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MNivakag Alavoung

OEMA: AntoctoAr| kavovicpou (EE) 2021/468 tng EmLtporniig yia tTnv Tpomomnoinon Tou Kavoviopou
(EK) ap1B. 1925/2006

2ag anootéA\oupe cuvnppéva tov kavoviopo (EE) aptB. 2021/468 tng Emttponnc, tng 18ng Maptiou
2021 «ywa TNV tpomomnoinon tou mapaptiparog Il tou kavoviopol (EK) api®. 1925/2006 tou
EupwraikoU KowofouAiou kot tou ZupBouliou doov adopd €ibn dutwv mou nepléEYouv
napaywya tou udpofuavBpakeviou», o omoiog £xet dnuooteuBei oto ur’ apB. L 96/19.3.2021

®UA\o tnG Emionung Ednuepidag tng E.E.

Me tov ev AOyw KOavOVLOUO Tporomnoleital o kavoviopog (EK) 1925/2006 pe tnv kotaxwplon oto
Mépog A «amoyopsUUEveG ouoieg» Tou Mapoaptipatoc |, oucwwv TaAPAYyWYWY TWV
uvdpofuavBpakeviwy, KaBWG Kal Tapackevaopdtwy and GuAa twv eldwv tou yévoug Aloe mou
TIEPLEXOLV TIaPAYwWYa Twv LSpofuavBpakeviwy.
H cupmepiAnn oUTWV TWV EVWOEWV OTIC OMAYOPEUEVEG OUOieC BAOIOTNKE OTNV EMLOTNOVIKN
YVWHN yla tnv aloAoynon tng achdAeLlog auTwy yla xprion os tpodLua, ou e€€dwos n Eupwmnaikn
Apxn ya tnv AodpdaAela twv Tpodipwv (EFSA Journal 2018:16(1):5090). Ano tnv aflohdynon autn
SlamiotwOnke OTL Ta mapdywya Twv udpofuavOpakeviwv alon-gpodivn kat epodivn kat n SavBpdvn
TIOU €XEL TAPOpOLA XNHKNA Soun, KaBwe Kot Ta ekxuAlopota along, mbavotata Kupiwg Adyw Twv
Tiapaywywv udpofuavOpaKeviwy TIOU UTIAPXOUV OE aUTA, sival yoviSlotofika in Vitro. EmumAéov, n
oAdn-gpobdivn amnodeiyxOnke yovidilotofikr in Vivo. To ekxUALopa amo 6Ao to dpUANO aAdnG KaL n ouoia
SavBpovn pe avaloyn Soun amodeixbnkav Kapkvoyova.
Emonpaivetal ott, pe Bdon ta avwtépw, Wolaitepn mpoooyxn Oa mpémnel va 600el oto yeyovog otL
Tipoiovta mou mephapBavouv apackevaopata ano GuAAa eldwv Tou yévoug Aloe mou mepléyouv
nopaywya vdpofuavBpakeviwv (ota onola cupneptAapupavetal n aloivn A kat n ahoivn B) dev Ba
propouv rAéov va dlatiBevtal otnv ayopad.
EmunpooBétwg, oto mAaiolo cuvedpiaong tng Moviung Emttporiic Qutwy, Zwwv, Tpodipwv kot
Zwotpodwv, TuRpa Mevikig NopoBeoiag Tpodipwy, uloBeTiBnKav MPAKTIKA (EMLouvdrnttovtal) ota
omola avadEPETAL EPUNVEVUTIKA OTL «Ta /Ipoiovra, Ta omoia gival ETOLUA TTPOC XPHon WUETA THV
TTOPACKEUN CUUPWYA LE TIC 08NYIEC TOU MTAPATKEUAOTTH, TTOU TTEPLEXOUV (CUUPWVA LIE EPYATTNPLOKT]
avdaAuon) 1 ppm adoivn A + adoivn B, mapeyouv oapeic amobeifelq yia TV mMapousia auTwv Twv
oUOLWY OTa TPOIoVTA Kol dpo TTPOKXAOUV avnouyiec yia tn dnuodota vyeio». Itnv mpatn outo
gpUNVEVETOL WC £EAC: TTPOKELMEVOU VOl KUKAOGPOPOUV TTPOIOVTO ITOU MEPLEXOUV TTAPOOKEVAGHATA
and pUAAa el8wv tou yévoug Aloe Ba mpénel to dBpolopa aloivng A + aloivng B va sivou
MULKPOTEPO amnd 1 ppm oto TEALKO TPOIOV POG KATAVAAWOT).
ErumAéov pe To VEO KOWVOVLOWO, Tpomonoleital to Mépog I' «ouaieg und Kootk Slepelvnon» Tou
Mapaptrpatog Il tou kavoviouou (EK) 1925/2006, pe thv cupnepiAndn Twv MapooKEUACUATWY ATO
pépn twv etdwv Rheum palmatum L., Rheum officinale Baillon, Cassia senna L., Rhamnus frangula L.
kat Rhamnus purshiana DC, ta omoia mepiéxouv mapdywya twv udpofuavBpakeviwy, SLOTL evw
Zehida 1 amo 2
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uTtapxel n mBavotnta emBAABWV CUVEMELWV Yyl TNV UYElOL amo tn XPNnon Toug, evIoUTOoLlG
efakohouBel va umapxel emotnpovikn afefaldtnTta WG TPOG TO AV OVIWG TA &V Adyw
TIOPO.OKEVAOLOTA TIEPLEXOUV TILG OUGLEG TTou amoaplBuolvtal oto Mépog A Tou mpoavadepBEVTOG
MapaptUATOG.

