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Definice nové potraviny: potraviny nebo slozky potravin, ktere se
ve vyznamné mire nepouzivaly k lidske spotrebe v EU pred 15.5.1997
(tzv. historie konzumace ve vyznamné mire) a které spadaji alespon
do jedne z kategorii uvedenych v cl. 3 odst. 2 narizeni

Jedna se nap¥r. o potraviny:
s novou nebo zamerne modifikovanou molekularni strukturou;
sestavajici, izolované nebo vyrobené z mikroorganismu, hub nebo ras;
ziskané novym technologickym procesem;
obsahujici umelé nanomaterialy;

take potraviny, ktere jsou tradicne konzumovany mimo staty EU (,,tradicni
potraviny ze treti zeme")



https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN
https://eur-lex.europa.eu/legal-content/CS/TXT/PDF/?uri=CELEX:02015R2283-20210327&qid=1646903974787&from=EN

PRIKLADY NOVYCH POTRAVIN

BAZALKA PRAVA

(Ocimum basilicum)
NAT

Foto: Shutterstock




N-acetyl-D-neuraminova kyselina Isomalto-oligosacharid

L-alanyl-L-glutamin Isomaltulosa

Chondroitin-sulfat Laktitol

Pikolinat chromity Lakto-N-neotetraosa

Citikolin Lykopen

a-cyklodextrin Lykopen z Blakeslea trispora
v-cyklodextrin Citrat-malat horecnaty

Dihydrokapsiat (DHC) Glukosaminova sul kyseliny (6S)-5-
Epigallokatechin-gallat methyltetrahydrolistové

L-ergothionein Monomethylsilantriol (organicky kremik)
Zelezito-sodna sil EDTA Fosfat kukuricného skrobu

Fosforecnan zeleznatoamonny Fosfatidylserin z rybich fosfolipidu
2'-fukosyllaktosa Fosfolipidovy produkt obsahujici stejné mnozstvi
Galakto-oligosacharid fosfatidylserinu a kyseliny fosfatidove
Glukosamin HCI Fytoglykogen

Glukosamin- sulfat KCI Fytosteroly/fytostanoly

Hydroxytyrosol L-pyroglutaman (pidolat) zinecnaty



Geneticky modifikované potraviny

Narizeni (ES) ¢ 1829/2003.
Potravinarské enzymy
Narizeni (ES) ¢ 1332/2008. -
Potravinarské pridatné latky -
Narizeni (ES) ¢ 1333/2008.

Potravinarska aromata

Narizeni (ES) & 1334/2008.

Extrakcni rozpoustédla

Smérnice 2009/32/ES.




Provadéci narizeni Komise (EU) 2017/2470, kterym se zrizuje seznam Unie pro
nove potraviny v Evropske unii.

Provadéci narizeni Komise (EU) 2018/456 o proceduralnich krocich postupu
urcovani statusu novych potravin.

Provadéci narizeni Komise (EU) 2017/2468, kterym se stanovi administrativni a vedecke
pozadavky na tradicni potraviny ze tretich zemi.

Provadéci narizeni Komise (EU) 2017/2469, kterym se stanovi administrativni a vedecke
pozadavky na zadosti uvedene v clanku 10 narizeni Evropskeho parlamentu a Rady (EU)

2015/2283 o novych potravinach.




Ovéreni provozovateli:

Provozovatele nejprve overi, zda jejich potravina spada pod narizeni o novych
potravinach.

Konzultace s clenskym statem:
Pokud si nejsou jisti, konzultuji clensky stat, kde chteji potravinu uvest na trh.

Poskytnuti informaci:
Provozovatele musi clenskemu statu dodat potrebne informace pro posouzeni.

Konzultace s dalsimi staty a Komisi:
Clenské staty mohou konzultovat status i s ostatnimi staty a Komisi.

European
Commission




Splnéni pozadavku a notifikace:

Po schvaleni zadosti Ministerstvem zemedelstvi jsou informovany clenske staty EU a
Evropska komise (EK).

Delka procesu je 4 mesice.

Transparentnost a spoluprace:
Notifikace zajistuje sdileni informaci mezi clenskymi staty a EK.
Podporuje efektivni spolupraci pri posuzovani nove potraviny.

