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* tvrdnja znadi svaka poruka ili izjava, ukljuCujuci i slikovno, graficko ili simbolicko predstavljanje u

bilo kojem obliku, kojom se izjavljuje, sugerira ili naznacuje da ta hrana ima odredena svojstva;
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prehrambena tvrdnja je svaka tvrdnja kojom se izjavljuje, sugerira ili naznacuje da ta hrana ima odredena
blagotvorna prehrambena svojstva zahvaljujuci: nepostojanju energetske vrijednosti, smanjenoj ili '
povecanoj energetskoj vrijednosti i/ili hranjivih tvari

zdravstvena tvrdnja je svaka tvrdnja koja navodi na zakljucak ili upucuje da kategorija hrane, odredena hrana
ili sastojak hrane utjece na zdravlje ljudi.
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AKO KORISTITI ODOBRENE TVRDNJE?
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The EU Register is for information only, showing:

Permitted nutrition claims and their conditions of use

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

EU legal acts for the specific health claims;

MNational measures mentioned in Art. 23(3) of Regulation EC 1924/2006 m (115 Kb)
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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
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Food supplements

Claims not in the EU Register

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

Addition of vitamins and

minerals
* Health claims submitted as Article 13(1) function claims' E (8 Kb) but that do not gualify as such.
Natural 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.
Food for specific groups * 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;
o Under further consideration by the Commission and EU countries.
Some health claims subject to the individual authorisation procedure pending a decision.
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and for which the right of use of the claim is restricted to the benefit of the applicant) are only listed here.

Showing 1 to 10 of 2,209 entries 10 j records per page 3 Ll 3 231 >
- . EFSA opinio ..
Claim type  Nutrient, substance, food . ndl.tlu:ns of use of the claim / Health reference / Comml:’..smn Entry
- food category . Claim Re tru::tmnf_. of _use [/ Reasons for relationship Journal Regulation Status D
or non-authorisation
reference
Art.13(1) ""Dietary food for special 1. ORSALIT is used in all cases when Mon-compliance with the Regulation Treatment of 2011;9(68):2228 Mon-authorised 3087
medical purposes - oral dehydration may occur 2. ORSALIT is because on the basis of the scientific diarrhoea
rehydrating solution with hypoosmolar, oral rehydrating solution  evidence assessed, this claimed effect and/or vomiting
decreased osmolarity composed according to WHO and attributes to this food the property of
composed according to UMNICEF recommendations 3. ORSALIT preventing, treating or curing a human
WHO/UNICEF helps to avoid dehydration which may disease, or refers to such properties
recommendations - occur in case of diarrhea and/or which is prohibited for foods.
ORSALIT. ORSALIT is vomiting 4. ORSALIT uses mechanism
available in following of collective adsorption of water,
versions: - ORSALIT sodium and glucose which is not Ll
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e omogucena je fleksibilnost u izrijeku (Recital 9. Uredbe 432/2012)

* jedan od ciljeva Uredbe 1924/2006 je osigurati da tvrdnje budu jasne, istinite,

pouzdane i koriste potrosacu.

* Ako tekst nekih tvrdnji ima za potrosace isto znacenje kao tekst dopustene
zdravstvene tvrdnje jer upucuje na isti odnos izmedu odredene kategorije hrane,
odredene hrane ili jednog od njezinih sastojaka i zdravlja, za doticne tvrdnje
trebaju vrijediti isti uvjeti koristenja kao sto su navedeni za dopustene

zdravstvene tvrdnje.



PEMRY S 4 b 1 |

e zabranjeno je sugerirati da ne-konzumacija hrane s tvrdnjom moze
loSe utjecati na zdravlje — cl.12.

* ne smiju se navoditi tvrdnje koje sugeriraju % /apsolutno smanjenje
tjelesne tezine

e preporuke individualnih lijecnika ili zdravstvenih djelatnika nisu
dozvoljene

* na picima s vise od 1,2 % vol alkohola zdravstvene tvrdnje nisu
dozvoljene (DOZVOLJENE su prehrambene): nizak udio alkohola ili na
smanjenje udjela alkohola ili na smanjenje energetskog sadrzaja
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Naturally Soothing f
Relief that Lasts

From Switzerland
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* Upucdivanja na opce, nespecificne koristi hranjive tvari ili prehrambenog proizvoda

za opce zdravlje ili dobrobit u vezi sa zdravljem dozvoljena su samo ako su
popracdena posebnom zdravstvenom tvrdnjom ukljucenom na popise predvidene .

clancima 13. ili 14. _ _
13.1. Sugar-free chewing gum contributes to

. the maintenance of tooth mineralization
* npr: za zdrave kosti

* za jacanje zdravlja :
14.1. Sugar-free chewing gum helps

neutralise plaque acids. Plaque acids are a
risk factor in the development of dental
caries.

