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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 

Absenor Depot 300 mg 
depottabletter 

not available 15698 ORION CORPORATION SE 

Absenor Depot 500 mg 
depottabletter 

not available 15699 ORION CORPORATION SE 

Absenor enterotabletter 
100 mg 

not available 9683 ORION CORPORATION SE 

Absenor enterotabletter 
300 mg 

not available 9684 ORION CORPORATION SE 

Absenor enterotabletter 
500 mg 

not available 9685 ORION CORPORATION SE 

Absenor oral lösning 60 
mg/ml 

not available 9686 ORION CORPORATION SE 

Absenor orala droppar, 
lösning 200 mg/ml 

not available 9507 ORION CORPORATION SE 

Convulex 100 mg/ml 
oldatos injekció 

not available OGYI-T-1112/13 G.L. PHARMA GMBH HU 

Convulex 300 mg 
maagsapresistente 
capsules 

not available BE115586 G.L. PHARMA GMBH BE 

Convulex 500 mg 
maagsapresistente 
capsules 

not available BE123076 G.L. PHARMA GMBH BE 

Delepsine Retard, 
depottabletter 

not available 17606 ORION CORPORATION DK 

Delepsine Retard, 
depottabletter 

not available 17605 ORION CORPORATION DK 

Delepsine, 
enterotabletter 

not available 10293 ORION CORPORATION DK 

Delepsine, 
enterotabletter 

not available 10295 ORION CORPORATION DK 

Delepsine, 
enterotabletter 

not available 10294 ORION CORPORATION DK 

Delepsine, oral opløsning not available 10329 ORION CORPORATION DK 
Delepsine, orale dråber, not available 10655 ORION CORPORATION DK 
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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 

opløsning 
DEPAKIN 100 mg 
granulato a rilascio 
modificato 

not available 022483150 SANOFI S.R.L. IT 

DEPAKIN 100 mg 
granulato a rilascio 
modificato 

not available 022483147 SANOFI S.R.L. IT 

DEPAKIN 1000 mg 
granulato a rilascio 
modificato 

not available 022483224 SANOFI S.R.L. IT 

DEPAKIN 1000 mg 
granulato a rilascio 
modificato 

not available 022483236 SANOFI S.R.L. IT 

DEPAKIN 200 mg 
compresse 
gastroresistenti 

not available 022483248 SANOFI S.P.A IT 

DEPAKIN 200 mg 
compresse 
gastroresistenti 

not available 022483010 SANOFI S.P.A IT 

DEPAKIN 200 mg/ml 
soluzione orale 

not available 022483034 SANOFI S.P.A IT 

DEPAKIN 250 mg 
granulato a rilascio 
modificato 

not available 022483162 SANOFI S.R.L. IT 

DEPAKIN 250 mg 
granulato a rilascio 
modificato 

not available 022483174 SANOFI S.R.L. IT 

DEPAKIN 400mg/4ml 
polvere e solvente per 
soluzione per infusione 

not available 022483061 SANOFI S.P.A IT 

DEPAKIN 500 mg 
compresse 
gastroresistenti 

not available 022483251 SANOFI S.P.A IT 

DEPAKIN 500 mg not available 022483186 SANOFI S.R.L. IT 
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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 

granulato a rilascio 
modificato 
DEPAKIN 500 mg 
granulato a rilascio 
modificato 

not available 022483198 SANOFI S.R.L. IT 

DEPAKIN 750 mg 
granulato a rilascio 
modificato 

not available 022483200 SANOFI S.R.L. IT 

DEPAKIN 750 mg 
granulato a rilascio 
modificato 

not available 022483212 SANOFI S.R.L. IT 

DEPAKIN CHRONO 300 
mg compresse a rilascio 
prolungato 

not available 022483109 SANOFI S.R.L. IT 

DEPAKIN CHRONO 500 
mg compresse a rilascio 
prolungato 

not available 022483111 SANOFI S.R.L. IT 

DEPAKINE 100 MG/ML 
POLVO Y DISOLVENTE 
PARA SOLUCION 
INYECTABLE 

not available 60352 SANOFI-AVENTIS, S.A. ES 

DEPAKINE 100 MG/ML 
POR ES OLDOSZER 
OLDATOS INJEKCIOHOZ 

not available OGYI-T-5527/05 SANOFI-AVENTIS ZRT HU 

DEPAKINE 100 MG/ML 
POR ES OLDOSZER 
OLDATOS INJEKCIOHOZ 

not available OGYI-T-5527/01 SANOFI-AVENTIS ZRT HU 

Depakine 200 mg 
comprimate 
gastrorezistente 

not available 11542/2019/01 SANOFI ROMANIA SRL RO 

DEPAKINE 200 MG 
COMPRIMIDOS 
GASTRORRESISTENTES 

not available 48827 SANOFI-AVENTIS, S.A. ES 

DEPAKINE 200 MG not available 48827 SANOFI-AVENTIS, S.A. ES 
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authorisation country) 

MRP/DCP 
Authorisation 
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National Authorisation Number MAH of product in the 
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Member State where 
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COMPRIMIDOS 
GASTRORRESISTENTES 
DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 330 536 1 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 302 929 2 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 339 265 0 2 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 344 449 9 9 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 344 450 7 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 200 mg, 
comprimé gastro-
résistant 

not available 34009 344 448 2 1 SANOFI-AVENTIS FRANCE FR 

Depakine 200 mg/ml 
solução oral 

not available 9729400 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine 200 mg/ml 
solución oral 

not available 48828 SANOFI-AVENTIS, S.A. ES 

DEPAKINE 200 mg/ml, 
solution buvable 

not available 34009 302 930 0 3 SANOFI-AVENTIS FRANCE FR 

Depakine 300 mg/5 ml 
siroop 

not available BE110923 SANOFI BELGIUM BE 

Depakine 300 mg/5 ml 
sirop 

not available BE110923 SANOFI BELGIUM BE 

Depakine 300 mg/5 ml 
sirop 

not available 0029320 SANOFI BELGIUM LU 

Depakine 300 mg/5 ml 
Sirup 

not available BE110923 SANOFI BELGIUM BE 
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Product Name (in 
authorisation country) 

MRP/DCP 
Authorisation 
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National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

Depakine 300 mg/ml 
drank 

not available BE048316 SANOFI BELGIUM BE 

Depakine 300 mg/ml 
Lösung zum Einnehmen 

not available BE048316 SANOFI BELGIUM BE 

Depakine 300 mg/ml 
solution buvable 

not available BE048316 SANOFI BELGIUM BE 

DEPAKINE 300 MG/ML 
SOLUTION BUVABLE 

not available 0029317 SANOFI BELGIUM LU 

Depakine 300 mg/ml 
Tropfen 

not available 15.699 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine 40 mg/ml 
xarope 

not available 2829091 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine 400 mg/4 ml 
pó e solvente para 
solução injetável 

not available 8729418 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine 400 mg/4 ml 
pó e solvente para 
solução injetável 

not available 5768106 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine 400 mg/4 ml 
prášek a rozpouštědlo 
pro injekční roztok 

not available 21/265/96-C SANOFI-AVENTIS SRO CZ 

Depakine 400 mg/4 ml 
prášek a rozpouštědlo 
pro injekční roztok 

not available 21/265/96-C SANOFI-AVENTIS SRO CZ 

Depakine 400 mg/4 ml 
prášek a rozpouštědlo 
pro injekční roztok 

not available 21/265/96-C SANOFI-AVENTIS SRO CZ 

Depakine 400 mg/4 ml 
prášok a rozpúšťadlo na 
injekčný roztok 

not available 21/0674/96-S SANOFI-AVENTIS SLOVAKIA 
SRO 

SK 

Depakine 400 mg/4 ml 
prášok a rozpúšťadlo na 
injekčný roztok 

not available 21/0674/96-S SANOFI-AVENTIS SLOVAKIA 
SRO 

SK 

DEPAKINE 400mg/4ml, not available 34009 325 576 9 1 SANOFI-AVENTIS FRANCE FR 



 
 
