/01979/027 TEVA PHARMA B.V. SI 

Perodilam 10 mg/5 mg tablete NL/H/2842/002 H/15/01979/028 TEVA PHARMA B.V. SI 

Perodilam 10 mg/10 mg tablete NL/H/2842/004 H/15/01979/029 TEVA PHARMA B.V. SI 

Dalnessa, 8 mg/10 mg tabletid not available 802012 KRKA, D.D., NOVO MESTO EE 

Dalnessa, 8 mg/5 mg tabletid not available 802112 KRKA, D.D., NOVO MESTO EE 

Dalnessa, 4 mg/5 mg tabletid not available 802212 KRKA, D.D., NOVO MESTO EE 
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Dalnessa, 4 mg/10 mg tabletid not available 802312 KRKA, D.D., NOVO MESTO EE 

Perindopril tert-
butylamine/Amlodipine Sandoz 4 
mg/5 mg, tabletten 

SK/H/0199/001 RVG 107806 SANDOZ B.V. NL 

Perindopril tert-
butylamine/Amlodipine Sandoz 4 
mg/10 mg, tabletten 

SK/H/0199/002 RVG 107807 SANDOZ B.V. NL 

Perindopril tert-
butylamine/Amlodipine Sandoz 8 
mg/5 mg, tabletten 

SK/H/0199/003 RVG 107808 SANDOZ B.V. NL 

Perindopril tert-
butylamine/Amlodipine Sandoz 8 
mg/10 mg, tabletten 

SK/H/0199/004 RVG 107809 SANDOZ B.V. NL 

Viacoram IT/H/0374/001 53247 LES LABORATOIRES SERVIER 
(SURESNES) 

DK 

Viacoram IT/H/0374/002 53248 LES LABORATOIRES SERVIER 
(SURESNES) 

DK 

Viacoram 3.5 mg/2.5 mg tablets IT/H/374/01/DC PA0568/027/001 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 

Viacoram 7 mg/5 mg tablets IT/H/374/02/DC PA0568/027/002 LES LABORATOIRES SERVIER 
(SURESNES) 

IE 
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Co-Prestarium Initio, 3,5 mg + 
2,5 mg, tabletki 

IT/H/374/01/DC 22472 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

Co-Prestarium Initio, 7 mg + 5 
mg, tabletki 

IT/H/374/02/DC 22473 LES LABORATOIRES SERVIER 
(SURESNES) 

PL 

Viacoram 3,5 mg/2,5 mg 
Tabletten 

IT/H/374/01/DC 90826.00.00 LES LABORATOIRES SERVIER 
(SURESNES) 

DE 

Viacoram 7 mg/5 mg Tabletten IT/H/374/02/DC 90827.00.00 LES LABORATOIRES SERVIER 
(SURESNES) 

DE 

Viacoram 7 mg/5 mg 
comprimidos 

IT/H/374/02/DC 79868 LES LABORATOIRES SERVIER 
(SURESNES) 

ES 

Viacoram 3,5 mg/2,5 mg 
comprimidos 

IT/H/0374/001 79871 LES LABORATOIRES SERVIER 
(SURESNES) 

ES 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/006 SERVIER PHARMA D.O.O SI 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/001 SERVIER PHARMA D.O.O SI 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/002 SERVIER PHARMA D.O.O SI 
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VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/003 SERVIER PHARMA D.O.O SI 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/005 SERVIER PHARMA D.O.O SI 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/004 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/007 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/010 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/009 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/008 SERVIER PHARMA D.O.O SI 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 550 127 1 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 300 357 7 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 
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Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 550 127 0 2 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 300 357 8 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 300 357 9 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 300 358 1 8 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 300 358 0 1 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 550 127 2 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 300 358 2 5 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 550 127 4 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Viacoram 7 mg/5 mg tabletes IT/H/374/02/DC 15-0095 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 
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Viacoram 3,5 mg/2,5 mg 
tabletes 

IT/H/374/01/DC 15-0094 LES LABORATOIRES SERVIER 
(SURESNES) 

LV 

Престариум Ко старт 3,5 
mg/2,5 mg таблетки 

IT/H/374/01/DC 20150182 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

Престариум Ко старт 7 mg/5 mg 
таблетки 

IT/H/374/02/DC 20150183 LES LABORATOIRES SERVIER 
(SURESNES) 

