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Poznan, 10.06.2019 r.

WYSTAPIENIE POKONTROLNE Z KONTROLI
PROBLEMOWEJ/SPRAWDZAJACES*
PRZEPROWADZONEJ PRZEZ ODDZIAL HIGIENY ZYWNOSCI | ZYWIENIA
WOJEWODZKIEJ STACJI SANITARNO — EPIDEMIOLOGICZNEJ W (ce) W
POWIATOWEJ STACJI SANITARNO - EPIDEMIOLOGICZNEJ W (...)

adres PSSE

1. Data kontroli: 15.05.2019 r.
2. Znak pisma: DN-HZ.1611.3.2019
3. Kontrolowana komérka organizacyjna PSSE: Sekcja HZZiPU
3.1. Imie¢, nazwisko i stanowisko stluzbowe o0soby/ eséb* przeprowadzajacej kontrole
zgodnie z upowaznieniem WPW!IS — upowaznienie nr 52/2019 z dnia 09.05.2019 r.:
(...) —starszy asystent
3.2. Imie¢ i nazwisko osoby/ eséb™ bioracej udzial w kontroli ze strony PSSE w (...):
(...) - asystent
(...) - asystent
(...) - mk asystent
(...) —asystent
(...) - asystent
4. Zakres kontroli: Efektywno$¢ prowadzonego nadzoru nad przestrzeganiem wymagan
dotyczacych znakowania, prezentacji i reklamy zywnos$ci prozdrowotnej o$wiadczeniami
zywieniowymi | zdrowotnymi okreslonych w przepisach.
5. Wyniki kontroli
5.1. Ocena skontrolowanej dzialalnos$ci, ze wskazaniem ustalen, na ktorych zostala
oparta:
Na podstawie ponizszych ustalen kontroli***:
1. Pozytywnie
2. Pozytywnie z uchybieniami
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3. Pozytywnie mimo stwierdzonych nieprawidlowosci

4. Negatywnie
Ocenia si¢ dzialalno$¢ PSSE w (...) w kontrolowanym zakresie.
5.1.1. Zagadnienia wymagajace oceny:
5.1.1.1. Analiza dokumentacji (np. protokoty kontroli sanitarnej, dokumenty dot. oceny
oznakowania) w zakresie tematyki kontroli w obiektach bedacych pod nadzorem
Panstwowego Powiatowego Inspektora Sanitarnego w (...), w tym w hurtowniach
farmaceutycznych, aptekach, sklepach zielarskich; hurtowniach spozywczych.

= Hurtownie farmaceutyczne (1 hurtownia: ul. (...)), apteki oraz hurtownie i sklepy

spozywcze

Brak kontroli w ww. obiektach w zakresie jw. i w okresie objetym kontrola tj. 2018 r. oraz do
14.05.2019 roku.

» Zgodnie z o$wiadczeniem na terenie dziatania PPIS w (...) nie ma producentow

Zywnosci wzbogacane;.

