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SUMMARY REPORT 


 


A.01 Exchange of views of the Committee on a notification by the Netherlands 


(2020/482/NL) of a draft Decree containing rules on foods based on (cow or goat 


milk) protein, to which at least one or more vitamins, minerals or other 


substances have been added, and which are intended to be used as a drink for 


young children between the ages of one and three years (Commodities Act 


Decree on toddler formula and toddler milk) notified to the Commission 


according to Article 12 of Regulation (EC) No 1925/2006 and to Article 45 of 


Regulation (EU) No 1169/2011.  


On 28 July 2020, the Dutch authorities notified via TRIS and under the procedure laid 


down in Article 12 of Regulation (EC) No 1925/2006 (addition of vitamins and 


minerals and of certain other substances to foods) and of Article 45 of Regulation 


(EU) No 1169/2011 (food information to consumers), a draft Decree on toddler drinks 


and toddler milk. The Netherlands presented the notified text and explained that the 


draft measure aims to remove restrictions laid down in national legislation on the 


addition of certain nutrients and substances to foods so as to make it possible for 


‘toddler drinks’ and ‘toddler milk’ to be sold on the Dutch market. The Netherlands 


further explained that the draft measure does not lay down any requirements to add 


vitamins and minerals to these products and that the relevant horizontal EU food 


legislation applies as they are considered to be normal foods. Furthermore, the 


Netherlands clarified the reasons for the additional labelling requirements. 


An exchange of views was held on the draft measure, in particular on the necessity of 


these products for young children in the light of the advice of the European Food 


Safety Authority that these products are not necessary for young children and that 


follow-on formula can continue to be used beyond the age of one year. Some 


delegations expressed their support for the approach taken by the Netherlands in this 


draft measure whereas other delegations did not agree with this approach as these 


products should be regulated as normal foods and therefore should comply with the 


relevant horizontal rules. 


Some delegations expressed their views with regard to the deviation from the rules 


laid down in Article 6(6) of Regulation (EC) No 1925/2006 and of Regulation (EU) 


No 1169/2011 as regards reference nutrient intakes, as well as the potentially 


misleading nature of referring to rules laid down in Commission Delegated 







Regulation (EU) 2016/127 on infant formula and follow-on formula. An exchange of 


views was also held on the designations ‘toddler milk’ and ‘toddler drinks’ and on the 


mandatory declarations laid down in Article 7 of the notified draft, such as that the 


product is not a substitute for breast milk. Some delegations asked the Netherlands to 


clarify whether it would be possible on the basis of the mutual recognition principle, 


to market products with other designations and whether other relevant EU legislation 


such as that on nutrition and health claims and on pesticides would apply. 


The Commission explained that the draft measure will be examined in accordance 


with the notification procedure laid down in Directive (EU) 2015/1535, and the 


procedures laid down in Article 12 of Regulation (EC) No 1925/2006 and in Article 


45 of Regulation (EU) No 1169/2011, and that the Dutch authorities will receive the 


opinions of the Commission within the respective standstill periods. 
 


A.02 Exchange of views of the Committee on a notification by Latvia (2020/322/LV) of 


a draft Regulation on plants and parts of plants prohibited for use in foods 


notified to the Commission according to Article 12 of Regulation (EU) No 


1925/2006.  


On 27 May 2020, the Latvian authorities notified under the procedure laid down in 


Article 12 of Regulation (EC) No 1925/2006 (addition of vitamins and minerals and 


of certain other substances to foods) a draft Regulation that establishes lists of plants 


and parts of plants that are prohibited for use in foods. Latvia presented the notified 


text and explained that this draft measure replaces a draft Regulation that had been 


notified in 2018 and that has been withdrawn. Latvia also explained that the draft 


Regulation has been amended to include a provision on the application of the mutual 


recognition procedure on the basis of comments made by the Commission via TRIS. 


The Commission explained that the draft measure will be examined in accordance 


with the procedure laid down in Article 12 of Regulation (EC) No 1925/2006 and that 


the Latvian authorities will receive the opinion of the Commission within the 


stipulated standstill period of 6 months. 
 