O kowomnoloupevog kav. (EE) 2021/468 woxveL and tnv 06/04/2021.

JaG EVNUEPWVOUUE OTL TNV TapolCa EYKUKALO Umopeite va tn Ppeite otnv otooeAida tng AAAE:
http://www.aade.gr, akohouBwvtog tn OSwadpoun: <Emyepriosis> 1 <MoAiteg>/<Ymnpeoisg
Xnueiou>/<Tpodipa — YAka os emadn pe tpddpa>/<Emoipaveon - Awoatpodn>.

Me guBuUvn TwV MPOICTAUEVWY TWV XNULKWV YIINPESLWY va AdBouV yvwaon Tou apovTog oL apuodiot
UTtGAANAOL.

MNna kabe mepaltépw oxeTIkn MANpodopia n dieukpivion, unopeite va aneuBiveote otnv Ynnpeoia

pag.
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EUROPEAN COMMISSION

Health and Food Safety Directorate General
sante.ddg2.9.5(2020)7913268

Standing Committee on Plants, Animals, Food and Feed
Section General Food Law
05 October 2020

CIRCABC Link: https://circabc.europa.eu/w/browse/0278e908-ea7a-4cbe-9a6f-ch6bf7c591ac

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
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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.

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.

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





A.04

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.

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.
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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.

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 Il 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 | 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.
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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.

Exchange of views and possible opinion of the Committee on a draft Commission
Regulation (EU) amending Annex 111 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:

e The scope of the measure, in particular, whether the measure would apply to
food to which substances are added for flavouring purposes;

e The analytical test methods to be used for the quantification of the total
amount of HADs in aloe products;

e 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:

e 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



e 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.

e 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 hydroxvanthracene derivatives in food

In its scientific opinion®, 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.

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

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.






L 96/6 Enionun Egnuepida g Eupwnaikrg Evaorg 19.3.2021
KANONIEZMOX (EE) 2021/468 THX. EINITPOITHE
¢ 18n¢ Maprtiov 2021
yia TV Tponomoinon tov napaptipatog Il tov kavoviepold (EK) apid. 1925/2006 tou Evpoendikoy
Kowofouliov kat tou Zupfouliov Ocov agopd &idn @utdv mou mepiEXouv mapayeya Tou
vdpotvavipakeviou
(Keipevo mou mapoveraler evdiagépov yia tov EOX)
H EYPQITATKH ETTITPOITH,