= Sklepy zielarskie
Przeprowadzono 2 kontrole tematyczne w zakresie oceny znakowania wybranych srodkow
spozywczych w Sklepie zielarsko-medycznym (...):
1). Protokoét kontroli sanitarnej tematycznej Nr ON-HZ.4110.22.485.3.2018 z dnia 25.09.2018
roku.
Podczas kontroli wykonano dokumentacje zdjeciowa produktow:
a) ,,SH (...)” 500 g (srodek spozywczy zaspokajajacy zapotrzebowanie organizmu przy
intensywnym wysitku fizycznym, zwlaszcza sportowcoéw), producent (...);
b) ,,MN (...) (suplement diety)), producent(...).
Ad.a),SH(...)”
W protokole zawarto nastepujacy zapis:
,,Producent, w tabeli dotyczacej warto$ci odzywczej zadeklarowatl obecnos¢ w produkcie L-
karnityny, zelaza (jako fumaran zelazawy) i1 foliany (kwas foliowy), ktére figuruja w
zalgczniku do Rozporzadzenia Komisji (WE) NR 953/2009 w sprawie substancji, ktore moga
by¢ dodawane w szczegodlnych celach odzywczych do $rodkow spozywczych specjalnego
przeznaczenia zywieniowego’.
W tym miejscu nalezy skorygowac przytoczenie w protokole rozporzadzenie Komisji (WE)
nr 953/2009.
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20 lipca 2016 r. zmienita si¢ sytuacja prawna i od tego dnia nie funkcjonuja pojecia ,,$rodka
spozywczego specjalnego przeznaczenia zywieniowego”. Po tym terminie obowigzujg
przepisy Rozporzadzenia Parlamentu Europejskiego i Rady (UE) nr 609/2013 z 12 czerwca
2013 r. w sprawie zywnosci przeznaczonej dla niemowlat i matych dzieci oraz zywnosci
specjalnego przeznaczenia medycznego i $rodkéw spozywczych zast¢pujacych catodzienng
diete, do kontroli masy ciata. Nowe przepisy uchylaja dyrektywe Rady 92/52/WE, dyrektywy
Komisji 96/8/WE, 1999/21/WE, 2006/125/WE i 2006/141/WE, dyrektywe Parlamentu
Europejskiego i Rady 2009/39/WE oraz rozporzadzenie Komisji (WE) nr 41/2009 i (WE) nr
953/2009, a tym samym rozporzadzenie ministra zdrowia w sprawie srodkow spozywczych
specjalnego przeznaczenia zywieniowego. Po zmianie przepisow prawnych, czyli od 20 lipca
2016 r., nie ma juz srodkow spozywczych specjalnego przeznaczenia przeznaczonych dla
sportowcow. W mysl nowych przepisoéw produkty te stracity status ,,$rodkéw spozywczych
specjalnego przeznaczenia zywieniowego”. Obecnie sg produktami ogdlnego spozycia i jako
takie muszg by¢ oznakowane. Do tych produktéw mozliwe jest zastosowanie o$wiadczen
zywieniowych zgodnych z rozporzadzeniem 1924/2006 w sprawie o$wiadczen zywieniowych
i zdrowotnych dotyczacych zywnosci oraz pod warunkiem spetnienia okreslonych wymagan.
Ponadto stwierdzono naruszenie art. 30 (zat. XV sposob wyrazenia i prezentacja informacji o
warto$ci odzywczej), zatacznika VIl czes¢ C — okreslenie niektorych sktadnikow nazwa
kategorii wraz z podaniem ich szczegétowej nazwy lub numeru E w zwigzku z art. 21
rozporzadzenia Parlamentu Europejskiego i Rady (UE) nr 1169/2011 z dnia 25 pazdziernika
2011 r. w sprawie przekazywania konsumentom informacji na temat ZywnoS$ci, zmiany
rozporzadzen Parlamentu Europejskiego i Rady (WE) nr 1924/2006 i (WE) nr 1925/2006 oraz
uchylenia dyrektywy Komisji 87/250/EWG, dyrektywy Rady 90/496/EWG, dyrektywy
Komisji 1999/10/WE, dyrektywy 2000/13/WE Parlamentu Europejskiego i Rady, dyrektyw
Komisji 2002/67/WE i 2008/5/WE oraz rozporzadzenia Komisji (WE) nr 608/2004.

(Uwaga! na opakowaniu produktu widnieje zapis w j. angielskim: ” Contains L — carnitine”)
Ad. b) ,MN (...)”

Stwierdzone nieprawidlowosci:

Informacja ,,zawiera substancje stodzace” podana zostata niezgodnie z Zatacznikiem Il pkt
2.1 rozporzadzenia 1169/2011.

Na stronie gtownej opakowania umieszczono o$wiadczenia zdrowotne o charakterze

ogblnym: ,,Na odpornos¢”, ,,Dba o zegby”
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Odniesienie do ogdlnych, nieswoistych korzysci, jakie przynosi dany sktadnik odzywczy lub
dana zywno$¢ dla ogolnego dobrego stanu zdrowia i dla zwigzanego ze zdrowiem dobrego
samopoczucia moze by¢ zamieszczone jedynie w przypadku, gdy towarzyszy mu
o$wiadczenie zdrowotne znajdujace si¢ w wykazach zawartych w art. 13 i 14.

Oswiadczenia dot. witaminy C i ksylitolu zostalty umieszczone na opakowaniu.

Produkt przeznaczony jest dla dorostych i dzieci powyzej 3 roku zycia.