A.03 Brexit preparedness.  


As part of the Commission’s actions to ensure readiness for the UK withdrawal in the 


field of food information to consumers, nutrition and health claims, food for specific 


groups, food supplements, food fortification and natural mineral waters, the 


Commission invited Member States to pose questions related to actions needed to 


implement the Withdrawal Agreement. France raised the three questions below, 


which the Commission addressed as follows: 


Q.1 In the notice relating to natural mineral waters, it is specified that products placed 


on the market in the United Kingdom before the end of the transition period may 


continue to be distributed on the EU market. Does the same rule apply for example to 


foodstuffs bearing the identification of a FBO based in the United Kingdom (Cf. 


article 8 (1) of regulation 1169/2011), or should it be considered that from 1 January 


2021 any foodstuff physically entering the EU market will have to bear the 


identification of a FBO established in the European Union ? 


COM reply: The general provisions of the Withdrawal Agreement apply with regard 


to all goods. Any good that was lawfully placed on the market in the Union or the 


United Kingdom before the end of the transition period may be further made available 


on the market of the Union or of the United Kingdom and circulate between these two 







markets until it reaches its end-user (See Article 41(1)(a) of the Withdrawal 


Agreement). Hence, any foodstuff placed on the market in the United Kingdom before 


the end of the transitional period can lawfully circulate in the EU after 1/1/2021. This 


is also true for goods that are still physically in the UK after 1 January 2021. Yet, in 


those cases, the economic operator bears the burden of proof that the product was 


placed on the market before the end of the transition period in accordance with Article 


42 of the Withdrawal Agreement. 


Q.2 What about a commodity that would have been the subject of a transfer of 


ownership before the end of the transition period between its manufacturer in the 


United Kingdom and an EU distributor but would still be in the UK territory? 


COM reply: Such a commodity can circulate in the Union and UK market, if the 


stage of manufacturing has taken place before 1/1/2021. Existing and individually 


identifiable goods, manufactured before the end of the transition period, can lawfully 


circulate in the Union and the UK market after 1/1/2021, when they are the subject 


matter of a written or verbal agreement between two or more legal or natural persons 


for the transfer of ownership, any other property right, or possession concerning the 


good in question, or are the subject matter of an offer to a legal or natural person or 


persons to conclude such an agreement. 


Q.3 With regard to natural mineral waters, will water extracted from the soil of MS 


and currently on the list of waters recognized in the EU have to follow a specific 


procedure in order to continue to be marketed in the United Kingdom? 


COM reply: Natural Mineral Waters recognized by the responsible authority of a 


Member State and placed on the market in the EU before the end of the transitional 


period can lawfully circulate in the UK after 1/1/2021. For goods placed on the EU 


market after 1 January 2021, it is still unclear what the rules for market access to the 


UK may be, as the UK has not yet clarified its import rules from 1/1/2021. 
 


A.04 State of play on the implementation of the Farm to Fork Strategy.  


The Commission updated Member States on the implementation of the F2F Strategy, 


which has already started. 


The Commission is now reaching out and interacting with a number of relevant 


parties: EU Member States, stakeholders and third countries. 


The Commission has started work on the different initiatives and is committed to the 


ambitious timelines. For many of these initiatives, and in line with the integrated 


approach of the strategy, several services of the Commission are involved. This is the 


case for instance for the two horizontal actions listed in the action plan: 


 the Contingency plan, which will be the EU’s first mechanism for the coordinated 


preparation and response to crises that may pose challenges to the EU’s food 


supply chain and where preparatory work has started. Relevant parties will have 


the opportunity to provide feedback before the end of this year. 


 the Framework on sustainable food systems, where preparatory work has started 


although the initiative is only foreseen for 2023. In this respect, the Commission 


mentioned the plan to revamp the existing Expert group on general food law into 


expert group on general food law and sustainability of food systems in order to 


ensure that all relevant experts from Member States can attend as sustainability of 


food systems is broader than food law. 