BG 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147014 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147065 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147077 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147026 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147053 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147040 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 
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Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147038 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147166 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147089 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147091 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147178 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147103 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147180 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147192 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/012 SERVIER PHARMA D.O.O SI 
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VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/011 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/013 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/014 SERVIER PHARMA D.O.O SI 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/003 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/005 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/004 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/011 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/001 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/002 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 
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Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/013 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/006 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/008 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/007 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/010 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/014 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/012 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/009 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg/5 mg δισκία IT/H/0374/002 022643 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 
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Viacoram 3,5 mg/2,5 mg δισκία IT/H/0374/001 022642 LES LABORATOIRES SERVIER 
(SURESNES) 

CY 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 301 382 2 9 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 301 382 4 3 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 3.5 mg/2.5 mg, 
comprimé 

IT/H/374/01/DC 34009 301 382 5 0 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Amplival 7 mg/5 mg, comprimé IT/H/374/02/DC 34009 301 382 3 6 LES LABORATOIRES SERVIER 
(SURESNES) 

FR 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/016 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727//017 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 7 mg / 5 mg tabletės IT/H/374/02/DC LT/1/15/3727/018 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 

Viacoram 3,5 mg / 2,5 mg 
tabletės 

IT/H/374/01/DC LT/1/15/3727/015 LES LABORATOIRES SERVIER 
(SURESNES) 

LT 



 
List of nationally authorised medicinal products   
EMA/382258/2015  Page 139/141 
 

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 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147204 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 3,5 mg/2,5 mg 
compresse 

IT/H/0374/001 043147216 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147230 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

Viacoram 7 mg/5 mg compresse IT/H/0374/002 043147228 LES LABORATOIRES SERVIER 
(SURESNES) 

IT 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/016 SERVIER PHARMA D.O.O SI 

VIACORAM 3,5 mg/2,5 mg 
tablete 

IT/H/374/01/DC H/15/02053/015 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/017 SERVIER PHARMA D.O.O SI 

VIACORAM 7 mg/5 mg tablete IT/H/374/02/DC H/15/02053/018 SERVIER PHARMA D.O.O SI 

Viacoram 3,5 mg/2,5 mg δισκία IT/H/374/01/DC 20652/05-03-2021 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 
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Viacoram 7 mg/5 mg δισκία IT/H/374/02/DC 20653/05-03-2021 SERVIER HELLAS 
PHARMACEUTICALS LTD 

GR 

VIACORAM 3,5mg/2,5mg IT/H/374/01/DC 58/0163/15-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 
AKCYJNA 

SK 

VIACORAM 7 mg/5 mg IT/H/374/02/DC 58/0164/15-S ANPHARM 
PRZEDSIĘBIORSTWO 
FARMACEUTYCZNE SPÓŁKA 
AKCYJNA 

SK 

Tonarssa 4 mg/5 mg tablety not available 58/438/11-C KRKA, D.D., NOVO MESTO CZ 

Tonarssa 4 mg/10 mg tablety not available 58/439/11-C KRKA, D.D., NOVO MESTO CZ 

Tonarssa 8 mg/5 mg tablety not available 58/440/11-C KRKA, D.D., NOVO MESTO CZ 

Tonarssa 8 mg/10 mg tablety not available 58/441/11-C KRKA, D.D., NOVO MESTO CZ 

Perindopril + Amlodipina Farmoz  
4 mg + 5 mg comprimidos 

not available 16/H/0007/001 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
4 mg + 5 mg comprimidos 

not available 5690011 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 
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Perindopril + Amlodipina Farmoz  
4 mg + 10 mg comprimidos 

not available 16/H/0007/002 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
4 mg + 10 mg comprimidos 

not available 5690029 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
8 mg + 5 mg comprimidos 

not available 16/H/0007/003 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
8 mg + 5 mg comprimidos 

not available 5690037 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
8 mg + 10 mg comprimidos 

not available 16/H/0007/004 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

Perindopril + Amlodipina Farmoz  
8 mg + 10 mg comprimidos 

not available 5690045 FARMOZ - SOCIEDADE 
TÉCNICO MEDICINAL, S.A. 

PT 

 