'Exovtag undyn ) Tuvdnkn yia ) Aertoupyia g Evpenaikng Eveorg,

Exovtag umoyn tov kavoviopo (EK) apd. 1925/2006 tou Eupenaikoy Kowofouliou kat tou SupPouliou, g 201¢ Aekepfpiou
2006, oyeTIKA [1€ TV TIPOGUTKT] BITARIVAY KL avOPYaveY GUGTATIKGY Kat oplopévey aAev ouctov ota tpogipa (), kat 1ding to
apdpo 8 mapaypagog 2 ototyeio a) onpeio i) kar orotyeio f),

Extipdvrag ta akolovda:

(1)  Zupgwva pe to apdpo 8 mapaypagog 2 tou kavoviopol (EK) apd. 1925/2006, 1) Emrtponr) propel, 1dia mpewtofoulia 1)
Pacer minpogopiov mou mapéyouy ta kpdn péEAN, va kivel Stadikaoia yia T oUpTEPIANYN Jag 0UGLAg 1) EVOG GUOTATIKOU
mou meptExel ovoia aNAN TV TV Priapvév 1 tev avopyavev custatikév oto mapaptiua Il tou kavoviopol (EK)
apw. 1925/2006 omou meprhapfavoviar oucies TV OMOlWV 1) XPTON OTA TPOPIHA amayopeveTal, meplopiletat 1
diepeuvatar and v Eveon, av 1 ev Aoye oucia ouvdéetat pe Suviptiko kivduvo yia Toug katavalwtés, onwg opiletat oto
apdpo 8 mapaypagog 1 tou kavoviepol (EK) apw. 1925/2006.

(2)  Ymapyouv moNG QUTA TOU TEPIEOUV TaPAy®Ya TOU USPOEUAVIPAKEVIOU Katl QVIIKOUV G SLAPOPETIKEG OLKOYEVEIEG KAL YEVI
QUTGV. XP1|OLLOTOIOUVTAL EUPERS O GURTANPGOHATA SATPOPNG.

(3)  Tup emompovikn yvor g, e Ing Oktefpiou 2013, oyeTkd pe TV EMOTNHOVIKI TEK{NPIwOT) LOXUPIGHOU UYEiag mou
agopa mapaywya tou udpofuavdpakeviou kat t Petioon e Aertoupyiag tou eviépou (%), n Eupwnaikr Apyr yi Ty
Aocgalela tov Tpogipwv () Apxip) katéknge oto cupmépaopa ot ta napaywya udpofuavdpakeviou ota TPOQIIA pTOPOLY
va fedtidoouv T Aertoupyia Tou eviépou, alAd GUVEOTIOE Va AMOQPEUYETAL 1] LAKPOXPOVIA XPT|oT Kal KATavaAwoT| OE
uypnhés 0oeig Aoyw mdavav aviouxlov 600V agopd v acdlela, OMeG o kivduvog va mapouctactel datapayr Tou
1o0luyiou n\ektpoluTav, duchertoupyia Tou eviépou kat eEAPTNOT AN UMAKTIKA.

(4)  Me Baon v ev Moy yvOpn Kat TIG avijoUyies Tou egéppacav Ta kpatr péNT, Katd Tt culijTnor yia Tov oXUPIGHO UYeiag
nou eEetaotnke to 2013 oyetkd pe tg maveg emPhafels ouvéneies mou oUVOEOVTAL PE TV KATAVANWOT] TPOQIHGV TOU
TiEPLEYOUY mapaywya Tou UdpoEuavdpakeviou kat ta napackevdopatd toug, 1 Entponr {fmoe to 2016 and v Apxi va
EKOOOEL EMOTIHOVIKT YVOUI OXETIKA [ TNV aE1ONOYNOT) TG ACPANELAS KATA Tr XPIOT) TAPAyHY®Y TOU Udposuavdpakeviou
ot TPOPIRa, oUPPwva pe To apdpo 8 tou kavoviopou (EK) ap. 1925/2006.

(5) Ot mAnpogopies mou mapeiyav ta kpdtr) péAn oty Emrtponr) mnpoloav Tig avaykaieg mpoUnodEiceis Kal ANALTIOELG TOU
npofAénovtar ota apdpa 3 kat 4 tou ekteNeotikol kavoviopoU (EE) apd. 307/2012 g Enttporrig (¥).

