
 
 

 
30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom 

An agency of the European Union   

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

 
© European Medicines Agency, 2015. Reproduction is authorised provided the source is acknowledged. 

 
 

8 October 2015 
EMA/829587/2015 
Procedure Management and Committees Support 

List of nationally authorised medicinal products 
 

Active substance: MESALAZINE  
 

Procedure No.: PSUSA/00001990/201502 
 

  

 
 
 
 
 
 
 
 
 
 
 
   
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 



 

 

 
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 

Asacol  026416014 $ 026416329 Giuliani Spa Italy 

Asacol  026416091 Giuliani Spa Italy 

Asacol  026416127 $ 026416139 Giuliani Spa Italy 

Asacol  026416141 Giuliani Spa Italy 

Asacol  026416154 Giuliani Spa Italy 

Asacol  026416166 Giuliani Spa Italy 

Asacol  026416216 Giuliani Spa Italy 

Asacol  026416230 Giuliani Spa Italy 

Asacol  
026416242 $ 026416293 
$ 026416317 Giuliani Spa Italy 

Asacol  026416255 Giuliani Spa Italy 

Asacol  026416267 $ 026416279 Giuliani Spa Italy 

Asacol  026416305 Giuliani Spa Italy 

Asacol  11344 Tillotts Pharma Ab Finland 

Asacol  11562 Tillotts Pharma Ab Finland 

Asacol  11580 Tillotts Pharma Ab Sweden 

Asacol  12093 Tillotts Pharma Ab Sweden 

Asacol  12432 Tillotts Pharma Ab Finland 

Asacol  12500 Tillotts Pharma Ab Poland 

Asacol  13251 Tillotts Pharma Ab Sweden 

Asacol  16882 Tillotts Pharma Ab Finland 

Asacol  17894 Tillotts Pharma Ab Sweden 

Asacol  19504 
Varnavas Hadjipanayis 
Ltd Cyprus 

Asacol  19626 
Varnavas Hadjipanayis 
Ltd Cyprus 

Asacol  19627 
Varnavas Hadjipanayis 
Ltd Cyprus 

Asacol  29/091/08-C Tillotts Pharma Gmbh Czech Republic 



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 

Asacol  29/169/97-C Tillotts Pharma Gmbh Czech Republic 

Asacol  29/174/95-C Tillotts Pharma Gmbh Czech Republic 

Asacol  29/619/99-C Tillotts Pharma Gmbh Czech Republic 

Asacol  30723/03-05-2012 
Angelini Pharma Hellas 
S.A. Greece 

Asacol  7135.00.00 Tillotts Pharma Ab Germany 

Asacol  89227.00.00 Tillotts Pharma Ab Germany 

Asacol  RVG 11737 Takeda Nederland Bv Netherlands 

Asacol  RVG 18636 Takeda Nederland Bv Netherlands 

Asacol  78448 
Tillotts Pharma Spain 
S.A. Spain 

Asacol  
5363-I-1720/09|5363-I-
1721/09 

LEK Pharmaceuticals DD. 
Ljubjana Slovenia 

Asacol  5363-I-1719/09 
LEK Pharmaceuticals DD. 
Ljubjana slovenia 

Asacol  8676809 Laboratorios Vitoria S.A. Portugal 

Asacolon  PA 1204/001/001 Tillotts Pharma Ie, Ltd. Ireland 

Asacolon  PA 1204/001/002 Tillotts Pharma Ie, Ltd. Ireland 

Asacolon  PA1204/001/003 Tillotts Pharma Ie, Ltd. Ireland 

Asalex  027122062 
Chiesi Farmaceutici 
S.P.A. Italy 

Asalex  027122098 
Chiesi Farmaceutici 
S.P.A. Italy 

Asalex  027122100 
Chiesi Farmaceutici 
S.P.A. Italy 

Asalex  027122112 
Chiesi Farmaceutici 
S.P.A. Italy 

Asalex  027122124 
Chiesi Farmaceutici 
S.P.A. Italy 

Asavixin  035356017 Rottapharm S.P.A. Italy 

Asavixin  035356031 Rottapharm S.P.A. Italy 

Asavixin  035356043 Rottapharm S.P.A. Italy 

Asavixin  035356056 Rottapharm S.P.A. Italy 
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authorisation 
country) 
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Authorisation 
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National Authorisation 
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MAH of product in the 
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where product is 
authorised 

Claversal  027308016 Teofarma S.R.L. Italy 

Claversal  0963/00/06/5845 Tramedico Nv Luxembourg 

Claversal  0963/01/04/0038 Tramedico Nv Luxembourg 

Claversal  0963/89/07/1710 Tramedico Nv Luxembourg 

Claversal  1989071705 Tramedico Nv Luxembourg 

Claversal  58.101 Faes Farma, S.A. Spain 

Claversal  60.607 Faes Farma, S.A. Spain 

Claversal  61.335 Faes Farma, S.A. Spain 

Claversal  BE138652 Tramedico Nv Belgium 

Claversal  BE143421 Tramedico Nv Belgium 

Claversal  BE144882 Tramedico Nv Belgium 

Claversal  BE169592 Tramedico Nv Belgium 

Claversal  BE213534 Tramedico Nv Belgium 

Claversal Foam  0963/95/07/0317 Tramedico Nv Luxembourg 

Claversal Foam  BE169592 Tramedico Nv Belgium 

Colitofalk  15429 Dr Falk Pharma Gmbh Denmark 

Colitofalk  1982/11051156 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  1982/11051157 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  1982/11051158 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  1982/11051159 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  1982/11051168 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  198211051169 
Dr. Falk Pharma Benelux 
B.V. Luxembourg 

Colitofalk  BE132273 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk  BE132273 
Dr. Falk Pharma Benelux 
B.V. Belgium 
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Colitofalk  BE141364 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk  BE145275 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk  BE156597 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk  BE156606 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk  BE157272 
Dr. Falk Pharma Benelux 
B.V. Belgium 

