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ARTIKA SDROSIB AS, DZIVNIEKU VESELIBAS
U VIDES Z NISKAIS INSTITUTS

Veic kompetentajai iestadei paredzetos uzdevumus attieciba uz sadarbibu ar
Eiropas Komisiju un Eiropas Partikas nekaitiguma iestadi (EFSA) atbilstosi
prasibam, kas noteiktas Eiropas Parlamenta un Padomes 2006. gada 20.

decembra regula Nr. 1924/2006 par uzturvértibas un veseliguma noradém uz
partikas produktiem:

» sanem un parbauda no iesniedzeja jaunu veseliguma norazu dokumentus,
» nosuta dokumentaciju Eiropas Partikas nekaitiguma iestadei,

» konsulté interesentus par veseliguma un uzturvértibas noradéem.

Informacija par veseliguma un uzturvéertibas noradém Institita «BIOR» majaslapa
https://www.bior.lv/lv/valsts-delegetas-funkcijas/veseliguma-un-uzturvertibas-norades
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https://www.bior.lv/lv/valsts-delegetas-funkcijas/veseliguma-un-uzturvertibas-norades

EIROPAS PARLAMENTA UN PADOMES REGULU (EK) Nr. 1924/2006
(2006. gada 20. decembris.)

par uzturvértibas un veseliguma noradém uz partikas produktiem

EIROPAS PARLAMENTA UN PADOMES REGULA (ES) Nr. 1169/2011
(2011. gada 25. oktobris)

par partikas produktu informacijas sniegsanu patérétajiem un par grozijumiem Eiropas Parlamenta

un Padomes Regulas (EK) Nr. 1924/2006 un (EK) Nr. 1925/2006, un par Komisijas Direktivas

87/250/EEK, Padomes Direktivas 90/496/EEK, Komisijas Direktivas 1999/10/EK, Eiropas

Parlamenta un Padomes Direktivas 2000/13/EK, Komisijas Direktivu 2002/67/EK un 2008/5/EK un
Komisijas Regulas (EK) Nr. 608/2004 atcelSanu

(Dokuments attiecas uz EEZ)

> Regulation 353/2008 establishing implementing rules for applications for authorisation of health claims
» Decision 2013/63/EU adopting guidelines for the implementation of specific conditions for health claims

> Regulation 432/2012 establishing a list of permitted health claims made on foods, other than those referring to
the reduction of disease risk and to children’s development and health
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http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32008R0353
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1446221299191&uri=CELEX:32013D0063
http://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:32012R0432

VESELIGUMA NORADES

ir speciali izstradatas formulas augu maisijums
aknu funkciju uzturésanai un fiziskas
labsajatas veicinasanai, kas:

Stimulé garigas darbaspéjas

Veicina fizisko labsajdtu,

Palidz uzlabot kardiovaskularas

Palidz saglabat pozitivu
sistémas veselibu

noskanojumu

Samazina aizkaitinamibu

Sekmé gremosanas trakta
darbibu.

Palidz saglabat veseligu miegu

Palidz stiprinat dabisko
organisma imunitati

Palidz uzturét fiziologiskas
attiridanas funkcijas.

Palidz uzturét veselu
asinsrites funkciju.

Veicina aknu veselibu




VESELIGUMA NORADES

Jebkurs pazinojums, kas saistits ar saikni starp partiku un veselibu un kas tekstual3a, ilustréta,
grafiska vai simboliska veida tieSi vai netieSi norada partikas produkta pozitivu ietekmi uz
veselibu.

» Lai varétu izmantot veseliguma noradi, produktam ir jaatbilst noteiktiem kritérijiem,
kuri ir zinatniski pamatoti un norada produkta pozitivo ietekmi uz veselibu.

1. Funkcionalas norades (veseliguma norades, kas neattiecas uz slimibas riska
samazinasanu)

» uzturvielu vai citu vielu nozimi augsana, attistiba un organisma funkciju veiksana,
» psihes un uzvedibas funkcijam,

» novajésanu, svara kontroli, svara samazinasanu, izsalkuma sajltas samazinasanu, sata
sajutas pieaugumu, ar uzturu uznemtas energijas samazinasanu.

» norades, kas pamatotas ar jaunakajiem zinatniskajiem datiem

» norades, kuras ietverta prasiba péc ipasumtiesibu datu aizsardzibas
2. Samazinata slimibas riska norades
3. Norades attieciba uz bérnu attistibu un veselibu
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VESELIGUMA NORADES

1. Funkcionalas norades (veseliguma norades, kas neattiecas uz slimibas riska
samazinasanu)

> Biotins veicina normalu nervu sistemas darbibu
» Kalcijs veicina normalu muskulu darbibu

2. Samazinata slimibas riska norades

» ,Ir pieradits, ka augu stanola esteri samazina holesterina limeni asinis. Augsts holesterina
lTmenis ir riska faktors saslimSanai ar koronaro sirds slimibu”. Lietojot So noradi,
uznémejam ir jainformé patérétajs, ka so labvéligo efektu var iegut, ja diena tiek uznemti
1,5 — 3 g augu sterolu.