Cil:
Zajistit komplexni hodnoceni a zapojeni vsech dotcenych stran do procesu schvalovani.
Rozhodnuti o statusu ma celoevropskou platnost a je zverejnovano na webu EK



Zadatel

Zadatelem muze byt clensky stat, treti zemé nebo zucastnéna strana, ktera muze
zastupovat vice zucastnenych stran a predlozi zadost Komisi dle clanku 10 nebo |6,
nebo oznameni dle clanku 14.

Co musi zadost obsahovat!?

Pruvodni dopis

|dentifikace prislusneho organu a zadatele
Nazev a popis potraviny
Kontaktni udaje zadatele a podpis

Prilohy: technicka dokumentace a podpurné dokumenty
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PRILORHA IT

VZOR TECHNICKE DOKUMENTACE

Souvishost mezi jednodivimi informacemi ot by vwsvétlena ve vsvitlujpcl pozndmce. Zejména pokud jde o diakazy
piedlotend na podporu hdské spotfeby ve vwznamnd mide v Undi pied 15 kbvémem 1997, kdy masi by posouzeny
doklady z celé fady zdroji, aby bylo modné ulimdr zdwér.

Pokud jsou pro urden statusu novd potraviny rebevaninl pouze st dokumentd, musi by oeo Cdstl zvirazndny.

Pro viechiy potravioy mausi by vyplnén oddd 1.

Technicka dokumentace J

Pro poatraviny, kierd mou visledkem weobntho procesu, kiery se nepoudival k vrobed potravin v Unii pled 15, kvéinem
1997, st by vyplonén oddil 1 (body 1 a2 3 2 bod 7) 2 oddil 3.

Popis potraviny (nazev, slozeni, informace
o nanomaterialech).

Oddil 1@ Viechny potraviny (u poravin, kveré jsou vysledkem vvrobndho procesu, kierv se
nepoukival k vyrobé potravin v Umndi pied 15 kvétnem 1997, pouze body 1 2 3 a bod 7)

1. Popis potravimy

Charakterizace zdroje (taxonomicky nazey,

E | StOta/ I(O ncentrac e) . ridly podle cL 3 odst. 2 pism. 1) bodi viii) a ix) nafizent (EL) 20152283 )

1.3, Mavehovand ksegorie novich potravin v souladu s ¢l 3 odse. 2 psm. a) nafizeni (EU)
2015/2283, v pialuimich piipadech

Podminky pouziti (zpusob pouziti, mnozstvi, typ
vyrobku).

2. Dalii charakierizace potraviny a/nebo zdroje potraviny (v piisluinych piipadech)

A, Organsmy (mikroorganismy, houby, fasy, rosiliny, zvifaca)

Vyrobni proces (POPis a schema ProceSU). B b b

1.2, Synonyma a ostatnl ndzvy, v pisludndch piipadech

Historie SpOtI"‘Eby v EU pFed |5. kvethem [997. D e e o e e vriatule poutivinl k lidskE spotebt

2 4 Specilikace wwkapor se Cswonykoncentrace

Dalsi relevantni informace (napr. konzultace
S j i n)”m i S U bj e I(tY) . 2.5, Cislo (tisla) CAS ipokud bvlo plidéleno (bvla pfidélena))

2.6, Chemicky ndzev (chemické ndxvy) podle pravide]l nomenklarsry IUPAC

2.7, Syvnonyma, obchodni nizey, obecny ndzev, v pisluintch piipadech

2.8 Molekulirni a serukirnd vaorce

2.9, Specilikace twkapol s dsaorykoncentrace




Potravina je povazovana za novou (NF)

Potravina splnuje definici nove potraviny podle Narizeni (EU) 2015/2283 a musi
projit prislusnym schvalovacim procesem pro zajisteni bezpecnosti a shody s
predpisy.

Potravina neni povazovana za novou (NOT NF)

Pokud potravina nesplnuje kriteria pro nove potraviny, dalsi schvalovaci proces neni
vyzadovan a produkt muze byt uveden na trh bez dalSich omezeni.

Potravina neni povazovana za novou v doplncich stravy (NOT NFS)

Potravina muze byt pouzita jako soucast doplnku stravy a v této specifické aplikaci
neni povazovana za novou. Schvalovaci proces je v tomto pripadée upraven na zaklade
posouzeni konkretniho kontextu pouziti.