Colitofalk DE/H/0363/001/MR 2003040026 Dr Falk Pharma Gmbh Luxembourg 

Colitofalk DE/H/0363/001/MR BE243485 Dr Falk Pharma Gmbh Belgium 

Colitofalk DE/H/0363/002/MR 2003040027 Dr Falk Pharma Gmbh Luxembourg 

Colitofalk DE/H/0363/002/MR BE243494 Dr Falk Pharma Gmbh Belgium 

Colitofalk DE/H/0363/004/DC 2010020010 Dr Falk Pharma Gmbh Luxembourg 

Colitofalk DE/H/0363/004/DC BE347155 Dr Falk Pharma Gmbh Belgium 

Colitofalk DE/H/0363/007/DC 2012030024 Dr Falk Pharma Gmbh Luxembourg 

Colitofalk DE/H/0363/007/DC BE398027 Dr Falk Pharma Gmbh Belgium 

Colitofalk UK/H/1746/001/DC 2011040012 Dr Falk Pharma Gmbh Luxembourg 

Colitofalk UK/H/1746/001/DC BE371612 Dr Falk Pharma Gmbh Belgium 
Colitofalk, 
Enkeltdosisbeholder 
  

15428 
 Dr Falk Pharma Gmbh Denmark 

Falk-Asa  53157.01.01 Dr Falk Pharma Gmbh Germany 

Falk-Asa DE/H/0363/006/MR 53157.01.00 Dr Falk Pharma Gmbh Germany 

Fivasa  347 861-8 Norgine Pharma France 

Fivasa  
356 683.1 $ 358 810.0 $ 
358 811.7 Norgine Pharma France 

Fivasa  358 567-9 $ 358 568-5 Norgine Pharma France 

Ipocol PL 04416/0244 PL 04416/0244 Sandoz Ltd United Kingdom 

Lixacol  57726 
Tillotts Pharma Spain 
S.A. Spain 
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Mesagran DE/H/0363/001/MR 1-24829 Dr Falk Pharma Gmbh Austria 

Mesagran DE/H/0363/002/MR 1-24830 Dr Falk Pharma Gmbh Austria 

Mesagran DE/H/0363/004/DC 1-27730 Dr Falk Pharma Gmbh Austria 

Mesagran DE/H/0363/007/DC 1-30482 Dr Falk Pharma Gmbh Austria 
Mesalazin Ferring 
  26590.01.00 

Ferring Arzneimittel 
Gmbh Germany 

MESALAZINE SANDOZ 
  RVG 26915 SANDOZ B.V. Netherlands 
MESALAZINE SANDOZ 
  RVG 26916 SANDOZ B.V. Netherlands 

Mesalmin  30841.00.00 Dr Falk Pharma Gmbh Germany 

Mesalmin  43095.00.00 Dr Falk Pharma Gmbh Germany 

Mesalmin  43104.00.00 Dr Falk Pharma Gmbh Germany 

Mesasal  11641 Sanofi Ab Sweden 

Mesasal  12996 
Sanofi-Aventis Denmark 
A/S Denmark 

Mesasal  7936 Sanofi-Aventis Norge As Norway 

Mesasal  910005 (IS) Sanofi-Aventis Norge As Iceland 

Mesavancol NL/H/0733/001 RVG: 33597 Giuliani Spa Netherlands 

Mezavant NL/H/0732/001 
0485173 $ 0485187 $ 
485187 

Shire Pharmaceutical 
Contracts Limited Luxembourg 

Mezavant NL/H/0732/001 06-3932 
Shire Pharmaceutical 
Contracts Limited Norway 

Mezavant NL/H/0732/001 1-26880 
Shire Pharmaceutical 
Contracts Limited Austria 

Mezavant NL/H/0732/001 11-0309 
Shire Pharmaceutical 
Contracts Limited Latvia 

Mezavant NL/H/0732/001 18801 
Shire Pharmaceutical 
Contracts Limited Poland 

Mezavant NL/H/0732/001 18801 
Shire Pharmaceutical 
Contracts Ltd Poland 

Mezavant NL/H/0732/001 20250 
Shire Pharmaceutical 
Contracts Limited Cyprus 

Mezavant NL/H/0732/001 21895 Shire Pharmaceutical Finland 
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Contracts Limited 

Mezavant NL/H/0732/001 23419 
Shire Pharmaceutical 
Contracts Limited Sweden 

Mezavant NL/H/0732/001 29/0014/12-S 
Shire Pharmaceutical 
Contracts Limited Slovakia 

Mezavant NL/H/0732/001 29/575/11-C 
Shire Pharmaceutical 
Contracts Limited Czech Republic 

Mezavant NL/H/0732/001 3039/23-1-2013 
Shire Pharmaceutical 
Contracts Limited Greece 

Mezavant NL/H/0732/001 38969 
Shire Pharmaceutical 
Contracts Limited Denmark 

Mezavant NL/H/0732/001 
4793/2012/01 $ 
4793/2012/02 

Shire Pharmaceutical 
Contracts Limited Romania 

Mezavant NL/H/0732/001 
5363-I-2049/12 $ 5363-I-
2050/12 

Shire Pharmaceutical 
Contracts Limited Slovenia 

Mezavant NL/H/0732/001 5393632 $ 5393640 
Shire Pharmaceutical 
Contracts Limited Portugal 

Mezavant NL/H/0732/001 64753.00.00 
Shire Pharmaceutical 
Contracts Limited Germany 

Mezavant NL/H/0732/001 661654-3 $ 661655-0 
Shire Pharmaceutical 
Contracts Limited Spain 

Mezavant NL/H/0732/001 756111 
Shire Pharmaceutical 
Contracts Limited Estonia 

Mezavant NL/H/0732/001 BE293587 
Shire Pharmaceutical 
Contracts Limited Belgium 

Mezavant NL/H/0732/001 IS/1/11/059/01 
Shire Pharmaceutical 
Contracts Limited Iceland 

Mezavant NL/H/0732/001 MA 593/00201 
Shire Pharmaceutical 
Contracts Ltd Malta 

Mezavant NL/H/0732/001 
OGYI-T-21909/01 $ 
OGYI-T-21909/02 

Shire Pharmaceutical 
Contracts Limited Hungary 

Mezavant NL/H/0732/001 RVG 33600 
Shire Pharmaceutical 
Contracts Limited Netherlands 