3. Norades attieciba uz bérnu attistibu un veselibu

» Jods veicina normalu bérnu augsanu

» Dzelzs veicina normalu bérna kognitivo attistibu

» D vitamins ir nepiecieSams kaulu normalai augSanai un attistibai bérniem
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VESELIGUMA NORADES

Veseliguma norazu lietosana ir brivpratiga

Jau apstiprinatas norades var lietot produktam, kas atbilst norades
prasibam, bez ipasas atlaujas

Partikas produktu (t.sk. uztura bagatinataju) markejuma,
noformeéjuma un reklama visparéji aizliegts lietot informaciju, kas var
maldinat pircéju vai piedéeve arstnieciskas ipasibas partikas
produktiem

Lai nodrosinatu augstu patéréetaju aizsardzibas limeni un atvieglotu
vinu izveli, tirgu laistajiem produktiem jabut drosiem un atbilstigi
markeéetiem

28.05.2018.



VESELIGUMA NORADES

Regulas Nr. 1924/2006 nosacijumi bltu japieméro visam veseliguma noradém, kas
izmantotas:

» komercialaja sazina (markéjuma, noforméjuma)
» partikas visparigaja reklama (ari drukati reklamas materiali, produktu
prezentacijas, reklama — interneta, TV, radio)
» tadas tirdzniecibas veicinasanas kampanas, ko pilniba vai daléji atbalsta valsts
iestades

» pre€u zZiImém un citiem zimolvardiem, ko var interpretét ka veseliguma norades

» regula nebltu japieméro noradém nekomercialaja sazina, pieméram, uztura
pamatnostadném vai sabiedribas veselibas iestazu un struktlru sniegtajiem
ieteikumiem, vai nekomercialai informacijai un sazinai presé un zinatniskajas
publikacijas.
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VESELIGUMA NORADES

Precu zimi, zimolvardu vai brivi izvéletu nosaukumu, kas paradas uz
partikas produkta markéjuma, partikas produkta noforméjuma vai
reklama un ko varétu interpretét ka uzturvertibas vai veseliguma
noradi
» drikst lietot, ja tam Saja markéjuma, noforméjuma vai
reklama pievieno lidzigu uzturvertibas vai veseliguma noradi,
kas atbilst regulas 1924/2006 noteikumiem

» iznémums tad, ja Sis nosaukums lietots jau tradicionali

MAILZE
’ um VES"\'

28.05.2018.




VESELIGUMA NORADES

Produktam, kuram izmantota veseliguma un/vai uzturvértibas norade,
visparigas reklamas gadijumus, obligati ir jabut uzturvertibas markejumam:

» Obligataja pazinojuma par uzturvertibu ietver sadu informaciju:

>

YV VV VYV V V

28.05.2018.

energeétisko vértibu
tauku

piesatinato taukskabju
oglhidratu

cukuru

olbaltumvielu

sals daudzumu

100 g produkta satur:

ENERGETISKO VERTIBU

TAUKUS

TOSTARP PIESATINATAS TAUKSKABES
OGLHIDRATUS

TOSTARP CUKURUS
OLBALTUMVIELAS

SALI

iznemot

313 kJ / 74 keal
0g
0g

920
860
89

0,200
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VESELIGUMA NORAZU REGISTRS

» Regula Nr. 1924/2006 noteica, ka dalibvalstis iesniedz Eiropas Komisijai funkcionalo
veseliguma norazu sarakstu lidz 2008. gada 31. janvarim kopa ar noradém piemérojamiem
nosacijumiem ar atsauci uz attiecigo zinatnisko pamatojumu.

» Tika sanemtas > 44 000 veseliguma noradém (ap 500 no Latvijas)

» Latvijas veseliguma norazu iesniedzéji, produkti un formuléjumi (saraksts atjaunots
07.03.2012.)

» Eiropas Savienibas uzturvértibas un veseliguma norazu partikai registrs (EU_Register of
nutrition and health claims made on foods)

» atlauto (autorizéto) un neatlauto (neautorizéto) norazu saraksts

» EFSA Jautajumu/pieteikumu registrs (Register of Questions)

» informacija par darba gaitu saistiba ar iesniegto noradi;

» informacija par noradém, kuras ir izskatiSanas procesa (pending/on hold), kuras var
lietot kameér notiek to izskatiSanas process, ja noraida — lietot nedrikst
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https://www.bior.lv/sites/default/files/inline-files/vn-tabula-lv_120307.pdf
http://ec.europa.eu/food/safety/labelling_nutrition/claims/register/public/?event=register.home
http://registerofquestions.efsa.europa.eu/roqFrontend/login?0

VESELIGUMA NORAZU REGISTRS

Help an

L2
LT

FOOD

European
Commission

European Commission > Food Safety > Food > Labelling and nutrition > Health and nutntion daims

a HEALTH FOOD AMNIMALS PLANTS AMR

FABELLING AND NUTRITION EU Register of nutrition and health claims made on foods

Food labelling legislation

The EU Register is for information only, showing:

Nutrition and Health claims = Permitted nutrition claims and their conditions of use

= Authorised health claims, their conditions of use and applicable restrictions, if any;
+ Non-authorised health claims and the reasons for their non-authorisation;

= EU legal acts for the specific health claims;

. . . . ool . o
+ National measures mentioned in Art. 23(3) of Regulation EC 1924/2005 E (115 Kb)

The Commission will update the EU Register when required, namely upon adoption of EU decisions on applications for claims or on changes to conditions of use and restrictions.