 


The Commission then updated Member States: 


 on the CAP recommendations (to be adopted before the end of the year): a 


structured dialogue with Member States is crucial in this process. Bilateral 


meetings with the Member States will be organised with the involvement of the 


relevant Commission services. They will take place before the recommendations 


are adopted, and then again, before the adoption of the national strategic plans. 


 on the Code of Conduct, whose planed delivery date is Q2 2021. The code will 


address both environmental and health issues; it is specifically addressing the 


‘middle’ part of the food chain (such as food companies, retailers) and it will be 


one of the first concrete outcomes of the F2F strategy. It will be developed 


together with relevant stakeholders. The first meeting with stakeholders should 


take place towards end of October/beginning of November. 


Finally, the Commission updated Member States on the next steps regarding the 


labelling actions announced in the Farm to Fork Strategy related to front-of-pack 


nutrition labelling, nutrient profiles, origin labelling and date marking, targeting food 


processing, food consumption and food waste. The Commission explained that the 


preparatory work for the four proposals will follow the same timeline and better 


regulation process. The Commission explained that an impact assessment will be 


carried out for the different initiatives and, as a first step in the process, an inception 


impact assessment will be published in the Autumn for public feedback. As a next 


step, a study will be launched beginning 2021 to support the impact assessment, while 


also other studies and advice from experts are planned. In 2021, a public consultation 


will take place, along with consultations of stakeholders and national authorities. 


Finalisation of the impact assessment is scheduled for beginning 2022, while the 


adoption of the proposals should take place as scheduled by Q4 2022. 
 


B.01 Exchange of views and possible opinion of the Committee on a draft Commission 


Regulation amending Directive 2002/46/EC of the European Parliament and of 


the Council as regards magnesium citrate malate and nicotinamide riboside 


chloride used in the manufacture of food supplements and as regards the units of 


measurement used for copper.  


The draft Commission Regulation aims at including the substances nicotinamide 


riboside chloride and magnesium citrate malate in Annex II to Directive 2002/46/EC 


and thereby permitting their use in the manufacture of food supplements. The 


substances have received a favourable scientific assessment by the European Food 


Safety Authority and are both included in the Union list of novel foods laid down in 


Commission Implementing Regulation (EU) 2017/2470. The draft measure also 


proposes to amend the units for copper in Annex I to Directive 2002/46/EC to align 


them with those required for labelling purposes according to Regulation (EU) 


1169/2011. 


The Commission took note of a delegation’s comment to ensure the best possible 


working practice for requests for new nutrient sources that are also novel foods. The 


Commission explained that it is developing an e-submission tool in the context of the 


Transparency Regulation that will improve efficiency and coherence between the 


novel foods legislation and that related to specific categories of foods. 







Some delegations requested modifications to recitals 7 and 13 and to the title of the 


draft measure to ensure clarity and coherence, which the Committee agreed to. The 


Commission informed the delegations of its intention to obtain the vote on this draft 


Commission Regulation by written procedure. The delegations gave their agreement 


to proceed in that way. 


Vote taken by written procedure: positive opinion. 


 
  


B.02 Exchange of views and possible opinion of the Committee on a draft Commission 


Regulation (EU) amending Annex III to Regulation (EC) No 1925/2006 of the 


European Parliament and of the Council as regards botanical species containing 


hydroxyanthracene derivatives.  


The Commission presented the revised draft measure to Member States and reminded 


the Committee that the EU Reference Laboratory on mycotoxins and plant toxins 


(EURL) had been asked for assistance in determining validated analytical methods 


and limits of quantification (LOQs) for hydroxyanthracene derivatives (HADs) in the 


different botanical preparations. The Commission informed the Committee of the 


outcome of the technical discussion held on the basis of the EURL’s report on the 


available analytical methods for the quantification of HADs, in the context of the 


working group on fortified foods and food supplements.  The Commission also 


informed the Committee of the result of a targeted stakeholder consultation that had 


been carried out on the proposed harmonised LOQs for HADs. 


