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Name of the medicinal product  

 

• “The name, which may be either an invented 
name not liable to confusion with the 
common name, or a common or scientific 
name accompanied by a trade mark or the 
name of the marketing authorisation holder“ 
(Article 1, point 20, Dir. 2001/83/EC).  



Background 

• Starting from the decision of the Scientific 
Commission (CUF), instituted by the Ministry of 
Health, dated 15-16 July 2003, confirmed by the 
Scientific Consultant Commission (CTS), instituted by 
AIFA, on 28-29 September 2010, AIFA submits the 
parallel import requests to an evaluation about the 
proposed name under the criteria to avoid the risk of  
confusion with other authorised medicinal products. 



EMA GUIDELINES 

• The “Guideline on the acceptability of names 
for human medicinal products”, Rev. 5, 
29/01/2007, point 2.1.1., states that: “The 
invented name of a medicinal product should 
not be liable to cause confusion in print, 
handwriting or speech with the invented 
name of another medicinal product”. 



EMA GUIDELINES 

• The Guideline establishes that the whole assessment 
about a medicinal product must consider if the 
invented name may represent a problem in term of 
public safety or a potential risk for the safety of use 
and, moreover, that the questions concerning the 
property of the trade mark should not be taken into 
account during the assessment about the 
acceptability of a name. 
 



ECJ Case C-379/97 

• The Court of Justice 12 October 1999 (Case Upjohn), affirmed 
that “it is necessary, in order to determine whether the 
proprietor of a trade mark may, under national law, prevent a 
parallel importer of pharmaceutical products from replacing the 
trade mark used in the Member State of export by that which 
the proprietor uses in the Member State of import, to assess 
whether the circumstances prevailing at the time of marketing 
in the Member State of import make it objectively necessary to 
replace the original trade mark by that used in the Member 
State of import in order that the product in question may be 
marketed in that State by the parallel importer”. 
 



LASA 

• The risk of error in therapy is referred by the 
Ministry of Health in the Raccomandation no. 
12, August 2010, LASA, to the use of 
medicinal products which may be easily 
exchanged with others due to the name 
graphic or phonetic assonance too. 



A balance between rights 

• AIFA releases an authorisation to the parallel import 
of a medicinal product after an assessment about the 
name of origin for the purpose to prevent the risk of 
confusion with other medicinal products 
commercialised on the Italian market. 

• The public right to health safety shall be considered 
as prevalent on the right of property of the 
trademark. 
 



Directive no. 2008/95/CE 

• Directive 22 October 2008 no. 2008/95/EC to 
approximate the laws of the Member States 
relating to trade marks, article 7, par. 1: «The 
trade mark shall not entitle the proprietor to 
prohibit its use in relation to goods which 
have been put on the market in the 
Community under that trade mark by the 
proprietor or with his consent». 



COM(2003) n. 839 

• Commission Communication on parallel imports of proprietary 
medicinal products for which marketing authorisations have 
already been granted states that, according to the principle of 
exhaustion of industrial and commercial property rights, “the 
owner of an industrial and commercial property right protected 
by Member State legislation may not rely on that legislation to 
oppose the importation of a product which has been lawfully 
placed on the market in another Member State by, or with the 
consent of, the proprietor of that right. The right is considered 
to have been exhausted once the product has been put on the 
market somewhere in the Community”. 
 



COM(2003) n. 839 

• The proprietor of the trade mark may not use his trade mark 
right in order to prevent repackaging when: (1) the use of the 
trade-mark right by the owner will contribute to the artificial 
partitioning of the markets between Member States, (2) the 
repackaging cannot adversely affect the original condition of the 
product, (3) it is stated on the new packaging by whom the 
product has been repackaged and manufactured, (4) the 
presentation of the repackaged product is not such as to be 
liable to damage the reputation of the trade mark and of its 
owner and (5) the proprietor of the trade mark receives prior 
notice before the repackaged product is put on sale. 



Case Servier 

• The Italian Administrative Court has annulled 
two parallel import authorisations regarding 
the medicinal product Detralex released by 
AIFA with the name of Daflon. 

• AIFA had rejected the proposed name 
Detralex as it was too similar to Dermadex.  



TAR Lazio 5 giugno 2014 no. 6011-6012 

• According to the Court, in the current case there 
were no concrete risks for the public health. 

• On the other hand, it seemed to be relevant the risk 
that the commercialization on the market of the 
parallel imported medicinal with the same name of 
the trademark might give to the importer an undue 
economic advantage related to the use of a well 
known name.  



TAR Lazio 5 giugno 2014 no. 6011-6012 

• The Court stated that the danger that AIFA 
has to face is the confusion similarity 
between the name, which is concrete when 
also the packages are similar. 

• This danger didn’t exist in the current case as 
names were not very similar and the 
packages were different. 
 



Council of State Ord. no. 2178/2013  

• The Court, taking into account a previous 
interpretation held by the Council of State on the 
basis of the ECJ decision 12 October 1999 (Case 
Upjohn), recognized that «it is only under a practice 
– that can be always changed - that the parallel 
imported medicinal product which couldn’t use its 
own name of origin, gets the name of the medicinal 
product sold in the country of destination».  



ECJ decision 12 October 1999 

• The Court of Justice, in the Case C-379/97, 
sentenced that “It is for the national courts to 
determine, in each specific case, whether it 
was objectively necessary for the parallel 
importer to use the trade mark used in the 
Member State of import in order to enable 
the imported products to be marketed”.  



Council of State Ord. no. 2178/2013  

• According to the Council of State, also if there 
were founded reasons to prohibit the 
commercialization in Italy of the imported 
medicinal product with the name of origin, 
this fact doesn’t seem to imply the necessity 
to use a different name covered by a 
trademark, and not yet a different third name 
which couldn’t get confusion. 



TAR Lazio 5 June 2014 no. 6011 e 6012  

• The condition which authorizes AIFA to 
attribute to an imported medicinal product 
the same name of a marketed medicinal 
product in Italy is that the use of the name of 
the country of origin could create serious 
dangers for the public safety, getting 
confusion between different medicinal 
products authorised for different indications.  



TAR Lazio 2 July 2015, no. 8865 

• For the same reasons, on the 2°July 2015, the 
Administrative Court has annulled the authorisation 
for the parallel import of another medicinal product 
named Deltius, authorised with the name Dibase. 

• According to the Court, the choice to give the same 
name to the imported medicinal product turns out to 
be penalizing and prejudiced, and it doesn’t seem to 
be the only option to prevent dangers for the public 
safety and health. 
 
 
 



TAR Lazio 2 July 2015, no. 8865 

• The Court has recalled the precedent case – 
law who recognizes the possibility to put a 
«third name» to the imported medicinal 
product, which is different both from the 
name of the country of origin, and the name 
of the country of destination. 



Question 

 
 

• Do you use in your Countries a third name for 
the parallel imported medicinal? 



CONTACTS 

 

t  +0033 06 5978 4564 

e c.cantelmo@aifa.gov.it 

www.agenziafarmaco.gov.it 

Thank you for your attention! 
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