EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

24 February 2016
EMA/238885/2016
Procedure Management and Committees Support

List of nationally authorised medicinal products

Active substance: daunorubicin

Procedure no.: PSUSA/00000936/201506

30 Churchill Place e Canary Wharf ¢ London E14 5EU e 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, 2016. Reproduction is authorised provided the source is acknowledged.



Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation
Number

MAH of product in the
member state

Member State where
product is authorised

number
Cerubidin 5871 Sanofi-Aventis Norge As Norway
Cerubidin 9244 Sanofi-Aventis Ab Sweden
Cerubidin PA 540/96/1 Sanofi-Aventis Ireland Ltd Ireland
Cerubidine 550 480-5 $ 562 010-9 Sanofi-Aventis France France
Cerubidine RVG 05633 Sanofi-Aventis Netherlands Netherlands
Cérubidine 0006/10010656 zé\;\.ofi Belgium Luxembourg
Cérubidine BE002694 Sanofi Belgium Belgium
Daunoblastina 021035023 Pfizer Italia S.R.L. Italy
Daunoblastina 388202 Pfizer Enterprises Sarl Estonia
Daunoblastina 44/0321/91-C/S Pfizer Europe Ma Eeig Slovakia
Daunoblastina 46427 Pfizer, S.L. Spain
Daunoblastina OGYI-T-4642/01 Pfizer Kft. Hungary
Daunoblastina UP/1-530-09/13-02/21 Pfizer Croatia D.O.O. Croatia
Daunorubicin PL 17780/0310 Winthrop Pharmaceuticals Uk United Kingdom
Daunoxome 12018 (LBtEflen Limited Finland
Daunoxome 94-2529 Galen Limited Norway
Daunoxome DE/H/2810/001 032076010 Intergal Pharma Limited Italy
Daunoxome DE/H/2810/001 1-21395 Galen Limited Austria
Daunoxome DE/H/2810/001 17770 Galen Limited Denmark
Daunoxome DE/H/2810/001 2382182 Galen Limited Portugal
Daunoxome DE/H/2810/001 36640.00.00 Intergal Pharma Limited Germany
Daunoxome DE/H/2810/001 PA 1329/009/001 Galen Limited Ireland
Daunoxome DE/H/2810/001 RVG 19514 Galen Limited Netherlands
Daunoxome Injection PL 27827/0007 Galen Limited United Kingdom
Daunoxome 20161 Galen Limited France
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