Claims being processed

Health claims

Nutrition claims

REFIT Evaluation

T Claims not in the EU Register

A number of submitted health claims do not appear in this EU Register:

Addition of vitamins and minerals

= Health claims submitted as Article 13(1) 'function claims' m (8 Kb) but that do not qualify as such.

NMatural mineral waters + Health claims not related to human health 'E (6 Kb) which cannot consequently be used on foods.

» Health claims for combinations of substances E (7 Kb) where health claims are already authorised for some of the individual substances.

= Some function claims', for which the assessment by EFSA or the consideration by the Commission is not finalised 'E (177 Kb) . These include health claims:
o Referring to botanical substances;
e Under further consideration by the Commission and EU countries.

= Some health claims subject te the individual authorisation procedure pending a decision.
“ ALL TOPICS b v pendmng

28.05.2018. 12
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http://ec.europa.eu/food/safety/labelling_nutrition/claims/register/public/?event=register.home

VESELIGUMA NORAZU REGISTRS

laim status

ype of claim

FSA Opinion reference

egislation

earch

1atch entire phrase

Reset filter

Select criteria &

Authorised

All

All

All

¢ vitamin

28.05.2018.

= Health claims for which protection of proprietary data is granted {and for which the right of use of the claim is restricted to the benefit of the applicant) are only listed here.

‘You can also download the complete dataset of nutrition and health claims in the following formats: [ (1.14 Mb) E (2.22 Mb)

Showing 1 to 10 of 174 entries {filtered from 2,320 total entries) 10 v records per page

Nutrient, substance,

tyc;I)Zi nd or food categun:
Biotin
Biotin

Art.1 Biotin

Art Biotin

Art Biotin

Biotin contributes to normal energy-
yielding metabolism

Biotin contributes to normal functioning
of the nervous system

Biotin contributes to normal
macronutrient metabolism

Biotin contributes to normal
psychological function

Biotin contributes te the maintenance of
normal hair

Conditions of use of the claim /
Restrictions of use / Reasons for
non-authorisation

The claim may be used only for food
which is at least a source of biotin as
referred to in the cdaim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME
OF MINERAL/S] as listed in the Annex to
Regulation (EC) Mo 1924/2006.

The claim may be used only for food
which is at least a source of biotin as
referred to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME
OF MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.

The claim may be used only for food
which is at least a source of biotin as
referred to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME
OF MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.

The claim may be used only for food
which is at least a source of biotin as
referred to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME
OF MINERAL/S] as listed in the Annex to
Regulation (EC) No 1924/2006.

The claim may be used only for food
which is at least a source of biotin as
referred to in the cdaim SOURCE OF
[NAME OF VITAMIN/S] AND/OR [NAME
OF MINERAL/S] as listed in the Annex to
Regulation (EC) Mo 1924/2006.

Health
relationship

energy-vielding
metabolism

function of the
nervous system

contribution to
normal
macronutrient
metabolism

contribution to
normal
psychological
functions

maintenance of
normal hair

EFSA opinion
reference /
Journal
reference

Commission
Regulation

7]

Commission

16/05/2012

Commission

Status

Authorised

Authorised

Authorised

Authorised

Authorised

13

Entry
D

114,
117

116

113,
114,
117,

4661

120

118,
121,
2876



VESELIGUMA NORADES - IEVEROJAMS DAUDZUMS

Ja veseliguma norade + uzturvértibas norade = viela nozimiga/ievérojama daudzuma

Spriezot par to, kas ir uzskatams par ievérojamu daudzumu, parasti butu janem vera

sadi apjomi:

» 15 % no uzturvielu atsauces vértibas, uz 100 g vai 100 ml — produktiem, kas nav
dzérieni

» 7,5 % no uzturvielu atsauces vertibas, uz 100 ml — dzérieniem

» 15 % no uzturvielu atsauces vértibas uz porciju, ja iepakojums satur 1 porciju.

