DIRECTION No. 30/24.09.2009

on the explanation of the sense of certain obligations pertaining to the wholesale distributors of medicinal products in view of complying with the provisions of Law No. 95/2006, Minister of Public Health Order No. 1963/2008 and Minister of Public Health Order No. 1964/2008 
Based on Art. 13 (4) of Government Ordinance No. 125/1998 on the set up, organisation and functioning of the National Medicines Agency, approved with changes and completions through Law No. 594/2002, with further amendments and supplementations,
the President of the National Medicines Agency issues the following
DIRECTION
Art. 1 – In view of a thorough enforcement of the provisions of Law No. 95/2006 on healthcare reform, with further amendments and supplementations, of the Minister of Public Health Order No. 1964/2008 on approval of the Norms  on the set up, organisation and functioning of wholesale distribution units of medicinal products for human use and of the Minister of Public Health Order No. 1963/2008 on approval of the Guideline on Good Distribution Practice of Wholesale Medicinal Products, the following issues shall be considered:


I. In accordance with the provisions of Art. 791 c), d), e), Art. 815 and 816 of Law No. 95/2006 on healthcare reform, with further amendments and supplementations, and of Art. 47, 48 of the Minister of Public Health Order No. 1963/2008 on approval of the Guideline on Good Distribution Practice of Wholesale Medicinal Products, the distribution contracts signed between wholesale distributors of medicinal products for human use operating in Romania should contain, apart from commercial provisions, technical provisions related to:

- the existence of certain spotting elements on the receipt invoice/approval accompanying the goods (batch number, expiry date); 


- the documents attached to the dispatch invoice/note (analysis bulletin, compliance and batch release certificate, records concerning the  maintenance of temperature conditions required by the manufacturer during transportation, „packing list”);


- the handling of complaints, rapid alerts;


- the recall of medicinal products;


- the compliance with legal obligations concerning pharmacovigilance (for wholesale distributors of medicinal products who are also Marketing Authorisation Holders).


II. In accordance with the provisions of Art. 787 of Law No. 95/2006 on healthcare reform, with further amendments and supplementations, and of Art. 25, 56 of the Minister of Public Health Order No. 1963/2008 on approval of the Guideline on Good Distribution Practice of Wholesale Medicinal Products, wholesale distributors should own:


- a copy of the marketing authorisation (including potential variations) of each distributed medicinal product, so as to assess compliance with the imprinting of the product’s packaging and leaflet at receipt;

- the registration of temperature and humidity conditions acquired during the transportation of medicinal products from the manufacturer, so as to assess their compliance with the Marketing Authorisation at receipt.

III. Within maximum 30 days as of the issuance of this provision, all holders of functioning authorisations/wholesale distribution authorisations issued by the Ministry of Public Health in accordance with the Minister of Public Health Order No. 893/2006, and by the National Medicines Agency in accordance with the Minister of Public Health Order No. 1964/2008, must make sure that they meet the requirements of this provision.

Art. 2 – Compliance with the provisions of the hereby mentioned direction shall be considered by the inspectors of the Pharmaceutical Inspection Department on the occasion of inspection actions and shall enter into force on the date of their publishing on the NMA’s INTRANET site. 
            PRESIDENT,

           Daniel BODA, MD, PhD
