
Summary of European Union decisions on marketing authorisations in respect of medicinal products 
from 1 September 2016 to 30 September 2016

(Decisions taken pursuant to Article 34 of Directive 2001/83/EC (1) or Article 38 of Directive 2001/82/EC (2))

(2016/C 399/02)

— Issuing, maintenance or modification of a national marketing authorization

Date of the 
decision

Name(s) of the medicinal 
product

INN (International Non- 
Proprietary Name)

Holder(s) of the mar-
keting authorization

Member State con-
cerned

Date of noti-
fication

8.9.2016 Alkem Art 31 Not applicable See Annex II See Annex II 9.9.2016

22.9.2016 Durogesic and asso-
ciated names — Art 30

fentanyl See Annex III See Annex III 23.9.2016

22.9.2016 Semler Art 31 Not applicable See Annex IV See Annex IV 23.9.2016

— Refusal of a national marketing authorization

Date of the 
decision

Name(s) of the medicinal 
product

INN (International Non- 
Proprietary Name)

Holder(s) of the mar-
keting authorization

Member State con-
cerned

Date of noti-
fication

22.9.2016 Diclofenac epolamine 
50 mg tablets — Art 29

diclofenac See Annex I See Annex I 23.9.2016

— Suspension of a national marketing authorization

Date of the 
decision

Name(s) of the medicinal 
product

INN (International Non- 
Proprietary Name)

Holder(s) of the mar-
keting authorization

Member State con-
cerned

Date of noti-
fication

8.9.2016 Alkem Art 31 Not applicable See Annex II See Annex II 9.9.2016

22.9.2016 Semler Art 31 Not applicable See Annex IV See Annex IV 23.9.2016

28.10.2016 EN Official Journal of the European Union C 399/9

(1) OJ L 311, 28.11.2001, p. 67.
(2) OJ L 311, 28.11.2001, p. 1.
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