Uzturvielu atsauces vértibas — Regula 1169/2011 XIIl PIELIKUMS «IETEICAMAS
DEVAS»:

> A DALA —  [ETEICAMAS VITAMINU UN MINERALVIELU DIENAS DEVAS
(PIEAUGUSIE)

> B DALA — ENERGETISKAS UN UZTURVERTIBAS IETEICAMAS DEVAS, IZNEMOT
VITAMINUS UN MINERALVIELAS (PIEAUGUSIE)

28.05.2018. 14



VESELIGUMA NORAZU REGISTRS

Select criteria #&

x

Help and tips @ Cooldes| Legal notic

Contact | Sear

Claim status Authorised

|

LA
Type of claim All European
Commission

EFSA Opinion reference All v European Commission > Food Safety > Food > Labelling and nutrition > Health and nutrition claims

HEALTH FOOD
v

ANIMALS PLANTS AMR

oo I3 |

Legislation All

Search antioxidant|

EU Register on nutrition and health claims

Match entire phrase The search tool only allows searches for health claims=, and not nutrition claims.
* Health claims for which protection of proprietary data is granted (and for which the right of use of the claim is restricted to the benefit of the applicant) are only listed here.

You can also download the complete dataset of nutrition and health claims in the following formats: (X3 (1.14 Mb) m (2.22 Mb)

Showing 0 to 0 of O entries (filtered from 2,320 total entries) 10

Reset filter

v records per page

Select criteria 2§

Claim status Authorised

Type of claim All

EFSA Opinion reference All

EFSA
Claim  Nutrient, substance, Conditions of use of the claim / Health qu'"m" Commissior
type food or food category Claim Restrictions of use / Reasons for non- eal . N reference Regulation
< authorisation relationship / Journal
reference

Showing 0 to 0 of O entries (filtered from 2,320 total entries)

No matching records found

Last update: 20/10/2016 | Legal notice Contact| Top

HEALTH ANIMALS

PLANTS

Legislation All

AMR

G [ [orollow us on Twitter

e
S |actobac _

Match entire phrase

Reset filter

Showing 1 to 1 of 1 entries (filtered from 2,320 total entries) 10

The search tool only allows searches for health claims*, and not nutrition claims.

You can also download the complete dataset of nutrition and health claims in the following formats: X3 (1.14 Mb) E (2.22 Mb)

¥ |records per page

EU Register on nutrition and health claims

* Health claims for which protection of proprietary data is granted (and for which the right of use of the claim is restricted to the benefit of the applicant) are only listed here.

Nutrient, substance,
food or food category

Claim
type

Claim

Live yoghurt cultures

digesting lactose

Showing 1 to 1 of 1 entries (filtered from 2,320 total entries)

Live cultures in yoghurt or fermented
milk improve lactose digestion of the
product in individuals who have difficulty

Conditions of use of the claim /
Restrictions of use / Reasons for non-
authorisation

In order to bear the claim, yoghurt or
fermented milk should contain at least
108 Colony Forming Units live starter
microorganisms (Lactobacillus delbrueckii
subsp. bulgaricus and Streptococcus
thermophilus) per gram.

Health
relationship

improved lactose
digestion

EFSA opinion -
ference / Commission
re Regulation Status
Journal
reference
2010;8 Authorised
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EFSA JAUTAJUMU REGISTRS

iﬁn

- efsam

European Food Safety Authority

Login
6.22.3.

