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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
authorisation number

country)

Adacium Rapid

PL 20046/0078

Focus Pharmaceuticals Limited

United Kingdom

UK/H/3585/001 &
UK/H/3585/002 &

Akis UK/H/3585/003 021855 & 021856 & 021857 Ibsa Farmaceutici Italia Cyprus
UK/H/3585/004 &
UK/H/3585/005 &
Akis UK/H/3585/006 021858 & 021859 & 021860 Ibsa Farmaceutici Italia Cyprus
34009 300 350 4 7 & 34009 300 350 5 4
& 34009 300 350 6 1 & 34009 300 350 8
UK/H/3585/001 & 5 & 34009 300 350 9 2 & 34009 300 351
UK/H/3585/002 & 0 8 & 34009 300 351 1 5 & 34009 300
Akis UK/H/3585/003 35122 & 34009 550 12450 Laboratoires Genevrier France
34009 300 351 4 6 & 34009 300 35153
& 34009 300 351 6 0 & 34009 300 351 7
UK/H/3585/004 & 7 & 34009 300 351 8 4 & 34009 300 351
UK/H/3585/005 & 9 1 & 34009 300 352 0 7 & 34009 300
Akis UK/H/3585/006 35214 & 34009 550 1246 7 Laboratoires Genevrier France
UK/H/3585/001 &
UK/H/3585/002 & 83946.00.00 & 83947.00.00 &
Akis UK/H/3585/003 83948.00.00 Ibsa Farmaceutici Italia Germany
UK/H/3585/004 &
UK/H/3585/005 & 83949.00.00 & 83950.00.00 &
Akis UK/H/3585/006 83951.00.00 Ibsa Farmaceutici Italia Germany
OGYI-T-22385/01 & OGYI-T-22385/02 &
OGYI-T-22385/03 & OGYI-T-22385/04 &
UK/H/3585/001 & OGYI-T-22385/05 & OGYI-T-22385/06 &
UK/H/3585/002 & OGYI-T-22385/07 & OGYI-T-22385/08 &
Akis UK/H/3585/003 OGYI-T-22385/09 Ibsa Pharma Kft Hungary
OGYI-T-22385/10 & OGYI-T-22385/11 &
OGYI-T-22385/12 & OGYI-T-22385/13 &
UK/H/3585/004 & OGYI-T-22385/14 & OGYI-T-22385/15 &
UK/H/3585/005 & OGYI-T-22385/16 & OGYI-T-22385/17 &
Akis UK/H/3585/006 OGYI-T-22385/18 Ibsa Pharma Kft Hungary
UK/H/3585/001 & 040528010 & 040528022 & 040528034 &
UK/H/3585/002 & 040528046 & 040528059 & 040528061 &
Akis UK/H/3585/003 040528073 & 040528085 & 040528097 Ibsa Farmaceutici Italia Italy
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
authorisation number
country)
UK/H/3585/004 & 040528109 & 040528111 & 040528123 &
UK/H/3585/005 & 040528135 & 040528147 & 040528150 &
Akis UK/H/3585/006 040528162 & 040528174 & 040528186 Ibsa Farmaceutici Italia Italy
UK/H/3585/001 &
UK/H/3585/002 &
Akis UK/H/3585/003 21017 & 21018 & 21019 Ibsa Farmaceutici Italia Poland
UK/H/3585/004 &
UK/H/3585/005 &
Akis UK/H/3585/006 21020 & 21021 & 21022 Ibsa Farmaceutici Italia Poland
UK/H/3585/001 &
UK/H/3585/002 & 29/0188/13-S & 29/0189/13-S &
Akis UK/H/3585/003 29/0190/13-S Ibsa Slovakia S.R.O. Slovakia
UK/H/3585/004 &
UK/H/3585/005 & 29/0185/13-S & 29/0186/13-S &
Akis UK/H/3585/006 29/0187/13-S Ibsa Slovakia S.R.O. Slovakia
UK/H/3585/001 &
UK/H/3585/002 & PL 21039/0018 & PL 21039/0019 & PL
Akis UK/H/3585/003 21039/0020 Ibsa Farmaceutici Italia United Kingdom
UK/H/3585/004 &
UK/H/3585/005 & PL 21039/0021 & PL 21039/0023 & PL
Akis UK/H/3585/006 21039/0024 Ibsa Farmaceutici Italia United Kingdom
Akisflam 036058016 & 036058028 & 036058030 Ibsa Farmaceutici Italia S.R.L. Italy
Novartis Pharmaceuticals Uk
Catafast 088/00303 Limited Malta
Cataflam BE147402 Novartis Pharma N.V. (Art57) Belgium
Cataflam BE353972 Novartis Pharma N.V. (Art57) Belgium
Cataflam BE353972 Novartis Pharma N.V. (Art57) Belgium
Novartis Pharmaceuticals Uk
Cataflam 18492 Limited Cyprus
Novartis Pharmaceuticals Uk
Cataflam 18493 Limited Cyprus
Cataflam 060994 Novartis Finland Oy (Art57) Estonia
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where

Name (in Authorisation member state product is authorised

authorisation number
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Novartis Hungaria Kft. Pharma

Cataflam OGYI-T-5573/02 (Art57) Hungary
Novartis Hungaria Kft. Pharma

Cataflam OGYI-T-5573/03 (Art57) Hungary
Novartis Pharmaceuticals Uk

Cataflam PA 13/88/2 Limited Ireland

Cataflam 99-0168 Novartis Finland Oy (Art57) Latvia

Cataflam LT/1/94/0948/002 Novartis Finland Oy (Art57) Lithuania

Cataflam 0010/01/10/7175 Novartis Pharma N.V. (Art57) Luxembourg

Cataflam 0010/01/10/7175 Novartis Pharma N.V. (Art57) Luxembourg
Novartis Pharmaceuticals Uk

Cataflam 088/00301 Limited Malta
Novartis Pharmaceuticals Uk

Cataflam 088/00302 Limited Malta

Cataflam RVG 13245 Novartis Pharma B.V. (Art57) Netherlands

Cataflam 05-3486 Novartis Norge As (Art57) Norway

Cataflam 8287 Novartis Norge As (Art57) Norway

Cataflam 99-7997 Novartis Norge As Norway
Novartis Poland Sp. Z O. O.