During the exchange of views, some Member States raised concerns on the draft 


measure arguing, in particular that it would pose enforcement difficulties, as the 


concerned HADs could possibly be found in some plants and preparations thereof, 


including common vegetables. Most of the Member States expressed their support for 


the revised draft measure and the proposed approach to define the presence of HADs 


at the LOQs, while asking for some clarification on: 


 The scope of the measure, in particular, whether the measure would apply to 


food to which substances are added for flavouring purposes; 


 The analytical test methods to be used for the quantification of the total 


amount of HADs in aloe products; 


 The applicability of the proposed LOQs. 


The Commission informed Member States that the European Food Safety Authority 


would be asked to carry out a literature search on the HAD-content of commonly 


consumed vegetables in order to better understand the possible impact of the proposed 


LOQs on the mentioned products.    


On the specific questions raised by Member States, the Commission provided the 


following clarifications: 


 As stipulated in Article 1(3)(d) of Regulation (EC) No 1925/2006, Regulation 


(EC) No 1925/2006 shall apply without prejudice to the Union legislation 


concerning flavourings. The draft measure is in accordance with the scope of 


Regulation (EC) No 1925/2006 and the procedure under Article 8 of that 


Regulation. The scope of the prohibition therefore covers the use of substances 


for nutritional or physiological purposes, without regulating other possible 


uses, such as the addition of a substance for flavouring purposes to food. 



https://www.wur.nl/en/show/1.-EURL-MP-report_002-Inventory-analytical-methods-hydroxyanthracene-derivatives.htm





 Practical methods that quantify the total HAD-content in Aloe preparations 


could not be identified by the EURL in its report. In the absence of these 


methods aloin, the most prominent HAD found in Aloe Species, is typically 


used as a marker to quantify the HAD-content in Aloe preparations. 


 The LOQs apply to the product as consumed. More precisely, the LOQs apply 


to the product ready for use after preparation in accordance with the 


manufacturer's instructions. In case a range is provided, the highest 


concentration is to be used. In the absence of instructions for use, the LOQs 


apply to the product as sold. 


After some discussion, the Committee agreed to the following statement: 


 


“Presence of certain hydroxyanthracene derivatives in food 


In its scientific opinion
1
, the European Food Safety Authority concluded that the 


hydroxyanthracene derivatives aloe-emodin, emodin and danthron as well as aloe 


extracts containing hydroxyanthracene derivatives are genotoxic and can cause cancer 


in the intestine. 


Considering the severe harmful effects on health associated with exposure to aloe-


emodin, emodin, danthron and aloe extracts containing hydroxyanthracene derivatives 


in food, and that no daily intake of hydroxyanthracene derivatives that does not give 


rise to concerns for human health could be set, such substances should not be added to 


food or used in the manufacture of food i.e. should not be present in the products. 


The Committee concluded that products ready for use after preparation in accordance 


with the manufacturer's instructions containing an analysed level higher than or equal 


to 1 ppm aloe-emodin and/or 1 ppm emodin  and/or 1 ppm aloin A + aloin B provide 


clear evidence of presence of these substances in the products and are therefore of 


concern for public health. The sum of the analysed contents of aloin A and aloin B 


can be used to quantify the total HAD content in preparations from the leaf of Aloe 


species, since aloin A and B are the most commonly occurring HADs in Aloe species. 


Measures as regards such products should be taken to ensure a high level of human 


health protection. 


The Commission stressed, based on the advice of the European Reference Laboratory 


on mycotoxins and plant toxins, that the level of 1ppm for aloe-emodin/emodin and 


the level of 1 ppm for the sum of aloin A and aloin B are for the time being the lowest 


levels that can be reliably quantified in laboratories across the EU and can therefore 


be put forward as limits of quantification in an EU harmonised risk management 


approach.  


The Commission informed the delegations of its intention to obtain the vote on this 


draft Commission Regulation by written procedure. The delegations gave their 


agreement to proceed in that way.” 