(6)  Tug 22 NoepPpiou 2017 n Apxn e£édwoe emotnpovik yvoun yia v aZloAoynon TG ac@IAelas Tov Tapaywyoy
vdpoZuavdpakeviou yia xprion ota tpogipa (). Ta napayeya tou vdpofuavdpakeviou mou Jewpeltar OTL £(OUV OXEOT) e
autiv v aglohoynon kwvdlvou frav auta mou Ppédnkav ot piCa kat To pilopa tou Rheum palmatum L. xa/f) tou
Rheum officinale Baillon xayf tov uppidiov toug: ota @UNAa 1} toug kaproug g Cassia senna L. otov gAowd v
Rhamnus frangula L. ka1 Rhamnus purshiana DC. kat ota ¢UN\a g Aloe barbadensis Miller kai/1) o€ ddgpopa €idn Aloe,
kupiwg oty Aloe ferox Miller kot ota ufpidia .

(') EEL 404 ¢ 30.12.2006, . 26.

(*) EFSA Journal 2013-11(10):3412

() Exteheotikog kavoviopds (EE) apw). 307/2012 mg Emtporrig, g 11ng Anphiou 2012, yia m déomion kavovey e@appoyns tou apdpou 8
Tou kavoviopou (EK) apw). 1925/2006 tou Eupomaikoy Kowofouliou kar tou Supfouliou oxetka e v mpoodrkn Preapvev kat
AVOPYAVeY CUOTATIKGV Kat oplopévey dNAwv ouatav ota tpogipa (EE L 102 e 12.4.2012, 6. 2).

(*) Opada e EFSA yia ta mpoedeta Tpo@ipov Kat T myEg IpEMTIKOV CUGTATIKGOV TTOU TPOCTivevTal ota TpO@Iia (ANS): emoTtHovIK yVou
yio Ty acpadeia Tov tapayoyey udpotuavdpakeviou. EFSA Journal 2018-16(1):5090.
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(7)  H Apyn dwmiotwoe ot ta napdywya tou udpofuavdpakeviou ahon-epodivr kat epodivn kat 1) davdpovr), mou £xet tapopola
Xk Sopry, anodeixdnkav yovidiotofika in vitro. Ta ekyuliopata akong anoSeiydnkav eniong yovidiotofika in vitro,
nmavotata kupleg Aoye tov napaydyev udpotuavipakeviou mou undpyouv oto ekyUAopa. Emmhéov, i a\on-epodivn
anodeiydnke yoviSiotoEik in vivo. To ekyuhiopa and 6ho to guANo along kat i oucia davdpovn pe avahoyn Sopn
anodeiydnkav Kapkivoyova.

(8)  Aedopévou ou eivar mavr) 1 Umapén alon-epodivie kar epodivig ota ekyuhiopata, 1 Apx katéhnée oto cupnépacpa
TPGTOV, OTL Ta Tapaywya Tou vdposuavipakeviou Do mpénel va Jewpolvial YoVISIOTOZIKA Kat KAPKIVOYOVa, EKTOG av
UTApYOUV GUYKEKpIHéva oTotyela mepl Tou avridétou, kai, deUTepov, OTL UTAPXEL AVIOUXIG YO TNV GCQANELD TGV
EKXUNMOpATOV Tou TepiEyouv mapdywya tou udpotuavdpakeviou, av kat ebakoloudel va unapyet afefarotta. H Apyr) dev
frav oe Jéon va yvopodotioel oxeTikd fe To Tota elvat 1) Neprola TpOSANYN mapayeyey udposuavdpakeviou mou dev
npokaAel avijouyia yia Ty avdpemnivi uyela.

(9)  AapPavovtag unoyn g coPapés emPhafeis cuvémeleg yia TV uyela mou cuUVOEOVTL [iE T XPTIOT) TOV OUGLGY ONOT-
epodivng, podivrg, davdpovig kat ekyulhiopdtov akong mou mepiéyouv mapdywya Tou udpoEuavdpakeviou ota TPOQIa,
kat oTt dev elvar duvatodv va opiotel npeprola TPOGANYN Tapayeywv Ttou udpofuavdpakeviou mou va pnv TPOKaAel
avouxies yia v avdpdmvr vyeia, ot oucieg autég da mpEmel va anayopeutoly. Qg ek TOUTOU, 1) akon-gpodivr, epodivn,
davdpovn kar mapackevaopata along mou mepiExouv mapaymya tou vdpofuavipakeviou Ja mpénel va cupmeptAngdouv
oto napaptnpa II pépog A tou kavoviopou (EK) apw. 1925/2006.