Cataflam R/3707 (Art57) Poland

4566196 & 4566790 & 9716522 & Laboratorio Normal-Produtos

Cataflam 9716530 Farmaceuticos, Lda Portugal

Cataflam

Dispersible BE172514 Novartis Pharma N.V. (Art57) Belgium

Cataflam

Dispersible BE172514 Novartis Pharma N.V. (Art57) Belgium

OGYI-T-5573/04 & OGYI-T-5573/05 & Novartis Hungaria Kft. Consumer

Cataflam Dolo OGYI-T-5573/06 Health Hungary
Novartis Hungaria Kft. Pharma

Cataflam-V OGYI-T-5573/01 (Art57) Hungary

Deflamat AIC 028534016 & AIC 028534028 Daiichi Sankyo Italia S.P.A Italy
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
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Deflamat AIC 028534030 Daiichi Sankyo Italia S.P.A Italy
Diclac OGYI-T-4000/05 & OGYI-T-4000/06 Sandoz Hungaria Kft Hungary
Diclac OGYI-T-4000/07 & OGYI-T-4000/08 Sandoz Hungaria Kft Hungary
Diclac NOT APPLICABLE OGYI-T-4000/03 & OGYI-T-4000/04 Sandoz Hungaria Kft Hungary
Diclac PA 711/9/3 Rowex Ltd Ireland
Diclac 99-0827-003 99-0827 Sandoz Pharmaceuticals D.D. Latvia
Diclac NOT APPLICABLE 29/0104/93-S Sandoz Pharmaceuticals D.D. Slovakia
Diclac Duo 9577 & 9578 Sandoz Gmbh Poland
Diclo 75 mg PA 281/106/1 Pinewood Laboratories Itd. Ireland
Diclodent 4881389; Laboratorios Atral, S.A. Portugal
Actavis Deutschland Gmbh & Co.
Diclo-Divido 13847.01.00 Kg Germany
Actavis Deutschland Gmbh & Co.
Diclo-Divido Long 13847.00.00 Kg Germany
Diclofenac 97-0174 Glaxosmithkline Latvia Sia Latvia
Diclofenac 97-0175 Glaxosmithkline Latvia Sia Latvia
Diclofenac Akut 1a Pharma 1-24778 la Pharma Gmbh Austria
Diclofenac Alfa Wassermann 033612033 Alfa Wassermann Spa Italy
Diclofenac Alfa Wassermann 033612058 Alfa Wassermann Spa Italy
Diclofenac Alfa Wassermann 033612096 Alfa Wassermann Spa Italy

Diclofenac Crescent Pharma

PL 20416/0219

Crescent Pharma Limited

United Kingdom

Diclofenac Crescent Pharma

PL 20416/0220

Crescent Pharma Limited

United Kingdom

Hikma Farmaceutica (Portugal),

Diclofenac Hikma 5200.00.01 S.A. Germany
Diclofenac Mylan NL 16785 & NL 16786 Mylan S.A.S France
Diclofenac Nch 70999.00.00 Novartis Consumer Health Gmbh | Germany
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Diclofenac Novartis Consumer Health (Uk)

Potassium PA 30/41/1 Limited Ireland

Diclofenac Potassiu

m 50mg Tablets &

Adacium™ Rapid 50mg Tablets

PL 20046/0078

Focus Pharmaceuticals Limited

United Kingdom

Diclofenac

Potassium Actavis | UK/N/0001 PL 3030670255 Actavis Group Ptc Ehf. United Kingdom
Diclofenac

Potassium Actavis | UK/N/0001 PL 30306/0256 Actavis Group Ptc Ehf. United Kingdom
Diclofenac Potassium Focus