Vote taken by written procedure: positive opinion. 
 


                                                 
1 https://www.efsa.europa.eu/en/efsajournal/pub/5090  



https://www.efsa.europa.eu/en/efsajournal/pub/5090





C.01 Exchange of views of the Committee on a draft Commission Regulation 


authorising a health claim made on foods, other than those referring to the 


reduction of disease risk and to children's development and health. 


As provided for in Article 18(4) of Regulation (EC) No 1924/2006, Member States 


were consulted on one health claim made on foods, other than those referring to the 


reduction of disease risk and to children's development and health. More specifically, 


the application subject to this draft measure relates to the effects of carbohydrate 


solutions and the contribution to the improvement of physical performance during a 


high-intensity and long-lasting physical exercise (Question No EFSA-Q-2017-00621). 


The claim was submitted pursuant to Article 13(5) and has received a favourable 


assessment by the European Food Safety Authority (EFSA). Accordingly, it should be 


authorised. 


The Commission presented the draft Regulation and reminded the delegations of the 


discussions on this claim in the context of a working group meeting, where it was last 


discussed. Some delegations raised concerns about the authorisation of this claim as 


presented in this draft Regulation. The main concerns related, in particular, to the kind 


of products that could use this claim and how it could be ensured that only trained 


adults performing high-intensity and long-lasting physical exercise would be targeted 


by the claim and consume these products. Other concerns related to the clarity of the 


conditions of use, particularly regarding the carbohydrates and/or combinations of 


carbohydrates that can be used to obtain the claimed effect. 


Further to this exchange of views, the Commission informed the delegations that it 


would adapt the draft measure in line with the comments that were raised. Finally, the 


Commission confirmed that the revised draft Commission Regulation would be 


shared with the Member States again before proceeding with the authorisation of this 


claim. 
 


M.01 CJUE in case Lactalis C-485/19  


The Commission presented to Member States the ruling of the CJUE in case Lactalis 


C-485/19, which was published on 1 October 2020. 
  








ΚΑΝΟΝΙΣΜΟΣ (ΕΕ) 2021/468 ΤΗΣ ΕΠΙΤΡΟΠΗΣ 


της 18ης Μαρτίου 2021 


για την τροποποίηση του παραρτήματος ΙΙΙ του κανονισμού (ΕΚ) αριθ. 1925/2006 του Ευρωπαϊκού 
Κοινοβουλίου και του Συμβουλίου όσον αφορά είδη φυτών που περιέχουν παράγωγα του 


υδροξυανθρακενίου 


(Κείμενο που παρουσιάζει ενδιαφέρον για τον ΕΟΧ) 


Η ΕΥΡΩΠΑΪΚΗ ΕΠΙΤΡΟΠΗ, 


Έχοντας υπόψη τη Συνθήκη για τη λειτουργία της Ευρωπαϊκής Ένωσης, 


Έχοντας υπόψη τον κανονισμό (ΕΚ) αριθ. 1925/2006 του Ευρωπαϊκού Κοινοβουλίου και του Συμβουλίου, της 20ής Δεκεμβρίου 
2006, σχετικά με την προσθήκη βιταμινών και ανόργανων συστατικών και ορισμένων άλλων ουσιών στα τρόφιμα (1), και ιδίως το 
άρθρο 8 παράγραφος 2 στοιχείο α) σημείο i) και στοιχείο β), 


Εκτιμώντας τα ακόλουθα: 


(1) Σύμφωνα με το άρθρο 8 παράγραφος 2 του κανονισμού (ΕΚ) αριθ. 1925/2006, η Επιτροπή μπορεί, ιδία πρωτοβουλία ή 
βάσει πληροφοριών που παρέχουν τα κράτη μέλη, να κινεί διαδικασία για τη συμπερίληψη μιας ουσίας ή ενός συστατικού 
που περιέχει ουσία άλλη πλην των βιταμινών ή των ανόργανων συστατικών στο παράρτημα ΙΙΙ του κανονισμού (ΕΚ) 
αριθ. 1925/2006 όπου περιλαμβάνονται ουσίες των οποίων η χρήση στα τρόφιμα απαγορεύεται, περιορίζεται ή 
διερευνάται από την Ένωση, αν η εν λόγω ουσία συνδέεται με δυνητικό κίνδυνο για τους καταναλωτές, όπως ορίζεται στο 
άρθρο 8 παράγραφος 1 του κανονισμού (ΕΚ) αριθ. 1925/2006. 