SUGARFRe: GUM
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* komparativne tvrdnje — dozvoljene izmedu pr0|zvoda iste kategorije i
iste koliCine hrane

 ako je potrebno treba navesti i referentni proizvod (mora biti jasno na
Sta se odnosi tvrdnja — recital 21.)! '

* razlika u koli¢ini hranjive tvari i/ili energije moze se izraziti u
apsolutnoj vrijednosti i postotku

e povecana kolicina (hranjiva tvar) (30%) !!!
* smanjena kolicina (hranjiva tvar)
* snizena energetska vrijednost — npr. 50% manje secera ili bez secera



PREHRAI\/IBENE TVRDNJE

© 0 N OV AW R

e R N N T
o b W N P O

niska energetska vrijednost
smanjena energetska vrijednost
bez energetske vrijednosti

bez masti

s niskom sadrzajem masti

s niskim sadrzajem zasi¢enih masti
bez zasi¢enih masti

s niskim sadrzajem Secera

bez Secera

. bez dodatnog Sedera

. s niskim sadrzajem natrija/soli

. s vrlo niskim sadrzajem natrija/soli
. bez natrija/soli

. izvor (dijetalnih) vlakana

. visoko obogacena vlaknima

16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.

izvor bjelancevina
bogata bjelancevinama
izvor (vitamina/minerala)

bogata (vitaminima/mineralima)

sadrzi (naziv hranjive tvari ili druge tvari)
povecéan sadrzaj (naziv hranjive tvari ili druge tvari)

smanjen sadrzaj (naziv hranjive tvari ili druge tvari)

dijetalno/light/lite
prirodna/prirodno
izvor omega-3 masnih kiselina

bogata omega-3 masnim kiselinama

bogata jednostruko nezasi¢enim masnim kiselinama

bogata visestruko nezasi¢enim masnim kiselinama

bogata nezasi¢enim masnim kiselinama

(ORBI
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‘ . . KOMPARATIVNA

TVRDNJA

‘
stanju ili vise od 1,5 g masti na 100 ml u teku¢em stanju (1,8 g masti
na 100 ml za djelomi¢no obrano mlijeko).
BEZ MASTI
Tvrdnja da je nel a bez masti i svaka tvrdnja za koju je vjerojatno
ima i je za potrosaca, moze se stavljati samo ako taj

e sadrzi viSe od 0,5 g masti na 100 g ili na 100 ml.
Viedutim, zabranjuju se tvrdnje izrazene kao ,, X % bez masti”







BEZ SECERA
Tvrdnja da je neka hrana bez Secera, kao i
svaka tvrdnja za koju je vjerojatno da ima
isto znacenje za potrosaca, moze se
stavljati samo ako taj proizvod ne sadrzi
viSe od 0,5 g Seéera na 100 g ili na 100
ml.
BEZ DODANOG SECERA
Tvrdnja da je neka hrana bez dodanog
Secera, kao i svaka tvrdnja za koju je
vjerojatno da ima isto znacenje za
potrosaca, moze se stavljati samo ako taj
proizvod ne sadrzi nikakve dodane
monosaharide ni disaharide niti bilo
kakvu drugu hranu koja se koristi zbog
svojih svojstava zasladivanja. Ako su

: seceri prirodno prisutni u toj hrani, na
mmlw\mmmmmmg'ma Prosgahrarial 8 oznaci se treba pojaviti i sljedeca
<N Seotvol o doksid min, 2 o, miSaina b ekt | st naznaka: ,SADRZI PRIRODNE SECERE”.
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Stabiliser = Xantham Gum.
Masy comtain iraces of ofer nuts.
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Vitamin C doprinosi normalnom funkcioniranju ziv€anog sustava

|

¢ Koncentrat rajcice topljiv u vodi (WSTC) | i Il pomazu odrzavanju normalne
agregacijetrombocita Sto pridonosi zdravom protoku krvi

tvrdnje o rastu i razvoju
djece

* Pokazalo se da biljni steroli i esteri biljnih stanola snizavaju / reduciraju

kolesterol u krvi. Visoki kolesterol je faktor rizika u razvoju koronarnih bolesti
srca

Kalcij je potreban za normalan rast i razvoj kostiju djece.




