4.3.2019 Official Journal of the European Union C 80/11
Summary of European Union decisions on marketing authorisations in respect of medicinal products
from 1 January 2019 to 31 January 2019
(Decisions taken pursuant to Article 34 of Directive 2001/83/EC (") or Article 38 of Directive 2001/82/EC (*))
(2019/C 80/02)

— Issuing, maintenance or modification of a national marketing authorisation
Date of the | Name(s) of the medicinal | INN (International Non-| Holder(s) of the mar- Member State Date of
decision product Proprietary Name) keting authorisation concerned notification
31.1.2019 |Diotop 75 mg/20 mg |diclofenac/omepra- |See Annex I See Annex I 1.2.2019
modified-release cap- | zole
sules, hard and ass.
names
18.1.2019 |Diclofenac Sodium Diclofenac sodium | See Annex III See Annex III 21.1.2019
Spray Gel 4 % Cuta-
neous Spray, Solution
and associated names
17.7.2018 |HES (hydroxyethyl hydroxyethyl starch | See Annex IV See Annex IV 19.7.2018
starch) (HES)
— Refusal of a national marketing authorisation
Date of the | Name(s) of the medicinal | INN (International Non-| Holder(s) of the mar- Member State Date of
decision product Proprietary Name) keting authorisation concerned notification
11.1.2019 |Paclitaxel Hetero and | paclitaxel See Annex II See Annex II 14.1.2019
associated names

() OJL 311, 28.11.2001, p. 67.
()  OJL311,28.11.2001, p. 1.
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