Output Pesticides Dossier

Advanced Search
Unit Filter: | Mutrition v | Panel Filter: Filter Panel ¥ | Children:| Filter children questions =
Filter by Date: @ | Filter Date v | From Date: | | Gl 1o Date:| | fi7]
Keyword: @ health | status Fitter [Filter Status v
Application Number: | | CQwestion Type: | Filter Question Type v |
Deadline type: | Deadline Type v | Food Sector Area: | Filter Food Sector Area v |
Deadline within (months): | Filter Deadline Month v |
Mandate Mumber: | |
Mandate Type: | Filter Mandate Type v | Mandate Requestor: | Filter Requestor v |
Cutput Number: | | Cutput Type: | Output Type v |
Search || Clear | | Questions v || Download ||
. : . Qutput | Last
Lutput Last
Mandate Number| Question Number Subject Unit |Panel| Status Number| Updated
M-2018-0045 EFSA-Q-20158-00243|Update of MDA Panel guidance on the scientific reguirements for health claims related to physical perfformance Mutrition|NDA lpnragress 28"?3,"‘22;”3
~ e g 0474_DE - Art. 13.5 Claim, Req.(EC) No 1924/2006 - Fibersol-2 confributes to a normal bowel function by increasing . In 2710412018
1M-2018-0017 EFSA-C-2015-00065 faecal bulk, stool frequency and by reducing colonic transit time Nutrition|NDA progress 10:43
0473_CY - Art. 13.5 Claim, Req.(EC) No 1924/2006 - Lignin hydrolyzed (Filtrum) supports management of intoxication - Mot 190212018
Iv-2018-0004 EFSA-Q-2018-00009 dehydration in Acute Enteric Infections Nutrition|NDA accepted 10:04
~ e ~ 0472_CY - Art. 13.5 Claim, Reg.(EC) No 1824/2006 - Lignin hydrolyzed (Filirum) supports management of vomifing in . Mot 190212018
1M-2015-0004 EFSA-Q-2015-00008 Acute Enteric Infactions Nutrition|NDA accepted 10:01
0471_CY - Art. 13.5 Claim, Req.(EC) No 1224/2006 - Lignin hydrolyzed (Filtrum) supports management of diarrhoea in . Mot 19022015
M-2018-0004 EFSA-Q-2018-00007 Acute Enteric Infactions Nutrition|NDA accepted 10:00
0470_CY - Art. 13.5 Claim, Req.(EC) No 1924/2006 - Lignin hydrolyzed (Filtrum) reduces duration and severity of Acute - Mot 190212018
IM-2018-0004 EFSA-Q-2018-00008 Enteric Infections’ symptoms Nutrition|NDA accepted 10:00
- . . 0469_CY - Art. 13.5 Claim, Reg.(EC) No 1924/2006 - Lignin hydralyzed (Filtirum) adsorbs and eliminates pathogenic . In 20/04/2018
1M-2018-0004 EFSA-0-2015-00005 bacteria and viruses from the intestine Nutrition|NDA progress 16:15
0468_CY - Art. 132.5 Claim, Req.(EC) No 1924/2006 - Lignin hydrolyzed (Filtrum) adsorbs and eliminates pathogens . In 200420158
M-2018-0004 EFSA-Q-2018-00004 from the intestine Nutrition|NDA progress 16:14
L A -~ 0467 _DE - Art 14 Claim, Reg.(EC) Mo 18924/2006 -"Symbiosal has been shown to lower the rising of blood pressure - In 2410412015
11-2018-0002 EFSA-0-2015-00002 when used as a replacement of traditional table sali. The rising of blood pressure is a risk factor for hypertension” Nutrition|NDA progress 11:18
14-2017-0215 EFSA-Q-2017-00820(0486_SE - Art. 13.5 Claim, Reg.(EC) No 1924/2006 - Lactobacillus plantarum 299v increases non-heme iron absorption |Nutrition|NDA 'p”mgress oelete
~ e g (0465 _IT - Art 19 Claim referring to an approved art 13.5 Claim, Reqg. (EC) No 1924/2006, Consumption of arabinoxylan - In 03/04/2015
M-2017-0156 EFSA-0-2017-00710 as part of a meal contributes to a reduction of the blood glucose rise after that meal Nutrition|NDA progress 13:52
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EFSA JAUTAJUMU REGISTRS — JAUTAJUMU STATUSI

1)
2)
3)
4)
5)

6)
7)
8)
9)

Registration not yet completed
Under Consideration

Waiting for full dossier

RMS Risk Assessment ongoing

Pending Risk Managers’ decision — Sis statuss norada, ka darbs pie jautajuma ir
apturéts un tiek gaidits Iemums no jautajuma kompetentajiem riska parvalditajiem

Not accepted — pieteikums nav akceptéts
In progress — nozimé, ka jautajums akceptéts un tiek izskatits
Additional data request — EFSA gaida papildu informaciju no aréja avota

Withdrawn — statuss nozime, ka jautajums bijis akceptéts un saistiba ar to veikts
darbs, bet EFSA izlemusi nevirzit uz pienemsanu

10) Deleted
11)Finished — norada, ka zinatniskais darbs pabeigts un tam var sekot tikai rezultatu

publikacijas pieprasijums EFSA majas lapa

28.05.2018. 17



JAUNAS VESELIGUMA NORADES IESNIEGSANA

28.05.2018.
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JAUNAS VESELIGUMA NORADES IESNIEGSANA

Pirms iesniegsSanas

lesniegSana
dalibvalsts
kompetentaja iestade

lesnieguma
sanemsanas EFSA

lesnieguma
izvértéSana EFSA

EFSA viedokla
pienemsana

EFSA viedokla
publicésana

Hfe] ELCININIES

|émums par norades
autorizéSanu

e lepazistieties ar EFSA izstradatajam vadlinijam

e Noformuléjiet norades tekstu

* Parbaudiet, vai lidzigas norades nav tikusas izvertétas

* Parbaudiet norades atbilstiba kadai no likuma noteiktajam norazu grupam

e lesniedziet pieteikumu dalibvalsts kompetentajai iestadei (Latvija — Institlts «BIOR»)
* Kompetenta iestade parbaudis Jusu iesniegumu
e Kompetenta iestade nosuta iesniegumu EFSA

® EFSA parbauda pieteikuma pabeigtibu, nepiecieSamibas gadijuma kontaktéjas ar iesniedzéju,
|Gdzot papildinat/precizét informaciju

® EFSA pazino Eiropas Komisijai par iesniegumu

e Norades pieteikums tiek publicéts EFSA majaslapa

* EFSA 5 ménesu laika sniedz viedokli par noradi, tas zinatnisko pamatojumu

® EFSA darba grupa notiek diskusijas un viedokla izstrade

* EFSA nepiecieSamibas gadijuma sazinas ar iesniedzéju, lidzot papildinat/precizét informaciju
» Saja laika lesniedzéjam ir iespéja atsaukt iesniegto norades pieteikumu