Pharmaceuticals

PL 20046/0078

Focus Pharmaceuticals Limited

United Kingdom

Diclofenac

Ratiopharm 31404.00.00 Ratiopharm Gmbh Germany
Diclofenac

Sandoz Ltd PL 04416/0361 & PL 04416/0362 Sandoz Ltd United Kingdom

Diclofenac Sodium
ml

Injection 75 mg in 3

PL 12762/0421

Mercury Pharma International
Limited

United Kingdom

Diclofenac Sodium
ml

Injection 75 mg in 3

PL 12762/0092

Mercury Pharmaceuticals
Limited

United Kingdom

Diclofenac Sodium

Ratiopharm

4369.00.00

Ratiopharm Gmbh

Germany

Diclofenac Sodium

Tablets

PL 12762/0420

Mercury Pharma International
Limited

United Kingdom

Mercury Pharma International

Diclofenac Sodium Tablets PL 12762/0421 Limited United Kingdom
Diclofenac

Zentiva 74529.00.00 Winthrop Arzneimittel Gmbh Germany
Diclofenac-Kalium

Al 74528.00.00 Aliud Pharma Gmbh Germany
Diclofenac-Kalium

Stada 74527.00.00 Stadapharm Gmbh Germany
Diclofenacnatrium

Sandoz RVG 25586 RVG 25586 Sandoz B.V. Netherlands
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
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UK/H/3585/001 &
UK/H/3585/002 & 29/234/13-C & 29/235/13-C &
Dicloin UK/H/3585/003 29/236/13-C Ibsa Slovakia S.R.O. Czech Republic
UK/H/3585/004 &
UK/H/3585/005 & 29/237/13-C & 29/238/13-C &
Dicloin UK/H/3585/006 29/239/13-C Ibsa Slovakia S.R.O. Czech Republic
UK/H/3585/001 &
UK/H/3585/002 & 75814/2-10-2013 & 75815/2-10-2013 &
Dicloin UK/H/3585/003 75816/2-10-2013 Ibsa Farmaceutici Italia Greece
UK/H/3585/001 &
UK/H/3585/002 & 75814/2-10-2013 & 75815/2-10-2013 &
Dicloin UK/H/3585/003 75816/2-10-2013 Ibsa Farmaceutici Italia Greece
UK/H/3585/004 &
UK/H/3585/005 & 75817/2-10-2013 & 75818/2-10-2013 &
Dicloin UK/H/3585/006 75819/2-10-2013 Ibsa Farmaceutici Italia Greece
Diclomax Retard PL 27827/0005 Galen Limited United Kingdom
Diclon 12735-1986 12735 Sandoz A/S Denmark
Diclon NL/H/0173/002 31064 Sandoz Gmbh Denmark
NL/H/0173/003 &
Diclon NL/H/0173/004 31065 & 31066 Sandoz Gmbh Denmark
Diclopax DK/H/0582/001 33076 Actavis Group Ptc Ehf. Denmark
Dicloral 032085019 Athena Pharma ltalia Srl Italy
Dicloral 032085033 Athena Pharma Italia Srl Italy
Dicloreum 29/126/94-A/C Alfa Wassermann Spa Czech Republic
Dicloreum 29/126/94-B/C Alfa Wassermann Spa Czech Republic
Dicloreum 29/844/92-B/C Alfa Wassermann Spa Czech Republic
Dicloreum 024515049 Alfa Wassermann Spa Italy
Dicloreum 024515052 & 024515064 Alfa Wassermann Spa Italy
Dicloreum 024515088 Alfa Wassermann Spa Italy
Dicloreum 024515114 Alfa Wassermann Spa Italy
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Dicloreum 024515138 Alfa Wassermann Spa Italy

Dicloreum 8293/2006/01 Alfa Wassermann Spa Romania

Dicloreum 29/0336/94-S Alfa Wassermann Spa Slovakia

Dicloreum 29/0668/92-C/S Alfa Wassermann Spa Slovakia

Dicloreum 29/0844/92-C/S Alfa Wassermann Spa Slovakia

Dicloreum Dolore 028618015 & 028618041 Alfa Wassermann Spa Italy

Dicloreum Dolore 028618027 & 028618039 Alfa Wassermann Spa Italy

Dicloreum

Iniettabile 024515076 Alfa Wassermann Spa Italy

Dicloreum Retard

29/127/94-C

Alfa Wassermann Spa

Czech Republic

Dicloreum Retard

29/0338/94-S

Alfa Wassermann Spa

Slovakia

Diclovol PL 04416/0645 PL 04416/0645 Sandoz Ltd United Kingdom
Dicuno SE/H/791/002/DC 29/496/11-C, 29/497/11-C Vitabalans Oy Czech Republic
Dicuno SE/H/791/002/DC 45574, 45575 Vitabalans Oy Denmark
Dicuno SE/H/791/002/DC 743711, 743811 Vitabalans Oy Estonia

Dicuno SE/H/791/002/DC 27849, 27850 Vitabalans Oy Finland

Dicuno SE/H/791/002/DC 79584.00.00, 79585.00.00 Vitabalans Oy Germany
Dicuno SE/H/791/002/DC 11-0212, 11-0213 Vitabalans Oy Latvia

Dicuno SE/H/791/002/DC LT/1/11/2667/001-008 Vitabalans Oy Lithuania
Dicuno SE/H/791/002/DC 09-6972, 09-6973 Vitabalans Oy Norway
Dicuno SE/H/791/001/DC 19642 Vitabalans Oy Poland

Dicuno SE/H/791/002/DC 19643 Vitabalans Oy Poland

Dicuno SE/H/791/002/DC 29/0242/11-S, 29/0243/11-S Vitabalans Oy Slovakia
Dicuno SE/H/791/002/DC 5363-1-2352 - 2357/11 Vitabalans Oy Slovenia
Dicuno SE/H/791/002/DC 42951, 42952 Vitabalans Oy Sweden
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
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Dixol OGYI-T-20 733/01 Angelini Pharma &dsterreich Gmbh | Hungary
Dixol Forte OGYI-T-20733/02 Angelini Pharma 6sterreich Gmbh | Hungary
Novartis Farmacéutica S.A.
Dolo-Voltarén 61440 (Art57) Spain