Oswiadczenia okreslone w art. 13 — powolujace si¢ na rol¢ sktadnika odzywczego lub innej
substancji we wzro$cie, rozwoju i funkcjach organizmu moze by¢ stosowane na produktach
przeznaczonych dla dzieci, kiedy naukowe uzasadnienie odnosi si¢ do catego zycia cztowieka
lub nie ogranicza si¢ wylgcznie dla dzieci. W takich przypadkach wnioski, opinie EFSA oraz
warunki stosowania o$wiadczenia powinny precyzyjnie okresli¢ grupe konsumentdéw, dla
ktorej oswiadczenie zostato naukowo uzasadnione i jest prawidlowe.

Oswiadczenie zdrowotne ,,przyczynia si¢ do zmniejszenia uczucia Zme¢czenia i znuzenia”
dokonang zamieszczona na opakowaniu produktu.

Nieprawidlowosci w tym zakresie nie stwierdzono — ocena o$wiadczenia dokonana przez

PSSE w (...) jest prawidtowa.
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European Food Safety Authority EFSA Journal 2010:8(10):1815

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to
vitamin C and reduction of tiredness and fatigue (ID 139, 2622),
contribution to normal psychological functions (ID 140), regeneration of
the reduced form of vitamin E (ID 202), contribution to normal energy-
vielding metabolism (ID 2334, 3196), maintenance of the normal function of
the immune system (ID 4321) and protection of DNA, proteins and lipids
from oxidative damage (ID 3331) pursuant to Article 13(1) of Regulation
(EC) No 1924/2006"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA

European Food Safety Authority (EFSA), Parma, Italy

SUMMARY

Following a request from the European Commission, the Panel on Dietetic Products, Nutrition and
Allergies was asked to provide a scientific opinion on a list of health claims pursuant to Article 13 of

Regulation EC (No) 1924/2006. This opinion addresses the scientific substantiation of health claims

in relation to vitamin C and reduction of tiredness and fatigue, contribution to normal psychological

functions, regeneration of the reduced form of vitamin E, contribution to normal energy-yielding

metabolism, maintenance of the normal function of the immune system and protection of DNA,

proteins and lipids from oxidative damage. The scientific substantiation is based on the information

provided by the Member States in the consolidated list of Article 13 health claims and references that
Article Page [ EFSA has received from Member States or directly from stakeholders.
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Eurusean o0 skery sy Vitamin C related health claims

The food constituent that 1s the subject of the health claims 1s vitamin C (L-ascorbic acid, ascorbate).
The Panel considers that vitamin C is sufficiently characterised.

Reduction of tiredness and fatigue

The claimed effect 1s “vitamin/mineral supplementation to reduce fatigue and tiredness i situations
of inadequate micronutrient status™. The target population is assumed to be the general population.
The Panel considers that the reduction of tiredness and fatigue is a beneficial physiological effect.

The symptoms of vitamin C deficiency include weakness and fatigue

On the basis of the data presented, the Panel concludes that a cause and effect relationship has been
established between the dietary intake of vitamin C and reduction of tiredness and fatigue.

Contribution to normal psychological functions

The claimed effect is “the role of vitamins and minerals in mental performance (where mental
performance stands for those aspects of brain and nerve functions which determine aspects like
concentration, learning, memory and reasoning)”. The target population is assumed to be the general
population. The Panel considers that contribution to normal psychological functions, which
encompass cognitive and affective domains. is a beneficial physiological effect.

Advanced vitamin C deficiency results in scurvy. The symptoms of scurvy include listlessness and
general malaise, sometimes associated with personality changes and psychomotor performance.
Depression is one of the symptoms associated with scurvy.

On the basis of the data presented, the Panel concludes that a cause and effect relationship has been
established between the dietary intake of vitamun C and contribution to normal psychological
functions.

Regeneration of the reduced form of vitamin E
010.1315
ticle Page [ The claimed effect 1s “regeneration of vitamin E, have synergistic effects™. The target population 1s
assumed to be the general population. In the context of the clarifications provided by Member States,
the Panel assumes that the claimed effect refers to the regeneration of the reduced form of vitamin E.
The Panel considers that the 1 on_of the reduced form of vitamin E_is a beneficial ha
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W the catecholamines adrenaline and noradrenaline (which act as neurotransmitters) and in the
- amudation of peptide hormones.