(2) Υπάρχουν πολλά φυτά που περιέχουν παράγωγα του υδροξυανθρακενίου και ανήκουν σε διαφορετικές οικογένειες και γένη 
φυτών. Χρησιμοποιούνται ευρέως σε συμπληρώματα διατροφής. 


(3) Στην επιστημονική γνώμη της, της 9ης Οκτωβρίου 2013, σχετικά με την επιστημονική τεκμηρίωση ισχυρισμού υγείας που 
αφορά παράγωγα του υδροξυανθρακενίου και τη βελτίωση της λειτουργίας του εντέρου (2), η Ευρωπαϊκή Αρχή για την 
Ασφάλεια των Τροφίμων («η Αρχή») κατέληξε στο συμπέρασμα ότι τα παράγωγα υδροξυανθρακενίου στα τρόφιμα μπορούν 
να βελτιώσουν τη λειτουργία του εντέρου, αλλά συνέστησε να αποφεύγεται η μακροχρόνια χρήση και κατανάλωση σε 
υψηλές δόσεις λόγω πιθανών ανησυχιών όσον αφορά την ασφάλεια, όπως ο κίνδυνος να παρουσιαστεί διαταραχή του 
ισοζυγίου ηλεκτρολυτών, δυσλειτουργία του εντέρου και εξάρτηση από υπακτικά. 


(4) Με βάση την εν λόγω γνώμη και τις ανησυχίες που εξέφρασαν τα κράτη μέλη, κατά τη συζήτηση για τον ισχυρισμό υγείας 
που εξετάστηκε το 2013 σχετικά με τις πιθανές επιβλαβείς συνέπειες που συνδέονται με την κατανάλωση τροφίμων που 
περιέχουν παράγωγα του υδροξυανθρακενίου και τα παρασκευάσματά τους, η Επιτροπή ζήτησε το 2016 από την Αρχή να 
εκδώσει επιστημονική γνώμη σχετικά με την αξιολόγηση της ασφάλειας κατά τη χρήση παραγώγων του υδροξυανθρακενίου 
στα τρόφιμα, σύμφωνα με το άρθρο 8 του κανονισμού (ΕΚ) αριθ. 1925/2006. 


(5) Οι πληροφορίες που παρείχαν τα κράτη μέλη στην Επιτροπή πληρούσαν τις αναγκαίες προϋποθέσεις και απαιτήσεις που 
προβλέπονται στα άρθρα 3 και 4 του εκτελεστικού κανονισμού (ΕΕ) αριθ. 307/2012 της Επιτροπής (3). 


(6) Στις 22 Νοεμβρίου 2017 η Αρχή εξέδωσε επιστημονική γνώμη για την αξιολόγηση της ασφάλειας των παράγωγων 
υδροξυανθρακενίου για χρήση στα τρόφιμα (4). Τα παράγωγα του υδροξυανθρακενίου που θεωρείται ότι έχουν σχέση με 
αυτήν την αξιολόγηση κινδύνου ήταν αυτά που βρέθηκαν στη ρίζα και το ρίζωμα του Rheum palmatum L. και/ή του 
Rheum officinale Baillon και/ή των υβριδίων τους· στα φύλλα ή τους καρπούς της Cassia senna L.· στον φλοιό των 
Rhamnus frangula L. και Rhamnus purshiana DC. και στα φύλλα της Aloe barbadensis Miller και/ή σε διάφορα είδη Aloe, 
κυρίως στην Aloe ferox Miller και στα υβρίδια της. 