Econac 100mg Suppositories

PL 10972/0069

Mercury Pharma Group Limited

United Kingdom

Econac injection 75 mg / 3 ml

PL 10972/0070

Mercury Pharma Group Limited

United Kingdom

Econac SR 75mg
Tablets

PL 12762/0100

Mercury Pharmaceuticals
Limited

United Kingdom

Econac XL 100mg
Tablets

PL 12762/0101

Mercury Pharmaceuticals
Limited

United Kingdom

038049019 & 038049021 & 038049033 &

Eminocs NL/H/0800/001 038049045 Alfa Wassermann Spa Italy
Eminocs NL/H/0800/001 RVG 31532 Alfa Wassermann Spa Netherlands
EVINOPON
CUT.SOL 1,5%
W/W 11054/13-2-2012 BROS E.M.E. Greece
4637096 & 4637195 & 9548818 & Laboratorio Normal-Produtos
Flameril 9548826 Farmaceuticos, Lda Portugal
Laboratorio Normal-Produtos
Flameril 4637484 & 8548909 Farmaceuticos, Lda Portugal
Laboratorio Normal-Produtos
Flameril 9549006 Farmaceuticos, Lda Portugal
Laboratorio Normal-Produtos
Flameril Retard 4498291 & 4637393 & 9594002 Farmaceuticos, Lda Portugal
34009 352 6151 9 & 34009 352 616 8 7
& 34009 352 617 4 8 & 34009 352 618 0
Flector 9 Laboratoires Genevrier France
Flector 34009 352 641 2 1 & 34009 352 6429 9 Laboratoires Genevrier France
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Flector Dolore

028617037

Ibsa Farmaceutici Italia

Italy

Flector Ep Rapid

29/514/99-C

Ibsa Slovakia S.R.O.

Czech Republic

Flector Ep Rapid 29/0906/96-S Ibsa Slovakia S.R.O. Slovakia
Flector Rapid OGYI-T-05033/03 & OGYI-T-05033/04 Ibsa Pharma Kft Hungary
A. Menarini - Industrie
Flogofenac 025536020 Farmaceutiche Riunite - S.R.L. Italy
Angelini Pharma Polska Sp. Z

Glimbax 14588 0.0. Poland

Glimbax 7416/2006/01 Angelini Pharma 6sterreich Gmbh | Romania

Glimbax 95/0200/04-S Angelini Pharma 8sterreich Gmbh | Slovakia

Glimbax 95/0378/13-S Angelini Pharma 6sterreich Gmbh | Slovakia

Indicam 036972014 Altergon lItalia S.R.L. Italy

Indicam 036972026 & 036972038 Altergon Italia S.R.L. Italy

Inforce 036973028 & 036973030 Altergon Italia S.R.L. Italy
036973079 & 036973081 & 036973093 &

Inforce 036973131 & 036973143 & 036973156 Altergon lItalia S.R.L. Italy
041736012 & 041736024 & 041736036 &

Itamifast IT/H/352/001-002 041736048 Fidia Farmaceutici S.P.A Italy

SE/H/1162/001 & 041735010 & 041735022 & 041735034 &
Kappadi SE/H/1162/002 041735046 Alfa Wassermann Spa Italy
SE/H/1162/001 &

Kappadi SE/H/1162/002 43386 & 43387 Alfa Wassermann Spa Sweden

Klofen-L 910127 910127 Actavis Hf. Iceland

Modifenac 18609 Actavis Group Hf. Denmark

Modifenac 1IS/N/0001 980422 Actavis Group Hf. Iceland

Modifenac® 96-3618 96-3618 Actavis Group Hf. Norway

Motifene BE 176671 Daiichi Sankyo Belgium S.A Belgium

Motifene 0235011 Daiichi Sankyo Belgium S.A Luxembourg
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
authorisation number
country)
Motifene 0345531 Daiichi Sankyo Belgium S.A Luxembourg
Motifene PL 08265/0003 Daiichi Sankyo Uk Ltd United Kingdom
Novapirina 024951028 Novartis Consumer Health S.P.A. | Italy
Novartis Consumer Health (Uk)

Otriflu PA 30/42/1 Limited Ireland
Otriflu RVG 29462 Novartis Consumer Health B.V. Netherlands

3765583 & 3765682 & 5047220 & Glaxosmithkline Consumer
Otriflu 5047238 Healthcare Portugal
Rheumatac
Retard 75 PL 20072/0219 Amdipharm UK Limited United Kingdom
Rhumalgan Cr PL 04416/0243 Sandoz Ltd United Kingdom
Rhumalgan Cr PL 4416/0242 Sandoz Ltd United Kingdom
Rhumalgan Sr PL 04416/0737 Sandoz Ltd United Kingdom
Rhumalgan Xl PL 04416/0738 Sandoz Ltd United Kingdom

Slofenac Sr PL 34976/0007 & PL 34976/0008 Ri Pharma Ltd United Kingdom
Traulen 033420.023 Op Pharma S.R.L. Italy

Traulen 033420.047 Op Pharma S.R.L. Italy

Volsaid PL 8829/0045 & PL 8829/0046 Chiesi Limited United Kingdom
Voltadvance 035500014 & 035500026 Novartis Consumer Health S.P.A. | Italy

Voltaren 1-15554 Novartis Pharma Gmbh (Art57) Austria
Voltaren 1-15868 & 1-16308 Novartis Pharma Gmbh (Art57) Austria
Voltaren 1-15915 Novartis Pharma Gmbh (Art57) Austria
Voltaren 1-16506 Novartis Pharma Gmbh (Art57) Austria
Voltaren 1-20832 Novartis Pharma Gmbh (Art57) Austria
Voltaren 1-31725 Novartis Pharma Gmbh (Art57) Austria
Voltaren BE095916 Novartis Pharma N.V. (Art57) Belgium
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Voltaren BE109261 Novartis Pharma N.V. (Art57) Belgium

Voltaren BE113206 Novartis Pharma N.V. (Art57) Belgium

Voltaren BE121116 Novartis Pharma N.V. (Art57) Belgium

Voltaren BE235977 Novartis Consumer Health N.V Belgium
Novartis Pharmaceuticals Uk

