
ORDER No. 577/2018 of 2 May 2018 

on repeal of Order of the Minister of Health no. 399/2006 on approval of the 

European models of package leaflet, summary of product characteristics and 

label information for medicinal products authorised for marketing in 

Romania 

 

ISSUER: MINISTRY OF HEALTH 

PUBLISHED IN: THE OFFICIAL GAZETTE OF ROMANIA, no. 428 of 21 May 

2018 

On seeing Approval Report no. SP4.401 of 25.04.2018 of the Medicinal Product 

and Medical Devices Policy Directorate of the Ministry of Health and notices of the 

National Agency for Medicines and Medical Devices no. 45.690E/2014 and 

31.793E/2017, registered with the Ministry of Health under no. 61.160/2014 and 

no. 54.811/2017, 

Taking into account the provisions of Art. 16 and Art. 64 paragraph (4) of Law 

24/2000 on the rules of legislative technique for the elaboration of regulatory acts, 

republished, as further amended and supplemented, 

Taking into account the provisions of Art. 4 paragraph (2) point a) and Art. 12 

paragraph (9) of Government Decision no. 734/2010 on organisation and operation 

of the National Agency for Medicines and Medical Devices, as further amended 

and supplemented, 

in line with Art. 7 paragraph (4) of Government Decision no. 144/2010 on 

organisation and operation of the National Agency for Medicines and Medical 

Devices, as further amended and supplemented, 

 

the Minister of Health hereby issues the following Order: 

ART. 1 

Order of the Minister of Health no. 399/2006 on approval of the European 

models of package leaflet, summary of product characteristics and label 

information for medicinal products authorised for marketing in Romania, 

published in the Official Gazette of Romania, Part I, no. 355 of 20 April 2006, as 

further amended, is repealed. 
ART. 2 

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

                        Minister of Health, 

                            Sorina Pintea 

Bucharest, 2 May 2018. 

No. 577. 


