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Oggetto: Certificazione di prodotti probiotici ai sensi del Reg. (UE) 2018/848 

 

Con la presente si forniscono chiarimenti in relazione a quanto in oggetto, a seguito della notifica 

INEU-119/2026 aperta dalla Francia in relazione ad un prodotto certificato in Italia. 

In particolare la Francia segnala l’irregolarità della certificazione ai sensi del Reg. (UE) 2018/848 

di un prodotto contenente microrganismi come ingredienti, e non come additivi alimentari. Tale 

certificazione non risulterebbe conforme, alla luce di quanto previsto dalla nota 

Ref.Ares(2020)6689462 – 13/11/2020 (allegata alla presente), a quanto previsto dal Reg. (UE) 

2018/848, Allegato II, Parte IV, punto 2.2.2 a) ‘Nel settore della trasformazione degli alimenti, 

possono essere utilizzati … preparazioni a base di microrganismi … normalmente utilizzate nella 

trasformazione degli alimenti’. 

Il prodotto oggetto della segnalazione è commercializzato come probiotico e contiene 

probiotici/fermenti lattici insieme a ‘fibre vegetali’ biologiche.  

Considerato quanto sopra e anche alla luce di quanto riportato nella nota Ref.Ares(2024)7286961 

– 14/10/2024 (allegata alla presente), che chiarisce che i microrganismi non rientrano nel campo di 

applicazione del Reg. (UE) 2018/848, si ritiene che un prodotto commercializzato come 

‘probiotico/fermenti lattici’ non possa essere certificato ai sensi del Reg. (UE) 2018/848 e riportare il 

logo UE. 

Il Dirigente 

Stefania Mastromarino 

(firmato digitalmente ai sensi del C.A.D.) 
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(ii) without having recourse to them, it would be impossible to produce or preserve the 
food or to fulfil given dietary requirements provided for on the basis of the Community 
legislation.  
In addition, the products and substances referred to in Article 19(2)(b) are to be found in 
nature and may have undergone only mechanical, physical, biological, enzymatic or 
microbial processes, except where such products and substances from such sources are 
not available in sufficient quantities or qualities on the market.” 
 
These provisions have been further specified in Article 27(1)(b) of Commission 
Regulation (EC) No 889/20082, which lays down the substances which can be used in the 
processing of organic food:  

“(a) substances listed in Annex VIII to this Regulation;  
(b) preparations of micro-organisms and enzymes normally used in food processing; 
however, enzymes to be used as food additives have to be listed in Annex VIII, Section A;  
…. “ 
From the provisions above, and considering that preparations of micro-organisms and 
enzymes are not micro-nutrients, it follows that preparations of micro-organisms in 
organic food are authorised when normally used in food processing.  

Micro-organisms which are normally used in food production are only those micro-
organisms which are essential to food manufacture, hence, technologically needed as it 
would be impossible to produce or preserve the food without them. However, under 
“normal use” any case could be considered where the use of a certain input is linked to a 
legal requirement, as such use would become unavoidable to market a certain product 
and therefore it would become normal use. 

It should be recalled in this context, that the use of micro-organisms for the production of 
novel food, which could not be directly assessed as normal use, has to be evaluated on a 
case by case basis to verify their possible approved use in organic productions. 

Finally, as in the examples you provided, the preparations of micro-organisms are used 
for certain nutritional purposes (e.g. lactose-free products, alleged “probiotics”, etc..); in 
those cases and in the case of uses which could just affect taste and consistency of 
products, the micro-organisms should be examined on a case by case basis to verify 
whether their use would be technologically essential to produce that specific food or food 
supplement and therefore, normally used, and if not, they should be assessed in 
compliance with Article 21 of Regulation (EC) 834/2007 for potential inclusion in Annex 
VIII. 
I refrain from addressing your question concerning “particular nutritional purposes” as it 
is linked to the ongoing EU Court case C-815/19 concerning Lithothamnium calcareum 
on which a judgement is expected soon. 

  

                                                 
2  Commission Regulation (EC) No 889/2008 of 5 September 2008 laying down detailed rules for the 

implementation of Council Regulation (EC) No 834/2007 on organic production and labelling of 
organic products with regard to organic production, labelling and control (OJ L 250, 18.9.2008, p. 1–
84). 
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The present opinion is provided on the basis of the facts as set out in your e-mails of 21 
May 2018 and 24 June 2019 and expresses the view of the Commission services and 
does not commit the European Commission. In the event of a dispute involving Union 
law it is, under the Treaty on the Functioning of the European Union, ultimately for the 
European Court of Justice to provide a definitive interpretation of the applicable Union 
law. 

Yours sincerely,
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Yours sincerely, 

 