List of nationally authorised medicinal products   
EMA/700665/2021  Page 7/44 
 
 

Product Name (in 
authorisation country) 

MRP/DCP 
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National Authorisation Number MAH of product in the 
member state 
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préparation injectable 
pour voieI.V. 
DEPAKINE 400mg/4ml, 
préparation injectable 
pour voieI.V. 

not available 34009 554 104 8 5 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 400mg/4ml, 
préparation injectable 
pour voieI.V. 

not available 34009 550 628 7 5 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 MG 
COMPRIMIDOS 
GASTRORRESISTENTES 

not available 54470 SANOFI-AVENTIS, S.A. ES 

DEPAKINE 500 MG 
COMPRIMIDOS 
GASTRORRESISTENTES 

not available 54470 SANOFI-AVENTIS, S.A. ES 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 319 227 6 6 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 339 264 4 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 360 921 0 5 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 344 453 6 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 344 451 3 2 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-
résistant 

not available 34009 360 922 7 3 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 500 mg, 
comprimé gastro-

not available 34009 360 922 7 3 SANOFI-AVENTIS FRANCE FR 
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MRP/DCP 
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National Authorisation Number MAH of product in the 
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résistant 
Depakine 57,64 mg/ml 
sirop 

not available 11541/2019/01 SANOFI ROMANIA SRL RO 

Depakine 57,64 mg/ml 
sirop 

not available 11541/2019/02 SANOFI ROMANIA SRL RO 

Depakine 57,64 mg/ml 
sirup 

not available 21/312/99-C SANOFI-AVENTIS SRO CZ 

Depakine 57,64 mg/ml 
sīrups 

not available 96-0149 SANOFI-AVENTIS LATVIA 
SIA 

LV 

DEPAKINE 57,64 mg/ml, 
sirop 

not available 34009 326 346 7 5 SANOFI-AVENTIS FRANCE FR 

DEPAKINE 57,64 mg/ml, 
sirop 

not available 34009 326 345 0 7 SANOFI-AVENTIS FRANCE FR 

Depakine 57,64 mg/ml 
sirupas 

not available LT/1/94/0973/001 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available 41972/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
DEPAKINE CHRONO not available R/6944 SANOFI-AVENTIS SP Z.O.O. PL 
DEPAKINE CHRONO not available R/6944 SANOFI-AVENTIS SP Z.O.O. PL 
DEPAKINE CHRONO not available R/6944 SANOFI-AVENTIS SP Z.O.O. PL 
DEPAKINE CHRONO 
(SPHERE) 100 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 100 mg, 
κοκκία ελεγχόμενης 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
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αποδέσμευσης. 
DEPAKINE CHRONO 
(SPHERE) 100 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 100 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 1000 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 1000 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 1000 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 1000 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 250 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO 
(SPHERE) 250 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE CHRONO not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
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National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

(SPHERE) 250 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 
DEPAKINE CHRONO 
(SPHERE) 250 mg, 
κοκκία ελεγχόμενης 
αποδέσμευσης. 

not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

Depakine Chrono 300 
300 mg comprimidos de 
libertação prolongada 

not available 5493531 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 300 
300 mg comprimidos de 
libertação prolongada 

not available 8729335 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 300 
300 mg comprimidos de 
libertação prolongada 

not available 8729343 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 300 
300 mg comprimidos de 
libertação prolongada 

not available 5168307 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 300 
300 mg comprimidos de 
libertação prolongada 

not available 5169578 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 300 mg 
comprimate cu eliberare 
prelungita 

not available 11543/2019/01 SANOFI ROMANIA SRL RO 

Depakine Chrono 300 mg 
comprimés à libération 
prolongée 

not available BE532551 SANOFI BELGIUM BE 

Depakine Chrono 300 mg 
comprimés à libération 
prolongée 

not available BE166512 SANOFI BELGIUM BE 

Depakine Chrono 300 mg 
comprimés à libération 
prolongée 

not available BE166512 SANOFI BELGIUM BE 
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DEPAKINE CHRONO 300 
MG FILMTABLETTA 

not available OGYI-T-5527/03 SANOFI-AVENTIS ZRT HU 

Depakine Chrono 300 mg 
ilgstošās darbības 
tabletes 

not available 96-0286 SANOFI-AVENTIS LATVIA 
SIA 

LV 

Depakine chrono 300 mg 
tablete s podaljšanim 
sproščanjem 

not available H/00/00450/001 SANOFI-AVENTIS D.O.O. SI 

Depakine Chrono 300 mg 
tablete s prilagođenim 
oslobađanjem 

not available HR-H-132091526-01 SANOFI-AVENTIS CROATIA 
D.O.O. 

HR 

Depakine Chrono 300 mg 
tabletten met verlengde 
afgifte 

not available BE166512 SANOFI BELGIUM BE 

Depakine Chrono 300 mg 
tabletten met verlengde 
afgifte 

not available BE166512 SANOFI BELGIUM BE 

Depakine Chrono 300 mg 
tabletten met verlengde 
afgifte 

not available BE532551 SANOFI BELGIUM BE 

Depakine Chrono 300 mg 
tablety s řízeným 
uvolňováním 

not available 21/056/91-A/C SANOFI-AVENTIS SRO CZ 

DEPAKINE CHRONO 300 
mg, toimeainet 
prolongeeritult 
vabastavad tabletid 

not available 151096 SANOFI-AVENTIS ESTONIA 
OÜ 

EE 

DEPAKINE CHRONO 300, 
200 mg + 87 mg, 
tabletki powlekane o 
przedłużonym uwalnianiu 

not available R/6943 SANOFI-AVENTIS SP Z.O.O. PL 

DEPAKINE CHRONO 300, 
200 mg + 87 mg, 
tabletki powlekane o 

not available R/6943 SANOFI-AVENTIS SP Z.O.O. PL 
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przedłużonym uwalnianiu 
DEPAKINE CHRONO 300, 
200 mg + 87 mg, 
tabletki powlekane o 
przedłużonym uwalnianiu 

not available R/6943 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Chrono 300, 
tabletten met 
gereguleerde afgifte 300 
mg 

not available RVG 13157 GENZYME EUROPE B.V. NL 

Depakine Chrono 300, 
tabletten met 
gereguleerde afgifte 300 
mg 

not available RVG 13157 GENZYME EUROPE B.V. NL 

Depakine Chrono 300, 
tabletten met 
gereguleerde afgifte 300 
mg 

not available RVG 13157 GENZYME EUROPE B.V. NL 

Depakine Chrono 300, 
tabletten met 
gereguleerde afgifte 300 
mg 

not available RVG 13157 GENZYME EUROPE B.V. NL 

Depakine Chrono 300, 
tabletten met 
gereguleerde afgifte 300 
mg 

not available RVG 13157 GENZYME EUROPE B.V. NL 

Depakine Chrono 300mg 
Retardtabletten 

not available BE166512 SANOFI BELGIUM BE 

Depakine Chrono 300mg 
Retardtabletten 

not available BE532551 SANOFI BELGIUM BE 

Depakine Chrono 300mg 
Retardtabletten 

not available BE166512 SANOFI BELGIUM BE 

Depakine Chrono 500 
500 mg comprimidos de 
libertação prolongada 

not available 5493523 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 
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Depakine Chrono 500 
500 mg comprimidos de 
libertação prolongada 