RSTE TVRDNJI

40,0,

MIKRONUTRIENTI (>

60%) MAKRONUTRIENTI

VLAKNA | OSTALE AKTIVNE
POLISAHARIDI TVARI




PRAVILNIK O TVARIMA KOJE SE MOGU DODAVATI HRANI | KORISTITI U PROIZVODNJI HRANE TE TVARIMA CIJE JE
KORISTENJE U HRANI ZABRANJENO ILI OGRANICENO (NN 160/13)

Najveci dopusteni dnevni Najveci dopusteni dnevni Preporuceni unos
unos u dodacima prehrani unos u hrani

Vitamin C 800 160

SIAINV

|80

Ure 13. VITAMIN C
1170
(a) L-askorbinska kiselina
ovecava apsorpciju Zeljeza
rinosi normalnoj funkciji imunoloskog sustava {b} natl‘ije'." L-askorbat
ciji reducirane forme vitamina E UV'EI.'
ora i iscrpljenosti ni unos (c) kalcijev L-askorbat (***¥)
ju kolagena za normalnu funkciju desni

; i (d) kalijev L-askorbat
* normalnom stva (e) L-askorbil 6-palmitat
* normalnom stvaranju kolagena za normalnu funkciju krvnih Zila
* normalnom stvaranju kolagena za normalnu funkciju zubi m magnezijev L-askorbat
e zastiti stanica od oksidativnog stresa

.
(g) cinkov L-askorbat

* doprinosi odrzavanju normalne funkcije imunoloskog sustava za vrijeme leet'
* inakon intenzivne tjelesne aktivnosti dnevni unos

200 mg
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Claim utrient, substance, focd or | Claim Conditiors of use of the ciaim EFSA opinion refierance Commission raguiation Restrichion of use | Expiry date
type food category i Restrichions of use for the benemtor | orthe
i Reasons Tor non-authorisation restriction of
us2
AML135) |Siowtly digestiok starch Consumption of products | The ciaim may be used oniy on food where | ©-2010-00956 Commission Requiaion [EU] No WMordelez Z30%2013
E— high In slowly digestible | the digestible carbohydrates provide atleast |—— Intesmiational group,
starch |S05) ralses blood |60 % of the total energy and whers at least SE1/2013 of LA/2013 Thres Farkway
glucoess concantration less |55 % of thasa carbohydrates is dgestible North Desarfisid,
aMer a meal compared to | stanch, of which at least 40 % Is SDS IL
products low in 505 . 60015,
UNITED STATES
AM135) |Refomuiated, non-alcoholle,  |Replacing sugar-containing, | In order to bear the ciaim, refomutated acidic | C-2010-00734 Lucozade Ribena | 23msv2018
— | acidic annk with: — kess than 1 |acidic urﬁ:s.su.u-.assmm arinks shall comply wim the deseription o me |~ Commisslon Reguiation [EU) Na Suriory Limited and
g fermentaile carbohydrate per Jdrinks (fypically 512 g food subject to the claim 85122013 of 03052013 its aMiates
100 mi {sugars and ofer sugars/1 00 mij, with {Se= tootnote 1)
carbohydrabes except poiyois), |refommutated drinks 2 Longwalk Road
— caicium In arange from 0,3 Jcontibages to the Stockiey Fark
100, mal per mol aciiulant, — |maintenance of tooth Uxbridge
dispiay of pH between 37-4,0. |mineralsaton UE11 1BA
UMITED KINGDOM
AM135) |Water-Solubie Tomats Viater-Soluble Tomato Information bo the consumer that e 2-2002-00228, ; - Provexis Mawral | 18122014
— |Concentrate (WSTC)landll  JConcenirate (WSTC) | and | benesiclal effect ks cotalnad wih a dally TS Sedsan EME&IEL":'T“JME:W' Products Limited
Il helps maintin nomnal | consumigtion of 39 WSTC | or 150 mg WSTC Amended by Decslon 201077TLEY of Thames Court
platlet aggregation, which |1l in up o 250 mi of efthes frult [uices, 131252010 1 Wictoria, Strest
cornbaRes to healthy bicod | favoursd drinks o yogurt drinks (uniess — Windsor,
oW heavlly pasteurised) of with a daly Berkshie
consumption of 3 g WSTC | or 150 mg WSTC SL4 1YB
11 In Tood ts when takan wih a UMITED KINGDOM
giass of water of other liguid.
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least a dally Intake of 12 g of natlve chicary
Inulin, 3 non-fractionated mikbure of
mionosaccharkdes (= 10 %), disacchandes,
Inulin-type fructans and nulin extracted from
chicory, with 3 mean degree of polymensanon
=0r= g

