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NEWSLETTER 

:: Pharmaceutical        July 31st, 2013 
     

 

The Ministry of Health intends to launch the on-line sales of non-prescription medicinal 
products, as required by Directive 2011/62/EU, also establishing an EU standardization 
procedure and the operation of specific rules.  

 

Directive 2011/62/EU on the EU Code relating to 

medicinal products for human use, as regards the 

prevention of the entry into the legal supply 

chain of falsified medicinal products, regulates 

for the first time the online sales and electronic 

commerce of medicinal products. On the basis of 

the Directive, when it comes to medicinal 

products subject to prescription, Member States 

may forbid their online sale on their territory. At 

the same time though, the on-line sale of 

medicinal products that have been duly 

authorized and are not subject to prescription 

should, in principle, be allowed in all Member 

States. 

 

Within the context of the Directive, two major 

conditions must be fulfilled, whether we are 

dealing with prescription or non-prescription 

medicinal products: first, the system of marketing 

authorizations should not, under any 

circumstances, be undermined and the medicinal 

products must have been authorized in the 

Member State of destination and, second, 

Member States may lawfully reserve the activity 

of online pharmacies only to pharmacists. Apart 

from that, the Directive on online sales of 

medicinal products provides that the traders’ 

reliability and authorization are assessed on the 

basis of the standards of their country of origin. 

So far as the actual online selling of medicinal 

products, the Directive sets a protocol, according 

to which the website of the natural or legal 

person offering the medicinal products must 

contain: 

� The contact details of the Authority 

supervising the activities of the persons 

offering medicinal products in their 

country of establishment; 

� A hyperlink to the website of the above 

Authority, providing thereby a list of the 

authorized persons to trade online as 

well as background information on the 

risks related to medicinal products 

supplied illegally; 

� A common logo recognizable throughout 

the Union clearly displayed with 

technical, electronic and cryptographic 

requirements that enables the 

identification of the Member State where 

the person offering medicinal products 

for online sale is primarily established. 

 

Overall, the Directive establishes a new online 

market of prescription and non-prescription 

medicinal products and sets common 

denominators for the deterrence of falsified 

products. It should be noted that many countries 

have not legalized (and are allowed to do so) the 

online sale of prescription medicinal products. 

One of those countries is Greece. Although the 

recently passed new Bill “Urgency measures 

concerning the implementation of Laws Nos. 

4046/2012, 4093/2012 and 4127/2013”, within 

the context of the Medium-Term Fiscal Strategy 

2012-2015, provides that “Authorised 
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pharmacists operating pharmacies are strictly 

disallowed to procure online medications or 

medicinal products, requiring prescription or 

not, the procurement of which has exclusively 

been entrusted to operating pharmacies”, now 

the Greek Ministry of Health has been enforced 

to issue a Ministerial Decision on the issue and 

to allow pharmacists to trade online non-

prescription medicinal products, so as to comply 

with the above Directive. One should keep in 

mind though that opening up e-commerce to 

pharmacists, inevitably and on the basis of EU 

Law, should not only benefit pharmacists 

established in Greece but should, also, allow 

pharmacists in other Member States to retail 

medicinal products in the Greek territory. What 

remains to be seen, now, is how this forthcoming 

Ministerial Decision shall regulate this novel 

market in Greece. 

 
 

 
 

European Commission requests Greece either, to raise the restrictions on exporting activities of 

wholesalers, or, to prove that these restrictions are indeed necessary so as to prevent shortages 

in pharmaceutical products and/or as to secure the authenticity and reliability of products that 

shall be exported. 

 

The European Commission announced in May 

2013 that it has already addressed to Greece a 

reasoned opinion concerning Greek legislation 

that has the effect of discouraging exports of 

pharmaceutical products. The Greek competent 

authorities, until the end of July 2013, shall have 

to abolish or modify the following national 

legislation; Art.12A of Legislative Decree 96/1973 

(as modified by Art.15 of Law No.3580/2007) 

provides that “After the demand for 

pharmaceutical products has been satisfied at a 

national level, wholesalers in Greece may export 

pharmaceutical products only so far as these 

products designated for exportation have been 

previously supplied by pharmaceutical 

companies directly”. Therefore, in all other cases, 

i.e. if products have previously been supplied by 

other wholesalers or pharmacies, exportation is 

illegal, under Greek law. At the same time, 

according to the same Legislation, wholesalers 

engaged in exports cannot act as intermediaries 

in the exports conducted by other wholesalers, 

so that the authenticity of the pharmaceutical 

product can be assured; they can sell 

pharmaceutical products as intermediaries within 

Greece, but when doing so, they cannot, 

simultaneously, export these products.  

 

According to the European Commission, the 

Greek Legislation at stake: limits the channels of 

intra-community distribution, it is 

discriminatory, having the effect of limiting the 

quantity of pharmaceutical products available 

for export while imposing no such restrictions 

on domestic sales and attributes a competitive 

advantage to the pharma companies. Should the 

Greek Authorities not abolish or modify the 

legislation at stake at the latest, by August 2013, 

the Commission may decide to refer the case to 

the Court of Justice of the EU in order to obtain a 

declaration that the free movement of goods has 

been infringed or, in the long run, so as to impose 

financial sanctions on Greece. Overall, the 

European Commission seems keen on promoting 

parallel trade within the context of healthy 

competition and price reductions. The current 

sovereign debt crisis-prompted decrease in prices 

within the Greek market had the effect of 

increasing parallel exports and, subsequently, 

EOF reacted via frequent controls on wholesalers 

concerning their export activities. Furthermore, 

the recently passed new Bill “Urgency measures 

concerning the implementation of Laws Nos. 

4046/2012, 4093/2012 and 4127/2013”, within 

the context of the Medium-Term Fiscal Strategy 

2012-2015, establishes much stricter fines for 

wholesalers in case of illegal exports. These 

developments obviously brought the underlying 

legal framework to the attention of the 

Commission.  

 

Be that as it may, the Greek Authorities may 

invoke, as a justification, public health reasons. At 

the same time, however, the legislation in hand 

must indeed be necessary for the protection of 

public health. On the basis of the Greek 
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legislation that is contested, the objective aimed 

at is to ensure enough quantities of 

pharmaceuticals. Nonetheless, the specific 

prohibition is valid even if there is a product 

surplus indeed. Thus, at a first glimpse, the 

Commission rightly holds that the prohibition at 

issue is not really necessary for the attainment of 

products’ supply reserves. However, the Greek 

Authorities could argue on the basis of sufficient 

evidences that the objective served is not only 

the stand-by product surplus, but, in principle, 

the authentication of the pharmaceutical 

products that are deemed to be released abroad 

and that the legislation imposing a ban on 

exports is indeed necessary to give effective 

protection to this interest. In the latter case, the 

legislation at stake could probably be considered 

lawful and should be upheld by the Commission 

or the Court of Justice of the EU. 
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