* EFSA pazino iesniedzéjam savu viedokli vienu dienu péc viedokla pienemsanas
® EFSA pazino iesniedzéjam savu viedokli vienu dienu pirms publicésanas

* lespéja iesniegt Eiropas Komisijai komentarus par EFSA viedokli — 30 dienu laika péc
publicéSanas
e Saja laika var tikt precizéts norades teksts

e Registra tiek publicéta Eiropas Komisijas autorizéta norade, ieskaitot gala vardisko versiju un
izmantosanas noteikumus



JAUNAS VESELIGUMA NORADES IESNIEGSANA
Kas jaievéro

iesniedzot Norades par nepiecieSamajam
pieteikumu uzturvielam

jaunas '

veseliguma Detalizéti apraksti partikas produktu/sastavdalas

norades
Skaidri noformulé pozitivo iedarbibu uz cilvéka veselibu/labsajitu

Cita veida norades

autorizésanai

Pamato produkta pozitivo efektu ar klinisko pétijumu datiem

Pasa veikts kliniskais pétijums Literaturas dati

A 4

Precizé noradé aprakstito pozitivo efektu, balstoties uz
pieejamajiem zinatniskajiem pieradijumiem

Nodefine norades tekstu un izmantosanas noteikumus

Aizpildi pieteikuma formu un iesniedz noradi

28.05.2018. 20
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Pieteikuma ieklaujama informacija:
» dati par iesniedzéju;

» uzturviela vai cita viela, partikas produkts vai partikas produktu kategorija, kam ir
paredzéts lietot noradi;

» zinatnisko péetijumu kopijas un cita informacija, kas attiecas uz konkréto noradi un
pierada tas atbilstitbu Regulas 1924/2006 prasibam;

» ja nepiecieSams, atsauce par informaciju, kura bitu jauzskata par Tpasumtiesibu
informaciju;

» norades formuléjuma priekslikumi;

» pieteikuma kopsavilkums.
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EFSA ADMINISTRATIVAS VADLINIJAS VESELIGUMA

NORAZU IESNIEGSANAI

Zinatniskas un tehniskas vadlinijas par to ka
sagatavot un prezentét veseliguma norades
iesniegumu Scientific and technical guidance for

the preparation and presentation of a health claim

ej EFSA Journs

ion of a health claim application

Appendix A — Application form [Mandatory]

| Application form |

The application form should be used for an application for a health claim pursuant to Article 13(5)
or 14, or for a modification of an existing authorisation in accordance with Article 19 of Regulation
(EC) No 1924/2006" submitted to a Member State of the European Union for the scientific evaluation
by the European Food Safety Authority (EFSA).

A separate application form for each health claim is required.

Food/constituent®® (specify as appropriate):
.

Proposed wording of the health claim:

Application for a health claim pursuant to:
o Article 13(5) of the Regulation 1924/2006

application (Revision 2)

» Obligats — Appendix A: Application form

» Obligats — Appendix B: Summary of the
application

» EC Guidance on the Regulation 1924/2006 on

nutrition and health claims made on food

approved by the Standing Committee on Food

Chain and Animal Health

28.05.2018.

for the

on and ion of a health claim application e‘] EFSA o

imatashildeaniodasaigpment and health

existing authorisation

Appendix B — Summary of the application [Mandatory]

y of the applicati |

The template provided should be used for the summary of the application for a health caim
pursuant to Article 13(5) or 14, or for a modification of an existing authorisation in accordance with
Artide 19 of Regulation (EC) No 1924/2006" submitted to a Member State of the European Union for
the scientific evaluation by the European Food Safety Authority (EFSA).

Note: The summary of the application should not contain confidential data. For claims falling under
the scope of Article 14, EFSA will make public the summary of the application as provided by the

applicant.

| General information

Applicant™®:

Address: [
Country: [

(Company) Name: [

relevant to the health

Recipient Member State of Application:

This application concerns:

O a health daim pursuant to Article 13(5) of Regulation (EC) No 1924/2006
O a health claim referring to disease risk reduction pursuant to Article 14 of Regulation (EC)

No 1924/2006

0 a health claim referring to children’s development and health pursuant to Article 14 of
Regulation (EC) No 1924/2006

O a modification of an existing health claim authorisation in accordance with Article 19 of
Regulation (EC) No 1924/2006

Please specify:

o Modification of an authorised Article 14 health daim
0 Modification of an authorised Article 13(5) health claim

|Health claim particulars

Specify the food/constituent:
.


https://efsa.onlinelibrary.wiley.com/doi/epdf/10.2903/j.efsa.2017.4680
https://ec.europa.eu/food/sites/food/files/safety/docs/labelling_nutrition_claim_reg-2006-124_guidance_en.pdf

EFSA ZINATNISKAS VADLINIJAS VESELIGUMA NORAZU
IESNIEGSANAI

Norazu zinatniskais pamatojums

1. Uzturvértibas un veseliguma norades pamato ar visparpienemtiem zinatniskiem
datiem (zinatniskas publikacijas, monografijas, zinatnisko pétijumu rezultati,
pétniecibas institlutu atzinumi utml.)