Clalm Mutrient, substance, food ar Chlaim Conditions of use of the claim EFSA& opinion reference Commission regulation Stabu Resiricion of use Explry date
type food categary | Restrictions of use forthe penefitod | of the
| Reasons for non-authansation restriciion af
uss
Art13(5) |Cocoa flavanois Cocod flavanols help Informiation shall be ghven o the cOnNEUMET Q-2012-00002 = Authorsed Barry Callebaut 2332013
- maintaln the elasticity of that the bensfizlal effiect s obtained with a - Commission Reguiation [EU) No Balgiwm my.
biood vessels, which dally Intake of 200 myq of cocoa favanals. 85172013 of 03272013 Isiersesiraat 122
contrioutes to nomal biood | The claim can be used only for cocoa Lebbeke-Wieze
oW beverages (Whh cocoa powder) of for dark B-32E1
chocolate which prowide at least a dally Intake BELGIUM
of 200 myg of cocoa flavanois with a degree of
palymerisation 1-10
Art 133} |Cocoa flavanois Coeoa flavanols help Information shall be giwen 10 the consUmEer Q-2013-00532 = ; Authorsed Barry Callebaut 20/042020
miaintain the elasticty of that the Denenclal efect s obiained with a Lommission Reguiation (EU) 2015539 EE:-E:II.IH .
piood vessels, which dally Intake of 200 mg of cocoa Navanals. of 31/03/2015 Istersasiraat 122
contrioutes 1o nommal biood | The claim can be usad only for capsules or Lebbeke-Wieze
ow. tablets conmtalning high-Navanol cocoa exract B-92E80
which provide at least a dally Intake of 200 BELGIUM
mig of cocod flavanods with a degree of
polymarsation 1-10.
At 13(5) |Watiwe chicory Inullin Chicory Inulin contributes to | Information shall be provided to the consumer|Q-2014-00403 Commisslon Regulation JEU Authorsed BEMECQ-Drafl 5.A |01/1°2021
normal bowel funcilon by that the beneficial effect s obiained with a Fue L. Maréchal 1
Increasing stool treqguency | dally intake of 12 g chicory Inulin. The claim 2015/2314 of D7 2/2015 Dreye
£an be used only for food which provides at &0
BELGIUM







Claim
type

Nutrient substance, food or Claim

food category

ium and vitamin D <p class="tbl-txt">Calcium and vitamin D help to reduce the loss of bone
min st- ] i density is k fac
ro |cb
amin D he duce th alling as
d'mus k factor fo
an e der.</p>

ss. Fallin
ars of age
<p>Supplemental folic acid intake increases maternal folate status. Lo
maternal folate status is a risk factor in the development of n
cts in the developing foetus.</p>

Art, 13‘

Art.14(1)( Barley beta-glucans Barley beta-glucans has been shown to lower/reduce blood cholesterol. High
a) cholesterol is a risk factor in the development of coronary heart disease.

Chewing gum sweetened with 100% xylitol has been shown to reduce dental
plaque. High content/level of dental plaque is a risk factor in the
development of caries in children

Art.14(1)( Chewing gum sweetened with
a) 100% xylitol

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

The claim may be used only for food supplements which provide at least 400
in D per daily portion.

consumer that the claim is specifically

ined with a daily inta fromall sources.
For food supplements with added vitamin D the claim may be used only for
those targeting men and women 60 years and older

The claim may be used only for food supplements which provide at least 400
ug of folic acid per daily portion.

Information shall be provided to the consumer that the target population is
women of child-bearing age and the beneficial effect is obtained with a
supplemental folic acid daily intake of 400 ug for at least one month before
and up to three months after conception.

Information shall be given to the consumer that the beneficial effect is
obtained with a daily intake of 3 g of barley beta-glucan.

The claim can be used for foods which provide at least 1 g of barley beta-
glucan per quantified portion.

Information to the consumer that the beneficial effect is obtained with a
consumption of 2-3g of chewing gum sweetened with 100% xylitol at least 3
times per day after the meals
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Claim type Nutrient substance, food or food category _Claim Conditions of use of the claim / Restrictions of use / Reasons for non-authorisation
Art.14(1)(b) Calcium and vitamin D Calcium and vitamin D are needed for [The claim can be used only for food which is at least a source of calcium and vitamin D as
normal growth and development of bone [referred to in the claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S]
in children as listed in the Annex to Regulation 1924/2006.
Art.14(1)(b) Calcium Calcium is needed for normal growth and [The claim can be used only for food which is at least a source of calcium as referred to in
development of bone in children. the claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed in
the Annex to Regulation 1924/2006.
Art.14(1)(b) lodine lodine contributes to the normal growth of[The claim can be used only for food which is at least a source of iodine as referred to in the
children claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed in the
IAnnex to Regulation (EC) No 1924/2006
Art.14(1)(b) |lron Iron contributes to normal cognitive [The claim can be used only for food which is at least a source of iron as referred to in the
development of children claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed in the
IAnnex to Regulation (EC) No 1924/2006
Art.14(1)(b) Phosphorus Phosphorus is needed for the normal [The claim can be used only for food which is at least a source of phosphorus as referred to
growth and development of bone in in the claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed in
children the Annex to Regulation 1924/2006
Art.14(1)(b) Protein Protein is needed for normal growth and [The claim can be used only for food which is at least a source of protein as referred toin
development of bone in children. the claim SOURCE OF PROTEIN as listed in the Annex to Regulation 1924/2006.
Art.14(1)(b) \Vitamin D Vitamin D contributes to the normal [The claim may be used only for food which is at least a source of vitamin D as referred to in
function of the immune system in children.[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.
Art.14(1)(b) Vitamin D Vitamin D is needed for normal growth [The claim can be used only for food which is at least a source of Vitamin D as referred to in
and development of bone in children. the claim SOURCE OF [NAME OF VITAMIN/S] AND/OR [NAME OF MINERAL/S] as listed in
the Annex to Regulation 1924/2006.