3.1. Reduction of tiredness and fatigue (ID 139, 2622)

The evidence provided by consensus opinions/reports from authoritative bodies and reviews shows
that weakness and fatigue are among the symptoms of vitamin C deficiency (IoM, 2000;
Lukaski, 2004). These symptoms respond to vitamin C supplementation (Levine et al., 1996).

The Panel concludes that a cause and effect relationship has been established between the dietary
mtake of vitamin C and reduction of tiredness and fatigue.

3.2, Contribution to normal psychological functions (ID 140)

Advanced vitamin C deficiency results in scurvy. The symptoms of scurvy include listlessness and
general malaise, sometimes associated with personality changes and psychomotor performance
(Bender. 2009). Depression is one of the symptoms associated with scurvy (IoM, 2000).

Among its biological functions, vitamin C modulates neurotransmutter receptors, the function of
glutamatergic and dopaminergic neurons, and the formation of glial cells and myelin. Vitamin C, as a
co-factor for dopamine-p-hydroxylase, also contributes to catecholamines, norepmephrine
(noradrenaline) and epinephrine (adrenaline) biosynthesis (ToM, 2000).

The Panel concludes that a cause and effect relationship has been established between the dietary
intake of vitamin C and contribution to normal psychological functions.

33 Regeneration of the reduced form of vitamin E (ID 202)

Vitamin C is an electron donor, or reducing agent, and its functions are attributable to this action.
According to a report on the interaction between ascorbate and alpha-tocopherol (Niki, 1987),
vitamin C as a water-soluble antioxidant can regenerate reduced alpha-tocopherol (vitamin E) as a
lipid-soluble antioxidant added to liposomes in vitro (Levine et al., 2006).

The Panel concludes that a cause and effect relationship has been established between the dietary
intake of vitamin C and the regeneration of the reduced form of vitamin E.

10.1815
ticle Page [

EFSA Journal 2010:8(10):1815 8
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Eurmpen gféag-, Vitamun C related health claims
4. Panel’s comments on the proposed wording

4.1. Reduction of tiredness and fatigue (ID 139, 2622)

The Panel considers that the following wording reflects the scientific evidence: “Vitamin C can
contribute to the reduction of tiredness and fatigue™.

4.2, Contribution to normal psychological functions (ID 140)

The Panel considers that the following wording reflects the scientific evidence: “Vitamin C
contributes to normal psychological functions™.

4.3. Regeneration of the reduced form of vitamin E (ID 202)

The Panel considers that the following wording reflects the scientific evidence: “Vitamin C
contributes to the regeneration of the reduced form of vitammin E”.

5. Conditions and possible restrictions of use

The Panel considers that in order to bear the claims a food should be at least a source of vitamin C as
per Annex to Regulation (EC) No 1924/2006. Such amounts can be easily consumed as part of a
balanced diet. The target population 1s the general population.

CONCLUSIONS
On the basis of the data presented, the Panel concludes that:

10.1815
ticle Page [

e The food constituent, vitamin C, which is the subject of the health claims, is sufficiently
characterised.

Reduction of tiredness and fatigue (ID 139, 2622)

Strona BT 13 Wyrazy 229% (¥ = = ¥ + 0%
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CONCLUSIONS
On the basis of the data presented, the Panel concludes that:

* The food constituent, vitamuin C, which 1s the subject of the health claims, 15 sufficiently
characterised.

Reduction of tiredness and fatigue (ID 139, 2622)

* The claimed effect is “vitamin/mineral supplementation to reduce fatigue and tiredness in
situations of inadequate micronutrient status™. The target population is assumed to be the
general population. Reduction of tiredness and fatigue 1s a beneficial physiological effect.

* A cause and effect relationship has been established between the dietary intake of vitamin C
and reduction of tiredness and fatigue.

s The followmng wording reflects the scientific evidence: *“Vitamin C can contribute to the
reduction of tiredness and fatigue™.

Contribution to normal psychological functions (ID 140)

®  The claimed effect is “the role of vitamins and minerals in mental performance (where mental
performance stands for those aspects of brain and nerve functions which determine aspects
like concentration, learning, memory and reasoning)™. The target population is assumed to be
the general population. Contribution to normal psychological functions, which encompass
cognitive and affective domauns, 1s a beneficial physiological effect.

* A cause and effect relationship has been established between the dietary intake of vitamin C
and contribution to normal psychological functions.

