
Summary of European Union decisions on marketing authorisations in respect of medicinal products 
from 1 July 2017 to 31 August 2017

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

(2017/C 328/02)

— Issuing, maintenance or modification of a national marketing authorisation

Date of the 
decision

Name(s) of the medicinal 
product

INN (International Non- 
Proprietary Name)

Holder(s) of the mar-
keting authorisation

Member State con-
cerned

Date of noti-
fication

7.8.2017 Paracetamol/ibuprofen 
500 mg/150 mg Film- 
coated tablets and asso-
ciated names

paracetamol/ibupro-
fen

See Annex I See Annex I 8.8.2017

10.7.2017 Veterinary medicinal 
products containing ty-
losin that are adminis-
tered parenterally and 
intended for the treat-
ment of bovine mastitis 
caused by Mycoplasma 
spp.

tylosin See Annex II See Annex II 11.7.2017

19.7.2017 Cardioxane dexrazoxane See Annex III See Annex III 24.7.2017

28.8.2017 Symbioflor 2 and asso-
ciated names containing 
Escherichia coli bacteria 
(cells and autolysate)

Symbioflor 2 and as-
sociated names con-
taining Escherichia 
coli bacteria (cells 
and autolysate)

See Annex IV See Annex IV 30.8.2017

14.7.2017 Denagard 45 % and as-
sociated names

Tiamulin hydrogen 
fumarate

See Annex V See Annex V 17.7.2017

— Refusal of a national marketing authorisation

Date of the 
decision

Name(s) of the medicinal 
product

INN (International Non- 
Proprietary Name)

Holder(s) of the mar-
keting authorisation

Member State con-
cerned

Date of noti-
fication

10.7.2017 Veterinary medicinal 
products containing ty-
losin that are adminis-
tered parenterally and 
intended for the treat-
ment of bovine mastitis 
caused by Mycoplasma 
spp.

tylosin See Annex II See Annex II 11.7.2017

C 328/14 EN Official Journal of the European Union 29.9.2017

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