Mezavant Lp NL/H/0732/001 378 689-2 $ 378 690-0 
Shire Pharmaceutical 
Contracts Limited France 

Mezavant Xl NL/H/0732/001 PA 689/4/1 
Shire Pharmaceutical 
Contracts Ltd Ireland 

Mezavant Xl NL/H/0732/001 PL 08081/0040 Shire Pharmaceutical United Kingdom 
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Contracts Limited 

Neoasa  034218115 Bracco Spa Italy 

Neoasa  034218115 Bracco Spa Italy 

Norasa UK/H/4008/001 80207.00.00 
Disphar International 
B.V. Germany 

Norasa UK/H/4008/001 PL 17468/0006 
Disphar International 
B.V. United Kingdom 

Pentacol  026925038 Sofar S.P.A. Italy 

Pentacol  026925040 Sofar S.P.A. Italy 

Pentacol  
026925053 $ 026925166 
$ 026925178 Sofar S.P.A. Italy 

Pentacol  026925065 $ 026925180 Sofar S.P.A. Italy 

Pentacol  026925077 $ 026925115 Sofar S.P.A. Italy 

Pentacol  026925089 $ 026925127 Sofar S.P.A. Italy 

Pentacol  026925141 Sofar S.P.A. Italy 

Pentacol  026925154 Sofar S.P.A. Italy 

Pentacol  133/00201 Sofar S.P.A. Malta 

Pentacol  MA13300202 Sofar S.P.A. Malta 

Pentasa  021943 Ferring Hellas Mepe Cyprus 

Pentasa  027130020 Ferring S.P.A. Italy 

Pentasa  027130032 Ferring S.P.A. Italy 

Pentasa  027130044 Ferring S.P.A. Italy 

Pentasa  027130069 Ferring S.P.A. Italy 

Pentasa  027130071 Ferring S.P.A. Italy 

Pentasa  027130083 Ferring S.P.A. Italy 

Pentasa  027130107 Ferring S.P.A. Italy 

Pentasa  03-2326 Ferring Legemidler As Norway 

Pentasa  09-6965 Ferring Legemidler As Norway 

Pentasa  1-19907 
Ferring Arzneimittel 
Ges.M.B.H. Austria 
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Pentasa  1-20047 
Ferring Arzneimittel 
Ges.M.B.H. Austria 

Pentasa  1-20055 
Ferring Arzneimittel 
Ges.M.B.H. Austria 

Pentasa  1-26559 
Ferring Arzneimittel 
Ges.M.B.H. Austria 

Pentasa  1-31050 
Ferring Arzneimittel 
Ges.M.B.H. Austria 

Pentasa  10-0562 Ferring Lääkkeet Oy Latvia 

Pentasa  10-0563 Ferring Lääkkeet Oy Latvia 

Pentasa  10992 Ferring Lääkkeet Oy Finland 

Pentasa  10993 Ferring Lääkkeet Oy Finland 

Pentasa  11718 Ferring Lægemidler A/S Denmark 

Pentasa  12307 Ferring Läkemedel Ab Sweden 

Pentasa  13655 Ferring Lægemidler A/S Denmark 

Pentasa  13913.00.00 
Ferring Arzneimittel 
Gmbh Germany 

Pentasa  13943 Ferring Lægemidler A/S Denmark 

Pentasa  14430 Ferring Läkemedel Ab Sweden 

Pentasa  145396 Ferring Lääkkeet Oy Estonia 

Pentasa  145496 Ferring Lääkkeet Oy Estonia 

Pentasa  16690 Ferring Läkemedel Ab Sweden 

Pentasa  16944.00.01 
Ferring Arzneimittel 
Gmbh Germany 

Pentasa  
16944.00.02 $ 
26590.00.01 

Ferring Arzneimittel 
Gmbh Germany 

Pentasa  20099 Ferring Gmbh Poland 

Pentasa  20100 Ferring Gmbh Poland 

Pentasa  2177384 

Ferring Portuguesa – 
Produtos Farmacêuticos, 
Sociedade Unipessoal, 
Lda. Portugal 

Pentasa  2233286 $ 3968682 Ferring Portuguesa – Portugal 
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Produtos Farmacêuticos, 
Sociedade Unipessoal, 
Lda. 

Pentasa  23857 Ferring Lääkkeet Oy Finland 

Pentasa  23858 Ferring Lääkkeet Oy Finland 

Pentasa  26591.00.00 Ferring Gmbh Germany 

Pentasa  27787 Ferring Lääkkeet Oy Finland 

Pentasa  29/009/95 - C Ferring – Léčiva,a.S. Czech Republic 

Pentasa  29/0319/00-S Ferring-Léciva, A.S. Slovakia 

Pentasa  29/0425/95-S Ferring-Léciva, A.S. Slovakia 

Pentasa  29/183/00-C Ferring – Léčiva,a.S. Czech Republic 

Pentasa  3292588 $ 3292687 

Ferring Portuguesa – 
Produtos Farmacêuticos, 
Sociedade Unipessoal, 
Lda. Portugal 

Pentasa  34009 498 584 3 9 Ferring S.A.S. France 

Pentasa  3400932934744 Ferring S.A.S. France 

Pentasa  
3400933278717 $ 
3400933278885 Ferring S.A.S. France 

Pentasa  
3400933502782 $ 
3400933502843 Ferring S.A.S. France 

Pentasa  

3400934424601 $ 
3400934424779 $ 
3400934748622 Ferring S.A.S. France 

Pentasa  3400936758797 Ferring S.A.S. France 

Pentasa  42950 Ferring Läkemedel Ab Sweden 

Pentasa  4480/2012/01 Ferring Gmbh Romania 

Pentasa  45626 Ferring Lægemidler A/S Denmark 

Pentasa  5323845 

Ferring Portuguesa – 
Produtos Farmacêuticos, 
Sociedade Unipessoal, 
Lda. Portugal 