EFSA Journal 2010;8(10):1815 9
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Vitamin C related health claims

APPENDIX C

Table 1. Main entry health claims related to vitamin C, including conditions of use from similar
claims, as proposed in the Consolidated List.

m Food or Food constituent Health Relationship Proposed wording

139 | Vitamin C Vitamin/mineral Supplementation with
supplementation to reduce B-vitamins, iron, magnesium as
fatigue and tirednes in well as vitamin C can reduce
situations of inadequate fatigue and tiredness in situations
‘micronutrient status of inadequate micro-nutrient
Clarifications provided status
Reduce fatigue and tiredness,
particularly in situations of
inadequate micronutrient
status, due to role m energy
metabolism

Conditions of use

Must meet minimum requirements for use of the claim "source of [name of vitamin/s] and/or
[name of mineral/s]." as per Annex to Regulation 1924/2006.

m Food or Food constituent l Health Relationship Proposed wording

140 | Vitamin C The role of vitamins and | Water-soluble vitamins, calcium,
minerals in mental | magnesium and zinc are essential
performance (where mental | for mental function and
performance stands for those | performance

aspects of brain and nerve . .
fanctions which  determine In situations of inadequate

N micronutrient status,
aspects like concentration,

T R supplementation  with
CEEREIEE learning,  memory  and PP o
. - N soluble vitamins, mun
ticle Page 4 reasoning) ¢ :
zZinc  can  sustan  men

performance. Necessary for the
healthy functioning of the brain
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Jednakze, producent do zatwierdzonego oswiadczenia dotozyt dodatkowe informacje, ktore
nie byty przedmiotem oceny i opinii Panelu.

,Warto unika¢ niedoboréow witaminy C w okresach zwiekszonej aktywnosci, gdyz
przyczynia si¢ ona do zmniejszenia uczucia zme¢czenia i znuzenia”.

Zgodnie z naukowa opinig deklarowanym efektem jest suplementacja witamin / sktadnikow
mineralnych w celu zmniejszenia uczucia zmgczenia i znuzenia w sytuacjach, w ktorych
wystepuje nicodpowiedni stan mikroelementow.

Omawiane o$wiadczenie nie dotyczy ,,okresow zwiekszonej aktywnosci fizycznej”, tym

bardziej, iz produkt przeznaczony jest takze dla dzieci 3+.

W wykazie oswiadczen znajduje si¢ inne oswiadczenie zdrowotne ,,Witamina C pomaga w
utrzymaniu prawidtowego funkcjonowania uktadu odpornosciowego w trakcie intensywnych
¢wiczen fizycznych i po nich”, ktére moze by¢ umieszczone na produktach przeznaczonych

dla ludzi uprawiajacych sport.
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The Panel considers that normal function of the nervous system is beneficial to human health. Q
. . B
2.6. Function of the immune system (ID 134)
The claimed effect is “immune system function”. The Panel assumes that the target population is the P
general population. —
o=
The Panel considers that a normal function of the immune system is beneficial to human health.
2.7. Function of the immune system during and after extreme physical exercise (ID 144) CN
The claimed effect is “oxidative stress, acts as antioxidant and helps protect the body tissues against
potentially damaging effects of free radicals™. The protection of DNA. proteins and lipids from £
oxidative damage is considered in sections 2.1. and 2.3. of this opinion. o
In the context of the proposed wording. the Panel notes that the claimed effect relates to the
maintenance of the normal function of the imnmme system which may be depressed during and after =
» extreme exercise. The Panel assumes that the target population is subjects performing physical w3
exercise.
The Panel considers that the maintenance of a normal function of the immune system during and after
extreme physical exercise is beneficial to human health. V3

2.8. Non-haem iron absorption (ID 132, 147)

The claimed effect is “iron absorption”. The Panel assumes that the target population is the general
population.