ZADOST O AUTORIZACI NOVE POTRAVINY

Pred uvedenim na trh musi nova potravina projit
schvalovacim procesem, pri némz je prokazana
bezpecnost - hodnoceni EFSA

Zadosti o autorizaci jsou podavany primo Evropske komisi

prostrednictvim elektronickeho systemu e-submissions
Délka schvalovaciho procesu — | 7 mésicu

Povolena nova potravina — zapsana na seznam Unie novych

potravin (zrizen provadecim narizenim Komise (EU) 2017/2470)



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R2470-20220301
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wefsam connecr Consultations Ask a Question Contact Us Terms of Use Q Log in/Register

Welcome to our Portal
«— )

This portal gives you the possibility to engage with EFSA on a variety of topics. You will be able to check the Frequently Asked
Questions, consult and submit comments to EFSA's public consultations, and send requests for access to documents. You can also
register for the Portal. Before sending EFSA a question, please read the Frequently Asked Questions.

FAQ

Regulated Products

Which type of questions should be submitted through the general pre-submission advice form (GPSA)?

Consultations Ask a Question Is there an official list of all requlated products?

My product consists of or contains a microorganism, can | apply for Qualified Presumption of Safety (QPS)
status?

About EFSA
| have a technical/IT issue. Who should | contact?

| did not receive an email confirming my registration to Connect. EFSA  How can | complete my registration to
the portal?

Register for Portal

How can | apply for a job at EFSA?

Engage with EFSA

Where do | find the DAR (Draft Assessment Reports) application tool and related files?

| have a technical/IT issue. Who should | contact?

| did not receive an email confirming my registration to Connect. EFSA. How can | complete my registration to
the portal?




NOTIFIKACE TRADICNI POTRAVINY ZE TRETICH ZEMI

Potraviny tradicne konzumovany mimo staty EU

Zadatel musi prokazat historii bezpe¢ného pouzivani potraviny ve tfeti zemi
EFSA a clenske staty mohou vznaset namitky tykajici se bezpecnosti

Pri vzneseni nalezité oduvodnénych namitek — potravina nemuze byt schvalena

Schvalena tradicni potravina ze tretich zemi — ,,Cascara®, susena duzina bobuli kavovniku

Cascara
r 9 :‘

Syrup z Ciroku



Pouze potraviny povolené a zapsane na seznam Unie smegji

nebo pouzivany v potravinach

N o /7

Vytvoren provadecim narizenim Komise 2017/2470

Definovany podminky pouziti, pozadavky na oznacovani, specifikace aj.

byt uvadeny na trh EU

Povolena nova potravina

Podminky, za nichZ smi byt nova potravina pouZivana

Doplnkove zvlastni pozadavky na oznacovini

Dal3i pozadavky

Olej z antarktického krilu
bohaty na fosfolipidy
z Euphausia superba

Specifikovand kategorie potravin

Maximdlni mnoZstvi DHA a EPA spolecné

Mlécné vvrobky kromé mléénych napoju

200 mg | 100 g, nebo v piipadé syro-
vych vyrobka 600 mg [ 100 ¢

Nahrazky mléénych vyrobkt kromé na-
pojti

200 mg [ 100 g, nebo v pripadé nahra-
zek syrovvch vyrobka 600 mg [ 100 g

Nealkoholické napoje
Mlécné napoje

Nahrazky mlécnych napoju

80 mg [ 100 ml

Roztiratelné tuky a zélivky

600 mg [ 100 g

V oznaceni potravin obsahujicich tuto
novou potravinu se pouZije nazev
.extrakt lipidad z korvsu antarktického
krilu (Euphausia superba)




Live, work, travel in the EU

European |
Commission

Login €Y

English @)

Novel Food w

Food Safety

European Commission » Food, farming, fisheries » Food » Food Safety » Novel food » MNovel food catalogue ) Search

EU Novel food catalogue

You can use the search engine or the alphabetical catalogue to see the list of products.

Y | Type search term...

|

ABCDEFGHIJKLMNOPQRSTUVWXY ZALL

Salicornia europea L.
Salmo salar

Salvia hispanica L.
Salvia miltiorrhiza Bunge Synonyms
Sanguisorba minor Scop.

Sargassum fusiforme (Harvey)
Setchell 1931

Satureja hortensis L.

Common Names

Chia (DE), szatwia hiszpariska (PL), spanyolzsalya (HU), Chia sage, salvia-art (SE), Spanish chia (EN),

Scenedesmus vacuolatus
(Shihira & Krauss) E_Kessler,
M_Schafer, C._ Hommer,

A Kloboucek & V.Huss 1997

Schinus terebinthifolius

Spanska kadulja (SL), chia (FI) (ES), Salvg] Spanélska (CZ)
Description

_ _ ) The entry only concerns the seeds of Salvia hispanica L.
Schisandra chinensis (Turcz.)