(1) ΕΕ L 404 της 30.12.2006, σ. 26.
(2) EFSA Journal 2013·11(10) :3412
(3) Εκτελεστικός κανονισμός (ΕΕ) αριθ. 307/2012 της Επιτροπής, της 11ης Απριλίου 2012, για τη θέσπιση κανόνων εφαρμογής του άρθρου 8 


του κανονισμού (ΕΚ) αριθ. 1925/2006 του Ευρωπαϊκού Κοινοβουλίου και του Συμβουλίου σχετικά με την προσθήκη βιταμινών και 
ανόργανων συστατικών και ορισμένων άλλων ουσιών στα τρόφιμα (ΕΕ L 102 της 12.4.2012, σ. 2).


(4) Ομάδα της EFSA για τα πρόσθετα τροφίμων και τις πηγές θρεπτικών συστατικών που προστίθενται στα τρόφιμα (ANS)· επιστημονική γνώμη 
για την ασφάλεια των παραγώγων υδροξυανθρακενίου. EFSA Journal 2018·16(1):5090.
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(7) Η Αρχή διαπίστωσε ότι τα παράγωγα του υδροξυανθρακενίου αλόη-εμοδίνη και εμοδίνη και η δανθρόνη, που έχει παρόμοια 
χημική δομή, αποδείχθηκαν γονιδιοτοξικά in vitro. Τα εκχυλίσματα αλόης αποδείχθηκαν επίσης γονιδιοτοξικά in vitro, 
πιθανότατα κυρίως λόγω των παραγώγων υδροξυανθρακενίου που υπάρχουν στο εκχύλισμα. Επιπλέον, η αλόη-εμοδίνη 
αποδείχθηκε γονιδιοτοξική in vivo. Το εκχύλισμα από όλο το φύλλο αλόης και η ουσία δανθρόνη με ανάλογη δομή 
αποδείχθηκαν καρκινογόνα. 


(8) Δεδομένου ότι είναι πιθανή η ύπαρξη αλόη-εμοδίνης και εμοδίνης στα εκχυλίσματα, η Αρχή κατέληξε στο συμπέρασμα 
πρώτον, ότι τα παράγωγα του υδροξυανθρακενίου θα πρέπει να θεωρούνται γονιδιοτοξικά και καρκινογόνα, εκτός εάν 
υπάρχουν συγκεκριμένα στοιχεία περί του αντιθέτου, και, δεύτερον, ότι υπάρχει ανησυχία για την ασφάλεια των 
εκχυλισμάτων που περιέχουν παράγωγα του υδροξυανθρακενίου, αν και εξακολουθεί να υπάρχει αβεβαιότητα. H Αρχή δεν 
ήταν σε θέση να γνωμοδοτήσει σχετικά με το ποια είναι η ημερήσια πρόσληψη παραγώγων υδροξυανθρακενίου που δεν 
προκαλεί ανησυχία για την ανθρώπινη υγεία. 


(9) Λαμβάνοντας υπόψη τις σοβαρές επιβλαβείς συνέπειες για την υγεία που συνδέονται με τη χρήση των ουσιών αλόη- 
εμοδίνης, εμοδίνης, δανθρόνης και εκχυλισμάτων αλόης που περιέχουν παράγωγα του υδροξυανθρακενίου στα τρόφιμα, 
και ότι δεν είναι δυνατόν να οριστεί ημερήσια πρόσληψη παραγώγων του υδροξυανθρακενίου που να μην προκαλεί 
ανησυχίες για την ανθρώπινη υγεία, οι ουσίες αυτές θα πρέπει να απαγορευτούν. Ως εκ τούτου, η αλόη-εμοδίνη, εμοδίνη, 
δανθρόνη και παρασκευάσματα αλόης που περιέχουν παράγωγα του υδροξυανθρακενίου θα πρέπει να συμπεριληφθούν 
στο παράρτημα III μέρος Α του κανονισμού (ΕΚ) αριθ. 1925/2006. 