not available 5169602 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 500 
500 mg comprimidos de 
libertação prolongada 

not available 8729350 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chrono 500 mg 
comprimate cu eliberare 
prelungita 

not available 1671/2009/01 SANOFI ROMANIA SRL RO 

Depakine Chrono 500 mg 
comprimés à libération 
prolongée 

not available BE532560 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
comprimés à libération 
prolongée 

not available BE166521 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
comprimés à libération 
prolongée 

not available BE166521 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
filmom obalené tablety s 
predĺženým uvoľňovaním 

not available 21/0056/91-S SANOFI-AVENTIS SLOVAKIA 
SRO 

SK 

Depakine Chrono 500 mg 
filmom obalené tablety s 
predĺženým uvoľňovaním 

not available 21/0056/91-S SANOFI-AVENTIS SLOVAKIA 
SRO 

SK 

DEPAKINE CHRONO 500 
MG FILMTABLETTA 

not available OGYI-T-5527/04 SANOFI-AVENTIS ZRT HU 

Depakine Chrono 500 mg 
ilgstošās darbības 
tabletes 

not available 96-0324 SANOFI-AVENTIS LATVIA 
SIA 

LV 

Depakine Chrono 500 mg 
Retardtabletten 

not available BE166521 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
Retardtabletten 

not available BE532560 SANOFI BELGIUM BE 

Depakine Chrono 500 mg not available BE166521 SANOFI BELGIUM BE 
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Retardtabletten 
Depakine chrono 500 mg 
tablete s podaljšanim 
sproščanjem 

not available H/00/00450/002 SANOFI-AVENTIS D.O.O. SI 

Depakine Chrono 500 mg 
tablete s prilagođenim 
oslobađanjem 

not available HR-H-202764510-01 SANOFI-AVENTIS CROATIA 
D.O.O. 

HR 

Depakine Chrono 500 mg 
tabletten met verlengde 
afgifte 

not available BE166521 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
tabletten met verlengde 
afgifte 

not available BE166521 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
tabletten met verlengde 
afgifte 

not available BE532560 SANOFI BELGIUM BE 

Depakine Chrono 500 mg 
tablety s řízeným 
uvolňováním 

not available 21/056/91-B/C SANOFI-AVENTIS SRO CZ 

Depakine Chrono 500 mg 
tablety s řízeným 
uvolňováním 

not available 21/056/91-B/C SANOFI-AVENTIS SRO CZ 

DEPAKINE CHRONO 500 
mg, comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 584 894 7 1 SANOFI-AVENTIS FRANCE FR 

DEPAKINE CHRONO 500 
mg, comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 559 008 7 0 SANOFI-AVENTIS FRANCE FR 

DEPAKINE CHRONO 500 
mg, comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 556 145 3 1 SANOFI-AVENTIS FRANCE FR 
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DEPAKINE CHRONO 500 
mg, comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 364 626 3 2 SANOFI-AVENTIS FRANCE FR 

DEPAKINE CHRONO 500 
mg, comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 330 180 2 3 SANOFI-AVENTIS FRANCE FR 

DEPAKINE CHRONO 500 
mg, prolonged-release 
tablets 

not available 19172 SANOFI-AVENTIS CYPRUS 
LTD 

CY 

DEPAKINE CHRONO 500 
MG, TOIMEAINET 
PROLONGEERITULT 
VABASTAVAD TABLETID 

not available 151196 SANOFI-AVENTIS ESTONIA 
OÜ 

EE 

DEPAKINE CHRONO 
500 mg modifikuoto 
atpalaidavimo tabletės 

not available LT/1/94/0818/002 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

Depakine Chrono 500, 
tabletten met 
gereguleerde afgifte 500 
mg 

not available RVG 11775 GENZYME EUROPE B.V. NL 

Depakine Chrono 500, 
tabletten met 
gereguleerde afgifte 500 
mg 

not available RVG 11775 GENZYME EUROPE B.V. NL 

Depakine Chrono 500, 
tabletten met 
gereguleerde afgifte 500 
mg 

not available RVG 11775 GENZYME EUROPE B.V. NL 

Depakine Chrono 500, 
tabletten met 
gereguleerde afgifte 500 
mg 

not available RVG 11775 GENZYME EUROPE B.V. NL 
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Depakine Chrono 500, 
tabletten met 
gereguleerde afgifte 500 
mg 

not available RVG 11775 GENZYME EUROPE B.V. NL 

Depakine chrono retard 
300 mg Filmtabletten 

not available 1-19787 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine chrono retard 
500 mg Filmtabletten 

not available 1-19786 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

DEPAKINE 
CHRONOSPHERE 

not available 11948 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Chronosphere 
100 mg granulado de 
libertação modificada 

not available 5334586 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
100 mg granulado de 
libertação modificada 

not available 5334685 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
100 mg granulado de 
libertação modificada 

not available 5035845 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
100 mg granulado de 
libertação modificada 

not available 5035837 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

DEPAKINE 
CHRONOSPHERE 100 MG 
MODIFIED RELEASE 
GRANULES 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE 
CHRONOSPHERE 100 MG 
MODIFIED RELEASE 
GRANULES 

not available 41979/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

Depakine Chronosphere 
100 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30759 GENZYME EUROPE B.V. NL 

Depakine Chronosphere not available RVG 30759 GENZYME EUROPE B.V. NL 
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100 mg, granulaat met 
gereguleerde afgifte 
DEPAKINE 
CHRONOSPHERE 100, 
66,66 mg + 29,03 mg, 
granulat o przedłużonym 
uwalnianiu 

not available 11950 SANOFI-AVENTIS SP Z.O.O. PL 

DEPAKINE 
CHRONOSPHERE 100, 
66,66 mg + 29,03 mg, 
granulat o przedłużonym 
uwalnianiu 

not available 11950 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Chronosphere 
1000 mg granulado de 
libertação modificada 

not available 5335484 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
1000 mg granulado de 
libertação modificada 

not available 5335385 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
1000 mg granulado de 
libertação modificada 

not available 5035944 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
1000 mg granulado de 
libertação modificada 

not available 5035936 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

DEPAKINE 
CHRONOSPHERE 1000 
MG MODIFIED RELEASE 
GRANULES 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

DEPAKINE 
CHRONOSPHERE 1000 
MG MODIFIED RELEASE 
GRANULES 

not available 41990/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

Depakine Chronosphere 
1000 mg, granulaat met 

not available RVG 30763 GENZYME EUROPE B.V. NL 
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gereguleerde afgifte 
Depakine Chronosphere 
1000 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30763 GENZYME EUROPE B.V. NL 