2. Svarigakais norades ietekmes pamatojums ir ar cilvékiem veikti pétijumi; ja
apgalvojumi attiecas uz bérnu attistibu un veselibu, tad tie ir pétijumi, kas veikti
ar bérniem

3. Nav jacité zurnalu kopsavilkumi un raksti, kas publicéti avizés, ZzZurnalos,
periodiskos biletenos vai prospektos, par kuriem nav veikts salidzinoss pétijums

4. Nav jacité pateretajiem vai plasai sabiedribai domatas gramatas vai gramatu
nodalas

EFSA informativais video par no cilvekiem ieguto datu izmantoSanu riska
novertesana un zinatné How do we use human data in risk assessment?

28.05.2018. 23


https://www.youtube.com/watch?v=OaPyz6I_0Do&feature=youtu.be

EFSA ZINATNISKAS VADLINIJAS VESELIGUMA NORAZU
IESNIEGSANAI

Norazu zinatniskais pamatojums

Veseliguma norades pamatojuma janem véra visu pieejamo zinatnisko datu kopums
un, izsverot pieradijumus, japarada, cik liela méra:

» noradita partikas produkta iedarbiba ir cilveka veselibai labvéliga

» ir noteikta célonu un seku sakariba starp partikas produkta lietoSanu un noradito
iedarbibu uz cilvéeku (pieméram, stiprums, konsistence, specifiskums, devas un
reakcijas attieciba un attiecibas biologiska ticamiba)

» vajadzigais partikas produkta daudzums un patérina biezums, lai panaktu
noradito iedarbibu, ir praktiski ieklaujams lidzsvarota uztura

» konkreta(-as) izpétes grupa(-as), kura(-as) tika guti pieradijumi, parstav
merkauditoriju, kurai domata norade

28.05.2018. 24



EFSA ZINATNISKAS VADLINIJAS VESELIGUMA NORAZU
IESNIEGSANAI

» Visparigas vadlinijas General scientific guidance for stakeholders on health
claim applications

» Vadlinijas par noradém, kas saistitas ar nervu sistemu Guidance on the
scientific requirements for health claims related to functions of the
nervous system, including psychological functions

» Vadlinijas par noradém, kas saistitas ar fiziskajam spéjam Guidance on the
scientific requirements for health claims related to physical performance

» Vadlinijas par noradém, kas saistitas ar kaulu, saisu, adas un oralo
veselibu Guidance on the scientific requirements for health claims related
to bone, joints, skin and oral health

28.05.2018. 25


https://www.efsa.europa.eu/en/efsajournal/pub/4367
http://www.efsa.europa.eu/en/efsajournal/pub/2816
http://www.efsa.europa.eu/en/efsajournal/pub/2817
http://www.efsa.europa.eu/en/efsajournal/pub/2702

EFSA ZINATNISKAS VADLINIJAS VESELIGUMA NORAZU
IESNIEGSANAI

» Vadlinijas par noradém, kas saistitas ar apetiti, svaru un glikozes
koncentraciju asinis Guidance on the scientific requirements for health
claims related to appetite ratings, weight management, and blood glucose
concentrations

» Vadlinijas par noradém, kas saistitas ar imunsistému, zarnu traktu un
aizsardzibu pret nelabvéligajiem mikroorganismiem Guidance for health
claims related to the immune system, the gastrointestinal tract and
defence against pathogenic microorganisms

» Vadlinijas par noradém, kas saistitas ar antioksidantiem, oksidativajiem
bojajumiem un kardiovaskularas sistémas veselibu Guidance on health
claims related to antioxidants, oxidative damage and cardiovascular health

28.05.2018. 26


http://www.efsa.europa.eu/en/efsajournal/pub/2604
http://www.efsa.europa.eu/en/efsajournal/pub/4369
http://www.efsa.europa.eu/en/efsajournal/pub/5136

EFSA ZINATNISKAS VADLINIJAS VESELIGUMA NORAZU
IESNIEGSANAI

Papildus veseliguma norades formuléjuma priekSlikumam izmantoSanas

nosacijumos ieklau;j:

a. paredzétas veseliguma norades mérkgrupu

b. uzturvielas vai citas vielas, vai partikas produkta vai partikas produktu kategorijas
daudzumu un patérina veidu, kads ir vajadzigs, lai panaktu noradito labvéligo
iedarbibu

C. vajadzibas gadijuma pazinojumu personam, kuram nevajadzétu lietot uzturvielu
vai citu vielu, vai partikas produktu vai partikas produktu kategoriju, par kuru ir
attieciga veseliguma norade

d. bridinajumu par uzturvielu vai citu vielu, vai partikas produktu vai partikas
produktu kategoriju, kas parmérigas lietosanas gadijuma var apdraudét veselibu

e. visus citus lietoSanas ierobeZojumus un sagatavoSanas un/vai lietoSanas
noradijumus