Voltaren 18400 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18434 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18443 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18444 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18454 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18455 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18457 Limited Cyprus
Novartis Pharmaceuticals Uk

Voltaren 18459 Limited Cyprus

Voltaren 29/186/80-C Novartis, S.R.O. (Art57) Czech Republic

Voltaren 29/294/91-C Novartis, S.R.O. (Art57) Czech Republic

Voltaren 09002 & 10109 Novartis Healthcare A/S (Art57) Denmark

Voltaren 10282 Novartis Healthcare A/S (Art57) Denmark

Voltaren 10651 Novartis Healthcare A/S (Art57) Denmark

Voltaren 11452 Novartis Healthcare A/S (Art57) Denmark

Voltaren 061694 Novartis Finland Oy (Art57) Estonia

Voltaren 7442 & 7906 Novartis Finland Oy (Art57) Finland

Voltaren 8090 Novartis Finland Oy (Art57) Finland
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Name (in Authorisation member state product is authorised
authorisation number
country)
Voltaren 8629 Novartis Finland Oy (Art57) Finland
Voltaren 14651.00.00 Novartis Pharma Gmbh (Art57) Germany
Voltaren 14651.00.02 Novartis Pharma Gmbh (Art57) Germany
Voltaren 2502.00.01 Novartis Pharma Gmbh (Art57) Germany
Voltaren 520.00.00 Novartis Pharma Gmbh (Art57) Germany
Voltaren 6164405.00.00 Novartis Pharma Gmbh (Art57) Germany
Voltaren 122880101 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Voltaren 122880201 & 122880202 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Voltaren 122880301 & 122880801 & 122880802 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Voltaren 122880401 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Voltaren 122880501 & 122880601 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Voltaren 122880901 Novartis (Hellas) S.A.C.1. (Art57) | Greece
Novartis Hungaria Kft. Pharma
Voltaren OGYI-T-5572/01 & OGYI-T-5572/02 (Art57) Hungary
Novartis Hungaria Kft. Pharma
Voltaren OGYI-T-5572/03 & OGYI-T-5572/04 (Art57) Hungary
Novartis Hungaria Kft. Pharma
Voltaren OGYI-T-5572/05 (Art57) Hungary
Novartis Hungaria Kft. Pharma
Voltaren OGYI-T-5572/06 (Art57) Hungary
Voltaren 731593 & 822964 Novartis Healthcare A/S (Art57) Iceland
Voltaren 843406 Novartis Healthcare A/S (Art57) Iceland
Voltaren 1S/1/07/105/01 Novartis Healthcare A/S (Art57) Iceland
Voltaren 1S/1/07/105/02 Novartis Healthcare A/S (Art57) Iceland
Voltaren 023181011 Novartis Farma S.P.A. (Art57) Italy
Voltaren 023181023 Novartis Farma S.P.A. (Art57) Italy
Voltaren 023181035 & 023181074 Novartis Farma S.P.A. (Art57) Italy
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Product MRP/DCP National Authorisation Number MAH of product in the Member State where
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Voltaren 023181047 Novartis Farma S.P.A. (Art57) Italy
Voltaren 023181086 Novartis Farma S.P.A. (Art57) Italy
Voltaren 00-0517 Novartis Finland Oy (Art57) Latvia
Voltaren 04-0291 Novartis Finland Oy Latvia
Voltaren 12-0185 Novartis Finland Oy Latvia
Voltaren LT/1/94/0948/001 Novartis Finland Oy Lithuania
Voltaren LT/1/94/1300/005 Novartis Finland Oy (Art57) Lithuania
Voltaren 0010/02/10/0205 Novartis Pharma N.V. (Art57) Luxembourg
Voltaren 0218/02/10/0047 Novartis Consumer Health N.V Luxembourg
Voltaren 2008049767 Novartis Pharma N.V. (Art57) Luxembourg
Novartis Pharmaceuticals Uk
Voltaren 088/04501 & 088/04502 Limited Malta
Novartis Pharmaceuticals Uk
Voltaren 088/04503 Limited Malta
Novartis Pharmaceuticals Uk
Voltaren 088/04505 Limited Malta
Novartis Pharmaceuticals Uk
Voltaren MA 088/04504 Limited Malta
Novartis Pharmaceuticals Uk
Voltaren MA 088/04506 Limited Malta
Voltaren RVG 07003 Novartis Pharma B.V. (Art57) Netherlands
Voltaren RVG 07460 Novartis Pharma B.V. (Art57) Netherlands
Voltaren 10-8136 Novartis Norge As Norway
Voltaren 7377 Novartis Norge As (Art57) Norway
Voltaren 7780 & 7781 Novartis Norge As (Art57) Norway
Voltaren 7782 & 7783 & 7784 Novartis Norge As (Art57) Norway
Voltaren 16009 Novartis Consumer Health Gmbh | Poland
Voltaren 17890 Novartis Consumer Health Gmbh | Poland
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Novartis Poland Sp. Z O. O.
Voltaren R/1203 (Art57) Poland
Novartis Poland Sp. Z O. O.
Voltaren R/1204 (Art57) Poland
Novartis Poland Sp. Z O. O.
