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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 

Diclac 75 mg retard 
tabletta 

not available OGYI-T-4000/08 SANDOZ HUNGÁRIA KFT HU 

Diclac 75 mg retard 
tabletta 

not available OGYI-T-4000/07 SANDOZ HUNGÁRIA KFT HU 

Diclac 75 mg retard 
tabletta 

not available OGYI-T-4000/03 SANDOZ HUNGÁRIA KFT HU 

Diclac 75 mg retard 
tabletta 

not available OGYI-T-4000/04 SANDOZ HUNGÁRIA KFT HU 

DICLOREUM 150 mg 
capsule rigide a rilascio 
prolungato 

not available 024515114 ALFASIGMA S.P.A. IT 

DICLOREUM 50 MG 
COMPRESSE 
GASTRORESISTENTI 

not available 024515049 ALFASIGMA S.P.A. IT 

DICLOREUM 100 MG 
COMPRESSE A RILASCIO 
PROLUNGATO 

not available 024515088 ALFASIGMA S.P.A. IT 

DICLOREUM 75 MG/3 ML 
SOLUZIONE INIETTABILE 
PER USO 
INTRAMUSCOLARE 

not available 024515076 ALFASIGMA S.P.A. IT 

Voltaren 25, 25 mg 
cápsulas moles 

not available 5204466 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, 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 

Voltaren 25, 25 mg 
cápsulas moles 

not available 5204508 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 25, 25 mg 
cápsulas moles 

not available 5204458 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 25, 25 mg 
cápsulas moles 

not available 5204474 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren Dolo 12,5 mg 
lágy kapszula 

not available OGYI-T-5572/21 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

VOLTAREN DOLO 12,5 MG 
LÁGY KAPSZULA 

not available OGYI-T-5572/22 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Akti 12,5 mg 
plevele dengtos tabletes 

not available LT/1/94/0948/003 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 12,5 mg 
plėvele dengtos tabletės 

not available LT/1/94/0948/003 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 12,5 mg 
plėvele dengtos tabletės 

not available LT/1/94/0948/003 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 
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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 

Voltaren Actigo Extra 25 
mg obalené tablety 

not available 29/0227/01-S GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
CZECH REPUBLIC S.R.O. 

SK 

Cataflam Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5573/06 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5573/04 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5573/05 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5572/23 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5572/25 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg 
bevont tabletta 

not available OGYI-T-5572/24 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren K 25 mg, 
omhulde tabletten 

not available RVG 13244 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE B.V 

NL 

Econac SR 75 mg Tablets not available PL  12762/0100 MERCURY PHARMACEUTICALS 
LTD. 

UK 
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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 

Voltaren T 25 mg mjuka 
kapslar. 

not available 41904 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

SE 

Voltaren T 12,5 mg 
filmdragerade tabletter 

not available 16081 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

SE 

Voltaren T 12,5 mg mjuka 
kapslar. 

not available 42233 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

SE 

NOVAPIRINA 25 mg 
compresse rivestite 

not available 024951028 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
S.P.A. 

IT 

Diclofenac 100 mg 
supozitoriji 

not available 97-0175 GLAXOSMITHKLINE LATVIA 
SIA 

LV 

Diclofenac 50 mg 
supozitoriji 

not available 97-0174 GLAXOSMITHKLINE LATVIA 
SIA 

LV 

Voltaren Dolo 12,5 mg 
filmsko obložene tablete 

not available H/09/01954/001 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

SI 

Voltaren Dolo 12,5 mg 
filmsko obložene tablete 

not available H/09/01954/002 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

SI 

Voltaren Dolo 12,5 mg 
filmsko obložene tablete 

not available H/09/01954/003 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

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 
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Voltaren Dolo 12,5 mg 
filmsko obložene tablete 

not available H/09/01954/004 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

SI 

DICLOREUM 50 MG 
GRANULATO PER 
SOLUZIONE ORALE 

not available 024515138 ALFASIGMA S.P.A. IT 

Voltaren Acti-Go 50 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250201 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren Akti, 12,5 mg 
õhukese polümeerikattega 
tabletid 

not available 434104 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

EE 

Voltaren Akti, 12,5 mg 
õhukese polümeerikattega 
tabletid 

not available 434104 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

EE 

Voltaren Acti-Go 12,5 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250301 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren Acti-Go 12,5 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250302 NOVARTIS (HELLAS) S.A.C.I. GR 

Dolotren 100 mg 
supositorios 

not available 57.203 FAES FARMA, S.A. ES 

DICLAC 150 DUO, 150 
MG, TABLETKI O 
ZMODYFIKOWANYM 
UWALNIANIU 

not available 9578 SANDOZ GMBH PL 
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Product Name  (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

DICLAC 75 DUO, 75 MG, 
TABLETKI O 
ZMODYFIKOWANYM 
UWALNIANIU 

not available 9577 SANDOZ GMBH PL 

DICLOREUM 150 mg 
capsule rigide a rilascio 
prolungato 

not available 024515114 ALFASIGMA S.P.A. IT 

DICLOREUM 50 MG 
COMPRESSE 
GASTRORESISTENTI 

not available 024515049 ALFASIGMA S.P.A. IT 

DICLOREUM 100 MG 
COMPRESSE A RILASCIO 
PROLUNGATO 

not available 024515088 ALFASIGMA S.P.A. IT 

DICLOREUM 75 MG/3 ML 
SOLUZIONE INIETTABILE 
PER USO 
INTRAMUSCOLARE 

not available 024515076 ALFASIGMA S.P.A. IT 

DICLOFENAC MYLAN 50 
mg, comprimé gastro-
résistant 

not available NL 16786 MYLAN S.A.S FR 

LUASE 50 mg 
comprimidos 
gastrorresistentes 

not available 57.205 ALFASIGMA ESPAÑA, S.L. ES 

Voltaren K 12,5 mg, 
filmomhulde tabletten 

not available RVG 20982 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE B.V 

NL 

DICLOREUM DOLORE 25 
mg compresse 
gastroresistenti 

not available 028618039 ALFASIGMA S.P.A. 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 
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DICLOREUM DOLORE 25 
mg compresse 
gastroresistenti 

not available 028618027 ALFASIGMA S.P.A. IT 

Dicloreum 150 mg capsule 
cu eliberare prelungită 

not available 8293/2015/01 ALFASIGMA S.P.A. RO 

Dicloreumdol 25 mg 
compresse rivestite con 
film 

IT/H/0483/001 041735022 ALFASIGMA S.P.A. IT 

Dicloreumdol 25 mg 
compresse rivestite con 
film 

IT/H/0483/001 041735010 ALFASIGMA S.P.A. IT 

Otriflu 12.5mg Film-
coated Tablets 

not available PA 678/137/001 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(IRELAND) LTD 

IE 

Dolotren retard 100 mg 
cápsulas duras de 
liberación prolongada 

not available 58.435 FAES FARMA, S.A. ES 

Diclofenac Zentiva 25 mg 
Filmtabletten 

not available 74529.00.00 WINTHROP ARZNEIMITTEL 
GMBH 

DE 

Diclofenac Zentiva 25 mg 
Filmtabletten 

not available 74529.00.00 WINTHROP ARZNEIMITTEL 
GMBH 

DE 

VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 381 408-0 OU 34009 381 408 0 4 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 
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Product Name  (in 
authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
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VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 381 409-7 OU 34009 381 409 7 2 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 

VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 355 324-8 OU 34009 355 324 8 0 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 

VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 381 410-5 OU 34009 381 410 5 4 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 

VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 359 411-2 OU 34009 359 411 2 1 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 

VOLTARENDOLO 12,5 mg, 
comprimé enrobé 

not available 34009 355 325 4 1 GLAXOSMITHKLINE SANTÉ 
GRAND PUBLIC, RUEIL-
MALMAISON 

FR 

AKIS 25 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/004 040528186 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/004 040528174 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/004 040528162 IBSA FARMACEUTICI ITALIA IT 

AKIS 50 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/005 040528135 IBSA FARMACEUTICI ITALIA 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 

AKIS 50 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/005 040528147 IBSA FARMACEUTICI ITALIA IT 

AKIS 50 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/005 040528150 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/006 040528123 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/006 040528111 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/1 ml 
soluzione iniettabile in 
siringa preriempita 

UK/H/3585/006 040528109 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/ml soluzione 
iniettabile 