Claim type

Nutrient substance, food or food category

MRDICAN]

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

Art.14(1)(b)

Docosahexaenoic acid (DHA)

Docosahexaenoic acid (DHA) intake
contributes to the normal visual
development of infants up to 12 months of
age.

Information shall be given to the consumer that the beneficial effect is obtained with a daily
intake of 100 mg of DHA. When the claimis used on follow-on formula, the food shall
contain at least 0,3 % of the total fatty acids as DHA.

Art.14(1)(b)

Docosahexaenoic acid (DHA)

Docosahexaenoic acid (DHA) maternal
intake contributes to the normal brain
development of the foetus and breastfed
infants.

Information shall be given to pregnant and lactating women that the beneficial effect is
obtained with a daily intake of 200 mg of DHA in addition to the recommended daily intake
for omega-3 fatty acids for adults, i.e.: 250 mg DHA and EPA.

The claim can be used only for food which provides a daily intake of at least 200 mg DHA

Art.14(1)(b)

Docosahexaenoic acid (DHA)

Docosahexaenoic acid (DHA) maternal
intake contributes to the normal
development of the eye of the foetus and
breastfed infants.

Information shall be given to pregnant and lactating women that the beneficial effect is
obtained with a daily intake of 200 mg of DHA in addition to the recommended daily intake
for omega-3 fatty acids for adults, i.e.: 250 mg DHA and eicosapentaenoic acid (EPA).

The claim can be used only for food which provides a daily intake of at least 200 mg DHA.

Art.14(1)(b)

&alpha;-linolenicacid (ALA) & linoleic acid
(LA), essential fatty acids

Essential fatty acids are needed for normal
srowth and development of children.

Information to the consumer that the beneficial effect is obtained with a daily intakeof 2 g
of a-linolenicacid (ALA) and a daily intake of 10 g of linoleic acid (LA).
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X ima ulogu pri normalnom funkcioniranju imunoloskog
sustava.
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AZLIKA U TVRDNJAMA




ZNACAVANJE PROlZVODA S TVRDNJAMA
P ™ NIi™ Al - |

* hrana sukladno Uredb| 1169/2011

» dodaci prehrani sukladno Uredbi 1169/2011 i Pravilniku o dodacima
prehrani

* odobrena prehrambena ili zdravstvena tvrdnja iz popisa tvrdniji
"1 koli¢ina potrebna za blagotvorni ucinak iz tvrdnje

* nacin konzumacije

* nutritivna deklaracija

e navodi ¢l.10. (upozorenja, uvjeti etc)



ZNACAVANJE PROIZVODA SA
ZDRAVS TVENIM TYRDNJA WA |

* ¢l. 10.

* jzjava o vaznosti raznovrsne i uravnotezene prehrane i zdravog nacina
Zivota

* kolicina hrane i nacin uzimanja za ostvarivanje blagotvornog ucinka iz
tvrdnje

“, *» ukoliko je relevantno - izjava/upozorenje za osobe koje trebaju
izbjegavati uzimanje hrane

e upozorenje za zdravstveni rizik u slucaju prekomjernog uzimanja
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NJE 13.1.113.5.

IZVOR DIJETALNIH VLAKANA

Tvrdnja da je neka hrana izvor dijetalnih
vlakana, kao i svaka tvrdnja za koju je
vjerojatno da ima isto znacenje za
potrosaca, moze se stavljati samo ako taj
proizvod sadrzi najmanje 3 g dijetalnih
vlakana na 100 g ili najmanje 1,5 g
dijetalnih vlakana na 100 kcal.

VISOKO OBOGACENA VLAKNIMA
Tvrdnja da je neka hrana visoko
obogacena vlaknima, kao i svaka tvrdnja
za koju je vjerojatno da ima isto znacenje
za potrosaca, moze se stavljati samo ako
taj proizvod sadrzi najmanje 6 g dijetalnih
vlakana na 100 g ili najmanje 3 g dijetalnih
vlakana na 100 kcal.
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preporucena koli¢ina za
komunicirani u€inak

izjava 0 raznovrsnoj i
uravnotezenoj prehrani i
zdravom nacinu Zivota.