Voltaren R/1205 (Art57) Poland
Novartis Poland Sp. Z O. O.
Voltaren R/2769 (Art57) Poland
Novartis Poland Sp. Z O. O.
Voltaren R/4897 (Art57) Poland
2134492 & 2134591 & 2134690 & Novartis Farma - Produtos
Voltaren 4636494 Farmacéuticos S.A. Art57 Portugal
4636098 & 4636197 & 9427815 & Novartis Farma - Produtos
Voltaren 9427831 Farmacéuticos S.A. Art57 Portugal
Novartis Farma - Produtos
Voltaren 4636593 & 8446906 Farmacéuticos S.A. Art57 Portugal
4726394 & 4726493 & 9427856 & Novartis Farma - Produtos
Voltaren 9427864 Farmacéuticos S.A. Art57 Portugal
Novartis Farma - Produtos
Voltaren 9447037 Farmacéuticos S.A. Art57 Portugal
Voltaren 4269/2004/01 Novartis Pharma Gmbh (Art57) Romania
Voltaren 4270/2004/01 Novartis Pharma Gmbh (Art57) Romania
Voltaren 4271/2004/01 Novartis Pharma Gmbh (Art57) Romania
Voltaren 4715/2004/01 & 4716/2004/01 Novartis Pharma Gmbh (Art57) Romania
Voltaren 29/0098/91-S Novartis, S.R.O. (Art57) Slovakia
Voltaren 29/0184/80-C/S Novartis, S.R.O. (Art57) Slovakia
Voltaren 29/0186/80-C/S Novartis, S.R.O. (Art57) Slovakia
Novartis S.R.O. - Consumer
Voltaren 29/0227/01-S Health Division Slovakia
Voltaren 29/0247/80-C/S & 29/1029/92-S Novartis, S.R.O. (Art57) Slovakia
Voltaren 29/0294/91-C/S Novartis, S.R.O. (Art57) Slovakia
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Voltaren 29/0492/07-S Novartis, S.R.O. (Art57) Slovakia
Novartis S.R.O. - Consumer
Voltaren 29/0508/08-S Health Division Slovakia
Novartis S.R.O. - Consumer
Voltaren 29/0709/10-S Health Division Slovakia
Voltaren H/09/01954/001 & H/09/01954/002 Novartis Consumer Health Gmbh | Slovenia
Novartis Farmacéutica S.A.
Voltaren 55.004 (Art57) Spain
Novartis Farmacéutica S.A.
Voltaren 55005 (Art57) Spain
Novartis Farmacéutica S.A.
Voltaren 55010 (Art57) Spain
Voltaren 09737 & 09738 Novartis Sverige Ab (Art57) Sweden
Voltaren 09818 & 09941 & 12840 Novartis Sverige Ab (Art57) Sweden
Voltaren 09940 Novartis Sverige Ab (Art57) Sweden
Voltaren 16081 Novartis Sverige Ab Sweden
Voltaren 41904 & 42233 Novartis Sverige Ab Sweden
3852589 & 3852688 & 5047246 & Glaxosmithkline Consumer
Voltaren 12,5 5047253 & 5185525 & 5185533 Healthcare Portugal
5133525 & 5133533 & 5133541 & Glaxosmithkline Consumer
Voltaren 12,5 5133558 Healthcare Portugal
5204458 & 5204466 & 5204474 & Glaxosmithkline Consumer
Voltaren 25 5204508 Healthcare Portugal
Voltaren Acti 9462 Novartis Consumer Health Gmbh | Poland
Voltaren Acti
Forte 16489 Novartis Consumer Health Gmbh | Poland
Novartis S.R.O. - Consumer
Voltaren Actigo 07/031/05-C Health Division Czech Republic
Voltaren Acti-Go 251250101 Novartis (Hellas) S.A.C.1. Greece
Voltaren Acti-Go 251250201 Novartis (Hellas) S.A.C.I. Greece
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Voltaren Acti-Go 251250301 & 251250302 Novartis (Hellas) S.A.C.1. Greece
Voltaren Actigo Novartis S.R.O. - Consumer
Extra 29/549/00-C Health Division Czech Republic
Voltaren Akti 434104 Novartis Finland Oy Estonia
Voltaren Akti 434104 Novartis Finland Oy Estonia
Voltaren Akti LT/1/94/0948/003 Novartis Finland Oy Lithuania
Voltaren Akti LT/1/94/0948/004 Novartis Finland Oy Lithuania
Voltaren Akti LT/1/94/0948/005 Novartis Finland Oy Lithuania
Voltaren Akti LT/1/94/0948/005 Novartis Finland Oy Lithuania
Novartis Pharmaceuticals Uk
Voltaren D 088/04507 Limited Malta
Voltaren Dispers 6164351.00.00 Novartis Pharma Gmbh (Art57) Germany
Voltaren Dolo 18483 Novartis Healthcare A/S Denmark
Voltaren Dolo 41943 Novartis Healthcare A/S Denmark
Voltaren Dolo 43250 Novartis Healthcare A/S Denmark
Voltaren Dolo 43151.00.00 & 64958.00.00 Novartis Consumer Health Gmbh | Germany
Voltaren Dolo 51218.00.00 Novartis Consumer Health Gmbh | Germany
Novartis Hungaria Kft. Consumer
Voltaren Dolo OGYI-T-5572/08 & OGYI-T-5572/09 Health Hungary
Novartis Hungaria Kft. Consumer
Voltaren Dolo OGYI-T-5572/09 Health Hungary
Novartis Hungaria Kft. Consumer
Voltaren Dolo OGYI-T-5572/21 & OGYI-T-5572/22 Health Hungary
OGYI-T-5572/23 & OGYI-T-5572/24 & Novartis Hungaria Kft. Consumer
Voltaren Dolo OGYI-T-5572/25 Health Hungary
OGYI-T-5572/26 & OGYI-T-5572/27 &
OGYI-T-5572/28 & OGYI-T-5572/29 & Novartis Hungaria Kft. Consumer
Voltaren Dolo OGYI-T-5572/30 & OGYI-T-5572/31 Health Hungary
Voltaren Dolo 960229 & 1S/1/11/037/02 Novartis Healthcare A/S Iceland
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Voltaren Dolo 1S/1/11/037/01 Novartis Healthcare A/S Iceland