DEPAKINE Chronosphere 
1000 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/011 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE Chronosphere 
1000 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/012 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE 
CHRONOSPHERE 1000, 
666,60 mg + 290,27 
mg, granulat o 
przedłużonym uwalnianiu 

not available 11946 SANOFI-AVENTIS SP Z.O.O. PL 

DEPAKINE 
CHRONOSPHERE 1000, 
666,60 mg + 290,27 
mg, granulat o 
przedłużonym uwalnianiu 

not available 11946 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Chronosphere 
250 mg granulado de 
libertação modificada 

not available 5334883 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
250 mg granulado de 
libertação modificada 

not available 5334784 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
250 mg granulado de 
libertação modificada 

not available 5035860 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
250 mg granulado de 
libertação modificada 

not available 5035852 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

DEPAKINE 
CHRONOSPHERE 250 MG 

not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 
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MODIFIED RELEASE 
GRANULES 
DEPAKINE 
CHRONOSPHERE 250 MG 
MODIFIED RELEASE 
GRANULES 

not available 41982/10/21-06-2011 SANOFI-AVENTIS AEBE GR 

Depakine Chronosphere 
250 mg Retardgranulat 
in Beuteln 

not available 1-25371 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine Chronosphere 
250 mg Retardgranulat 
in Beuteln 

not available 1-25371 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine Chronosphere 
250 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30760 GENZYME EUROPE B.V. NL 

Depakine Chronosphere 
250 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30760 GENZYME EUROPE B.V. NL 

DEPAKINE Chronosphere 
250 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/005 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE Chronosphere 
250 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/006 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE 
CHRONOSPHERE 250, 
166,76 mg + 72,61 mg, 
granulat o przedłużonym 
uwalnianiu 

not available 11949 SANOFI-AVENTIS SP Z.O.O. PL 

DEPAKINE 
CHRONOSPHERE 250, 
166,76 mg + 72,61 mg, 
granulat o przedłużonym 
uwalnianiu 

not available 11949 SANOFI-AVENTIS SP Z.O.O. PL 
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Depakine Chronosphere 
50 mg Retardgranulat in 
Beuteln 

not available 1-25369 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine Chronosphere 
50 mg Retardgranulat in 
Beuteln 

not available 1-25369 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine Chronosphere 
50 mg, granulado de 
libertação modificada 

not available 5334487 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
50 mg, granulado de 
libertação modificada 

not available 5334388 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
50 mg, granulado de 
libertação modificada 

not available 5035811 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
50 mg, granulado de 
libertação modificada 

not available 5035829 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
500 mg granulado de 
libertação modificada 

not available 5335088 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
500 mg granulado de 
libertação modificada 

not available 5334982 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
500 mg granulado de 
libertação modificada 

not available 5035902 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
500 mg granulado de 
libertação modificada 

not available 5035878 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
500 mg Retardgranulat 
in Beuteln 

not available 1-25372 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine Chronosphere not available 1-25372 SANOFI-AVENTIS GMBH AT 
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500 mg Retardgranulat 
in Beuteln 

OSTERREICH 

Depakine Chronosphere 
500 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30761 GENZYME EUROPE B.V. NL 

Depakine Chronosphere 
500 mg, granulaat met 
gereguleerde afgifte 

not available RVG 30761 GENZYME EUROPE B.V. NL 

DEPAKINE 
CHRONOSPHERE 500, 
333,30 mg + 145,14 
mg, granulat o 
przedłużonym uwalnianiu 

not available 11948 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Chronosphere 
750 mg granulado de 
libertação modificada 

not available 5335286 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
750 mg granulado de 
libertação modificada 

not available 5335187 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
750 mg granulado de 
libertação modificada 

not available 5035910 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Depakine Chronosphere 
750 mg granulado de 
libertação modificada 

not available 5035928 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

DEPAKINE Chronosphere 
750 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/009 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE Chronosphere 
750 mg modifikuoto 
atpalaidavimo granulės 

not available LT/1/94/0952/010 UAB SANOFI-AVENTIS 
LIETUVA 

LT 

DEPAKINE 
CHRONOSPHERE 750, 
500,06 mg + 217,75 

not available 11947 SANOFI-AVENTIS SP Z.O.O. PL 
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mg, granulat o 
przedłużonym uwalnianiu 
DEPAKINE 
CHRONOSPHERE 750, 
500,06 mg + 217,75 
mg, granulat o 
przedłużonym uwalnianiu 

not available 11947 SANOFI-AVENTIS SP Z.O.O. PL 

Depakine Crono 300 mg 
comprimidos de 
liberación prolongada 

not available 60351 SANOFI-AVENTIS, S.A. ES 

Depakine Crono 300 mg 
comprimidos de 
liberación prolongada 

not available 60351 SANOFI-AVENTIS, S.A. ES 

Depakine Crono 300 mg 
comprimidos de 
liberación prolongada 

not available 60351 SANOFI-AVENTIS, S.A. ES 

Depakine Crono 500 mg 
comprimidos de 
liberación prolongada 

not available 60350 SANOFI-AVENTIS, S.A. ES 

Depakine Crono 500 mg 
comprimidos de 
liberación prolongada 

not available 60350 SANOFI-AVENTIS, S.A. ES 

Depakine Crono 500 mg 
comprimidos de 
liberación prolongada 

not available 60350 SANOFI-AVENTIS, S.A. ES 

Depakine Enteric 150 mg 
comprimés gastro-
résistants 

not available BE110905 SANOFI BELGIUM BE 

Depakine Enteric 150 mg 
comprimés gastro-
résistants 

not available BE110905 SANOFI BELGIUM BE 

DEPAKINE ENTERIC 150 
MG COMPRIMÉS 
GASTRO-RÉSISTANTS 

not available 0029334 SANOFI BELGIUM LU 
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Depakine Enteric 150 mg 
maagsapresistente 
tabletten 

not available BE110905 SANOFI BELGIUM BE 

Depakine Enteric 150 mg 
maagsapresistente 
tabletten 

not available BE110905 SANOFI BELGIUM BE 

Depakine Enteric 150 mg 
magensaftresistente 
Tabletten 

not available BE110905 SANOFI BELGIUM BE 

Depakine Enteric 150 mg 
magensaftresistente 
Tabletten 

not available BE110905 SANOFI BELGIUM BE 

Depakine Enteric 300 mg 
comprimés gastro-
résistants 

not available BE092775 SANOFI BELGIUM BE 

Depakine Enteric 300 mg 
comprimés gastro-
résistants 

not available BE092775 SANOFI BELGIUM BE 

DEPAKINE ENTERIC 300 
MG COMPRIMÉS 
GASTRO-RÉSISTANTS 

not available 0145297 SANOFI BELGIUM LU 

Depakine Enteric 300 mg 
maagsapresistente 
tabletten 

not available BE092775 SANOFI BELGIUM BE 

Depakine Enteric 300 mg 
maagsapresistente 
tabletten 

not available BE092775 SANOFI BELGIUM BE 

Depakine Enteric 300 mg 
magensaftresistente 
Tabletten 

not available BE092775 SANOFI BELGIUM BE 

Depakine Enteric 300 mg 
magensaftresistente 
Tabletten 

not available BE092775 SANOFI BELGIUM BE 

Depakine Enteric 500 mg not available BE110932 SANOFI BELGIUM BE 
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comprimés gastro-
résistants 
Depakine Enteric 500 mg 
comprimés gastro-
résistants 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
comprimés gastro-
résistants 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
comprimés gastro-
résistants 