UK/H/3585/003 040528073 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/ml soluzione 
iniettabile 

UK/H/3585/003 040528085 IBSA FARMACEUTICI ITALIA IT 

AKIS 75 mg/ml soluzione 
iniettabile 

UK/H/3585/003 040528097 IBSA FARMACEUTICI ITALIA IT 

AKIS 50 mg/ml soluzione 
iniettabile 

UK/H/3585/002 040528061 IBSA FARMACEUTICI ITALIA 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 

AKIS 50 mg/ml soluzione 
iniettabile 

UK/H/3585/002 040528059 IBSA FARMACEUTICI ITALIA IT 

AKIS 50 mg/ml soluzione 
iniettabile 

UK/H/3585/002 040528046 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/ml soluzione 
iniettabile 

UK/H/3585/001 040528010 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/ml soluzione 
iniettabile 

UK/H/3585/001 040528022 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/ml soluzione 
iniettabile 

UK/H/3585/001 040528034 IBSA FARMACEUTICI ITALIA IT 

AKIS 25 mg/ml Solution 
for Injection in prefilled 
syringe 

UK/H/3585/004 PL 21039/0021 IBSA FARMACEUTICI ITALIA UK 

AKIS 50 mg/ml Solution 
for Injection in prefilled 
syringe 

UK/H/3585/005 PL 21039/0023 IBSA FARMACEUTICI ITALIA UK 

AKIS 75 mg/ml Solution 
for Injection in prefilled 
syringe 

UK/H/3585/006 PL 21039/0024 IBSA FARMACEUTICI ITALIA UK 

AKIS 25 mg/ml Solution 
for Injection 

UK/H/3585/001 PL 21039/0018 IBSA FARMACEUTICI ITALIA UK 
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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 

AKIS 50 mg/ml Solution 
for Injection 

UK/H/3585/002 PL 21039/0019 IBSA FARMACEUTICI ITALIA UK 

AKIS 75 mg/ml Solution 
for Injection 

UK/H/3585/003 PL 21039/0020 IBSA FARMACEUTICI ITALIA UK 

AKIS 25 mg/ml injekčný 
roztok 

UK/H/3585/001 29/0188/13-S IBSA SLOVAKIA S.R.O. SK 

AKIS 50 mg/ml injekcný 
roztok 

UK/H/3585/002 29/0189/13-S IBSA SLOVAKIA S.R.O. SK 

AKIS 75 mg/ml injekcný 
roztok 

UK/H/3585/003 29/0190/13-S IBSA SLOVAKIA S.R.O. SK 

Flector Rapid 25 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/004 OGYI-T-22385/10 IBSA PHARMA KFT HU 

Flector Rapid 25 mg/ml 
oldatos injekció 
eloretöltött fecskendoben 

UK/H/3585/004 OGYI-T-22385/11 IBSA PHARMA KFT HU 

Flector Rapid 25 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/004 OGYI-T-22385/12 IBSA PHARMA KFT HU 

Flector Rapid 50 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/005 OGYI-T-22385/13 IBSA PHARMA KFT HU 
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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 

Flector Rapid 50 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/005 OGYI-T-22385/14 IBSA PHARMA KFT HU 

Flector Rapid 50 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/005 OGYI-T-22385/15 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/006 OGYI-T-22385/16 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/006 OGYI-T-22385/17 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/006 OGYI-T-22385/18 IBSA PHARMA KFT HU 

Flector Rapid 25 mg/ml 
oldatos injekció 

UK/H/3585/001 OGYI-T-22385/01 IBSA PHARMA KFT HU 

Flector Rapid 25 mg/ml 
oldatos injekció 

UK/H/3585/001 OGYI-T-22385/02 IBSA PHARMA KFT HU 

Flector Rapid 25 mg/ml 
oldatos injekció 

UK/H/3585/001 OGYI-T-22385/03 IBSA PHARMA KFT HU 

Flector Rapid 50 mg/ml 
oldatos injekció 

UK/H/3585/002 OGYI-T-22385/04 IBSA PHARMA KFT HU 
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Flector Rapid 50 mg/ml 
oldatos injekció 

UK/H/3585/002 OGYI-T-22385/05 IBSA PHARMA KFT HU 

Flector Rapid 50 mg/ml 
oldatos injekció 

UK/H/3585/002 OGYI-T-22385/06 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 

UK/H/3585/003 OGYI-T-22385/07 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 

UK/H/3585/003 OGYI-T-22385/08 IBSA PHARMA KFT HU 

Flector Rapid 75 mg/ml 
oldatos injekció 

UK/H/3585/003 OGYI-T-22385/09 IBSA PHARMA KFT HU 

AKIS, 25 mg/ml, roztwór 
do wstrzykiwań w 
ampułko-strzykawce 

UK/H/3585/010 24769 IBSA FARMACEUTICI ITALIA PL 

AKIS, 50 mg/ml, roztwór 
do wstrzykiwań w 
ampułko-strzykawce 

UK/H/3585/011 24770 IBSA FARMACEUTICI ITALIA PL 

AKIS, 75 mg/ml, roztwór 
do wstrzykiwań w 
ampułko-strzykawce 

UK/H/3585/012 24771 IBSA FARMACEUTICI ITALIA PL 

AKIS, 25 mg/ml, roztwór 
do wstrzykiwań 

UK/H/3585/007 24766 IBSA FARMACEUTICI ITALIA PL 
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AKIS, 50 mg/ml, roztwór 
do wstrzykiwań 

UK/H/3585/008 24767 IBSA FARMACEUTICI ITALIA PL 

AKIS, 75 mg/ml, roztwór 
do wstrzykiwań 

UK/H/3585/009 24768 IBSA FARMACEUTICI ITALIA PL 

FLECTORFLAM 50 mg 
granulato per soluzione 
orale 

not available 036058030 IBSA FARMACEUTICI ITALIA IT 

DICLOIN 75 mg/ml 
ενέσιμο διάλυμα σε 
προγεμισμένη σύριγγα 

UK/H/3585/006 75819/2-10-2013 IBSA FARMACEUTICI ITALIA GR 

DICLOIN 50 mg/ml 
ενέσιμο διάλυμα σε 
προγεμισμένη σύριγγα 

UK/H/3585/005 75818/2-10-2013 IBSA FARMACEUTICI ITALIA GR 

DICLOIN 25 mg/ml 
ενέσιμο διάλυμα σε 
προγεμισμένη σύριγγα 

UK/H/3585/004 75817/2-10-2013 IBSA FARMACEUTICI ITALIA GR 

DICLOIN 25 mg/ml 
injekční roztok 

UK/H/3585/001 29/234/13-C IBSA SLOVAKIA S.R.O. CZ 

DICLOIN 50 mg/ml 
injekční roztok 

UK/H/3585/002 29/235/13-C IBSA SLOVAKIA S.R.O. CZ 

DICLOIN 75 mg/ml 
injekční roztok 

UK/H/3585/003 29/236/13-C IBSA SLOVAKIA S.R.O. CZ 
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Authorisation number 

National Authorisation Number MAH of product in the 
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DICLOIN 25 mg/ml 
injekční roztok v 
předplněné injekční 
stříkačce 

UK/H/3585/004 29/237/13-C IBSA SLOVAKIA S.R.O. CZ 

DICLOIN 50 mg/ml 
injekční roztok v 
předplněné injekční 
stříkačce 

UK/H/3585/005 29/238/13-C IBSA SLOVAKIA S.R.O. CZ 

DICLOIN 75 mg/ml 
injekční roztok v 
předplněné injekční 
stříkačce 

UK/H/3585/006 29/239/13-C IBSA SLOVAKIA S.R.O. CZ 

AKIS 25 mg/ml injekcný 
roztok v naplnenej 
injekcnej striekacke 

UK/H/3585/004 29/0185/13-S IBSA SLOVAKIA S.R.O. SK 

AKIS 50 mg/ml injekcný 
roztok v naplnenej 
injekcnej striekacke 

UK/H/3585/005 29/0186/13-S IBSA SLOVAKIA S.R.O. SK 

AKIS 75 mg/ml injekcný 
roztok v naplnenej 
injekcnej striekacke 

UK/H/3585/006 29/0187/13-S IBSA SLOVAKIA S.R.O. SK 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973079 ALTERGON ITALIA S.R.L. IT 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973081 ALTERGON ITALIA 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 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973093 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973131 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973143 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973156 ALTERGON ITALIA S.R.L. IT 