Voltaren Dolo

Liquid 51219.00.00 Novartis Consumer Health Gmbh | Germany

Voltaren Dolo

Liquid 82502.00.00 Novartis Consumer Health Gmbh | Germany

Voltaren Fast 251250401 & 251250402 & 251250403 Novartis (Hellas) S.A.C.1. (Art57) | Greece

Voltaren K RVG 13244 Novartis Consumer Health B.V. Netherlands

Voltaren K RVG 20982 Novartis Consumer Health B.V. Netherlands

Voltaren Rapid 1-19098 Novartis Pharma Gmbh (Art57) Austria

Voltaren Rapid

07/ 719/10-C

Novartis S.R.O. - Consumer
Health Division

Czech Republic

Voltaren Rapid

29/098/91-S/C

Novartis, S.R.O. (Art57)

Czech Republic

Voltaren Rapid

29/173/11-C

Novartis S.R.O. - Consumer
Health Division

Czech Republic

Voltaren Rapid 13633 Novartis Healthcare A/S (Art57) Denmark
Voltaren Rapid 10202 & 10203 Novartis Finland Oy (Art57) Finland
Voltaren Rapid 930159 Novartis Healthcare A/S (Art57) Iceland
Voltaren Rapid 4587/2004/01 Novartis Pharma Gmbh (Art57) Romania
Voltaren Resinat 17982.00.00 Novartis Pharma Gmbh (Art57) Germany
Voltaren Resinat 0135/08049769 Novartis Pharma Gmbh (Art57) Luxembourg
Voltaren Retard 1-16856 Novartis Pharma Gmbh (Art57) Austria
Voltaren Retard BE122071 Novartis Pharma N.V. (Art57) Belgium
Voltaren Retard BE165471 Novartis Pharma N.V. (Art57) Belgium

Voltaren Retard

29/247/80-C

Novartis, S.R.O. (Art57)

Czech Republic

Voltaren Retard 10661 & 14222 Novartis Healthcare A/S (Art57) Denmark
Voltaren Retard 061294 Novartis Finland Oy (Art57) Estonia
Voltaren Retard 10919 & 9228 Novartis Finland Oy (Art57) Finland

List of nationally authorised medicinal products

EMA/398898/2015

Page 18/24




Product MRP/DCP National Authorisation Number MAH of product in the Member State where
Name (in Authorisation member state product is authorised
authorisation number
country)
Voltaren Retard 14651.00.01 Novartis Pharma Gmbh (Art57) Germany
Voltaren Retard 94-0182 Novartis Finland Oy (Art57) Latvia
Voltaren Retard LT/1/94/1300/002 Novartis Finland Oy (Art57) Lithuania
Voltaren Retard 2008049766 Novartis Pharma N.V. (Art57) Luxembourg
Voltaren Retard 2008049766 Novartis Pharma N.V. (Art57) Luxembourg
Novartis Pharmaceuticals Uk
Voltaren Retard MA 088/04510 Limited Malta

Voltaren Retard RVG 15235 Novartis Pharma B.V. (Art57) Netherlands
Novartis Farma - Produtos
Voltaren Retard 9427823 Farmacéuticos S.A. Art57 Portugal
Voltaren Retard 4474/2004/01 Novartis Pharma Gmbh (Art57) Romania
Novartis Farmacéutica S.A.
Voltaren Retard 56562 & 62024 (Art57) Spain
Novartis Pharmaceuticals Uk
Voltaren Sr MA 088/04509 Limited Malta
Novartis Poland Sp. Z O. O.
Voltaren Sr R/1207 & R/6637 (Art57) Poland
Voltaren T 11242 & 12427 Novartis Sverige Ab (Art57) Sweden
Voltaren® K
Migrane 43151.01.00 Novartis Pharma Gmbh (Art57) Germany
355 324-8 & 355 325-4 & 359 411-2 OU
34009 359 411 2 1 & 381 408-0 OU
34009 381 408 0 4 & 381 409-7 OU
34009 381 409 7 2 & 381 410-5 OU Novartis Santé Familiale S.A.S.
Voltarendolo 34009 381 4105 4 (Rue Louis Blériot) France

3400931895299 & 3400931978718 &

Voltarene 3400933814458 & 3400933814519 Novartis Pharma S.A.S. (Art57) France
Voltarene 3400932214341 Novartis Pharma S.A.S. (Art57) France
Voltarene 3400932239535 & 3400932273591 Novartis Pharma S.A.S. (Art57) France
Voltarene 3400932351176 Novartis Pharma S.A.S. (Art57) France
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3400932452224 & 3400955283614 &
Voltarene 3400955549444 Novartis Pharma S.A.S. (Art57) France
3400932460496 & 3400932460557 &
Voltarene Lp 3400933070120 & 3400933070298 Novartis Pharma S.A.S. (Art57) France
3400933591960 & 3400933592042 &
3400933593452 & 3400933593513 &
Voltarene Lp 3400934595615 Novartis Pharma S.A.S. (Art57) France
Novartis Pharmaceuticals Uk
Voltarol PA 13/87/2 Limited Ireland
Novartis Pharmaceuticals Uk
Voltarol PA 13/87/3 Limited Ireland
Voltarol 09-1063 Novartis Norge As Norway
Voltarol 09-6597 Novartis Norge As Norway
Voltarol 99-7996 Novartis Norge As Norway
Novartis Consumer Health (Uk)
Voltarol PL 00030/0439 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0466 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0467 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0470 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0472 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0473 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0474 & PL 00101/0475 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0476 Limited United Kingdom
Novartis Pharmaceuticals Uk
Voltarol PL 00101/0477 Limited United Kingdom

