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Summary of European Union decisions on marketing authorisations in respect of medicinal products
from 1 July 2015 to 31 July 2015

(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 authorization

(2015/C 285/02)

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 authorization cerned fication
16.7.2015 |Medicinal products for |See Annex I See Annex I See Annex I 20.7.2015

human use which clin-

ical part of bioequiva-

lence studies were

performed at GVK

Biosciences Hyderabad

site
17.7.2015 | Fentanyl Fentanyl Not applicable Not applicable 20.7.2015
3.7.2015 | Zoledronic acid Zoledronic acid Not applicable Not applicable 7.7.2015

— Suspension of a national marketing authorization
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 authorization cerned fication

16.7.2015 |Medicinal products for |See Annex I See Annex [ See Annex [ 20.7.2015

human use which clin-
ical part of bioequiva-
lence studies were
performed at GVK
Biosciences Hyderabad
site

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