EFSA Journal 2009; 7(9):1226 6
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products containing > 1000 mg of Vitamun C should camry the label advisory statement @
"[This amount of Vitamin C]* may cause mild stomach upset in sensitive individuals. "
Eg,
144 Food or Food component Health Relationship Proposed wording [;,
Vitamin C OXIDATIVE STRESS. | Boosts the immune system which is =
Acts as antioxidant and depressed during exercise. o=
helps protect the body
tissues against the
potentially damaging Ch
effects of free radicals
Conditions of use £
- Claim to be only used for Foods for sport people under the Dir. 89/398/EEC. The DRA for O
vit C is 90 mg (M) and 735 mg (F). CEDAP recommendations for sports people: vit C is 1000
mg. Agency guidance for supplements 1s that products containing >1000 mg of Vitamin C
should carry the label advisory statement "This amount of Vitamin C may cause mild -
L stomach upset in sensitive individuals" 4 4
146 Food or Food component Health Relationship Proposed wording
Vitamin C Promotes the Promotes lutein / zeaxanthin %
antioxidative function of | function
lutein
Conditions of use
- Must meet minimmm requirements for use of the claim "source of [name of vitamin/s] and/or
[name of mineral/s)" as per Annex to Regulation 1924/2006.Agency guidance for
supplements is that products containing >1000mg vitamin C should carry the label advisory
statement "this amount of vitamin C may cause mild stomach upset in sensitive individuals"
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individuals exposed to severe physical exercise can be restored by vitamin C intake (Delafuente et al, ~ @
1986: Heuser et al., 1997; Jacob et al., 1991; Kennes et al., 1983; Nieman et al.. 2000; Tauler et al.
2003: Buzina-Suboticanec et al., 1998: Chavance et al., 1989). B
The Panel concludes that a cause and effect relationship has been established between the dietary B
intake of vitamin C and the normal function of the immune system.
=
o=
3.7. Function of the immune system during and after extreme physical exercise (ID 144)
Studies on vitamin C supplementation or status on clinical outcomes unrelated to the claimed effect
(e.g.. macular degeneration, bronchial responsiveness in asthma or antioxidant status) were not E
considered as pertinent to support the claimed effect.
L
It is known that under conditions of immune depression, resistance to infections may be reduced, and
certain diseases such as common cold may occur more frequently. Most of the human studies )]
presented have investigated the relationship between vitamin C supplementation and the prevention of
common cold. Three systematic Cochrane reviews (with meta-analyses) investigating the role of
o vitamin C supplementation in the prevention, severity of symptoms and treatment of common cold ‘
include the vast majority of the single studies provided for this outcome (Douglas et al., 2000 and 4

2004: Hemila et al., 2007). Most studies indicate that vitamin C supplementation with doses above the

dietary reference values fail to reduce the incidence of colds in the normal population However,

evidence shows that persons exposed to brief periods of severe physical exercise and/or cold y
environments benefit in terms of duration and severity of the common cold from regular vitamin C 2
intake above 200mg/d.

The Panel concludes that a cause and effect relationship has been established between the dietary
intake of vitamin C and the maintenance of the normal function of the immune system during and after
extreme physical exercise.

3.8. Non-haem iron absorption (ID 132, 147)

Iron deficiency is one of the most common micronutrient deficiencies with about 30% of world

population being anaemic (Ramakrishnan, 2002; WHO, 2008). There is still a significant prevalence

of iron deficiency in Europe especially among pregnant women, children and women in reproductive

age (WHO. 1992: Badham et al., 2007). The most common consequence of iron deficiency is [
¥al 1 ae 2|
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2) Protokot kontroli sanitarnej tematycznej Nr ON-HZ.4110.22.485.1.2019 z dnia 26.02.2019

roku.

Sprawdzono wybioérczo oceng oznakowania suplementu diety dokonang przez PPIS w (...) na
przyktadzie produktu ,,M(...)” 30 kapsutek — producent: (...)

Na glownej stronie opakowania zawarto nastgpujace informacje:

BIOTYNA MOCNE I PIEKNE WLOSY - brak odniesienia si¢ do tego oswiadczenia.

Na stronie opakowania umieszczono ,,Zawiera unikalne potaczenie biotyny, krzemionki i
kwasu pantotenowego z wyciggami ze skrzypu polnego i ziela pokrzywy, ktére wzmacniaja
wtlosy oraz paznokcie”

Omowienie:

- zapis ten wskazuje, iz do suplementu diety dodano krzemionke oraz wycigg ze skrzypu
polnego i ziela pokrzywy, natomiast w wykazie sktadnikow nie ma ,,krzemionki”;

- o$wiadczenia zdrowotne ,,wzmacniajg wtosy oraz paznokcie” zgodnie z ww. zapisem odnosi

si¢ do wszystkich ww. sktadnikow, tj.