FLECTOR DOLORE 25 mg 
granulato per soluzione 
orale 

not available 028617037 IBSA FARMACEUTICI ITALIA IT 

DICLOIN 25 mg/ml 
ενέσιμο διάλυμα 

UK/H/3585/001 75814/2-10-2013 IBSA FARMACEUTICI ITALIA GR 

DICLOIN 50 mg/ml 
ενέσιμο διάλυμα 

UK/H/3585/002 75815/2-10-2013 IBSA FARMACEUTICI ITALIA GR 

DICLOIN 75 mg/ml 
ενέσιμο διάλυμα 

UK/H/3585/003 75816/2-10-2013 IBSA FARMACEUTICI ITALIA GR 
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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 

AKIS 50 mg/ml, solution 
injectable 

UK/H/3585/002 34009 300 350 8 5 LABORATOIRES GENEVRIER FR 

AKIS 50 mg/ml, solution 
injectable 

UK/H/3585/002 34009 300 350 9 2 LABORATOIRES GENEVRIER FR 

AKIS 50 mg/ml, solution 
injectable 

UK/H/3585/002 34009 300 351 0 8 LABORATOIRES GENEVRIER FR 

AKIS 75 mg/ml, solution 
injectable 

UK/H/3585/003 34009 300 351 1 5 LABORATOIRES GENEVRIER FR 

AKIS 75 mg/ml, solution 
injectable 

UK/H/3585/003 34009 300 351 2 2 LABORATOIRES GENEVRIER FR 

AKIS 75 mg/ml, solution 
injectable 

UK/H/3585/003 34009 550 124 5 0 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable 

UK/H/3585/001 34009 300 350 4 7 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable 

UK/H/3585/001 34009 300 350 5 4 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable 

UK/H/3585/001 34009 300 350 6 1 LABORATOIRES GENEVRIER 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 

AKIS 75 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/006 34009 300 352 0 7 LABORATOIRES GENEVRIER FR 

AKIS 75 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/006 34009 300 352 1 4 LABORATOIRES GENEVRIER FR 

AKIS 75 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/006 34009 550 124 6 7 LABORATOIRES GENEVRIER FR 

AKIS 50 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/005 34009 300 351 7 7 LABORATOIRES GENEVRIER FR 

AKIS 50 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/005 34009 300 351 8 4 LABORATOIRES GENEVRIER FR 

AKIS 50 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/005 34009 300 351 9 1 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/004 34009 300 351 4 6 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/004 34009 300 351 5 3 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml, solution 
injectable en seringue 
pré-remplie 

UK/H/3585/004 34009 300 351 6 0 LABORATOIRES GENEVRIER 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 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973042 ALTERGON ITALIA S.R.L. IT 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973055 ALTERGON ITALIA S.R.L. IT 

INFORCE 25 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973067 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973105 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973117 ALTERGON ITALIA S.R.L. IT 

INFORCE 50 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973129 ALTERGON ITALIA S.R.L. IT 

Diclovex 25 mg 
Weichkapseln 

not available 96490.00.00 IBSA FARMACEUTICI ITALIA DE 
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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 

Diclovex 50 mg 
Weichkapseln 

not available 96491.00.00 IBSA FARMACEUTICI ITALIA DE 

FLECTOR DOLORE 25 mg 
granulato per soluzione 
orale 

not available 028617052 IBSA FARMACEUTICI ITALIA IT 

Flector RAPID 50 mg 
granulátum 

not available OGYI-T-05033/03 IBSA PHARMA KFT HU 

Flector RAPID 50 mg 
granulátum 

not available OGYI-T-05033/04 IBSA PHARMA KFT HU 

Flector EP Rapid 50 mg 
granulát 

not available 29/0906/96-S IBSA SLOVAKIA S.R.O. SK 

FLECTOR EP RAPID 50 mg 
granule pro perorální 
roztok v sáčku 

not available 29/514/99-C IBSA SLOVAKIA S.R.O. CZ 

FLECTOR 25 mg, granulés 
pour solution buvable en 
sachet-dose 

not available 34009 352 615 1 9 LABORATOIRES GENEVRIER FR 

FLECTOR 25 mg, granulés 
pour solution buvable en 
sachet-dose 

not available 34009 352 641 2 1 LABORATOIRES GENEVRIER FR 

FLECTOR 25 mg, granulés 
pour solution buvable en 
sachet-dose 

not available 34009 352 616 8 7 LABORATOIRES GENEVRIER FR 
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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 

FLECTOR 50 mg, granulés 
pour solution buvable en 
sachet-dose 

not available 34009 352 617 4 8 LABORATOIRES GENEVRIER FR 

FLECTOR 50 mg, granulés 
pour solution buvable en 
sachet-dose 

not available 34009 352 642 9 9 LABORATOIRES GENEVRIER FR 

FLECTOR 50 mg, 
comprimé 

not available 34009 301 460 6 4 LABORATOIRES GENEVRIER FR 

AKIS 25 mg/ml Solution 
for Injection 

UK/H/3585/007 PL 21039/0040 IBSA FARMACEUTICI ITALIA UK 

AKIS 50 mg/ml Solution 
for Injection 

UK/H/3585/008 PL 21039/0041 IBSA FARMACEUTICI ITALIA UK 

AKIS 75 mg/ml Solution 
for Injection 

UK/H/3585/009 PL 21039/0042 IBSA FARMACEUTICI ITALIA UK 

AKIS 25 mg/ml solution 
for injection in prefilled 
syringe 

UK/H/3585/010 PL 21039/0043 IBSA FARMACEUTICI ITALIA UK 

AKIS 50 mg/ml solution 
for injection in prefilled 
syringe 

UK/H/3585/011 PL 21039/0044 IBSA FARMACEUTICI ITALIA UK 

AKIS 75 mg/ml solution 
for injection in prefilled 
syringe 

UK/H/3585/012 PL 21039/0045 IBSA FARMACEUTICI ITALIA UK 



 
 
List of nationally authorised medicinal products   
EMA/430529/2019  Page 23/68 
 
 

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 

AKIS Plus 25 mg/ml 
injekčný roztok naplnený 
v injekčnej striekačke 

UK/H/3585/010 29/0331/17-S IBSA SLOVAKIA S.R.O. SK 

AKIS Plus 25 mg/ml 
injekčný roztok 

UK/H/3585/007 29/0328/17-S IBSA SLOVAKIA S.R.O. SK 

AKIS Plus 50 mg/ml 
injekčný roztok 

UK/H/3585/008 29/0329/17-S IBSA SLOVAKIA S.R.O. SK 

AKIS Plus 75 mg/ml 
injekčný roztok 

UK/H/3585/009 29/0330/17-S IBSA SLOVAKIA S.R.O. SK 

AKIS Plus 50 mg/ml 
injekčný roztok naplnený 
v injekčnej striekačke 

UK/H/3585/011 29/0332/17-S IBSA SLOVAKIA S.R.O. SK 

AKIS Plus 75 mg/ml 
injekčný roztok naplnený 
v injekčnej striekačke 

UK/H/3585/012 29/0333/17-S IBSA SLOVAKIA S.R.O. SK 

Flector Rapiven 25 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/010 OGYI-T-23318/10 IBSA PHARMA KFT HU 

Flector Rapiven 50 mg/ml 
oldatos injekció 
előretöltött fecskendőben 

UK/H/3585/011 OGYI-T-23318/11 IBSA PHARMA KFT HU 

Flector Rapiven 75 mg/ml 
oldatos injekció 
eloretöltött fecskendoben 

UK/H/3585/012 OGYI-T-23318/12 IBSA PHARMA KFT HU 
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authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Member State where 
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Flector Rapiven 25 mg/ml 
oldatos injekció 