Prilog Ill Uredbe 1169/2011:

4

1)

2)

3)
4)
5)

6)
7)

8)

Napomena ,s dodanim biljnim sterolima” ili ,s dodanim biljnim stanolima” u
istome vidnom polju kao naziv hrane;

koli¢ina dodanih fitosterola, estera fitosterola, fitostanola ili estera
fitostanola (izrazena u postocima ili u gramima slobodnih biljnih
sterola/biljnih stanola na 100 g ili 100 ml hrane) navodi su u sklopu popisa
sastojaka;

navodi se napomena da je hrana namijenjena iskljuCivo osobama koje zele
smanijiti razinu kolesterola u krvi;

navodi se napomena da osobe koje koriste lijekove za smanjenje razine
kolesterola u krvi mogu konzumirati proizvod samo pod nadzorom lijeCnika;
navodi se lako uocljiva napomena da hrana, s prehrambenog stajalista,
nije nuzno primjerena za trudnice ili dojilje te djecu mladu od 5 godina;
navodi se preporuka da hranu treba konzumirati u sklopu uravnotezene i
raznovrsne prehrane koja ukljuCuje redovito konzumiranje voca i povrca
radi odrzavanja razina karotenoida;

u istome vidnom polju u kojemu se nalazi napomena iz toCke (3) navodi se
napomena da treba izbjegavati konzumaciju od vise od 3 g/dnevno
dodanih biljnih sterola/biljnih stanola;

navodi se definicija porcije hrane ili sastojka hrane (po mogucnosti u g ili
ml) s koliCinom biljnih sterola/ biljnih stanola koju sadrzi svaka porcija.
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SUGGESTED USE: A
Supplement Facts ¢
Serving Size: 2 Capsules
t Servings Per Container: 30

) ==~ Q& RASPBERRY KETONE
PREMIUM

Proprietary Formula. 1,200mg*

Raspberry Ketone, African Mango Extract

(ivingia Gabonensis), Acai Fruit, GreenTea

Extract, Resveratrol 5%, Caffeine Anhydrous,

Apple Cider Vinegar, Kelp, Grapefiuit (ponderh lilnmg
g
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RSAVLJENJE — KONTROLA TJELESNE

BAICANIA J . .

Claim type Mutrient substance, food or food | Claim Conditions of use of the claim / Restrictions of use / Reasons for non-authorisation
category
Art.13(1) Glucomannan (konjac mannan) [Glucomannan in the context of an energy restricted diet contributes

[The claim may be used only for food which contains 1 g of glucomannan per quantified portion. In order to
bear the claim information shall be given to the consumer that the beneficial effect is obtained with a daily
intake of 3 g of glucomannan in three doses of 1 g each, together with 1-2 glasses of water, before meals

and in the context of an energy-restricted diet. Warning of choking to be given for people with swallowing
difficulties or when ingesting with inadequate fluid intake - advice on taking with plenty of water to ensure

to weight loss

VARV AL /BRIBRA AT\ iINL

jedina tvrdnja o smanjenju tjelesne tezine odobrena za
glukomanan




ME‘JL ADENQS

NEUSKLADENO

AW AIAFA

Claim  |Nutrient Clalm Conditions of use of the claim / Restrictions of use / Reasons
type substance, food for non-authorisation
or food category
The claim may be used only for food which provides a
daily intake of 30 g of walnuts. In order to bear the
\Walnuts contribute to the claim, information shall be given to the consumer that
Art.13( improvement of the elasticity of the beneficial effect is obtained with a daily intake of
1) Walnuts blood vessels 30 g of walnuts.
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. nema odobrenlh tvrdnji za biljne vrste i jos neke druge hranjive tvari
(probiotici)

. * razlog: EFSA primjenjuje iste standarde za evaluaciju tvrdnji i

znanstvenih Cinjenica za svu hranu
* jos nema konacne odluke

* mogu se koristiti tvrdnje sa on-hold liste ali je potrebno odobrenje od
nadleznog tijela drzave Clanice

e izrijek nekih tvrdnji nije prihvatljiv — sugerira na lijeCenje bolesti
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European Food Safety Authority

hold claims
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Keyword: @ I Status Filter: I Filter Status j
Application Mumber: I Question Type: I Filter Question Type j
Deadline type: I Deadline Type j Food Sector Area: I Health claims Art. 13/2 j
Deadline within (months): I Filter Deadline Month j
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Cutput Number: I Cutput Type: I Output Type j
Search Clear I I Questions j Download ||
. N , Output Last
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NUTRITIVNA DEKLARACIJA

izvor bjelanéevina

NUTRITIVNA DEKLARACIA

izvor vlakana

VRDAJI l

ZNACAVANJE NUTRITIVNE DEKLARACIJE

NUTRITIVNA DEKLARACIJA

sadrzi jemene beta-glukane

-

prosjecna hranjiva nalOOg prosje¢na hranjiva nal00g prosjecna hranjiva vrijednost|na 100 g

