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C 189/9

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

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

— Issuing, maintenance or modification of a national marketing authorisation

(2016/C 189/02)

Date of the | Name(s) of the medicinal | INN (International Non-| Holder(s) of the mar- Member State con- Date of noti-
decision product Proprietary Name) keting authorisation cerned fication
4.4.2016 |Baytril — Rectificative | Enrofloxacin See Annex [ See Annex [ 5.4.2016

Decision — Article 34
4.4.2016 |Baytril — Rectificative |Enrofloxacin See Annex II See Annex II 5.4.2016
Decision — Article 35
28.4.2016 | Cymevene intravenous |ganciclovir See Annex III See Annex III 2.5.2016
— Art. 30
4.4.2016 |Tobramycin VVB — tobramycin See Annex IV See Annex IV 5.4.2016
Community Referrals
— Article 29
4.42016 |Gutal 1000 glkg — | zinc oxide See Annex V See Annex V 5.4.2016
Corrigendum — Arti-
cle 33
28.4.2016 |Iron containing intrave- | ferric carboxymal- See Annex VI See Annex VI 29.4.2016
nous medicinal prod- | tose, iron sucrose
ucts — Corrigendum — | complex, sodium fer-
Article 31 ric gluconate com-
plex, iron(III)
isomaltoside com-
plex, iron(Ill)-hydro-
xide dextran complex
7.4.2016 | Zoledronic acid — zoledronic acid Not applicable Not applicable 8.4.2016
Rectificative Decision
— PSUSA-3149-
201408
25.4.2016 | Aripiprazole — PSU- | aripiprazole Not applicable Not applicable 26.4.2016

SA 234-201507 —
Article 107b

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