UK/H/3585/007 OGYI-T-23318/01 IBSA PHARMA KFT HU 

Flector Rapiven 25 mg/ml 
oldatos injekció 

UK/H/3585/007 OGYI-T-23318/02 IBSA PHARMA KFT HU 

Flector Rapiven 25 mg/ml 
oldatos injekció 

UK/H/3585/007 OGYI-T-23318/03 IBSA PHARMA KFT HU 

Flector Rapiven 50 mg/ml 
oldatos injekció 

UK/H/3585/008 OGYI-T-23318/04 IBSA PHARMA KFT HU 

Flector Rapiven 50 mg/ml 
oldatos injekció 

UK/H/3585/008 OGYI-T-23318/05 IBSA PHARMA KFT HU 

Flector Rapiven 50 mg/ml 
oldatos injekció 

UK/H/3585/008 OGYI-T-23318/06 IBSA PHARMA KFT HU 

Flector Rapiven 75 mg/ml 
oldatos injekció 

UK/H/3585/009 OGYI-T-23318/07 IBSA PHARMA KFT HU 

Flector Rapiven 75 mg/ml 
oldatos injekció 

UK/H/3585/009 OGYI-T-23318/08 IBSA PHARMA KFT HU 

Flector Rapiven 75 mg/ml 
oldatos injekció 

UK/H/3585/009 OGYI-T-23318/09 IBSA PHARMA KFT HU 
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National Authorisation Number MAH of product in the 
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Member State where 
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Dicloalgan 12,5 mg lágy 
kapszula 

UK/H/6105/001 OGYI-T-23250/04 IBSA PHARMA KFT HU 

Dicloalgan 12,5 mg lágy 
kapszula 

UK/H/6105/001 OGYI-T-23250/01 IBSA PHARMA KFT HU 

Dicloalgan 12,5 mg lágy 
kapszula 

UK/H/6105/001 OGYI-T-23250/03 IBSA PHARMA KFT HU 

Dicloalgan 12,5 mg lágy 
kapszula 

UK/H/6105/001 OGYI-T-23250/02 IBSA PHARMA KFT HU 

DAHILO 12,5 mg capsule 
molli 

UK/H/6105/001 044608014 IBSA FARMACEUTICI ITALIA IT 

DAHILO 12,5 mg capsule 
molli 

UK/H/6105/001 044608026 IBSA FARMACEUTICI ITALIA IT 

DAHILO 12,5 mg capsule 
molli 

UK/H/6105/001 044608038 IBSA FARMACEUTICI ITALIA IT 

DAHILO 12,5 mg capsule 
molli 

UK/H/6105/001 044608040 IBSA FARMACEUTICI ITALIA IT 

INFORCE 75 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973028 ALTERGON ITALIA S.R.L. IT 



 
 
List of nationally authorised medicinal products   
EMA/430529/2019  Page 26/68 
 
 

Product Name  (in 
authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

INFORCE 75 mg/ml 
soluzione iniettabile per 
uso intramuscolare e 
sottocutaneo 

not available 036973030 ALTERGON ITALIA S.R.L. IT 

Diclofenac Tablets BP 
50mg 

not available PL 20416/0220 CRESCENT PHARMA LIMITED UK 

Diclofenac Tablets BP 
25mg 

not available PL 20416/0219 CRESCENT PHARMA LIMITED UK 

FLOGOFENAC 100 mg 
capsule rigide a rilascio 
prolungato 

not available 025536020 A. MENARINI - INDUSTRIE 
FARMACEUTICHE RIUNITE - 
S.R.L. 

IT 

LUASE 50 mg 
comprimidos 
gastrorresistentes 

not available 57.205 ALFASIGMA ESPAÑA, S.L. ES 

Diclofenac akut 1A 
Pharma 50 mg - lösbare 
Tabletten 

not available 1-24778 1A PHARMA GMBH AT 

Voltaren T 25 mg mjuka 
kapslar. 

not available 41904 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

SE 

Voltaren Rapid 25 mg 
mäkké kapsuly 

not available 29/0709/10-S GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
CZECH REPUBLIC S.R.O. 

SK 

Diclofenac potassium NCH 
12.5mg Film-coated 
Tablets 

not available PA 678/129/001 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(IRELAND) LTD 

IE 
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Diclac 150 mg retard 
tabletta 

not available OGYI-T-4000/05 SANDOZ HUNGÁRIA KFT HU 

Diclac 150 mg retard 
tabletta 

not available OGYI-T-4000/06 SANDOZ HUNGÁRIA KFT HU 

ВОЛТАРЕН ДОЛО 12.5 mg 
Филмирани таблетки 

not available 20030609 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

BG 

Diclofenac Potassium 25 
mg Tablets 

not available PL 20075/0682 ACCORD HEALTHCARE 
LIMITED 

UK 

Diclofenac Potassium 50 
mg Tablets 

not available PL 20075/0683 ACCORD HEALTHCARE 
LIMITED 

UK 

DICLOREUM 50 MG 
GRANULATO PER 
SOLUZIONE ORALE 

not available 024515138 ALFASIGMA S.P.A. IT 

DICLOREUM 50, čípky not available 29/126/94-A/C ALFASIGMA S.P.A. CZ 

DICLOREUM 100, čípky not available 29/126/94-B/C ALFASIGMA S.P.A. CZ 

Voltaren Dolo 25 mg 
überzogene Tablette 

not available 64958.00.00 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
GMBH & CO. KG 

DE 
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Voltaren Dolo 25 mg 
überzogene Tablette 

not available 43151.00.00 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
GMBH & CO. KG 

DE 

Voltaren Express, 12,5 
mg, kapsułki, miękkie 

not available 16009 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE SP. 
Z O.O. 

PL 

Voltarol 12,5 mg kapsel, 
myk 

not available 09-6597 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

NO 

EMINOCS 50 mg/ml, 
drank 

NL/H/0800/001 RVG 31532 ALFASIGMA S.P.A. NL 

EMINOCS 50 mg/ml 
soluzione orale 

NL/H/0800/001 038049033 ALFASIGMA S.P.A. IT 

EMINOCS 50 mg/ml 
soluzione orale 

NL/H/0800/001 038049019 ALFASIGMA S.P.A. IT 

EMINOCS 50 mg/ml 
soluzione orale 

NL/H/0800/001 038049045 ALFASIGMA S.P.A. IT 

EMINOCS 50 mg/ml 
soluzione orale 

NL/H/0800/001 038049021 ALFASIGMA S.P.A. IT 

Voltaren Express Forte, 25 
mg, kapsułki miękkie 

not available 17890 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE SP. 
Z O.O. 

PL 
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Voltaren Acti Forte, 25 
mg, tabletki powlekane 

not available 16489 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE SP. 
Z O.O. 

PL 

Voltaren Dolo Liquid 25 
mg Weichkapsel 

not available 82502.00.00 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
GMBH & CO. KG 

DE 

DICLOFENAC HIKMA 75 
mg 

not available 5200.00.01 HIKMA FARMACÊUTICA 
(PORTUGAL), S.A. 

DE 

DICLOFENAC Alfasigma 50 
mg compresse 

not available 033612033 ALFASIGMA S.P.A. IT 

DICLOFENAC Alfasigma 
150 mg capsule a rilascio 
prolungato 

not available 033612058 ALFASIGMA S.P.A. IT 

DICLOFENAC Alfasigma 75 
mg/3 ml soluzione 
iniettabile per uso 
intramuscolare 

not available 033612096 ALFASIGMA S.P.A. IT 

Voltaren Acti, 12,5 mg, 
tabletki powlekane 

not available 9462 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE SP. 
Z O.O. 