not available 0029348 SANOFI BELGIUM LU 

Depakine Enteric 500 mg 
maagsapresistente 
tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
maagsapresistente 
tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
maagsapresistente 
tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
magensaftresistente 
Tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
magensaftresistente 
Tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric 500 mg 
magensaftresistente 
Tabletten 

not available BE110932 SANOFI BELGIUM BE 

Depakine Enteric, 
maagsapresistente 
tabletten 150 mg 

not available RVG 07405 GENZYME EUROPE B.V. NL 

Depakine Enteric, 
maagsapresistente 

not available RVG 07055 GENZYME EUROPE B.V. NL 
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tabletten 300 mg 
Depakine Enteric, 
maagsapresistente 
tabletten 300 mg 

not available RVG 07055 GENZYME EUROPE B.V. NL 

Depakine Enteric, 
maagsapresistente 
tabletten 500 mg 

not available RVG 07476 GENZYME EUROPE B.V. NL 

Depakine Enteric, 
maagsapresistente 
tabletten 500 mg 

not available RVG 07476 GENZYME EUROPE B.V. NL 

Depakine I.V. 400 mg/4 
ml poeder en 
oplosmiddel voor 
oplossing voor injectie 

not available BE163134 SANOFI BELGIUM BE 

Depakine I.V. 400 mg/4 
ml pulver und 
Lösungsmittel zur 
Herstellung einer 
Injektionslösung 

not available BE163134 SANOFI BELGIUM BE 

Depakine I.V. 400 
mg/4ml poudre et 
solvant pour solution 
injectable 

not available BE163134 SANOFI BELGIUM BE 

Depakine I.V. 400 
mg/4ml poudre et 
solvant pour solution 
injectable 

not available 0196069 SANOFI BELGIUM LU 

Depakine i.v. 400, 
poeder voor 
injectievloeistof 400 mg 

not available RVG 14996 GENZYME EUROPE B.V. NL 

Depakine i.v. 400, 
poeder voor 
injectievloeistof 400 mg 

not available RVG 14996 GENZYME EUROPE B.V. NL 

Depakine suikervrije not available RVG 18153 GENZYME EUROPE B.V. NL 
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stroop, drank 200 mg/ 
5ml 
Depakine suikervrije 
stroop, drank 200 mg/ 
5ml 

not available RVG 18153 GENZYME EUROPE B.V. NL 

Depakine 
Trockenstechampulle mit 
Lösungsmittel 

not available 1-24529 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine 
Trockenstechampulle mit 
Lösungsmittel 

not available 1-24529 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Depakine vloeistof voor 
kinderen, vloeistof voor 
oraal gebruik 300 mg/ 
ml 

not available RVG 17569 GENZYME EUROPE B.V. NL 

Depakine 
57,64 mg/ml sirup 

not available 21/0322/94-S SANOFI-AVENTIS SLOVAKIA 
SRO 

SK 

DEPAKINE, 288,2 mg/5 
ml, syrop 

not available R/3074 SANOFI-AVENTIS FRANCE PL 

DEPAKINE, 400 mg (400 
mg/4 ml), proszek i 
rozpuszczalnik do 
sporządzania roztworu 
do wstrzykiwań 

not available R/7170 SANOFI-AVENTIS FRANCE PL 

DEPAKINE, 400 mg (400 
mg/4 ml), proszek i 
rozpuszczalnik do 
sporządzania roztworu 
do wstrzykiwań 

not available R/7170 SANOFI-AVENTIS FRANCE PL 

DEPAKINE, 400 MG 
SUSTELAHUSE PULBER 
JA LAHUSTI 

not available 150996 SANOFI-AVENTIS ESTONIA 
OÜ 

EE 

Depakote 250 mg 
Tablets 

not available PL 04425/0199 AVENTIS PHARMA LTD XI 
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Depakote 250 mg 
Tablets 

not available PL 04425/0199 AVENTIS PHARMA LTD XI 

Depakote 250 mg 
Tablets 

not available PL 04425/0199 AVENTIS PHARMA LTD XI 

DEPAKOTE 250 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 561 893 4 2 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 250 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 328 242 4 3 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 250 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 348 762 3 3 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 250 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 348 764 6 2 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 500 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 348 765 2 3 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 500 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 348 766 9 1 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 500 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 354 442 7 1 SANOFI-AVENTIS FRANCE FR 

DEPAKOTE 500 MG, 
COMPRIME GASTRO-
RESISTANT 

not available 34009 328 241 8 2 SANOFI-AVENTIS FRANCE FR 

DEPAMIDE 300 mg 
compresse 
gastroresistenti 

not available 023105048 SANOFI S.P.A IT 

DEPAMIDE 300 mg 
compresse 
gastroresistenti 

not available 023105036 SANOFI S.P.A IT 
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DEPAMIDE 300 MG, 
COMPRIME PELLICULE 
GASTRO-RESISTANT 

not available 34009 559 000 6 1 SANOFI-AVENTIS FRANCE FR 

DEPAMIDE 300 MG, 
COMPRIME PELLICULE 
GASTRO-RESISTANT 

not available 34009 320 706 1 9 SANOFI-AVENTIS FRANCE FR 

DEPAMIDE 300 MG, 
COMPRIME PELLICULE 
GASTRO-RESISTANT 

not available 34009 301 267 4 5 SANOFI-AVENTIS FRANCE FR 

DEPAMIDE 300 MG, 
COMPRIME PELLICULE 
GASTRO-RESISTANT 

not available 34009 550 472 7 8 SANOFI-AVENTIS FRANCE FR 

Deprakine 200 mg/ml 
orala droppar, lösning 

not available 12216 SANOFI OY FI 

Deprakine 300 mg 
depottabletter 

not available 10266 SANOFI OY FI 

Deprakine 300 mg 
depottabletter 

not available 10266 SANOFI OY FI 

Deprakine 300 mg 
depottabletter 

not available 10266 SANOFI OY FI 

Deprakine 300 mg 
enterotabletter 

not available 12218 SANOFI OY FI 

Deprakine 300 mg 
enterotabletter 

not available 12218 SANOFI OY FI 

Deprakine 500 mg 
depottabletter 

not available 10267 SANOFI OY FI 

Deprakine 500 mg 
depottabletter 

not available 10267 SANOFI OY FI 

Deprakine 500 mg 
depottabletter 

not available 10267 SANOFI OY FI 

Deprakine 500 mg 
enterotabletter 

not available 12219 SANOFI OY FI 

Deprakine 500 mg 
enterotabletter 

not available 12219 SANOFI OY FI 
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Deprakine 60 mg/ml 
oraaliliuos 

not available 12215 SANOFI OY FI 

DEPRAKINE RETARD not available 13230 SANOFI A/S DK 
DEPRAKINE RETARD not available 13230 SANOFI A/S DK 
DEPRAKINE RETARD not available 13148 SANOFI A/S DK 
DEPRAKINE RETARD not available 13148 SANOFI A/S DK 
Deprakine® 200 mg/ml 
tipat, liuos 

not available 12216 SANOFI OY FI 

Deprakine® 300 mg 
depottabletti 

not available 10266 SANOFI OY FI 

Deprakine® 300 mg 
depottabletti 

not available 10266 SANOFI OY FI 

Deprakine® 300 mg 
depottabletti 

not available 10266 SANOFI OY FI 

Deprakine® 300 mg 
enterotabletti 

not available 12218 SANOFI OY FI 

Deprakine® 300 mg 
enterotabletti 

not available 12218 SANOFI OY FI 

Deprakine® 500 mg 
depottabletti 

not available 10267 SANOFI OY FI 

Deprakine® 500 mg 
depottabletti 

not available 10267 SANOFI OY FI 

Deprakine® 500 mg 
depottabletti 

not available 10267 SANOFI OY FI 

Deprakine® 500 mg 
enterotabletti 

not available 12219 SANOFI OY FI 

Deprakine® 500 mg 
enterotabletti 

not available 12219 SANOFI OY FI 

Deprakine® 60 mg/ml 
oraaliliuos 

not available 12215 SANOFI OY FI 

Diplexil 100 mg/ml 
Solução Injetável 

FI/H/127/01 FI/H/127/01 TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Diplexil 1000 mg FI/H/140/04 FI/H/140/04 TECNIFAR, INDÚSTRIA PT 
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granulado de libertação 
prolongada 

