









	
 Home

	 Add Document
	 Sign In
	 Create An Account














[image: PDFKUL.COM]






































	
 Viewer

	
 Transcript













30 November 2017 EMA/812281/2017 Human Medicines Evaluation Division



List of nationally authorised medicinal products



Active substance(s): moclobemide



Procedure No.: PSUSA/00002079/201704



30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 Send a question via our website www.ema.europa.eu/contact



An agency of the European Union



© European Medicines Agency, 2017. Reproduction is authorised provided the source is acknowledged.



Product Name (in authorisation country)



Moclobemide 300 mg filmcoated tablets Moclobemid HEXAL 300 mg Filmtabletten Moclobemid-1 A Pharma 300 mg Filmtabletten Moclobemid Sandoz 300 mg Filmtabletten MOCLAMINE 150 mg, comprimé pelliculé sécable MOCLAMINE 150 mg, comprimé pelliculé sécable Zorix, 150 mg, comprimidos revestidos por película ZORIX 300 mg comprimidos revestidos por película Zorix, 150 mg, comprimidos revestidos por película ZORIX 300 mg comprimidos revestidos por película Moclobemide 150 mg filmcoated tablet Moclobemide 300 mg filmcoated tablet AURORIX® 150 mg Filmtabletten AURORIX® 300 mg Filmtabletten Aurorix 150 mg tabletter, filmdrasjerte Aurorix 300 mg tabletter, filmdrasjerte Aurorix 150 mg comprimés pelliculés Aurorix 150 mg filmomhulde tabletten



MRP/DCP Authorisation number



National Authorisation Number



MAH of product in the member state



Member State where product is authorised



DK/H/0292/002



PL 04416/1420



SANDOZ LTD



UK



DK/H/0292/002



53011.01.00



HEXAL AG



DE



DK/H/0294/002



53015.01.00



1 A PHARMA GMBH



DE



DK/H/0293/002



53013.01.00



HEXAL AG



DE



not available



333 249-3



BIOCODEX



FR



not available



333 250-1



FR



not available



5393129



not available



5516786



not available



5393111



not available



5516687



BIOCODEX GENEDEC - MEDICAMENTOS GENÉRICOS, LDA. GENEDEC - MEDICAMENTOS GENÉRICOS, LDA. GENEDEC - MEDICAMENTOS GENÉRICOS, LDA. GENEDEC - MEDICAMENTOS GENÉRICOS, LDA.



not available



PL 11311/0493



TILLOMED LABORATORIES LTD



UK



not available



PL 11311/0494



TILLOMED LABORATORIES LTD



UK



not available



1-18878



MEDA PHARMA GMBH



AT



not available



1-21026



MEDA PHARMA GMBH



AT



not available



7547



MEDA AS



NO



not available



7983



MEDA AS



NO



not available



BE157482



S.A. MEDA PHARMA N.V.



BE



not available



BE157482



S.A. MEDA PHARMA N.V.



BE
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Product Name (in authorisation country)



AURORIX 150 mg filmom obložene tablete Aurorix, 150 mg, tabletki powlekane Aurorix, 300 mg, tabletki powlekane АУРОРИКС 150 mg филмирани таблетки Aurorix 300 mg filmtabletta Aurorix 150 mg filmtabletta Aurorix 150 mg töflur Aurorix 300 mg töflur Aurorix 150 mg tablett, filmdragerad Aurorix 300 mg tablett, filmdragerad Aurorix 150 mg Filmtabletten Aurorix 150 mg Filmtabletten Manerix 150 mg, comprimidos recubiertos con película Manerix 300 mg, comprimidos recubiertos con película. Aurorix® 150; 150 mg Filmtablette Aurorix 150 mg comprimidos revestidos por película Aurorix 150 mg comprimidos revestidos por película Aurorix® 300; 300 mg Filmtablette Aurorix 150 mg filmsko obložene tablete Aurorix 300 mg filmsko obložene tablete Aurorix® 150 mg/F.C.Tab



MRP/DCP Authorisation number



National Authorisation Number



MAH of product in the member state



Member State where product is authorised



not available



HR-H-485452581



MEDICAL INTERTRADE D.O.O.



HR



not available



R/0948



MEDA PHARMA GMBH & CO. KG



PL



not available



R/4198



MEDA PHARMA GMBH & CO. KG



PL



not available not available not available not available not available



20010448 OGYI-T-1809/03 OGYI-T-1809/02 880154 930243



MEDA PHARMA GMBH & CO. KG MEDA PHARMA HUNGARY KFT. MEDA PHARMA HUNGARY KFT. MEDA AB MEDA AB



BG HU HU IS IS



not available



10474



MEDA OY



FI



not available not available not available



11544 BE157482 2008/089875



MEDA OY S.A. MEDA PHARMA N.V. S.A. MEDA PHARMA N.V.



FI BE LU



not available



59.169



MEDA PHARMA S.L.



ES



not available



60.824



MEDA PHARMA S.L.



ES



not available



37340.00.00



DE



not available



5831086



not available



8757435



MEDA PHARMA GMBH & CO. KG MEDA PHARMA – PRODUTOS FARMACÊUTICOS, S.A. MEDA PHARMA – PRODUTOS FARMACÊUTICOS, S.A.



not available



37340.01.00



MEDA PHARMA GMBH & CO. KG



DE



not available



H/93/00241/001



MEDA PHARMA GMBH & CO. KG



SI



not available not available



H/93/00241/002 283/23-09-2011



MEDA PHARMA GMBH & CO. KG MEDA PHARMACEUTICALS S.A.



SI GR
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Product Name (in authorisation country)



Aurorix 150 mg tabletti, kalvopäällysteinen Aurorix 150, tabletten 150 mg AURORIX 150 mg potahované tablety Aurorix 150 mg comprimés pelliculés Aurorix® 150 mg AURORIX 300 mg potahované tablety Aurorix® 300 mg/F.C.Tab Aurorix 150 mg tabletter Aurorix 300 mg tabletti, kalvopäällysteinen Aurorix 300, tabletten 300 mg Aurorix® 300 mg Aurorix 300 mg tabletter Manerix 150 mg Film-coated Tablets Aurorix, filmovertrukne tabletter Aurorix, filmovertrukne tabletter MOCLAMINE 150 mg, comprimé pelliculé sécable MOCLAMINE 150 mg, comprimé pelliculé sécable



MRP/DCP Authorisation number



National Authorisation Number



MAH of product in the member state



Member State where product is authorised



not available not available



10474 RVG 14904



MEDA OY MEDA PHARMA B.V.



FI NL



not available



30/159/91 – A/C



MEDA PHARMA S.R.O.



CZ



not available not available



2008/089875 30/0159/91-C/S



S.A. MEDA PHARMA N.V. MEDA PHARMA SPOL. S R.O.



LU SK



not available not available not available



30/159/91 – B/C 87855/12-12-2011 11031



MEDA PHARMA S.R.O. MEDA PHARMACEUTICALS S.A. MEDA AB



CZ GR SE



not available not available not available not available



11544 RVG 17493 30/0159/91-C/S 12051



FI NL SK SE



not available



PA 1332/28/1



MEDA OY MEDA PHARMA B.V. MEDA PHARMA SPOL. S R.O. MEDA AB MEDA HEALTH SALES IRELAND LIMITED



not available



13354



MEDA AS



DK



not available



15758



MEDA AS



DK



not available



333 249-3



BIOCODEX



FR



not available



333 250-1



BIOCODEX



FR
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