Pentasa  5363-I-164/13 Ferring Gmbh Slovenia 
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Authorisation 
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Pentasa  60.151 Ferring S.A.U. Spain 

Pentasa  60.152 Ferring S.A.U. Spain 

Pentasa  60.853 Ferring S.A.U. Spain 

Pentasa  659709 Ferring Lääkkeet Oy Estonia 

Pentasa  659809 Ferring Lääkkeet Oy Estonia 

Pentasa  7178/2014/01 Ferring Gmbh Romania 

Pentasa  7178/2014/02 Ferring Gmbh Romania 

Pentasa  7402 Ferring Legemidler As Norway 

Pentasa  77.668 Ferring S.A.U. Spain 

Pentasa  77022 Ferring S.A.U. Spain 

Pentasa  7724/2006/01 Ferring Gmbh Romania 

Pentasa  7762 Ferring Legemidler As Norway 

Pentasa  78793.00.00 
Ferring Arzneimittel 
Gmbh Germany 

Pentasa  7919/2006/01 Ferring Gmbh Romania 

Pentasa  8188 Ferring Gmbh Poland 

Pentasa  8553 Ferring Gmbh Poland 

Pentasa  880163 Ferring Lægemidler A/S Iceland 

Pentasa  900151 Ferring Lægemidler A/S Iceland 

Pentasa  900152 Ferring Lægemidler A/S Iceland 

Pentasa  9527 Ferring Lääkkeet Oy Finland 

Pentasa  97-0616 Ferring Lääkkeet Oy Latvia 

Pentasa  98-0118 Ferring Lääkkeet Oy Latvia 

Pentasa  BE150683 Ferring N.V. Belgium 

Pentasa  BE156055 $ BE230991 Ferring N.V. Belgium 

Pentasa  BE164972 Ferring N.V. Belgium 

Pentasa  IS/1/10/135/01 Ferring Lægemidler A/S Iceland 

Pentasa  
LT/1/96/1965/001 $ 
LT/1/96/1965/002 $ Ferring Lääkkeet Oy Lithuania 
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authorisation 
country) 

MRP/DCP 
Authorisation 
number 

National Authorisation 
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MAH of product in the 
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Member State 
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LT/1/96/1965/003 $ 
LT/1/96/1965/008 

Pentasa  

LT/1/96/1965/004 $ 
LT/1/96/1965/005 $ 
LT/1/96/1965/009 Ferring Lääkkeet Oy Lithuania 

Pentasa  LT/1/96/1965/006 Ferring Lääkkeet Oy Lithuania 

Pentasa  LT/1/96/1965/007 Ferring Lääkkeet Oy Lithuania 

Pentasa  OGYI-T- 4798/01 

Ferring Magyarország 
Gyógyszerkereskedelmi 
Kft. Hungary 

Pentasa  OGYI-T- 4798/02 

Ferring Magyarország 
Gyógyszerkereskedelmi 
Kft. Hungary 

Pentasa  OGYI-T- 4798/03 

Ferring Magyarország 
Gyógyszerkereskedelmi 
Kft. Hungary 

Pentasa  OGYI-T- 4798/04 

Ferring Magyarország 
Gyógyszerkereskedelmi 
Kft. Hungary 

Pentasa  OGYI-T- 4798/05 

Ferring Magyarország 
Gyógyszerkereskedelmi 
Kft. Hungary 

Pentasa  PA 1009 6 3 Ferring Ireland Ltd. Ireland 

Pentasa  PA 1009/6/2 Ferring Ireland Ltd. Ireland 

Pentasa  PA 1009/6/5 Ferring Ireland Ltd. Ireland 

Pentasa  PA 1009/6/7 Ferring Ireland Ltd. Ireland 

Pentasa  PL 3194/0027 
Ferring Pharmaceuticals 
Ltd. Malta 

Pentasa  PL 3194/0027 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa  PL 3194/0044 
Ferring Pharmaceuticals 
Ltd. Malta 

Pentasa  PL 3194/0044 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa  PL 3194/0045 
Ferring Pharmaceuticals 
Ltd. Malta 
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authorisation 
country) 

MRP/DCP 
Authorisation 
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National Authorisation 
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MAH of product in the 
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Member State 
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Pentasa  PL 3194/0045 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa  PL 3194/0108 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa  R/6568 Ferring Gmbh Poland 

Pentasa  R/6621 Ferring Gmbh Poland 

Pentasa  RVG 105712 Ferring B.V. Netherlands 

Pentasa  RVG 11782 Ferring B.V. Netherlands 

Pentasa  RVG 14797 Ferring B.V. Netherlands 

Pentasa  RVG 15064 Ferring B.V. Netherlands 

Pentasa  UP/I-530-09/09-02/265 Ferring Gmbh Croatia 

Pentasa  UP/I-530-09/09-02/266 Ferring Gmbh Croatia 

Pentasa DK/H/0140/001 62.670 Ferring S.A.U. Spain 

Pentasa DK/H/0140/002 56794/11/19-11-2012 Ferring Hellas Mepe Greece 

Pentasa DK/H/0140/002 PA 1009/6/6 Ferring Ireland Ltd. Ireland 

Pentasa DK/H/140/002 
5363-I-336/12 $ 5363-I-
337/12 Ferring Gmbh Slovenia 

Pentasa DK/H/140/003 H/12/01236/004 Ferring Gmbh Slovenia 
Pentasa Compact 
  RVG 114015 Ferring B.V. Netherlands 
Pentasa Compact 
  RVG 31379 Ferring B.V. Netherlands 