TÉCNICA FARMACÊUTICA, 
SA 

Diplexil 150 mg cápsulas 
de libertação prolongada 

PT/H/1406/01/MR PT/H/1406/01/MR TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Diplexil 300 mg cápsulas 
de libertação prolongada 

FI/H/140/02 FI/H/140/02 TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Diplexil 500 mg 
granulado de libertação 
prolongada 

FI/H/140/03 3907284 TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Diplexil 500 mg 
granulado de libertação 
prolongada 

FI/H/140/03 3907383 TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Diplexil 500 mg 
granulado de libertação 
prolongada 

FI/H/140/03 3907482 TECNIFAR, INDÚSTRIA 
TÉCNICA FARMACÊUTICA, 
SA 

PT 

Epilim 100mg Crushable 
Tablets 

not available PA 540/150/1 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim 100mg Crushable 
Tablets 

not available PA 540/150/1 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim 100mg Crushable 
Tablets 

not available PA 540/150/1 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

EPILIM 100MG 
CRUSHABLE TABLETS 

not available PL 04425/0317 AVENTIS PHARMA LTD XI 

EPILIM 100MG 
CRUSHABLE TABLETS 

not available PL 04425/0317 AVENTIS PHARMA LTD XI 

EPILIM 100MG 
CRUSHABLE TABLETS 

not available PL 04425/0317 AVENTIS PHARMA LTD XI 

EPILIM 200 GASTRO-
RESISTANT TABLETS 

not available PL 04425/0302 AVENTIS PHARMA LTD XI 

EPILIM 200 GASTRO-
RESISTANT TABLETS 

not available PL 04425/0302 AVENTIS PHARMA LTD XI 

EPILIM 200 GASTRO- not available PL 04425/0302 AVENTIS PHARMA LTD XI 
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RESISTANT TABLETS 
Epilim 400 mg Powder 
and Solvent for solution 
for injection/infusion 

not available PL 04425/0685 AVENTIS PHARMA LTD XI 

EPILIM 500 GASTRO-
RESISTANT TABLETS 

not available PL 04425/0303 AVENTIS PHARMA LTD XI 

EPILIM 500 GASTRO-
RESISTANT TABLETS 

not available PL 04425/0303 AVENTIS PHARMA LTD XI 

EPILIM 500 GASTRO-
RESISTANT TABLETS 

not available PL 04425/0303 AVENTIS PHARMA LTD XI 

EPILIM CHRONO 200MG 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0307 AVENTIS PHARMA LTD XI 

EPILIM CHRONO 200MG 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0307 AVENTIS PHARMA LTD XI 

Epilim Chrono 200mg 
Prolonged Release 
Tablets. 

not available PA 540/150/10 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chrono 200mg 
Prolonged Release 
Tablets. 

not available PA 540/150/10 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chrono 200mg 
Prolonged Release 
Tablets. 

not available MA1359/01901 SANOFI S.R.L. MT 

Epilim Chrono 200mg 
Prolonged Release 
Tablets. 

not available MA1359/01901 SANOFI S.R.L. MT 

EPILIM CHRONO 300 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0308 AVENTIS PHARMA LTD XI 

EPILIM CHRONO 300 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0308 AVENTIS PHARMA LTD XI 
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Epilim Chrono 300mg 
Prolonged Release 
Tablets 

not available PA 540/150/11 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chrono 300mg 
Prolonged Release 
Tablets. 

not available PA 540/150/11 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

EPILIM CHRONO 500 not available MA1359/01902 SANOFI S.P.A MT 
EPILIM CHRONO 500MG 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0309 AVENTIS PHARMA LTD XI 

EPILIM CHRONO 500MG 
CONTROLLED RELEASE 
TABLETS 

not available PL 04425/0309 AVENTIS PHARMA LTD XI 

Epilim Chrono 500mg 
Prolonged Release 
Tablets 

not available PA 540/150/12 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chrono 500mg 
Prolonged Release 
Tablets 

not available PA 540/150/12 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chrono 500mg 
Prolonged Release 
Tablets. 

not available MA1359/01902 SANOFI S.P.A MT 

Epilim Chronosphere 
100mg prolonged-
release granules 

not available PA 540/150/5 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
100mg prolonged-
release granules 

not available PA 540/150/5 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
100mg prolonged-
release granules 

not available PA 540/150/5 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
100mg prolonged-
release granules 

not available PA 540/150/5 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 
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Epilim Chronosphere 
250mg prolonged-
release granules 

not available PA 540/150/6 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
250mg prolonged-
release granules 

not available PA 540/150/6 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
250mg prolonged-
release granules 

not available PA 540/150/6 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
250mg prolonged-
release granules 

not available PA 540/150/6 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
500mg prolonged-
release granules 

not available PA 540/150/7 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere 
500mg prolonged-
release granules 

not available PA 540/150/7 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Chronosphere MR 
100 mg modified release 
granules 

not available PL 04425/0312 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
100 mg modified release 
granules 

not available PL 04425/0312 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
1000 mg modified 
release granules 

not available PL 04425/0316 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
1000 mg modified 
release granules 

not available PL 04425/0316 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
250 mg modified release 
granules 

not available PL 04425/0313 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR not available PL 04425/0313 AVENTIS PHARMA LTD XI 
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250 mg modified release 
granules 
Epilim Chronosphere MR 
50 mg modified release 
granules 

not available PL 04425/0310 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
50 mg modified release 
granules 

not available PL 04425/0310 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
500 mg modified release 
granules 

not available PL 04425/0314 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
500 mg modified release 
granules 

not available PL 04425/0314 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
750 mg modified release 
granules 

not available PL 04425/0315 AVENTIS PHARMA LTD XI 

Epilim Chronosphere MR 
750 mg modified release 
granules 

not available PL 04425/0315 AVENTIS PHARMA LTD XI 

Epilim Enteric 200mg 
Gastro-resistant Coated 
Tablets 

not available PA 540/150/2 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Enteric 200mg 
Gastro-resistant Coated 
Tablets 

not available PA 540/150/2 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Enteric 200mg 
Gastro-resistant Coated 
Tablets 

not available PA 540/150/2 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Enteric 500mg 
Gastro-resistant Coated 
Tablets 

not available PA 540/150/3 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Enteric 500mg 
Gastro-resistant Coated 

not available PA 540/150/3 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 



 
 
List of nationally authorised medicinal products   
EMA/700665/2021  Page 35/44 
 
 

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 

Tablets 
Epilim Enteric 500mg 
Gastro-resistant Coated 
Tablets 

not available PA 540/150/3 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

EPILIM INTRAVENOUS not available PA 540/150/13 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Intravenous 
400mg powder and 
solvent for solution for 
injection or infusion. 