28.05.2018. 27



EFSA ATZINUMS

Lai sagatavotu atzinumu, EFSA:

» parbauda, vai veseliguma norades piedavatais formuléjums ir pamatots ar
zinatniskiem datiem

» apsver, vai veseliguma norades formuléjums atbilst Regula 1924/2006
noteiktajiem kritérijiem

» sniedz ieteikumu, vai veseliguma norades piedavatais formuléjums ir patérétajam
saprotams un jéegpilns

Informacija EFSA majaslapa par norazu pieteikumu sagatavosanu Nutrition
applications: regulations and guidance

28.05.2018. 28


http://www.efsa.europa.eu/en/applications/nutrition/regulationsandguidance

EFSA ATZINUMS

z

Lt

th
ionship

Iv-yielding
bolism

ion of the
s system

ibution to
ial
onutrient

hanalicns

28.05.2018.

EFSA opinion
reference /
Journal
reference

Commis
Regulati

7

2009;7(9):120

L]

2009;7(9):1209
2009;7(9):1209,
2010;8(10):1728

Commiss
Regulatic
{=1)]

432/201:
16/05/2C

Commiss
Regulatic
(EU)}

432/201:;
16/05/2C

Commiss
Regulatic
(EU)

A2 01

Unit |Panel| Stats [SUPU ﬂpﬁ
Nutrition|NDA 'p”mgresﬁ Dmgg:xggw
Nutrifion|NDA  [Finished ~[ON-5267 |#D2/201%
Nutrition|NDA 'p”mgresﬁ 101042018

> |Nurtion|NDA [AE1E lon-51p [2HENE
Nutrition|NDA 'p”mgresﬁ paEEnT
9" |Nutrition|NDA w‘j ON-51g1 0022018
Nutrifion|NDA  [Finished  [oN-5266 |1 7032012
Nutrition|N/A | Withdrawn ariaaanis
Nutiion|NDA ~[(EeS  |on-s137 |11
°M* INutriton|NDA. [T lon-s0sa (252
Nutrition|NDA w‘j ON-513g (/022018
Nutrition|NDA w‘j EN-1364 (21122017
Nutrifion|NDA  [Finished  [ON-5265 °#0>2018
#n \Nutrition|NDA w‘j on-5080 22132017
M \Ntrition|NDA w‘j oN-513g |13
Nutrton/ia  [(REed - |En-1a7 PN
Nutrition|NDA  [Withdrawn e

I

ARARA P30 O

29



EFSA ATZINUMS

28.05.2018.

e

“ efsam

European Food Safety Authority EFSA Journal 2010; 8(5):1609

SCIENTIFIC OPINION

Scientific Opinion in relation to the authorisation procedure for health
claims on calcium and vitamin D and the reduction of the risk of
osteoporotic fractures by reducing bone loss pursuant to Article 14 of
Regulation (EC) No 1924/2006'"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)>>

European Food Safety Authority (EFSA), Parma, Italy

ABSTRACT

Following a request from the European Commussion, the Panel on Dietetic Products, Nutrition and Allergies was
asked to deliver a scientific opmion in relation to the authorisation procedure for health claims on calcium and
vitamin D and the reduction of the nsk of osteoporotic fractures by reducing bone loss pursuant to Article 14 of
Regulation (EC) No 1924/2006. A cause and effect relationship was established between the intake of calcium,
either alone or in combination with vitamin D, and reducing the loss of BMD, which may contribute to a
reduction in the risk of bone fracture. This relationship implies that the critical nutrient in relation to the claimed
effect 1s calcium. The Panel proposes that at least 1200 mg of calcium from all sources or at least 1200 mg of
calcium and 800 1.U. of vitamin D from all sources to be consumed daily should be considered for the purpose of
setting conditions of use for a risk reduction claim on the loss of BMD, which may contribute to a reduction in
the nisk of bone fracture. The target population 15 women 50 years and older. Tolerable Upper Intake Levels (UL)
have been established for calcium and vitamin D 1n adults.

KEY WORDS

Calcium, vitamin D, cholecalciferol, osteoporosis, bone mineral density, osteoporotic fractures, health claims.
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Y VYV

Eiropas  Komisija  sagatavo |émumprojektu  un  iesniedz  Partikas
aprites un dzivnieku veselibas pastavigajai komitejai

Péc Komitejas pozitiva |emuma Eiropas Padomei ir tiesibas siki parbaudit
Komisijas IEmuma uzmetumu

Gadijuma3, ja nav iebildumu — Komisija pienem [émumprojektu

Autorizétas veseliguma norades, to lietoSanas noteikumi un ierobezojumi (ja tadi
ir) tiek publicétas ES Norazu registra

l EFSA opinion published J

» Comments on the EFSA opinion should be sent to the Commission
within 30 days after publication.

» Post-adoption meeting with applicants (if requested)

» Applicants can discuss the final wording of claims with the
Commission (consumer understanding)

Commission authorisation decision

» Authorised claim, including the final wording and the
conditions/restrictions of use, is published

28.05.2018. 31
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