Baill. Chia (Salvia hispanica) is a summer annual herbaceous plant belonging to the
originated in mountainous areas extending from West Central Mexico to Ngg#

Schizonepeta tenuifolia reqguire sub-tropical conditions for their growth.

Sclerocarya birrea Hochst.
Secale cereale

Sedum telephium L.
Selenicerus megalanthus

Senna alexandrina

Serratiopeptidase

AUTHORISED NOVEL FOOQD -
Sesamum indicum L.

Silybum marianum (L) Gaertn. is novel food on the following link

Sinapsis arvensis L.

Sinocalamus oldhamii (Munro)
McClure

Chiemedem rarem s s s ews L snem el h

the EU market.

ll Salvia hispanica L. e

Kiosmina hispanica (L.) Raf., Salvia chia Colla, Salvia chia Sessé & Moc. nom. illeq., Salvia nechispanica
Brig. nom. illeg., Salvia prysmatica Cav., Salvia schiedeana Stapf, Salvia tetragona Moench

abiatae Family. The species
ern Guatemala. Chia seeds

Is 15 an authorised novel food and it has been included in the Union
list established by Commission Ighplementing Regulation (EU) 2017/2470.

: e/foosdsatety/novel_food/authorisations/union-list-novel-foods_en) to identify
under what cundltmns of use (table 1) and specifications (table 2) this novel food can be placed on

KATALOG NOVYCH POTRAVIN

NOT NOVEL IN FOOD - According to the information available to the Member States’ competent authorities, this

product was used for human consumption to a significant degree within the Union before 15 May 1997, Thus, it is
not considered to be ‘novel according o the provisions of the Movel Food Regulation (EU) 2013572283 and its
access {o the market is not subject to the pre-market authorisation in accordance with Regulation (EU) 201572283,

However, other legislation may restrict the placing on the market of this product as a food in the EU or in some
Member States. Therefore, it is recommended to check with the competent authority(ies) of the Member State(s).

NOT NOVEL IN FOOD SUPPLEMENTS - According to the information available to Member States’ competent

authorities, this product was used in food supplements in the EU before 15 May 1997, Therefore, its use in food
supplemenis is not considered to be novel and is noi subject to the pre-market authorisation in accordance with
Regulation (EU) 2015/2283.

Any other food uses of this product, other than as, or in, food supplements, might be considered to be novel and
consequently might need to be authorised pursuant to the requirements of the Novel Food Regulation (EU) 2015/2283
before they can be placed as food on the EU market.

In addition, other legislation may restrict the placing on the market of this product as a food in the EU or in some
Member States. Therefore, it is recommended to check with the competent authority(ies) of the Member 5tate(s).

NOVEL FOOD - According to the information available to Member States’ competent authorities, this product was
not consumed in the EU to a significant degree as a food before 13 May 1997. Therefore, a pre-market
authorisation in accordance with Regulation (EU) 2015/2283 is required before it can be placed as food on the EU
market.

AUTHORISED NOVEL FOOQD - This is an authorised novel food and it has been included in the Union list
established by Commission Implementing Regulation (EU) 2017/2470.

Flease seg the authorisation for this novel food on the following link
(https://lec.europa.euffood/safety/novel _food/authorisations/union-list-novel-foods_en) to identify under what
conditions of use (table 1) and specifications (table 2) this novel food can be placed on the EU market.

f'ﬁ. SUBJECT TO A CONSULTATION REQUEST - This product is currently the subject of a consultation request fo a
h.!.. Member State submitted pursuant to the requirements of Implementing Regulation (EU) 2018/456 on the procedural

steps of the consultation process for determination of novel food status. The outcome of the request will be made
publicly available on this websiie (hiips://fec.europa.eu/food/safety/novel food/consultation-process _en).




§ 10 odst. 5 zakona ¢. 110/1997 Sb., o potravinach a tabakovych

vyrobcich:

Na trh je dale zakazano uvadeéet potraviny uvedene v seznamu Evropske komise
,EU Novel Food Status Catalogue™ se statusem ,,novel food” nebo s vyjimkou

doplnku stravy se statusem ,,not novel in food supplements*.
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@ Potraviny

POTRAVINY »

Bezpetnost potravin

Hygiena potravin a HACCP

Oznacovani potravin

Znacky kvality potravin

Potravinarske vyrobky

Potraviny nového typu - no
potraviny

Hmyz

Kanabidiol (CBD)
Geneticky modifikované potraviny
Doplnky stravy
Vino, lih a alkoholické napoje
Tabakové vyrobky
Plytvani potravinami
Ufedni kontroly
Codex Alimentarius
Legislativa
Stanoviska, pokyny a publikace

Projekty a kampané

b4

POTRAVINY NOVEHO TYPU - NOVE POTRAVINY

Nove potraviny

Informace pro subjekty uvadéjici na trh nové potraviny platné od 1.1.2018.