vrijednost vrijednost

energija 1392 kJ/ 329 kcal energija 1392 kJ/ 329 kcal energija 1392 kJ/ 329 kcal

masti 19¢g masti 19¢ masti 19¢

od kojih zasicene 0,6¢g od kojih zasicene masne |0,6 g od kojih zasicene masne 0,6¢g

masne kiseline |kiseline |kiseline

Ugljikohidrati 62,4¢g Ugljikohidrati 62,4¢g Ugljikohidrati 62,4¢g

od kojih seceri l4g od kojih Seceri l4¢g od kojih Seceri l4¢g

Bjelancevine 13,8¢g viakna 6,0g viakna 6,0g

Sol 0,005¢ Bjelancevine 13,8¢g Bjelancevine 13,8¢g

Sol 0,005¢g Sol 0,005¢g

jecmeni beta-glukani 3,0g
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* EFSA evaluacija- najvisi moguci standard

* sve tvrdnje moraju biti potkrepljene sa generalno prihvacenim
znanstvenim Cinjenicama

* uzimaju se u obzir sve dostupne znanstvene Cinjenice (objavljene i
neobjavljene) i vrsi se evaluacija

e kriteriji su jednaki za sve tvrdnje i za svaku hranu (uklj. dodatke
prehrani, sastojke itd...)
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* Hrana ili sastojak moraju biti karakterizirani
* Navedena tvar je definirana i ima povoljan fizioloski ucinak
* Postoji veza izmedu konzumacije hrane/sastojka i tvrdnje

* ako je to postignuto gleda se da li je kolicina hrane koja se treba konzumirati da bi y
se postigao efekt iz tvrdnje realan u okviru svakodnevne prehrane

¢ dali predlozeni izrijek tvrdnje odrazava znanstvenu podlogu
1 * je liizrijek sukladan kriterijima iz Uredbe

* jesu li uvjeti/ogranicenja adekvatna

* tvar mora biti u obliku kojeg tijelo mora upotrijebiti

* reprezentativnost uzorka u odnosu na opcu populaciju (pacijenti vs. zdravi; pretili
vs hormalna tezina; djeca vs odrasli



"QDI("J E}J OR KE. K?MISIJ |

« Guidance on the |mplementat|on of Regulatlon (EC) No 1924/2006 on
nutrition and health claims made on foods

cilj: ispravna i harmonizirana primjena Uredbe (EC)1924/2006

odnos s komplementarom legislativom, klasifikacija tvrdnji itd

« Commission Implementing Decision of 24 January 2013 adopting
“, guidelines for the implementation of specific conditions for health
claims laid down in Article 10 of Regulation (EC) No 1924/2006

e Guideline on additional mandatory labelling set by Art. 10 in case of health
claims



PRAMORC ) |

« Scientific and technical guidance for
the preparation and presentation of an
application for authorisation of a
health claim

 Pomaze aplikantima u pripremi i
podnosenju dokumentacije za autorizaciju
zdravstvene tvrdnje

'« General guidance for stakeholders
* on the evaluation of Article 13.1,
« 13.5 and 14 health claims

f. .

'oJ

Specific guidances on the
scientific requirements of
specific groups of health

claims

 detaljnije informacije |
upute za pripremu
aplikacija za specifiCne
tvrdnje: oralno zdravlje,
zdravlje zglobova,

oksidativni stres,

lkardiovvaclkiilarnno 7zdraviie



HRANA/DODACI PREHRANI

LISTE DOPUSTENIH TVARI

NIRRT

[MAX. KOLICINE/OGRANICENJA

TVRDNIJE

Vitamini i minerali

Uredba 1170/2009
Uredba o novoj hrani

Uredba 1925/2006
EFSA procjena
Nacionalne odredbe

Registar odobrenih i neodobrenih
tvrdnji

druge tvari (osim biljnih tvari)

Uredba 1925/2006i

nacionalne odredbe (Pravilnik o tvarima koje se mogu dodavati
hrani i dodacima prehrani)

Uredba o novoj hrani

Uredba 1925/2006
EFSA procjena
Nacionalne odredbe
Liste tvrdnji

Registar odobrenih i neodobrenih
tvrdniji

Biljne tvari

Uredba 1925/2006i

nacionalne odredbe (Pravilnik o tvarima koje se mogu dodavati
hrani i dodacima prehrani)

EFSA Compedium

Uredba 1925/2006
EFSA procjena
Nacionalne odredbe
Liste tvrdnji

EFSA Compedium

on-hold lista



KON O PREHRAMBENIM | ZDRAVSTVENIM

PRI AR T

e Opce odredbe
* Nadlezna tijela i njegove zadace
* Sluzbene kontrole b
* Obveze i odgovornosti subjekata u poslovanju s hranom
* Kaznene odredbe
* Preuzimanje nacionalnih podzakonskih akata kojima se:
»zadrZavaju nacionalna pravila do donosenje na razini
EU - liste tvari (nacionalna lista )