Pentasa Compact DK/H/140/02 RVG 18706 Ferring B.V. Netherlands 

Pentasa Retard  1-22009 
Ferring Arzneimittel 
Ges.M.B.H. Austria 

Pentasa Sachet  04-2948 Ferring Legemidler As Norway 

Pentasa Sachet  29/0155/07-S Ferring-Léciva, A.S. Slovakia 

Pentasa Sachet  29/669/07-C Ferring – Léčiva,a.S. Czech Republic 

Pentasa Sachet  940305 Ferring Lægemidler A/S Iceland 

Pentasa Sachet  98-5186 Ferring Legemidler As Norway 

Pentasa Sachet  BE209772 Ferring N.V. Belgium 



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 

Pentasa Sachet  BE343734 Ferring N.V. Belgium 

Pentasa Sachet  IS/1/05/104/01 Ferring Lægemidler A/S Iceland 

Pentasa Sachet DK/H/0140/001 16895 Ferring Lægemidler A/S Denmark 

Pentasa Sachet DK/H/0140/001 44367.00.00 Ferring Gmbh Germany 

Pentasa Sachet DK/H/0140/001 PA 1009/6/1 Ferring Ireland Ltd. Ireland 

Pentasa Sachet DK/H/0140/001 PL 03194/0075 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa Sachet DK/H/0140/002 36822 Ferring Lægemidler A/S Denmark 

Pentasa Sachet DK/H/0140/002 PL 03194/0102 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa Sachet DK/H/0140/003 PL 03194/0117 
Ferring Pharmaceuticals 
Ltd. United Kingdom 

Pentasa Sachet DK/H/140/001 14752 Ferring Läkemedel Ab Sweden 

Pentasa Sachet DK/H/140/002 25569 Ferring Läkemedel Ab Sweden 

Pentasa Sachet DK/H/140/003 50369 Ferring Läkemedel Ab Sweden 

Pentasa Sachet DK/H/140/003 PA 1009/6/8 Ferring Ireland Ltd. Denmark 
Pentasa Slow Release 
Tablets 
  29/011/11-C Ferring Léciva A.S. Czech Republic 
Pentasa Slow Release 
Tablets 
  29/014/95 - C Ferring – Léčiva,a.S. Czech Republic 
Pentasa Slow Release 
Tablets 
  29/0426/95-S Ferring-Léciva, A.S. Slovakia 
Pentasa Slow Release 
Tablets 
  29/0532/10-S Ferring-Léciva, A.S. Slovakia 
Pentasa Vrećice 
  UP/I-530-09/12-01/601 Pharmaswiss D.O.O. Croatia 

Pentasa Xtend DK/H/0140/002 67611.00.00 Ferring Gmbh Germany 

Pentasa®  2178887 

Ferring Portuguesa – 
Produtos Farmacêuticos, 
Sociedade Unipessoal, Portugal 



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 

Lda. 

Pentasa®  2178986 

Ferring Portuguesa – 
Produtos Farmacêuticos, 
Sociedade Unipessoal, 
Lda. Portugal 

Quintasa DK/H/0140/001 18936 Ferring Lægemidler A/S Denmark 

Quintasa DK/H/0140/002 36657 Ferring Lægemidler A/S Denmark 

Quintasa Sachet DK/H/140/003 53238 Ferring Lægemidler A/S Denmark 

Salo DE/H/0363/005/MR 19179.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk  12246 Dr Falk Pharma Gmbh Cyprus 

Salofalk  13056 Dr Falk Pharma Gmbh Cyprus 

Salofalk  13057 Dr Falk Pharma Gmbh Cyprus 

Salofalk  16629.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk  16629.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk  2881.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk  2881.00.01 Dr Falk Pharma Gmbh Germany 

Salofalk  2881.00.02 Dr Falk Pharma Gmbh Germany 

Salofalk  2881.01.00 Dr Falk Pharma Gmbh Germany 

Salofalk  2881.01.01 Dr Falk Pharma Gmbh Germany 

Salofalk  29/0026/87-S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/0027/87-S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/0179/92-C/S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/0227/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/0228/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/0229/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk  29/179/92-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk  29/207/98-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk  29/273/98-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk  360101 Dr Falk Pharma Gmbh Estonia 



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 

Salofalk  360201 Dr Falk Pharma Gmbh Estonia 

Salofalk  38814/3-9-2008 Galenica Sa Greece 

Salofalk  38815/3-9-2008 Galenica Sa Greece 

Salofalk  38817/3-9-2008 Galenica Sa Greece 

Salofalk  38819/3-9-2008 Galenica Sa Greece 

Salofalk  38823/3-9-2008 Galenica Sa Greece 

Salofalk  4000 Dr Falk Pharma Gmbh Poland 

Salofalk  401502 Dr Falk Pharma Gmbh Estonia 

Salofalk  5104/2005/01-02 Dr Falk Pharma Gmbh Romania 

Salofalk  5105/2005/01-02 Dr Falk Pharma Gmbh Romania 

Salofalk  

5363-I-1422/11 (PACK 
SIZE 10) $ 5363-I-
1423/11 (PACK SIZE 30) Dr Falk Pharma Gmbh Slovenia 

Salofalk  

5363-I-1424/11 (PACK 
SIZE 10) $ 5363-I-
1425/11 (PACK SIZE 30) Dr Falk Pharma Gmbh Slovenia 

Salofalk  5363-I-1426/11 Dr Falk Pharma Gmbh Slovenia 

Salofalk  

5363-I-1427/11 (PACK 
SIZE 50) $ 5363-I-
1428/11 (PACK SIZE 100) Dr Falk Pharma Gmbh Slovenia 

Salofalk  

5363-I-1429/11 (PACK 
SIZE 50) $ 5363-I-
1430/11 (PACK SIZE 100) Dr Falk Pharma Gmbh Slovenia 

Salofalk  5374/2005/01-02 Dr Falk Pharma Gmbh Romania 

Salofalk  5375/2005/01-02 Dr Falk Pharma Gmbh Romania 

Salofalk  7319/2006/01 Dr Falk Pharma Gmbh Romania 

Salofalk  9639807 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk  9639815 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk  9639815 Dr. Falk Pharma Portugal 



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 

Portugal, Sociedade 
Unipessoal Lda. 

