ORDER no. 980
of 6 August 2018

on repeal of Order of the Minister of Health no. 1.810/2006 on the
introduction into Romania and preservation in the therapeutic circuit of
medicinal products manufactured prior to the National Medicines Agency's
approval of a marketing authorisation transfer

Issued by: the Ministry of health
Published in: the Official Gazette of Romania, no. 713 of 16 August 2018

On seeing Approval Report no. SP 9.163 of 6.08.2018 of the Pharmaceutical
and Medical Devices Directorate and notification no. 50662E of 18.10.2017 of the
National Agency for Medicines and Medical Devices, registered with the Minister
of Health no. 57.333 of 18.10.2017,

Taking into account provisions of Articles 774 h) and 781 (1) f) and (i) of Law
95/2006 on healthcare reform, republished as amended, considering the provisions
of Order of the Minister of Health no. 1.206/2006 on approval of Norms relating to
examination of an application for the transfer of a marketing authorisation and of
Regulation (EC) no. 2.141/96 of the Commission of 7 November 1996 concerning
the examination of an application for the transfer of a marketing authorisation for a
medicinal product falling within the scope of Council Regulation (EC) No 2309/93,

taking into account provisions of Article 4 (2) a) of Government Decision no.
734/2010 on reorganisation of the National Agency for Medicines and Medical
Devices and amendment of further ruling provisions,

pursuant to Article 7 (4) of Government Decision No. 144/2010 on
organisation and operation of the Ministry of Health, as further amended and
supplemented,

the minister of health hereby issues the following Order:

Art. 1 - On this Order coming into force, Order of the Minister of Health no.
1.810/2006 on the introduction into Romania and preservation in the therapeutic
circuit of medicinal products manufactured prior to the National Medicines Agency's



approval of a marketing authorisation transfer, published in the Official Gazette of
Romania, Part I, no. 70 of 30 January 2007, shall be repealed.

Art. 2 - This Order shall be published in the Official Gazette of Romania, Part I.

On behalf of the Minister of Health,
Dan-Octavian Alexandrescu,

Secretary of State

Bucharest, 6 August 2018.
No. 980.