(10) Katd ) Sipkeia e mapackeunc, ta mapdywya tou uvdpofuavipakeviou pmopouv va anopakpuvdolv and Ta GUTIKG
TIAPACKEVACHATA PHECW LG 0e1pag diepyactav dujdnong anod Tig omoieg TPOKUTTOUV MPOIOVTA MOU MEPEXOUV TIG &V AOY®
ouoleg [LOVO o eminedo VAV KOG TPOCHELEeIS.

(11)  Aedopévou om umapyer mavotta emPhafdv cuveneidy yia Vv Uyeia, ot omoieg cuvdovtar pe Tr xprion tev Rheum,
Cassia kaw Rhamnus kat Tév apacKeuaspatey Toug ota Tpogipa, aAd ebakohoudel va unapyet emotnpovikr afefarotta
©¢ TPOG TO AV TG &V AOY® TAPAOKEVACHATA TEPLEXOUV TIG OUOiEG moU anapwpouvtat oto mapdptnua I pépog A tou
kavoviopov (EK) apid. 1925/2006, ot ouoieg autég da mpénet va edouv unod diepevvron and v Eveon kat, og ek tolTtou,
Ya mpénel va oupmepthngdouv oto pépog I tou mapaptrpatog Il tou kavoviopot (EK) apd. 1925/2006.

(12)  Emopévag, o kavoviopog (EK) apw). 1925/2006 da npénet va tpononotndel avaloywg.

(13) Ta pétpa mou mpoPAénovtal oToV MAPOVTA KAVOVIOHO €ival CUHQGVA HE TN YVOUN TG HOVIHNG ENTPOTNG QUTGY, (MwY,
TPOPIHWY Kat {OOTPOPEV,

EEEAQEE TON TTAPONTA KANONIZMO:

‘Apipo 1

To mapaptnpa Il tou kavoviopoy (EK) apw. 1925/2006 tpomonoteitar o6 €&hg:
1) oto pépog A mpoortivevtal ot akohoudeg kataywpicels pe ahgafntikr oeipd:
«aAON-g{0dIVY KL ONa Ta MAPAOKEVAGHATA GTAL OTIOLA TEPIEXETAL 1] OUGLAL AUTI»
«€p10divn] kat ONa Ta MOPACKEVAGHATA OTa OTOIA MEPIEYETAL 1] OUGIA QUTH)*
«napackevaopata and UANa Tou eidoug Aloe mou mepiEyouv mapaywya tou udpofuavipakeviour:
«davdpovn kat OAa Ta TapaCKEUAGHATA OTA OTOLA MEPLEKETAL 1] OUGLA QUTH)p.
2) oto pépog I mpootidevtal ot akoNoudes kataywpioelg pe ahpapnrikn celpd:

«uapackevdopata and ™ pita 1 to pitopa twv Rheum palmatum L., Rheum officinale Baillon ka ta ufpidid toug mou
niepLéyouv mapaywya tou udpofuavipakeviou

«apackevaopata and GUANa 1} kaproUc g Cassia senna L. mou mepiéyouv napyoya tou udposuavipakeviour

«uapaockevdopata and tov gAowd twv Rhamnus frangula L., Rhamnus purshiana DC. mou mepieyouv mapaywya Tou
udpotuavdpakeviou».
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‘Apdpo 2

O napdv Kavoviopog apyiCer va woyvel v koot nuépa and t dnpooicvor tou oty Enionur Egnuepida e Eupondikrg
‘Evoong.

O mapov kavoviopog gival SeopEUTIKOG K¢ TPOg OAa Ta PN Tou kat 1oXVEL Apeoa o8 KAJE Kpatog
péNoc.

BpuEéeg, 18 Maptiou 2021.

TINa v Emtpon)
H Ipé6edpog
Ursula VON DER LEYEN
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