PL 

Voltarol 25 mg kapsler, 
myke 

not available 10-8136 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

NO 

Voltaren Dolo 12,5 mg 
filmtabletta 

not available OGYI-T-5572/08 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 
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Voltaren Dolo 12,5 mg 
filmtabletta 

not available OGYI-T-5572/09 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltarol 12,5 mg tabletter, 
filmdrasjerte 

not available 99-7996 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

NO 

Dolotren 50 mg 
comprimidos 
gastrorresistentes 

not available 57.202 FAES FARMA, S.A. ES 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 



 
 
List of nationally authorised medicinal products   
EMA/430529/2019  Page 31/68 
 
 

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 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 
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Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 95765.00.00 MICRO LABS GMBH DE 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 
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Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 
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Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Diclofenac-Natrium Micro 
Labs 75 mg 
Retardtabletten 

DE/H/4552/001 2017040080 MICRO LABS GMBH LU 

Voltaren Akti 25 mg 
mīkstās kapsulas 

not available 12-0185 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LV 

Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/09 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/10 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/11 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 
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Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/12 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/13 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Cataflam Dolo Rapid 25 
mg lágy kapszula 

not available OGYI-T-5573/14 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltarol 25 mg drasjerte 
tabletter 

not available 09-1063 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE A/S 

NO 

DICLOREUM DOLORE 25 
mg granulato per 
soluzione orale 

not available 028618015 ALFASIGMA S.P.A. IT 

DICLOREUM DOLORE 25 
mg granulato per 
soluzione orale 

not available 028618041 ALFASIGMA S.P.A. IT 

Voltaren Akti 12,5 mg 
apvalkotās tabletes 

not available 04 – 0291 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LV 

Cataflam 50 mg, 
überzogene Tabletten 

not available 0010/01/10/7175 NOVARTIS PHARMA N.V. LU 

Voltaren 50 mg 
magensaftresistente 
Tabletten 

not available 0010/02/10/0205 NOVARTIS PHARMA N.V. LU 
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Voltaren Retard 100 mg 
Retardtabletten 

not available 2008049766 NOVARTIS PHARMA N.V. LU 

Voltaren 100 mg Zäpfchen not available 2008049767 NOVARTIS PHARMA N.V. LU 

Voltaren 100 mg 
suppositoires 

not available 2008049767 NOVARTIS PHARMA N.V. LU 

Voltaren Retard 100 mg 
comprimés à libération 
prolongée 

not available 2008049766 NOVARTIS PHARMA N.V. LU 

Cataflam 50 mg, 
überzogene Tabletten 

not available BE147402 NOVARTIS PHARMA N.V. BE 

Cataflam Dispersible 46,5 
mg, Tabletten zur 
Herstellung einer 
Suspension zum 
Einnehmen 

not available BE172514 NOVARTIS PHARMA N.V. BE 

Voltaren 25 mg 
comprimés gastro-
résistants 

not available BE095916 NOVARTIS PHARMA N.V. BE 

Voltaren 25 mg 
maagsapresistente 
tabletten 

not available BE095916 NOVARTIS PHARMA N.V. BE 

Voltaren 25 mg 
magensaftresistente 
Tabletten 

not available BE095916 NOVARTIS PHARMA N.V. BE 
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Voltaren 100 mg Zäpfchen not available BE109261 NOVARTIS PHARMA N.V. BE 

Voltaren 50 mg 
magensaftresistente 
Tabletten 

not available BE121116 NOVARTIS PHARMA N.V. BE 

Voltaren 75 mg/3 ml 
Injektionslösung 

not available BE113206 NOVARTIS PHARMA N.V. BE 

Voltaren Retard 100 mg 
Retardtabletten 

not available BE122071 NOVARTIS PHARMA N.V. BE 

Voltaren Retard 75 mg 
Retardtabletten 

not available BE165471 NOVARTIS PHARMA N.V. BE 

Волтарен Ретард 100 mg 
таблетки с удължено 
освобождаване 

not available 20020740 NOVARTIS PHARMA GMBH BG 

Cataflam 50 mg lágy 
kapszula 

not available OGYI-T-5573/07 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Cataflam 50 mg lágy 
kapszula 

not available OGYI-T-5573/08 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Voltaren Rapid 50 mg 
cápsulas moles 

not available 5668314 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Voltaren Rapid 50 mg 
cápsulas moles 

not available 5668322 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren Acti-Go® 
Επικαλυμμένα Δισκία , 
25mg 

not available 251250101 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren Acti-Go 12,5 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250301 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren Acti-Go 12,5 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250302 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren Acti-Go 50 mg 
επικαλυμμένα με λεπτό 
υμένιο δισκία 

not available 251250201 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTFAST 50 mg capsule 
molli 

not available 028945044 NOVARTIS FARMA S.P.A. IT 

VOLTFAST 50 mg capsule 
molli 

not available 028945057 NOVARTIS FARMA S.P.A. IT 

Voltaren® fast not available 251250401 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren® fast not available 251250402 NOVARTIS (HELLAS) S.A.C.I. GR 
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Voltaren® fast not available 251250403 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880401 NOVARTIS (HELLAS) S.A.C.I. GR 

Voltaren® not available 18443 NOVARTIS IRELAND LIMITED CY 

VOLTAREN® not available 122880201 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880202 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880901 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880101 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880301 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880801 NOVARTIS (HELLAS) S.A.C.I. GR 
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VOLTAREN® not available 122880802 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880601 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN® not available 122880501 NOVARTIS (HELLAS) S.A.C.I. GR 

VOLTAREN Rapid 50 mg 
comprimidos revestidos 

not available 2134492 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTAREN Rapid 50 mg 
comprimidos revestidos 

not available 2134591 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTAREN Rapid 50 mg 
comprimidos revestidos 

not available 2134690 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTAREN Rapid 50 mg 
comprimidos revestidos 

not available 4636494 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTFAST 25 mg 
compresse rivestite 

not available 028945018 NOVARTIS FARMA S.P.A. IT 

VOLTFAST 50 mg 
compresse rivestite 

not available 028945020 NOVARTIS FARMA S.P.A. IT 
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VOLTFAST 50 mg 
granulato per soluzione 
orale 

not available 028945032 NOVARTIS FARMA S.P.A. IT 

VOLTAREN 100 mg 
compresse a rilascio 
prolungato 

not available 023181035 NOVARTIS FARMA S.P.A. IT 

VOLTAREN 100 mg 
supposte 

not available 023181023 NOVARTIS FARMA S.P.A. IT 

Voltaren 100 mg 
supositórios 

not available 9447037 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTAREN 50 mg 
compresse 
gastroresistenti 

not available 023181011 NOVARTIS FARMA S.P.A. IT 

VOLTAREN 50 mg 
compresse solubili 

not available 023181086 NOVARTIS FARMA S.P.A. IT 

Voltaren 50 mg 
comprimidos 
gastrorresistentes 

not available 4636098 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 50 mg 
comprimidos 
gastrorresistentes 

not available 4636197 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 50 mg 
comprimidos 
gastrorresistentes 

not available 9427815 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Voltaren 50 mg 
comprimidos 
gastrorresistentes 

not available 9427831 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTAREN 75 mg 
compresse a rilascio 
prolungato 

not available 023181074 NOVARTIS FARMA S.P.A. IT 

VOLTAREN 75 mg/3 ml 
soluzione iniettabile per 
uso intramuscolare 

not available 023181047 NOVARTIS FARMA S.P.A. IT 

Voltaren 75 75 mg 
comprimidos de libertação 
prolongada 

not available 4726394 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 75 75 mg 
comprimidos de libertação 
prolongada 

not available 4726493 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 75 75 mg 
comprimidos de libertação 
prolongada 

not available 9427856 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 75 75 mg 
comprimidos de libertação 
prolongada 

not available 9427864 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 75 mg/3 ml 
solução injetável 

not available 4636593 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

Voltaren 75 mg/3 ml 
solução injetável 

not available 8446906 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 
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Voltaren Retard 100 mg 
comprimidos de libertação 
prolongada 

not available 9427823 NOVARTIS FARMA - 
PRODUTOS FARMACÊUTICOS 
S.A. 

PT 

VOLTFAST® 50 mg jauhe 
oraaliliuosta varten 

not available 20484 NOVARTIS FINLAND OY FI 

Voltfast 50 mg pulver till 
oral lösning 

not available 20484 NOVARTIS FINLAND OY FI 

Voltaren Rapid 25 mg 
dragerade tabletter 

not available 10202 NOVARTIS FINLAND OY FI 

Voltaren Rapid 25 mg 
tabletti, päällystetty 

not available 10202 NOVARTIS FINLAND OY FI 

Voltaren Rapid 50 mg 
dragerade tabletter 

not available 10203 NOVARTIS FINLAND OY FI 

Voltaren Rapid 50 mg 
tabletti, päällystetty 

not available 10203 NOVARTIS FINLAND OY FI 

Dolo-Voltarén 46, 5 mg 
comprimidos dispersables 

not available 61.440 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltaren 100 mg 
peräpuikko 

not available 8090 NOVARTIS FINLAND OY FI 
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Voltaren 100 mg 
suppositorier 

not available 8090 NOVARTIS FINLAND OY FI 

Voltarén 100 mg 
supositorios 

not available 55.004 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltaren 25 mg 
enterotabletter 