not available PA 540/150/13 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Intravenous 
400mg powder and 
solvent for solution for 
injection or infusion 

not available MA1359/01903 SANOFI S.R.L. MT 

EPILIM LIQUID not available PL 04425/0300 AVENTIS PHARMA LTD XI 
Epilim Liquid 200mg/5ml 
Oral Solution 

not available PA 540/150/14 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Liquid 200mg/5ml 
Oral Solution 

not available PA 540/150/14 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Liquid 200mg/5ml 
Oral Solution. 

not available MA1359/01904 SANOFI S.R.L. MT 

Epilim Liquid 200mg/5ml 
Oral Solution. 

not available MA1359/01904 SANOFI S.R.L. MT 

Epilim Syrup 200 mg/5 
ml 

not available PL 04425/0301 AVENTIS PHARMA LTD XI 

Epilim Syrup 200 mg/5 
ml 

not available PL 04425/0301 AVENTIS PHARMA LTD XI 

Epilim Syrup 200mg/5ml 
Oral Solution 

not available PA 540/150/15 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Epilim Syrup 200mg/5ml 
Oral Solution 

not available PA 540/150/15 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Episenta® 1000 mg 
Prolonged-release 
Granules 

not available PL 14040/0027 DESITIN ARZNEIMITTEL 
GMBH 

XI 
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Episenta® 150 mg 
Prolonged-release 
Capsule 

not available PL 14040/0024 DESITIN ARZNEIMITTEL 
GMBH 

XI 

Episenta® 300 mg 
Prolonged-release 
Capsule 

not available PL 14040/0025 DESITIN ARZNEIMITTEL 
GMBH 

XI 

Episenta® 500 mg 
Prolonged-release 
Granules 

not available PL 14040/0026 DESITIN ARZNEIMITTEL 
GMBH 

XI 

Episenta® solution for 
injection 

not available PL 14040/0028 DESITIN ARZNEIMITTEL 
GMBH 

XI 

Ergenyl 100 mg 
enterotabletter 

not available 12828 SANOFI AB SE 

Ergenyl 100 mg 
enterotabletter 

not available 12828 SANOFI AB SE 

Ergenyl 150 mg, 
magensaftresistente 
Filmtabletten 

not available 378.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 150 mg, 
magensaftresistente 
Filmtabletten 

not available 378.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 150 mg, 
magensaftresistente 
Filmtabletten 

not available 378.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 150 mg, 
magensaftresistente 
Filmtabletten 

not available 378.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 150 mg, 
magensaftresistente 
Filmtabletten 

not available 378.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 200 mg/ml orala 
droppar, lösning 

not available 12827 SANOFI AB SE 

Ergenyl 300 mg 
enterotabletter 

not available 12829 SANOFI AB SE 
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Ergenyl 300 mg 
enterotabletter 

not available 12829 SANOFI AB SE 

Ergenyl 500 mg 
enterotabletter 

not available 12830 SANOFI AB SE 

Ergenyl 500 mg 
enterotabletter 

not available 12830 SANOFI AB SE 

Ergenyl 500 mg, 
magensaftresistente 
Filmtabletten 

not available 378.01.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 500 mg, 
magensaftresistente 
Filmtabletten 

not available 378.01.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 500 mg, 
magensaftresistente 
Filmtabletten 

not available 378.01.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 500 mg, 
magensaftresistente 
Filmtabletten 

not available 378.01.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 500 mg, 
magensaftresistente 
Filmtabletten 

not available 378.01.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl 60 mg/ml oral 
lösning 

not available 12831 SANOFI AB SE 

Ergenyl intravenös 100 
mg/ml Injektionslösung 

not available 32555.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl intravenös 100 
mg/ml Injektionslösung 

not available 32555.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl intravenös 100 
mg/ml Injektionslösung 

not available 32555.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl pulver och 
vätska till 
injektionsvätska, lösning 

not available 14282 SANOFI AB SE 

Ergenyl pulver och 
vätska till 

not available 14282 SANOFI AB SE 
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injektionsvätska, lösning 
Ergenyl Retard 100 mg 
depotgranulat, dospåse 

not available 20985 SANOFI AB SE 

Ergenyl Retard 100 mg 
depotgranulat, dospåse 

not available 20985 SANOFI AB SE 

Ergenyl Retard 100 mg 
depotgranulat, dospåse 

not available 20985 SANOFI AB SE 

Ergenyl Retard 250 mg 
depotgranulat, dospåse 

not available 20986 SANOFI AB SE 

Ergenyl Retard 250 mg 
depotgranulat, dospåse 

not available 20986 SANOFI AB SE 

Ergenyl Retard 250 mg 
depotgranulat, dospåse 

not available 20986 SANOFI AB SE 

Ergenyl Retard 300 mg 
depottabletter 

not available 13043 SANOFI AB SE 

Ergenyl Retard 300 mg 
depottabletter 

not available 13043 SANOFI AB SE 

Ergenyl Retard 500 mg 
depotgranulat, dospåse 

not available 20987 SANOFI AB SE 

Ergenyl Retard 500 mg 
depotgranulat, dospåse 

not available 20987 SANOFI AB SE 

Ergenyl Retard 500 mg 
depotgranulat, dospåse 

not available 20987 SANOFI AB SE 

Ergenyl Retard 500 mg 
depottabletter 

not available 13044 SANOFI AB SE 

Ergenyl Retard 500 mg 
depottabletter 

not available 13044 SANOFI AB SE 

Ergenyl vial 400 mg 
Pulver und Lösungsmittel 
zur Herstellung einer 
Injektionslösung 

not available 32556.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Ergenyl vial 400 mg 
Pulver und Lösungsmittel 
zur Herstellung einer 

not available 32556.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 
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Injektionslösung 
Ergenyl vial 400 mg 
Pulver und Lösungsmittel 
zur Herstellung einer 
Injektionslösung 

not available 32556.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

MICROPAKINE L.P. 100 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 365 511 5 2 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 100 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 565 741 4 8 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 1000 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 365 517 3 2 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 1000 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 565 746 6 7 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 250 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 365 512 1 3 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 250 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 565 742 0 9 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 500 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 365 513 8 1 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 500 not available 34009 565 743 7 7 SANOFI-AVENTIS FRANCE FR 
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mg, granulés à libération 
prolongée en sachet-
dose 
MICROPAKINE L.P. 750 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 565 744 3 8 SANOFI-AVENTIS FRANCE FR 