Salofalk  9639906 $ 9639914 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk  9639914 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk  9639930 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk  97-4966 Dr Falk Pharma Gmbh Norway 

Salofalk  9701 Dr Falk Pharma Gmbh Poland 

Salofalk  99-0382 Dr Falk Pharma Gmbh Latvia 

Salofalk  99-0383 Dr Falk Pharma Gmbh Latvia 

Salofalk  99-0935 Dr Falk Pharma Gmbh Latvia 

Salofalk  LT/1/95/0445/002 Dr Falk Pharma Gmbh Lithuania 

Salofalk  LT/1/95/0445/004 Dr Falk Pharma Gmbh Lithuania 

Salofalk  LT/1/95/0445/005 Dr Falk Pharma Gmbh Lithuania 

Salofalk  MA 026/00101 Dr Falk Pharma Gmbh Malta 

Salofalk  MA 026/00102 Dr Falk Pharma Gmbh Malta 

Salofalk  MA 026/00103 Dr Falk Pharma Gmbh Malta 

Salofalk  OGYI-T 1612/03 Dr Falk Pharma Gmbh Hungary 

Salofalk  OGYI-T-1612/01 Dr Falk Pharma Gmbh Hungary 

Salofalk  OGYI-T-1612/02 Dr Falk Pharma Gmbh Hungary 

Salofalk  OGYI-T-1612/04 Dr Falk Pharma Gmbh Hungary 

Salofalk  OGYI-T-1612/06 Dr Falk Pharma Gmbh Hungary 

Salofalk  OGYI-T-1612/07 Dr Falk Pharma Gmbh Hungary 

Salofalk  PA 573/4/1 Dr Falk Pharma Gmbh Ireland 

Salofalk  PA 573/4/2 Dr Falk Pharma Gmbh Ireland 

Salofalk  PA 573/4/3 Dr Falk Pharma Gmbh Ireland 



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 

Salofalk  PL 10341/0004 Dr Falk Pharma Uk Ltd United Kingdom 

Salofalk  PL 10341/0008 Dr Falk Pharma Uk Ltd United Kingdom 

Salofalk  PL 10341/0009 Dr Falk Pharma Uk Ltd United Kingdom 

Salofalk  RVG 10115 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  RVG 11086 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  RVG 11469 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  RVG 11836 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  RVG 12144 
Dr. Falk Pharma Benelux 
Bv Netherlands 

Salofalk  RVG 15845 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  RVG15393 
Dr. Falk Pharma Benelux 
B.V. Netherlands 

Salofalk  S00870 Dr Falk Pharma Gmbh Cyprus 

Salofalk DE/H/0363/001 02-1274 Dr Falk Pharma Gmbh Norway 

Salofalk DE/H/0363/001 
4212783 $ 4212882 $ 
4212981 Dr Falk Pharma Gmbh Portugal 

Salofalk DE/H/0363/001/MR 13-0203 Dr Falk Pharma Gmbh Latvia 

Salofalk DE/H/0363/001/MR 17473 Dr Falk Pharma Gmbh Finland 

Salofalk DE/H/0363/001/MR 18621 Dr Falk Pharma Gmbh Sweden 

Salofalk DE/H/0363/001/MR 20130426 Dr Falk Pharma Gmbh Bulgaria 

Salofalk DE/H/0363/001/MR 21828 Dr Falk Pharma Gmbh Poland 

Salofalk DE/H/0363/001/MR 29/030/14-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk DE/H/0363/001/MR 29/030/14-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk DE/H/0363/001/MR 29/0381/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk DE/H/0363/001/MR 33923 Dr Falk Pharma Gmbh Denmark 

Salofalk DE/H/0363/001/MR 50315.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk DE/H/0363/001/MR 
5363-I-158/14 (PACK 
SIZE 50) $ 5363-I-159/14 Dr Falk Pharma Gmbh Slovenia 



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 

(PACK SIZE 100) $ 5363-
I-160/14 (PACK SIZE 
300) 

Salofalk DE/H/0363/001/MR 65771 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/001/MR 

OGYI-T-1612/08 (PACK 
SIZE 50) $ OGYI-T-
1612/09 (PACK SIZE 100) Dr Falk Pharma Gmbh Hungary 

Salofalk DE/H/0363/001/MR PA 573/3/1 Dr Falk Pharma Gmbh Ireland 

Salofalk DE/H/0363/001/MR PL 08637/0007 Dr Falk Pharma Gmbh United Kingdom 

Salofalk DE/H/0363/001/MR RVG 28130 Dr Falk Pharma Gmbh Netherlands 

Salofalk DE/H/0363/002 

4213088 $ 4213187 $ 
4213286 $ 5104245 $ 
5107735 Dr Falk Pharma Gmbh Portugal 

Salofalk DE/H/0363/002/MR 02-1275 Dr Falk Pharma Gmbh Norway 

Salofalk DE/H/0363/002/MR 13-0204 Dr Falk Pharma Gmbh Latvia 

Salofalk DE/H/0363/002/MR 17474 Dr Falk Pharma Gmbh Finland 

Salofalk DE/H/0363/002/MR 18622 Dr Falk Pharma Gmbh Sweden 

Salofalk DE/H/0363/002/MR 20130427 Dr Falk Pharma Gmbh Bulgaria 

Salofalk DE/H/0363/002/MR 21829 Dr Falk Pharma Gmbh Poland 

Salofalk DE/H/0363/002/MR 29/031/14-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk DE/H/0363/002/MR 29/0382/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk DE/H/0363/002/MR 33924 Dr Falk Pharma Gmbh Denmark 

Salofalk DE/H/0363/002/MR 

5363-I-161/14 (PACK 
SIZE 50) $ 5363-I-162/14 
(PACK SIZE 100) $ 5363-
I-163/14 (PACK SIZE 
150) Dr Falk Pharma Gmbh Slovenia 

Salofalk DE/H/0363/002/MR 65772 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/002/MR 

OGYI-T-1612/10 (PACK 
SIZE 60) $ OGYI-T-
1612/11 (PACK SIZE 100) Dr Falk Pharma Gmbh Hungary 

Salofalk DE/H/0363/002/MR PA 573/3/2 Dr Falk Pharma Gmbh Ireland 

Salofalk DE/H/0363/002/MR PL 08637/0008 Dr Falk Pharma Gmbh United Kingdom 



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 

Salofalk DE/H/0363/004 
5363-I-164/14 $ 5363-I-
165/14 Dr Falk Pharma Gmbh Slovenia 