not available 7442 NOVARTIS FINLAND OY FI 

Voltaren 25 mg/ml 
injektions-
/infusionsvätska, lösning 

not available 8629 NOVARTIS FINLAND OY FI 

Voltaren, 75 mg/3 ml 
süstelahus 

not available 061694 SIA "NOVARTIS BALTICS" EE 

Voltaren 25 mg 
enterotabletti 

not available 7442 NOVARTIS FINLAND OY FI 

Voltaren 25 mg/ml 
injektio-/infuusioneste, 
liuos 

not available 8629 NOVARTIS FINLAND OY FI 

Voltarén 50 mg 
comprimidos 
gastrorresistentes 

not available 55.005 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltaren 50 mg 
enterotabletter 

not available 7906 NOVARTIS FINLAND OY FI 
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Voltaren 50 mg 
enterotabletti 

not available 7906 NOVARTIS FINLAND OY FI 

Voltaren 75 mg/3 ml 
injekcinis/infuzinis  
tirpalas 

not available LT/1/94/1300/005 SIA "NOVARTIS BALTICS" LT 

Voltaren 75 mg/3 ml 
šķīdums injekcijām 

not available 00-0517 SIA "NOVARTIS BALTICS" LV 

Voltarén 75 mg solución 
inyectable 

not available 55.010 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltarén Retard 100 mg 
comprimidos de liberación 
modificada 

not available 56.562 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltaren Retard 100 mg 
depottabletter 

not available 9228 NOVARTIS FINLAND OY FI 

Voltaren Retard 100 mg 
ilgstošās darbības 
apvalkotās tabletes 

not available 94-0182 SIA "NOVARTIS BALTICS" LV 

Voltaren Retard 100 mg 
pailginto atpalaidavimo 
tabletės 

not available LT/1/94/1300/002 SIA "NOVARTIS BALTICS" LT 

Voltaren Retard 100 mg 
depottabletti 

not available 9228 NOVARTIS FINLAND OY FI 
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Voltarén Retard 75 mg 
comprimidos de liberación 
modificada 

not available 62.024 NOVARTIS FARMACÉUTICA 
S.A. 

ES 

Voltaren Retard 75 mg 
depottabletter 

not available 10919 NOVARTIS FINLAND OY FI 

Voltaren Retard 75 mg 
depottabletti 

not available 10919 NOVARTIS FINLAND OY FI 

Cataflam 15 mg/ml 
belsőleges szuszpenziós 
cseppek 

not available OGYI-T-5573/03 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Cataflam 50, 50 mg, 
tabletki powlekane 

not available R/3707 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Cataflam 50 mg bevont 
tabletta 

not available OGYI-T-5573/02 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Cataflam 50, omhulde 
tabletten 50 mg 

not available RVG 13245 NOVARTIS PHARMA B.V. NL 

VOLTAREN® K MIGRÄNE 
50 MG 
Überzogene Tabletten 

not available 43151.01.00 NOVARTIS PHARMA GMBH DE 

Voltaren® Resinat 
145,6 mg Diclofenac-
Colestyramin 
(entsprechend 75 mg 
Diclofenac-Natrium) 

not available 17982.00.00 NOVARTIS PHARMA GMBH DE 



 
 
List of nationally authorised medicinal products   
EMA/430529/2019  Page 47/68 
 
 

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 

Hartkapseln 

ВОЛТФАСТ 50 MG ПРАХ 
ЗА ПЕРОРАЛЕН РАЗТВОР 

not available 20060381 NOVARTIS PHARMA GMBH BG 

Cataflam-V 50 mg tabletta not available OGYI-T-5573/01 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Волтарен 50 mg 
супозитории 

not available 20020738 NOVARTIS PHARMA GMBH BG 

Voltaren® 100 mg retard 
Retardtabletten 

not available 14651.00.01 NOVARTIS PHARMA GMBH DE 

Voltaren 100 mg retard 
filmtabletta 

not available OGYI-T-5572/02 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Волтарен 100 mg 
супозитории 

not available 20020739 NOVARTIS PHARMA GMBH BG 

Voltaren® 100 mg 
Zäpfchen 

not available 14651.00.02 NOVARTIS PHARMA GMBH DE 

Voltaren® 25 mg 
Magensaftresistente 
Tabletten 

not available 2502.00.01 NOVARTIS PHARMA GMBH DE 
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Волтарен 25 mg 
стомашно-устойчиви 
таблетки 

not available 20020736 NOVARTIS PHARMA GMBH BG 

Voltaren 25 mg 
gyomornedv-ellenálló 
filmtabletta 

not available OGYI-T-5572/03 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Voltaren® 25 mg 
Zäpfchen 

not available 520.00.00 NOVARTIS PHARMA GMBH DE 

Voltaren, 25 mg/1 ml, 
roztwór do wstrzykiwań 
lub do sporządzania 
roztworu do infuzji 

not available R/1205 NOVARTIS POLAND SP. Z O. 
O. 

PL 

VOLTAREN 25 mg 
comprimate 
gastrorezistente 

not available 4715/2004/01 NOVARTIS PHARMA GMBH RO 

Voltaren® 50 mg 
Magensaftresistente 
Tabletten 

not available 14651.00.00 NOVARTIS PHARMA GMBH DE 

Волтарен 50 mg 
стомашно-устойчиви 
таблетки 

not available 20020737 NOVARTIS PHARMA GMBH BG 

Voltaren 50 mg 
gyomornedv-ellenálló 
filmtabletta 

not available OGYI-T-5572/04 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Voltaren, 50 mg, tabletki 
dojelitowe 

not available R/1204 NOVARTIS POLAND SP. Z O. 
O. 

PL 
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Voltaren 50 mg végbélkúp not available OGYI-T-5572/05 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Voltaren® 50 mg 
Zäpfchen 

not available 6164405.00.00 NOVARTIS PHARMA GMBH DE 

VOLTAREN 50 mg 
comprimate 
gastrorezistente 

not available 4716/2004/01 NOVARTIS PHARMA GMBH RO 

Voltaren 75 mg retard 
filmtabletta 

not available OGYI-T-5572/01 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Волтарен 75 mg/3 ml 
инжекционен разтвор 

not available 20020741 NOVARTIS PHARMA GMBH BG 

Voltaren 75 mg/3 ml, 
oplossing voor injectie 25 
mg/ml 

not available RVG 07460 NOVARTIS PHARMA B.V. NL 

Voltaren 75 mg/3 ml 
oldatos injekció 

not available OGYI-T-5572/06 NOVARTIS HUNGÁRIA KFT. 
PHARMA 

HU 

Voltaren® Dispers  
46,5 mg Tabletten zur 
Herstellung einer 
Suspension zum 
Einnehmen 

not available 6164351.00.00 NOVARTIS PHARMA GMBH DE 

Voltaren SR 100, 100 mg, 
tabletki o przedłużonym 
uwalnianiu 

not available R/1207 NOVARTIS POLAND SP. Z O. 
O. 

PL 
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Voltaren SR 75, 75 mg, 
tabletki o przedłużonym 
uwalnianiu 

not available R/6637 NOVARTIS POLAND SP. Z O. 
O. 

PL 

Cataflam 50 mg omhulde 
tabletten 

not available BE147402 NOVARTIS PHARMA N.V. BE 

Cataflam 50 mg, 
comprimés enrobés 

not available BE147402 NOVARTIS PHARMA N.V. BE 

CATAFLAM TABLETS 50MG not available 18492 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

CY 

Cataflam 1,5% σταγόνες not available 18493 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

CY 

Voltaren® rapid 50 mg - 
Dragees 

not available 1-19098 NOVARTIS PHARMA GMBH AT 

Voltaren T 50 mg, 
dragerade tabletter 

not available 11242 NOVARTIS SVERIGE AB SE 

Voltarol® Rapid Tablets 
50mg 

not available PL 00101/0482 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Voltaren ® 100 mg - 
Zäpfchen für Erwachsene 

not available 1-16308 NOVARTIS PHARMA GMBH AT 
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Voltaren 100 mg 
suppositoires 

not available BE109261 NOVARTIS PHARMA N.V. BE 

Voltaren 100 mg zetpillen not available BE109261 NOVARTIS PHARMA N.V. BE 

Voltaren ® 25 mg - 
Filmtabletten 

not available 1-15554 NOVARTIS PHARMA GMBH AT 

Voltaren 25 mg 
enterotabletter 

not available 09737 NOVARTIS SVERIGE AB SE 

Voltaren 25 mg/ml, 
injektionsvätska, lösning. 