MICROPAKINE L.P. 750 
mg, granulés à libération 
prolongée en sachet-
dose 

not available 34009 365 514 4 2 SANOFI-AVENTIS FRANCE FR 

Orfiril 100 mg/ml 
injektioneste, liuos 

FI/H/0127/001 12593 DESITIN ARZNEIMITTEL 
GMBH 

FI 

Orfiril 100 mg/ml 
injektioneste, liuos 

FI/H/0127/001 12593 DESITIN ARZNEIMITTEL 
GMBH 

FI 

Orfiril 100 mg/ml 
Injektionslösung 

FI/H/0127/001 50248.00.00 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril 100 mg/ml 
Injektionslösung 

not available 39415.00.00 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril 100 mg/ml, 
injeksjonsvæske, 
oppløsning 

not available 96-2608 DESITIN ARZNEIMITTEL 
GMBH 

NO 

Orfiril 100 mg/ml, 
oplossing voor injectie 

not available RVG 24465 TEVA B.V NL 

Orfiril long 1000 mg 
depotgranulat i 
endosebeholder 

not available 98-2477 DESITIN ARZNEIMITTEL 
GMBH 

NO 

Orfiril long 1000 mg, 
Retard-Minitabletten 

not available 57471.01.01 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril long 150 mg 
depotkapsel, hård 

not available 13188 DESITIN ARZNEIMITTEL 
GMBH 

SE 

Orfiril long 150 mg 
depotkapseli, kova 

not available 13214 DESITIN ARZNEIMITTEL 
GMBH 

FI 

Orfiril long 150 mg not available 96-1965 DESITIN ARZNEIMITTEL NO 
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depotkapsler GMBH 
Orfiril long 150 mg, 
Hartkapseln, retardiert 

not available 57471.00.00 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril long 150 mg, 
toimeainet 
prolongeeritult 
vabastavad kõvakapslid 

not available 326200 DESITIN ARZNEIMITTEL 
GMBH 

EE 

Orfiril long 300 mg 
depotkapsel, hård 

not available 13189 DESITIN ARZNEIMITTEL 
GMBH 

SE 

Orfiril long 300 mg 
depotkapseli, kova 

not available 13215 DESITIN ARZNEIMITTEL 
GMBH 

FI 

Orfiril long 300 mg 
depotkapsler 

not available 96-1966 DESITIN ARZNEIMITTEL 
GMBH 

NO 

Orfiril long 300 mg, 
Hartkapseln, retardiert 

not available 57471.01.00 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril long 300 mg, 
toimeainet 
prolongeeritult 
vabastavad kõvakapslid 

EE/H/0104/001 326300 DESITIN ARZNEIMITTEL 
GMBH 

EE 

Orfiril long 500 mg 
depotgranulat 

not available 14577 DESITIN ARZNEIMITTEL 
GMBH 

SE 

Orfiril long 500 mg 
depotgranulat i 
endosebeholder 

not available 98-2476 DESITIN ARZNEIMITTEL 
GMBH 

NO 

Orfiril long 500 mg 
depotrakeet 

not available 13216 DESITIN ARZNEIMITTEL 
GMBH 

FI 

Orfiril long 500 mg, 
Retard-Minitabletten 

not available 57471.00.01 DESITIN ARZNEIMITTEL 
GMBH 

DE 

Orfiril long 500 mg, 
toimeainet 
prolongeeritult 
vabastavad graanulid 

EE/H/0104/002 326400 DESITIN ARZNEIMITTEL 
GMBH 

EE 

Orfiril long, 
depotgranulat 

not available 19056 DESITIN ARZNEIMITTEL 
GMBH 

DK 
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Orfiril long, 
depotgranulat 

not available 19055 DESITIN ARZNEIMITTEL 
GMBH 

DK 

Orfiril long, depotkapsler, 
hårde 

not available 18324 DESITIN ARZNEIMITTEL 
GMBH 

DK 

Orfiril long, depotkapsler, 
hårde 

not available 18325 DESITIN ARZNEIMITTEL 
GMBH 

DK 

Orfiril retard 300 mg 
depottablett 

not available 7866 DESITIN ARZNEIMITTEL 
GMBH 

NO 

Orfiril retard 300 mg 
forðatöflur 

not available 920075 DESITIN ARZNEIMITTEL 
GMBH 

IS 

Orfiril Retard, 
depottabletter 

not available 14700 DESITIN ARZNEIMITTEL 
GMBH 

DK 

Orfiril, Injektionsvæske, 
opløsning 

not available 18520 DESITIN ARZNEIMITTEL 
GMBH 

DK 

Sodium Valproate 
100mg/ml Solution for 
Injection or Infusion 

MT/H/0401/001/DC MA143/05101, MA143/06901 PINEWOOD LABORATORIES 
LIMITED 

MT 

Sodium Valproate 
100mg/ml Solution for 
Injection or Infusion 

MT/H/0401/001/DC MA143/06901 PINEWOOD LABORATORIES 
LIMITED 

MT 

Sodium Valproate 
100mg/ml Solution for 
Injection or Infusion 

MT/H/0401/001/DC 29831/0506 WOCKHARDT UK LTD XI 

VALPROATE DE SODIUM 
AGUETTANT 400 mg/4 
ml, solution injectable 

not available 34009 378 575 7 4 LABORATOIRE AGUETTANT FR 

VALPROATE DE SODIUM 
AGUETTANT 400 mg/4 
ml, solution injectable 

not available 34009 378 574 0 6 LABORATOIRE AGUETTANT FR 

VALPROATE DE SODIUM 
ZENTIVA 200 mg/ml, 
solution buvable 

not available 34009 367 388 6 7 SANOFI-AVENTIS FRANCE FR 

VALPROATE DE SODIUM 
ZENTIVA 500 mg, 

not available 34009 361 073 3 5 SANOFI-AVENTIS FRANCE FR 
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comprimé gastro-
résistant 
VALPROATE DE SODIUM 
ZENTIVA 500 mg, 
comprimé gastro-
résistant 

not available 34009 367 386 3 8 SANOFI-AVENTIS FRANCE FR 

VALPROATE DE SODIUM 
ZENTIVA 500 mg, 
comprimé gastro-
résistant 

not available 34009 361 075 6 4 SANOFI-AVENTIS FRANCE FR 

VALPROATE DE SODIUM 
ZENTIVA LP 500 mg, 
comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 369 346 9 6 SANOFI-AVENTIS FRANCE FR 

VALPROATE DE SODIUM 
ZENTIVA LP 500 mg, 
comprimé pelliculé 
sécable à libération 
prolongée 

not available 34009 567 053 8 2 SANOFI-AVENTIS FRANCE FR 

Valproate Mylan 100 
mg/ml Injektionslösung 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml Injektionslösung 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml Injektionslösung 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml Injektionslösung 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml oplossing voor 
injectie 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml oplossing voor 
injectie 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 



 
 
List of nationally authorised medicinal products   
EMA/700665/2021  Page 44/44 
 
 

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 

Valproate Mylan 100 
mg/ml oplossing voor 
injectie 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml oplossing voor 
injectie 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml solution injectable 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml solution injectable 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml solution injectable 

FI/H/0127/001 BE229144 MYLAN BVBA/SPRL BE 

Valproate Mylan 100 
mg/ml solution injectable 

FI/H/0127/001 BE229153 MYLAN BVBA/SPRL BE 

Valproat-neuraxpharm 
60 mg/ml Lösung zum 
Einnehmen 

DE/H/3620/001 87742.00.00 NEURAXPHARM 
ARZNEIMITTEL GMBH 

DE 

Депакин 400 mg прах и 
разтворител за 
инжекционен разтвор 

not available 9600303 SANOFI BULGARIA EOOD BG 

Депакин 500 mg 
стомашно-устойчиви 
таблетки 

not available 20010250 SANOFI BULGARIA EOOD BG 

Депакин 57,64 mg/ml 
сироп 

not available 20010272 SANOFI BULGARIA EOOD BG 

Депакин Хроно 300 mg 
таблетки с удължено 
освобождаване 

not available 9900385 SANOFI BULGARIA EOOD BG 

Депакин Хроно 500 mg 
таблетки с удължено 
освобождаване 

not available 20010812 SANOFI BULGARIA EOOD BG 

 