Zatacznik nr 9 do Procedury PSZ-09
Data wydania 02.01.2017 r

Wydanie 3

Strona 13z 20

biotyny
krzemionki
kwasu pantotenowego

wyciagu ze skrzypu polnego i ziela pokrzywy.

W odniesieniu do krzemionki oraz kwasu pantotenowego nie autoryzowano zadnych

o$wiadczen zdrowotnych odnoszacych si¢ do wlosow i paznokci.
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European Food Safety Authority EFSA Journal 2010;8(10):1728

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to biotin
and maintenance of normal skin and mucous membranes (ID 121),
maintenance of normal hair (ID 121), maintenance of normal bone

(ID 121), maintenance of normal teeth (ID 121), maintenance of normal

nails (ID 121, 2877), reduction of tiredness and fatigue (ID 119),
contribution to normal psychoelogical functions (ID 120) and contribution
to normal macronutrient metabolism (ID 4661) pursuant to Article 13(1) of
Regulation (EC) No 1924/2006'

EFSA Panel on Dietetic Products, Nutrition and Allergies (1\'DA)2 3

European Food Safety Authority (EFSA), Parma, Italy

SUMMARY

Following a request from the European Commission, the Panel on Dietetic Products, Nutrition and

Allergies was asked to provide a scientific opmion on a list of health claims pursuant to Article 13 of

Regulation (EC) No 1924/2006. This opinion addresses the scientific substantiation of health claims

in relation to biotin and maintenance of normal skin and mucous membranes, maintenance of normal

hair, maintenance of normal bone, maintenance of normal teeth, maintenance of normal nails,

reduction of tiredness and fatigue, contribution to normal psychological functions and contribution to

normal macronutrient metabolism. The scientific substantiation 1s based on the information provided

T by the Member States in the consolidated list of Article 13 health claims and references that EFSA

e Page [ has received from Member States or directly from stakeholders.

The food constituent that 1s the subject of the health claims 1s biotin. The Panel considers that biotin
is sufficiently characterised. v

WAy 1257 ¥ E T +T00%
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‘Conditions of use

Only for products with at least 100 % RDA of vitamins

D Food or Food constituent Health Relationship Proposed wording
121 | Biotin Bone/Teeth/ Hair / Skin and | Necessary for healthy teeth,
Nail health bones, hair, skin and nails

‘Conditions of use

—  Food supplement with 30 mg of biotin in the daily dose

~  Food supplement with 75 mg of biotin in the daily dose

- 15% des empfohlenen Tagesbedarfs—pro Portion, 1 x am Tag

~  Must meet minimum requirements for use of the claim "source of [name of vitamin/s] and/or
[name of mineral/s]" as per Annex to Regulation 1924/2006.

~  Mindestens 15 % RDA je 100 g oder 100 mL oder je Portion gemal 90/496/EWG

D Food or Food constituent Health Relationship Proposed wording
2877 | Vitamune BS : Vitamuin B8 or | Resistance and strength of the | Contribute to improve nail's
vitamin H (biotin) nails resistance
EFSA Journal 2010;8(10):1728 18

Biotin related health claims

‘Conditions of use

010.1728 — 0,15 mg/day
ticle Page [
ID Food or Food constituent Health Relationship Proposed wording J
4661 | Biotin Role in protein and amino acid | Biotin is needed for the proper
metabolism metabolism of proteins / helps
Strona TEZ 16 Wyrazy: 1207 [[¥
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Art.13(1 Copper

Art.1 ) Copper

3(1) Copper

Copper

Showing 651 to 700 of 2,337 entries

0
Rd

(@ eceuropa.eu/food/safe

Alabellin

Copper contributes to normal
energy-yielding metabolism

Copper contributes to normal
functioning of the nervous system

Copper contributes to normal hair
pigmentation

Copper contributes to normal iron
transport in the bady

Last update:

The claim may be used
only for food which is at
least a source of copper
as referred to in the daim
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 copper
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 copper
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 copper
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.