not available 09940 NOVARTIS SVERIGE AB SE 

Voltaren ® 50 mg - 
Filmtabletten 

not available 1-16506 NOVARTIS PHARMA GMBH AT 

Voltaren ® 50 mg - 
Zäpfchen für Erwachsene 

not available 1-15868 NOVARTIS PHARMA GMBH AT 

Voltaren 50 mg 
comprimés gastro-
résistants 

not available 0010/02/10/0205 NOVARTIS PHARMA N.V. LU 

Voltaren 50 mg 
comprimés gastro-
résistants 

not available BE121116 NOVARTIS PHARMA N.V. BE 
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Voltaren 50 mg 
enterotabletter 

not available 09738 NOVARTIS SVERIGE AB SE 

Voltaren 50 mg 
maagsapresistente 
tabletten 

not available BE121116 NOVARTIS PHARMA N.V. BE 

Voltaren 75 mg/ 3 ml 
oplossing voor injectie 

not available BE113206 NOVARTIS PHARMA N.V. BE 

Voltaren® 75 mg/3 ml - 
Injektionslösung 

not available 1-15915 NOVARTIS PHARMA GMBH AT 

Voltaren 75 mg/3 ml 
solution injectable 

not available BE113206 NOVARTIS PHARMA N.V. BE 

Voltaren® dispers - 
lösliche Tabletten 

not available 1-20832 NOVARTIS PHARMA GMBH AT 

Voltaren® retard 100 mg 
- Filmtabletten 

not available 1-16856 NOVARTIS PHARMA GMBH AT 

Voltaren Retard 100 mg 
comprimés à libération 
prolongée 

not available BE122071 NOVARTIS PHARMA N.V. BE 

Voltaren Retard 100 mg 
tabletten met verlengde 
afgifte 

not available BE122071 NOVARTIS PHARMA N.V. BE 
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Voltaren Retard 75 mg 
comprimés à libération 
prolongée 

not available BE165471 NOVARTIS PHARMA N.V. BE 

Voltaren Retard 75 mg 
tabletten met verlengde 
afgifte 

not available BE165471 NOVARTIS PHARMA N.V. BE 

Voltaren suppositorier 100 
mg 

not available 09818 NOVARTIS SVERIGE AB SE 

Voltaren suppositorier 25 
mg 

not available 12840 NOVARTIS SVERIGE AB SE 

Voltaren suppositorier 50 
mg 

not available 09941 NOVARTIS SVERIGE AB SE 

Voltaren® not available 18434 NOVARTIS IRELAND LIMITED CY 

Voltaren® not available 18444 NOVARTIS IRELAND LIMITED CY 

Voltaren® not available 18459 NOVARTIS IRELAND LIMITED CY 

Voltaren® not available 18455 NOVARTIS IRELAND LIMITED CY 
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Voltaren® not available 18400 NOVARTIS IRELAND LIMITED CY 

Voltaren® Suppositories 
12.5mg 

not available 18454 NOVARTIS IRELAND LIMITED CY 

VOLTARENE 100 mg, 
suppositoire 

not available 3400932214341 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg 
ENFANT, suppositoire 

not available 3400932239535 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg 
ENFANT, suppositoire 

not available 3400932273591 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg, 
comprimé enrobé gastro-
résistant 

not available 3400931895299 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg, 
comprimé enrobé gastro-
résistant 

not available 3400931978718 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg, 
comprimé enrobé gastro-
résistant 

not available 3400933814458 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE 25 mg, 
comprimé enrobé gastro-
résistant 

not available 3400933814519 NOVARTIS PHARMA S.A.S. FR 
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VOLTARENE 50 MG, 
comprimé enrobé gastro-
résistant 

not available 3400932351176 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE® 75 mg/3 
ml, solution injectable 

not available 3400932452224 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE® 75 mg/3 
ml, solution injectable 

not available 3400955283614 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE® 75 mg/3 
ml, solution injectable 

not available 3400955549444 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 75 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933591960 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 75 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933592042 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 75 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933593452 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 75 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933593513 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 75 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400934595615 NOVARTIS PHARMA S.A.S. FR 



 
 
List of nationally authorised medicinal products   
EMA/430529/2019  Page 56/68 
 
 

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 

VOLTARENE LP 100 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400932460496 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 100 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400932460557 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 100 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933070120 NOVARTIS PHARMA S.A.S. FR 

VOLTARENE LP 100 mg, 
comprimé enrobé à 
libération prolongée 

not available 3400933070298 NOVARTIS PHARMA S.A.S. FR 

Voltarol® Ampoules not available PL 00101/0466 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Voltarol® Suppositories 
100mg 

not available PL 00101/0475 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Voltarol® Suppositories 
50mg 

not available PL 00101/0474 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Voltarol® Suppositories 
12.5mg 

not available PL 00101/0472 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 

Voltarol® Suppositories 
25mg 

not available PL 00101/0473 NOVARTIS 
PHARMACEUTICALS UK 
LIMITED 

UK 
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Voltaren Rapid 50 mg 
Obalené tablety 

not available 29/0098/91-S NOVARTIS SLOVAKIA S.R.O. SK 

VOLTAREN RAPID 50 mg 
TABLETY obalené tablety 

not available 29/098/91-S/C NOVARTIS S.R.O., CZ 

VOLTAREN injekční roztok not available 29/186/80-C NOVARTIS S.R.O., CZ 

Voltaren 100 100 mg 
čapíky 

not available 29/0184/80-CS NOVARTIS SLOVAKIA S.R.O. SK 

VOLTAREN 50 
enterosolventní tablety 

not available 29/294/91-C NOVARTIS S.R.O., CZ 

Voltaren 50 50 mg 
gastrorezistentné tablety 

not available 29/0294/91-CS NOVARTIS SLOVAKIA S.R.O. SK 

VOLTAREN RETARD 
tablety s prodlouženým 
uvolňováním 

not available 29/247/80-C NOVARTIS S.R.O., CZ 

Voltaren Retard 100 100 
mg tablety s predĺženým 
uvoľňovaním 

not available 29/0247/80-CS NOVARTIS SLOVAKIA S.R.O. SK 

CATAFLAM 50 mg 
dosepulver til mikstur, 
oppløsning 

not available 05-3486 NOVARTIS NORGE AS NO 
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Cataflam 50 mg drasjerte 
tabletter 

not available 8287 NOVARTIS NORGE AS NO 

Voltaren 100 mg 
stikkpiller 

not available 7784 NOVARTIS NORGE AS NO 

Voltaren 25 mg 
enterotabletter 

not available 7780 NOVARTIS NORGE AS NO 

Voltaren 25 mg stikkpiller not available 7782 NOVARTIS NORGE AS NO 

Voltaren 25 mg/ml 
injeksjonsvæske 

not available 7377 NOVARTIS NORGE AS NO 

Voltaren 50 mg 
enterotabletter 

not available 7781 NOVARTIS NORGE AS NO 

Voltaren 50 mg stikkpiller not available 7783 NOVARTIS NORGE AS NO 

Voltaren® 12,5 mg 
svečke 

not available H/94/01506/001 NOVARTIS PHARMA GMBH SI 

Voltaren® 25 mg svečke not available H/94/01506/002 NOVARTIS PHARMA GMBH SI 
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Voltaren rapid 50 mg 
obložene tablete 

not available HR-H-090999073 NOVARTIS HRVATSKA D.O.O. HR 

VOLTAREN® D not available MA1249/00707 NOVARTIS IRELAND LIMITED MT 

VOLTAREN®12.5 mg 
suppositories 

not available MA1249/00701 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® 50 mg 
suppositories 

not available MA1249/00702 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® 100 mg 
suppositories 

not available MA1249/00703 NOVARTIS IRELAND LIMITED MT 

Catafast® 50 mg powder 
for oral solution 

not available MA1249/00203 NOVARTIS IRELAND LIMITED MT 

CATAFLAM® 25 mg 
sugar-coated tablets 

not available MA1249/00201 NOVARTIS IRELAND LIMITED MT 

CATAFLAM® 50 mg 
sugar-coated tablets 

not available MA1249/00202 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® 25 mg 
gastro-resistant tablets 

not available MA1249/00704 NOVARTIS IRELAND LIMITED MT 
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VOLTAREN® 50 mg 
gastro-resistant tablets 

not available MA1249/00705 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® 75mg/3mL 
solution for injection 

not available MA1249/00706 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® Retard 100 not available MA1249/00709 NOVARTIS IRELAND LIMITED MT 