(10) Κατά τη διάρκεια της παρασκευής, τα παράγωγα του υδροξυανθρακενίου μπορούν να απομακρυνθούν από τα φυτικά 
παρασκευάσματα μέσω μιας σειράς διεργασιών διήθησης από τις οποίες προκύπτουν προϊόντα που περιέχουν τις εν λόγω 
ουσίες μόνο σε επίπεδο ιχνών ως προσμείξεις. 


(11) Δεδομένου ότι υπάρχει πιθανότητα επιβλαβών συνεπειών για την υγεία, οι οποίες συνδέονται με τη χρήση των Rheum, 
Cassia και Rhamnus και των παρασκευασμάτων τους στα τρόφιμα, αλλά εξακολουθεί να υπάρχει επιστημονική αβεβαιότητα 
ως προς το αν τα εν λόγω παρασκευάσματα περιέχουν τις ουσίες που απαριθμούνται στο παράρτημα III μέρος Α του 
κανονισμού (ΕΚ) αριθ. 1925/2006, οι ουσίες αυτές θα πρέπει να τεθούν υπό διερεύνηση από την Ένωση και, ως εκ τούτου, 
θα πρέπει να συμπεριληφθούν στο μέρος Γ του παραρτήματος III του κανονισμού (ΕΚ) αριθ. 1925/2006. 


(12) Επομένως, ο κανονισμός (ΕΚ) αριθ. 1925/2006 θα πρέπει να τροποποιηθεί αναλόγως. 


(13) Τα μέτρα που προβλέπονται στον παρόντα κανονισμό είναι σύμφωνα με τη γνώμη της μόνιμης επιτροπής φυτών, ζώων, 
τροφίμων και ζωοτροφών, 


ΕΞΕΔΩΣΕ ΤΟΝ ΠΑΡΟΝΤΑ ΚΑΝΟΝΙΣΜΟ: 


Άρθρο 1 


Το παράρτημα IΙΙ του κανονισμού (ΕΚ) αριθ. 1925/2006 τροποποιείται ως εξής: 


1) στο μέρος Α προστίθενται οι ακόλουθες καταχωρίσεις με αλφαβητική σειρά: 


«αλόη-εμοδίνη και όλα τα παρασκευάσματα στα οποία περιέχεται η ουσία αυτή»· 


«εμοδίνη και όλα τα παρασκευάσματα στα οποία περιέχεται η ουσία αυτή»· 


«παρασκευάσματα από φύλλα του είδους Aloe που περιέχουν παράγωγα του υδροξυανθρακενίου»· 


«δανθρόνη και όλα τα παρασκευάσματα στα οποία περιέχεται η ουσία αυτή». 


2) στο μέρος Γ προστίθενται οι ακόλουθες καταχωρίσεις με αλφαβητική σειρά: 


«παρασκευάσματα από τη ρίζα ή το ρίζωμα των Rheum palmatum L., Rheum officinale Baillon και τα υβρίδιά τους που 
περιέχουν παράγωγα του υδροξυανθρακενίου»· 


«παρασκευάσματα από φύλλα ή καρπούς της Cassia senna L. που περιέχουν παράγωγα του υδροξυανθρακενίου»· 


«παρασκευάσματα από τον φλοιό των Rhamnus frangula L., Rhamnus purshiana DC. που περιέχουν παράγωγα του 
υδροξυανθρακενίου». 
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Άρθρο 2 


Ο παρών κανονισμός αρχίζει να ισχύει την εικοστή ημέρα από τη δημοσίευσή του στην Επίσημη Εφημερίδα της Ευρωπαϊκής 
Ένωσης. 


Ο παρών κανονισμός είναι δεσμευτικός ως προς όλα τα μέρη του και ισχύει άμεσα σε κάθε κράτος 
μέλος. 


Βρυξέλλες, 18 Μαρτίου 2021.  


Για την Επιτροπή 
Η Πρόεδρος 


Ursula VON DER LEYEN     
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