» definira nacin provedbe pojedinih odredbi Uredbi i prijelazna razdoblje -
program monitoringa

»osiguravaju ciljevi direktiva - dodaci prehrani

Y



NACIONALNI PROPIS]
PAMNINIS A LA IS |
e Za biljne vrste i druge tvari -pozitivna lista + ogranicenja i negativna lista
* Max. koliCine za neke vitamine za koje je EFSA postavila gornju sigurnosnu granicu

* Na snazi do donosenija listi iz clanka 6. i 8. Uredbe 1925/2006.

* Podrzavaju slobodu kretanja robe, ali se temelje na clancima 28.i 30. Ugovorao
funkcioniranju EU

“ Nacionalne barijere postavljene iskljuCivo u cilju zastite zdravlja ljudi
* |zradene uzimajuci u obzir sudsku praksu

 Omogucuje skraceni postupak stavljanja na trziste
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OSTUPAK ODOBRAVANJA ZDRAVSTVENIH
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hrana
dodaci prehrani

* ukoliko proizvod ima hranjive sastojke koji se nalaze u Prilogu Il te ako
su max. doze vitamina i mineralnih tvari unutar dozvoljenih granica- Y
proizvod se ukljuCuje u proces monitoringa — SISSI — on-line sistem

" prijave Ministarstvu zdravlja

 ukoliko proizvod ima hranjlve sastojke koji se NE nalaze u Prilogu Il te
ako su doze vitamina i mineralnih tvari VISE od maksimalnih- podnosi
se zahtjev za RjeSenjem

sustav monitoringa ili notifikacije- ovisno o aktivnim tvarima i dozama
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zdravstva

Vijesti O Ministarstvu ~ Dokumenti  Pristup informacijama  Istaknute teme  Kontakti  Programi i projekdti

MNaslovnica ~ 0 Ministarstvu ~ Djelokrug ~ Sanitarna inspekcija v Hrana - Dodaci prehrani ~

Stavljanje na trziste

1. PODNOSEN]E OBAVIJESTI

Za dodatak prehrani koji u swvom sastavu sadrZi tvari prema Pravilnikom o tvarima koje se mogu dodavati hrani i koristiti u proizvodniji
hrane te tvarima cije je koristenje u hrani zabranjeno ili ograni¢eno (Marodne novine br.160/13):

- yitamine i/ili minerale, ¢iji su kemijski oblici sukladni propisima iz tofke 2. ovog naputka i Ciji preporuceni dnevni unos ne prelazi
najveci dopusteni dnevni unos sukladno Prilogu | Pravilnika o tvarima koje se mogu dodavati hrani i koristiti u proizvodnji hrane te
tvarima cije je koristenje u hrani zabranjeno ili ograni€eno (Narodne novine br.160/13):

ifili

- druge tvari, biljne vrste i gljive prema s Prilogu 1l. Pravilnika o tvarima koje se mogu dodavati hrani i koristiti u proizvodnji hrane te
tvarima cije je koristenje u hrani zabranjeno ili ograni€eno (Narodne novine br.160/13)

potrebno je dostaviti obavijest o stavljanju na trziste Republike Hrvatske Ministarstvu zdravlja.

Obavijest je prvo potrebno dostaviti putem javnog portala srediZnjega informacijskog sustava sanitarne inspekcije (51551) koji je dostupan
preko linka: https: ! (registar.zdravije.hr (51551_JavneForme [&. Pristup javnom portalu kao i upute za rad opisane su pod tofkom 3.

Prilikom uspjeino ispunjene obavijesti putem online obrasca potrebno je isprintati generirani obrazac obavijesti te potpisanog zatim
poitom ili osobno dostaviti na adresu Ministarstvo zdravlja, Ksaver 200a, Zagreb u roku od 8 dana.

Uz obavijest o stavljanju na trZiste potrebno je dostaviti sljedecu dokumentaciju:

tekst koji oznacava proizvod na hrvatskom jeziku (deklaraciju)
- idejno rje3enje ambalaze,
- izjavu o kolicini {masi) polazne biljne droge i vrsti ekstrakcijskog otapala, za biljne vrste kod kojih je to naznaceno

- dokaz o kemijskim oblicima minerala i vitamina ukoliko su dodani (npr. proizvodacka specifikacija gotovog proizvoda ili sirovine)

nraclilbn unlatnire 73 nnlkrivanis trofleoam moanitorinna

IspiZi stranicu
Paodijeli na Facebooku
Paodijeli na Twitteru

Padijeli na Google +
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