VOLTAREN® SR 75 not available MA1249/00708 NOVARTIS IRELAND LIMITED MT 

Cataflam 50 mg, 
comprimés enrobés 

not available 0010/01/10/7175 NOVARTIS PHARMA N.V. LU 

Cataflam 50mg coated 
tablets 

not available PA0896/004/001 NOVARTIS IRELAND LIMITED IE 

Voltarol 50mg Gastro-
Resistant Tablets 

not available PA0896/034/001 NOVARTIS IRELAND LIMITED IE 

Voltarol Retard 100 mg 
Film-coated Prolonged 
Release Tablets 

not available PA0896/034/002 NOVARTIS IRELAND LIMITED IE 

Voltarol Retard 75mg film-
coated prolonged-release 
tablets 

not available PA0896/034/003 NOVARTIS IRELAND LIMITED IE 
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Voltaren Retard, 100 mg 
toimeainet prolongeeritult 
vabastavad tabletid 

not available 061294 SIA "NOVARTIS BALTICS" EE 

Cataflam Dispersible 46,5 
mg, comprimés 
dispersibles 

not available BE172514 NOVARTIS PHARMA N.V. BE 

Cataflam Dispersible 46,5 
mg, dispergeerbare 
tabletten 

not available BE172514 NOVARTIS PHARMA N.V. BE 

Voltaren® not available 18457 NOVARTIS IRELAND LIMITED CY 

Diclofenac Potassium 50 
mg Tablets 

not available PL 20046/0078 FOCUS PHARMACEUTICALS 
LIMITED 

UK 

Adacium Rapid 50mg 
Tablets 

not available PL 20046/0078 FOCUS PHARMACEUTICALS 
LIMITED 

UK 

Motifene 75 mg gélules à 
libération modifiée 

not available BE 176671 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Motifene 75 mg, capsules 
met gereguleerde afgifte, 
hard 

not available BE 176671 DAIICHI SANKYO BELGIUM 
S.A 

BE 

Motifene 75 mg gélules à 
libération modifiée. 

not available 0345531 DAIICHI SANKYO BELGIUM 
S.A 

LU 
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Motifene 75 mg gélules à 
libération modifiée. 

not available 0235011 DAIICHI SANKYO BELGIUM 
S.A 

LU 

Motifene 75 mg Capsules not available PL 08265/0003 DAIICHI SANKYO UK LTD UK 

Voltaren Akti 25 mg 
minkštosios kapsulės 

not available LT/1/94/0948/005 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 25 mg 
minkštosios kapsulės 

not available LT/1/94/0948/005 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 25 mg 
minkštosios kapsulės 

not available LT/1/94/0948/004 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 25 mg 
minkštosios kapsulės 

not available LT/1/94/0948/004 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Acti-Go® 
Επικαλυμμένα Δισκία , 
25mg 

not available 251250101 NOVARTIS (HELLAS) S.A.C.I. GR 

Diclo-Divido long 
Hartkapseln, retardiert 

not available 13847.00.00 PUREN PHARMA GMBH & CO. 
KG 

DE 

Diclo-Divido: 
Hartkapseln, retardiert 
Wirkstoff: Diclofenac-
Natrium 75 mg 

not available 13847.01.00 PUREN PHARMA GMBH & CO. 
KG 

DE 
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DICLOREUM DOLORE 25 
mg granulato per 
soluzione orale 

not available 028618015 ALFASIGMA S.P.A. IT 

DICLOREUM DOLORE 25 
mg granulato per 
soluzione orale 

not available 028618041 ALFASIGMA S.P.A. IT 

VOLTAREN ACTIGO EXTRA 
obalené tablety 

not available 29/549/00-C GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
CZECH REPUBLIC S.R.O. 

CZ 

Itamifast 25 mg 
compresse rivestite con 
film 

IT/H/0352/001 041736012 FIDIA FARMACEUTICI S.P.A IT 

Itamifast 50 mg 
compresse rivestite con 
film 

IT/H/0352/002 041736036 FIDIA FARMACEUTICI S.P.A IT 

Itamifast 25 mg 
compresse rivestite con 
film 

IT/H/0352/001 041736024 FIDIA FARMACEUTICI S.P.A IT 

Itamifast 50 mg 
compresse rivestite con 
film 

IT/H/0352/002 041736048 FIDIA FARMACEUTICI S.P.A IT 

Voltaren Rapid 25 mg 
měkké tobolky 

not available 29/173/11-C GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
CZECH REPUBLIC S.R.O. 

CZ 

Dolotren 75 mg solución 
inyectable 

not available 57.204 FAES FARMA, S.A. ES 
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DICLOREUM 50, čípky not available 29/126/94-A/C ALFASIGMA S.P.A. CZ 

DICLOREUM 100, čípky not available 29/126/94-B/C ALFASIGMA S.P.A. CZ 

ZEROFLOG  0,074 g/100 
ml  collutorio, 1 flacone 

not available 034373 011 VALEAS S.P.A. IT 

ZEROFLOG   0,011 g/15 
ml collutorio, 12 bustine 

not available 034373 023 VALEAS S.P.A. IT 

ZEROFLOG 0,022 g/15 ml 
soluzione spray per 
mucosa orale 

not available 034373 035 VALEAS S.P.A. IT 

Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/30 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/29 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/26 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/31 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 
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Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/28 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Voltaren Dolo 25 mg lágy 
kapszula 

not available OGYI-T-5572/27 GLAXOSMITHKLINE-
CONSUMER KFT. 

HU 

Dolotren 46,5 mg 
comprimidos dispersables 

not available 60.068 FAES FARMA, S.A. ES 

Diclomax Retard not available PL 27827/0005 GALEN LIMITED UK 

Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 5047246 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 5047253 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 5185533 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 3852589 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 
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Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 3852688 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Voltaren 12,5 12,5 mg 
comprimidos revestidos 
por película 

not available 5185525 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE, 
PRODUTOS PARA A SAÚDE E 
HIGIENE, LDA 

PT 

Rhumalgan SR 75 mg 
Modified Release Capsules 

not available PL 04416/0737 SANDOZ LTD UK 

Rhumalgan XL 100 mg 
modified-release capsules 

not available PL 04416/0738 SANDOZ LTD UK 

Diclofenac Tablets 25 mg not available PL 04416/0361 SANDOZ LTD UK 

® Diclovol 75mg SR 
Tablets 

not available PL 04416/0645 SANDOZ LTD UK 

Rhumalgan CR 75 not available PL 4416/0242 SANDOZ LTD UK 

Rhumalgan CR 100 not available PL 04416/0243 SANDOZ LTD UK 

Diclac 75mg Prolonged-
release Tablets 

not available PA0711/009/003 ROWEX LTD IE 
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Diclac Retard 100mg 
Prolonged-release Tablets 

not available PA0711/009/006 ROWEX LTD IE 

Voltaren Akti 25 mg 
dengtos tabletės 

not available LT/1/94/0948/001 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

Voltaren Akti 25 mg 
dengtos tabletės 

not available LT/1/94/0948/001 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
(UK) TRADING LIMITED 

LT 

DICLOREUM DOLORE 25 
mg compresse 
gastroresistenti 

not available 028618039 ALFASIGMA S.P.A. IT 

DICLOREUM DOLORE 25 
mg compresse 
gastroresistenti 

not available 028618027 ALFASIGMA S.P.A. IT 

Dicloreum 150 mg capsule 
cu eliberare prelungită 

not available 8293/2015/01 ALFASIGMA S.P.A. RO 

Voltaren Dolo 12,5 mg 
Filmtabletten 

not available 51218.00.00 GLAXOSMITHKLINE 
CONSUMER HEALTHCARE 
GMBH & CO. KG 

DE 

DICLOFENAC Alfasigma 50 
mg compresse 

not available 033612033 ALFASIGMA S.P.A. IT 

DICLOFENAC Alfasigma 
150 mg capsule a rilascio 
prolungato 

not available 033612058 ALFASIGMA S.P.A. IT 
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DICLOFENAC Alfasigma 75 
mg/3 ml soluzione 
iniettabile per uso 
intramuscolare 

not available 033612096 ALFASIGMA S.P.A. IT 

 