Salofalk DE/H/0363/004/DC 07-4951 Dr Falk Pharma Gmbh Norway 

Salofalk DE/H/0363/004/DC 13-0205 Dr Falk Pharma Gmbh Latvia 

Salofalk DE/H/0363/004/DC 20130428 Dr Falk Pharma Gmbh Bulgaria 

Salofalk DE/H/0363/004/DC 21830 Dr Falk Pharma Gmbh Poland 

Salofalk DE/H/0363/004/DC 23501 Dr Falk Pharma Gmbh Finland 

Salofalk DE/H/0363/004/DC 25474 Dr Falk Pharma Gmbh Sweden 

Salofalk DE/H/0363/004/MR 29/032/14-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk DE/H/0363/004/DC 29/0383/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk DE/H/0363/004/DC 41316 Dr Falk Pharma Gmbh Denmark 

Salofalk DE/H/0363/004/DC 70134 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/004/DC 

OGYI-T-1612/12 (PACK 
SIZE 30) $ OGYI-T-
1612/13 (PACK SIZE 60) 
$ OGYI-T-1612/14 (PACK 
SIZE 90) Dr Falk Pharma Gmbh Hungary 

Salofalk DE/H/0363/004/DC PA 0573/003/007 Dr Falk Pharma Gmbh Ireland 

Salofalk DE/H/0363/004/DC PL 08637/0016 Dr Falk Pharma Gmbh United Kingdom 

Salofalk DE/H/0363/005/MR 09-6598 Dr Falk Pharma Gmbh Norway 

Salofalk DE/H/0363/005/MR 27285 Dr Falk Pharma Gmbh Finland 

Salofalk DE/H/0363/005/MR 42221 Dr Falk Pharma Gmbh Sweden 

Salofalk DE/H/0363/005/MR 44750 Dr Falk Pharma Gmbh Denmark 

Salofalk DE/H/0363/005/MR 71881 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/006/MR 72040 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/006/MR PL 08637/0019 Dr Falk Pharma Gmbh United Kingdom 

Salofalk DE/H/0363/007/DC 10-7491 Dr Falk Pharma Gmbh Norway 

Salofalk DE/H/0363/007/DC 13-0206 Dr Falk Pharma Gmbh Latvia 

Salofalk DE/H/0363/007/DC 20130429 Dr Falk Pharma Gmbh Bulgaria 

Salofalk DE/H/0363/007/DC 21831 Dr Falk Pharma Gmbh Poland 



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 

Salofalk DE/H/0363/007/DC 28672 Dr Falk Pharma Gmbh Finland 

Salofalk DE/H/0363/007/MR 29/033/14-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk DE/H/0363/007/DC 29/0384/13-S Dr Falk Pharma Gmbh Slovakia 

Salofalk DE/H/0363/007/DC 44129 Dr Falk Pharma Gmbh Sweden 

Salofalk DE/H/0363/007/DC 46737 Dr Falk Pharma Gmbh Denmark 

Salofalk DE/H/0363/007/DC 

5363-I-166/14 (PACK 
SIZE 60) $ 5363-I-167/14 
(PACK SIZE 90) Dr Falk Pharma Gmbh Slovenia 

Salofalk DE/H/0363/007/DC 74791 Dr Falk Pharma Gmbh Spain 

Salofalk DE/H/0363/007/DC 

OGYI-T-1612/15 (PACK 
SIZE 30) $ OGYI-T-
1612/16 (PACK SIZE 60) 
$ OGYI-T-1612/17 (PACK 
SIZE 90) Dr Falk Pharma Gmbh Hungary 

Salofalk DE/H/0363/007/DC PA 573/3/6 Dr Falk Pharma Gmbh Ireland 

Salofalk DE/H/0363/007/DC PL 08637/0025 Dr Falk Pharma Gmbh United Kingdom 

Salofalk DE/H/0363/007/DC RVG 107302 Dr Falk Pharma Gmbh Netherlands 

Salofalk UK/H/0527/001 35229/3-6-2009 Galenica Sa Greece 

Salofalk UK/H/0527/001/MR 08-5945 Dr Falk Pharma Gmbh Norway 

Salofalk UK/H/0527/001/MR 2003070008 Dr Falk Pharma Gmbh Luxembourg 

Salofalk UK/H/0527/001/MR 25076 Dr Falk Pharma Gmbh Finland 

Salofalk UK/H/0527/001/MR 27046 Dr Falk Pharma Gmbh Sweden 

Salofalk UK/H/0527/001/MR 4275582 Dr Falk Pharma Gmbh Portugal 

Salofalk UK/H/0527/001/MR 43313 Dr Falk Pharma Gmbh Denmark 

Salofalk UK/H/0527/001/MR 65717.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk UK/H/0527/001/MR 70453 Dr Falk Pharma Gmbh Spain 

Salofalk UK/H/0527/001/MR PA 573/4/5 Dr Falk Pharma Gmbh Ireland 

Salofalk UK/H/0527/001/MR PL 08637/0003 Dr Falk Pharma Gmbh United Kingdom 

Salofalk UK/H/1746/001 2982/17-01-2011 Galenica Sa Greece 

Salofalk UK/H/1746/001/DC 08-6052 Dr Falk Pharma Gmbh Norway 



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 

Salofalk UK/H/1746/001/DC 1-29764 Dr Falk Pharma Gmbh Austria 

Salofalk UK/H/1746/001/DC 10-0300 Dr Falk Pharma Gmbh Latvia 

Salofalk UK/H/1746/001/DC 17233 Dr Falk Pharma Gmbh Poland 

Salofalk UK/H/1746/001/DC 20945 Dr Falk Pharma Gmbh Cyprus 

Salofalk UK/H/1746/001/DC 25173 Dr Falk Pharma Gmbh Finland 

Salofalk UK/H/1746/001/DC 27700 Dr Falk Pharma Gmbh Sweden 

Salofalk UK/H/1746/001/DC 29/586/10-C Dr Falk Pharma Gmbh Czech Republic 

Salofalk UK/H/1746/001/DC 
3213/2011/01-02-03-04-
05-06-07 Dr Falk Pharma Gmbh Romania 