MNovymi potravinami (dfive nazyvanymi potraviny nového typu) nebo novymi sloZzkami potravin nového typu (dale
jen ,NP") se rozumi potraviny, u nichz nebyla dolozena historie spotreby pred 15. 5. 1997, tedy datem, kdy
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INFORMACNI CENTRUM
BEZPECNOSTI POTRAVIN
Od 1. ledn
2015/228 BEZPEGNOST POTRAVIN V R v KONTROLA POTRAVIN A KRMIV v EFSA v LEGISLATIVA v PRACOVNI SKUPINY v

| BEZPECNOST POTRAVIN

tretich ze
osetfeny

Mafizeni ¢

« geneti
« potrav
« potrav
« potrav
« extrak

oblast

Uvod
Informacni centrum bezpecnosti
potravin

SYSTEM RYCHLEHO VAROVAN( PRO
POTRAVINY A KRMIVA (RASFF)

MONITORING CIZORODYCH LATEK

0ZNACOVANI POTRAVIN

KVALITA POTRAVIN

POTRAVINOVE OBALY

POTRAVINARSKE PRIDATNE LATKY
("ECKA")

NOVE POTRAVINY

GENETICKY MODI
P KRMIVA

BIOPOTRAVINY (BIO)

PRODEJ ZE DVORA

ENVIRONMENTALNI TECHNIKY A
TECHNOLOGIE

BEZPECNOST POTRAVIN

Nové potraviny (Potraviny nového typu)

Informace pro subjekty uvadéjici na trh nové potraviny platna od 1. 1. 2015

Podkategorie

e Hmyz
Kanabidiol (CBD)

Legislativa novych potravin

Status potraviny

Uvedeni nové potraviny na trh

European |
Commission

Food, Farming, Fisheries

Food Safety

Home REsLHER2E Animals v

Home > Food > MNovel Food

Novel Food

What is Novel Food?

Planis w

Fam Y

Honzontal topics

) English

Movel Food is defined as food that had not
EU before 15 May 1997, when the first Reg

‘Novel Food' can be newly developed, inno
production processes, as well as food whic

Examples of Novel Food include new sourc
food (Antarctic Krill oil rich in phospholipids
third countries (chia seeds, noni fruit juice),
treated food (milk, bread, mushrooms and

The underlying principles underpinning Noy
must be:

« Safe for consumers

« Properly labelled, so as not to mislead

« |f novel food is intended to replace anc
consumption of the Novel Food would

« Novel Food status Catalogue

Further information

Authorisations

Approval of fourth insect as a Novel Food

List of authorisations under the former Novel
Food regulation

Summary of applications and notifications
Union list of novel foods

Legislation

Q and As

e-submission in accordance with
the new Novel Foods regulation

Novel Food is defined as food that had not been
consumed to a significant degree by humans in

the EU before 15 May 1997, when the first
Regulation on.

Consultation process on novel food
status

When a food business operator is unsure about
a food as novel, they shall consult the competent
authorities of the EU country where they first
intend to place the food on the market. In doing
50, the provisions on Commission Implementing
Regulation (EU) 2018/456 should be followed.

Nanomaterials in food

Nanomaterials can occur in nature, may be an
incidental product of human activity or
deliberately manufactured and engineered to
exhibit novel characteristics, such as increased
strength, chemical reactivity or conductivity,
compared to the same material without
nanoscale features.

Decisions terminating the procedure

According to Article 10(6) of the novel food
regulation, the Commission may terminate the
procedure at any stage, and decide not to
proceed with an update, where it considers that
such an update is not justified.

Novel Food status Catalogue (New)

The Novel Food Catalogue lists products of
animal and plant origin and other substances
subject to the Novel Food Regulation

Pre-market authornsation of Novel Foods on the basis of an evaluation in line with the above

principles is necessary.




MINISTERSTVO ZEMEDELSTVI

Autor fotografii: Shutterstock.com, internet
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