Voltarol Joint Pain 12.5mg Tablets

PL 00030/0073

Novartis Consumer Health (UK)

United Kingdom
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Limited

Voltarol Pain-eze Extra Strength 25mg
Tablets

PL 00030/0054

Novartis Consumer Health (Uk)
Limited

United Kingdom

Voltarol Rapid

PL 00101/0481 & PL 00101/0482

Novartis Pharmaceuticals Uk
Limited

United Kingdom

Novartis Pharmaceuticals Uk

Voltarol Retard PA 13/87/6 Limited Ireland
Novartis Pharmaceuticals Uk
Voltarol Retard PA 13/87/7 Limited Ireland

Novartis Pharmaceuticals Uk

Voltarol Sr PL 00101/0471 Limited United Kingdom
Voltfast 20484 Novartis Finland Oy (Art57) Finland
Voltfast 028945018 Novartis Farma S.P.A. (Art57) Italy
Voltfast 028945020 Novartis Farma S.P.A. (Art57) Italy
Voltfast 028945032 Novartis Farma S.P.A. (Art57) Italy
5905/2013/01 & 5905/2013/02 &
Voltfast 5905/2013/03 & 5905/2013/04 Novartis Pharma Gmbh (Art57) Romania
Novartis Pharmaceuticals Uk
Voltfast Sachets PA 13/117/1 Limited Ireland
DK/H/0582/001,
Vostar-S DK/H/0582/002 1S/1/04/012/01, 1S/1/04/012/02 Actavis Hf. Iceland
Zeroflog 034373 011 & 034373 023 Valeas S.P.A. Italy
Zeroflog 034373 035 Valeas S.P.A. Italy
BOJITapeH 20020736 & 20020737 Novartis Pharma Gmbh (Art57) Bulgaria
BONTapeH 20020738 Novartis Pharma Gmbh (Art57) Bulgaria
BONTapeH 20020739 Novartis Pharma Gmbh (Art57) Bulgaria
BOJITapeH 20020741 Novartis Pharma Gmbh (Art57) Bulgaria
BONTapeH A0S0 20030609 Novartis Consumer Health Gmbh | Bulgaria
BOJITApPEH A0/10 20100477 Novartis Consumer Health Gmbh | Bulgaria
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BOJITApPEH peTapa 20020740 Novartis Pharma Gmbh (Art57) Bulgaria

BonTdacT 20060381 Novartis Pharma Gmbh (Art57) Bulgaria
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Astrazeneca Uk
Tenoretic film-coated tablets PL 17901/0049 Limited GB
Astrazeneca Uk
Tenoret PL 17901/0048 Limited GB
Atenolol Clortalidona
Qualigen 56661 Qualigen, S.L. ES
Atenololo Clortalidone Hexal 032805 032805018 Hexal S.P.A IT
Atenololo Clortalidone Hexal 032805 032805020 Hexal S.P.A IT
Atenololo/Clortalidone
Sandoz NL/H/0161/001 033455015/M Sandoz S.P.A. IT
Atenololo/Clortalidone
Sandoz NL/H/0161/001 033455027/M Sandoz S.P.A. IT
Atenololo/Clortalidone
Sandoz NL/H/0161/001 033455054/M Sandoz S.P.A. IT
Atenololo/Clortalidone
Sandoz NL/H/0161/002 033455039/M Sandoz S.P.A. IT
Atenololo/Clortalidone
Sandoz NL/H/0161/002 033455041/M Sandoz S.P.A. IT
Atenololo/Clortalidone
Sandoz NL/H/0161/002 033455104/M Sandoz S.P.A. IT
Blokium-Diu 56.665 Almirall, S.A. ES
Blokium-Diu OGYI-T-02384 Almirall, S.A. HU
Laboratorio
Farmaceutico S.I.T.
Diube 024725032 S.R.L. IT
Laboratorio
Farmaceutico S.I.T.
Diube 024725069 S.R.L. IT
Ucb Pharma Spa
Igroseles 024763056 (Milan 1t) IT
Ucb Pharma Spa
Igroseles 024763068 (Milan 1t) IT
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Atenolol Chlortalidone

Sandoz BE206376 SANDOZ N.V. BE

Atenolol Chlortalidone

Sandoz BE206385 SANDOZ N.V. BE

Atenolol comp. Sandoz®

50/12,5 mg 23824.00.00 SANDOZ DE

Atehexal comp. mite 23826.00.00 HEXAL Ag DE

Atehexal comp. 23826.01.00 HEXAL Ag DE

Atenolol comp. Sandoz®

100/25 mg 39680.00.00 SANDOZ DE

Atecor CT 50mg/12.5mg

Fillm-coated PA 711/20/1 ROWEX LTD IE

Atecor CT 100mg/25mg

Film-coated PA 711/20/2 ROWEX LTD IE

ATENOLOL/CHLOORTALIDON

SANDOZ RVG 15842 SANDOZ B.V. NL

ATENOLOL/CHLOORTALIDON

SANDOZ RVG 15843 SANDOZ B.V. NL

Atenolol/chloortalidon

Sandoz 50/12,5 RVG 17035 SANDOZ B.V. NL

Atenolol/chloortalidon

Sandoz 100/25 RVG 17036 SANDOZ B.V. NL
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