Salofalk UK/H/1746/001/DC 43551 Dr Falk Pharma Gmbh Denmark 

Salofalk UK/H/1746/001/DC 5296371 Dr Falk Pharma Gmbh Portugal 

Salofalk UK/H/1746/001/DC 

5363-I-2306/11 (PACK 
SIZE 10) $ 5363-I-
2307/11 (PACK SIZE 12) 
$ 5363-I-2308/11 (PACK 
SIZE 15) $ 5363-I-
2309/11 (PACK SIZE 20) 
$ 5363-I-2310/11 (PACK 
SIZE 30) $ 5363-I-
2311/11 (PACK SIZE 60) 
$ 5363-I-2312/11 (PACK 
SIZE 90) Dr Falk Pharma Gmbh Slovenia 

Salofalk UK/H/1746/001/DC 73/0715/10-S Dr Falk Pharma Gmbh Slovakia 

Salofalk UK/H/1746/001/DC 73372 Dr Falk Pharma Gmbh Spain 

Salofalk UK/H/1746/001/DC 74251.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk UK/H/1746/001/DC 

LT/1/10/2095/001 (PACK 
SIZE 10) $ 
LT/1/10/2095/002 (PACK 
SIZE 12) $ 
LT/1/10/2095/003 (PACK 
SIZE 15) $ 
LT/1/10/2095/004 (PACK 
SIZE 20) $ 
LT/1/10/2095/005 (PACK Dr Falk Pharma Gmbh Lithuania 



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 

SIZE 30) $ 
LT/1/10/2095/006 (PACK 
SIZE 60) $ 
LT/1/10/2095/007 (PACK 
SIZE 90) 

Salofalk UK/H/1746/001/DC OGYI-T-1612/05 Dr Falk Pharma Gmbh Hungary 

Salofalk UK/H/1746/001/DC PA 573/4/4 Dr Falk Pharma Gmbh Ireland 

Salofalk UK/H/1746/001/DC PL 08637/0018 Dr Falk Pharma Gmbh United Kingdom 

Salofalk UK/H/1746/001/DC RVG 102870 Dr Falk Pharma Gmbh Netherlands 

Salofalk  UP/I-530-09/11-01/14 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/11_01/13 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/10-02/298 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/10-02/297 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/10-02/300 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/10-02/299 Würth d.o.o Croatia 

Salofalk  UP/I-530-09/10-02/296 Würth d.o.o Croatia 

Salofalk  1-19003 
Merck Gesellschaft 
m.b.H. Austria 

Salofalk  1-19004 
Merck Gesellschaft 
m.b.H. Austria 

Salofalk  1-19005 
Merck Gesellschaft 
m.b.H. Austria 

Salofalk  Granu-Stix DE/H/0363/004/DC RVG 100059 Dr Falk Pharma Gmbh Netherlands 

Salofalk – салофалк  9600067 Dr Falk Pharma Gmbh Bulgaria 

Salofalk – салофалк  9600114 Dr Falk Pharma Gmbh Bulgaria 

Salofalk 250  R/0888 Dr Falk Pharma Gmbh Poland 

Salofalk 500  4001 Dr Falk Pharma Gmbh Poland 

Salofalk 500  4222 Dr Falk Pharma Gmbh Poland 

Salofalk Enemas  
4352886 $ 5851993 
$ 8640003 

Dr. Falk Pharma 
Portugal, Sociedade 
Unipessoal Lda. Portugal 

Salofalk Enemas  4352886 $ 5851993 Dr. Falk Pharma Portugal 



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 

$ 8640003 Portugal, Sociedade 
Unipessoal Lda. 

Salofalk Foam  6758/2006/01 Dr Falk Pharma Gmbh Romania 

Salofalk Grânilos DE/H/0363/004/DC 

5132535 (PACK SIZE 20) 
$ 5132543 (PACK SIZE 
60) Dr Falk Pharma Gmbh Portugal 

Salofalk Granu Stix DE/H/0363/001 30091/07/28-7-08 Galenica Sa Greece 

Salofalk Granu Stix DE/H/0363/002 50301/28-7-08 Galenica Sa Greece 

Salofalk Granu Stix DE/H/0363/004 78400/3-12-08 Galenica Sa Greece 

Salofalk Granu Stix DE/H/0363/007 38980/10-6-2013 Galenica Sa Greece 

Salofalk Granulos DE/H/0363/007/DC 5398433 Dr Falk Pharma Gmbh Portugal 

Salofalk Granu-Stix DE/H/0363/002/MR 50315.01.00 Dr Falk Pharma Gmbh Germany 

Salofalk Granu-Stix DE/H/0363/002/MR RVG 28131 Dr Falk Pharma Gmbh Netherlands 

Salofalk Granu-Stix DE/H/0363/004/DC 69313.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk Granu-Stix DE/H/0363/007/DC 81709.00.00 Dr Falk Pharma Gmbh Germany 

Salofalk Schuim UK/H/0527/001/MR RVG 28179 Dr Falk Pharma Gmbh Netherlands 

Salogran-Falk  52808.00.00 Dr Falk Pharma Gmbh Germany 

Salogran-Falk  52808.01.00 Dr Falk Pharma Gmbh Germany 

мезавант NL/H/0732/001 II-15223 
Shire Pharmaceutical 
Contracts Ltd Bulgaria 

пентаза  9900187 Ferring Gmbh Bulgaria 

пентаза  9900188 Ferring Gmbh Bulgaria 

салофалк  9600068 Dr Falk Pharma Gmbh Bulgaria 

салофалк  9600070 Dr Falk Pharma Gmbh Bulgaria 

салофалк UK/H/1746/001/DC 20100771 Dr Falk Pharma Gmbh Bulgaria 
салофалк 250 Mg 
супозитории 
 9600069 Dr Falk Pharma Gmbh Bulgaria 9600069 

 