Contribution to
normal energy-
yielding metabolism

Maintenance of the
normal function of
the nervous system

maintenance of skin
and hair
pigmentation

iron transport

0/10/2016 | Legal notice | Contact | Top

- m]
. P
A zdrowotnych GIS = D@ =
2 Authorised 266, -~
2 1729
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1723
2 Authaorised 268,
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270,
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# Nutrition and Health Claims - - X [ig

g
I LIRS ¢ @ @ eceuropa.euffood/safety/labelling_nutrition/claims/register/public e w i zdrowotnych GIS — D@ =
rt Pantothenic acid Pantothenic acid contributes to The claim may be used only for  energy-yielding 9;7(9):1218 Commission  Authorised 56, ~
normal energy-yielding metabolism  food which is at least a source metabolism 59,
of pantothenic acid as referred 60,
to in the claim SOURCE OF 4 12 0 64,
[NAME OF VITAMIN/S] AND/OR 16/05/2012 171,
[NAME OF MINERAL/S] as listed 172,
in the Annex to Regulation (EC) 208
No 1924/2006.
Pantothenic acid Pantothenic acid contributes to The claim may be used only for mental Authorised 57,
normal mental performance food which is at least a source performance 58

of pantothenic acid as referred
to in the claim SOURCE OF
[NAME OF VITAMIN/S] AND/OR
[NAME OF MINERAL/S] as listad
in the Annex to Regulation (EC)
No 1924/2006.

Pantothenic acid Pantothenic acid contributes to The claim may be used only for  synthesis and Authorised 181
normal synthesis and metabolism food which is at least a source metabolism of
of steroid hormones, vitamin D and  of pantothenic acid as referred steroid
some neurotransmitters to in the claim SOURCE OF hormones,
[NAME OF VITAMIN/S] AND/OR vitamin D and
[NAME OF MINERAL/S] as listed some
in the Annex to Regulation (EC)  neurotransmitters
No 1924/2006.

1) Pantethenic acid Pantothenic acid contributes to the ~ The claim may be used only for  reduction of Authorised 63
reduction of tiredness and fatigue food which is at least a source tiredness and

of pantothenic acid as referred  fatigue

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.

13(1) Pantothenic acid Pantothenic acid supports healthy Non-compliance with the adrenal function 2010;8(10):1758 Non- 204
(B-5) hormone balance. Pantothenic acid  Regulation because on the authorised

is required for normal adrenal basis of the scientific evidence

function assessed, this claimed effect
for this food is not sufficiently
defined to be able to be
assessed and the claim could
not therefore be substantiated.

3(1) Papain Supports normal immune function Non-compliance with the “Immune 2011;9(4):2061 Non- lﬁn ©

3.5. Utrzymanie prawidlowego stanu wlosow (ID 61)

The Panel notes that no evidence has been provided to support the role of pantothenic acid in
maintenance of normal hair. The Panel concludes that a cause and effect relationship has not
been established between the dietary intake of pantothenic acid and maintenance of normal
hair.

3.6. Utrzymanie prawidlowego stanu skory (ID 61)

The Panel notes that no evidence has been provided to support the role of pantothenic acid in
maintenance of normal skin. The Panel concludes that a cause and effect relationship has not
been established between the dietary intake of pantothenic acid and maintenance of normal
skin.

3.7. Utrzymanie prawidlowego stanu paznokci (ID 61)

The Panel notes that no evidence has been provided to support the role of pantothenic acid in

maintenance of normal nails. The Panel concludes that a cause and effect relationship has not



http://www.oswiadczenia.eu/online/index.do#healthclaimdetails;ids=61%252C
http://www.oswiadczenia.eu/online/index.do#healthclaimdetails;ids=61%252C
http://www.oswiadczenia.eu/online/index.do#healthclaimdetails;ids=61%252C
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been established between the dietary intake of pantothenic acid and maintenance of normal

nails.

3.5. Utrzymanie prawidlowego stanu wloséw (ID 61)

Panel zauwaza, ze nie dostarczono dowodéw na poparcie roli kwasu pantotenowego w
utrzymaniu normalnych wlosoéw. Panel stwierdza, ze nie ustalono zwiagzku przyczynowo-
skutkowego pomiedzy spozyciem kwasu pantotenowego a utrzymaniem normalnych wlosow.
3.6. Utrzymanie prawidtowego stanu skory (ID 61)

Panel zauwaza, ze nie dostarczono dowodow na poparcie roli kwasu pantotenowego w
utrzymaniu normalnej skory. Panel stwierdza, ze nie ustalono zwiagzku przyczynowo-
skutkowego pomiedzy spozyciem kwasu pantotenowego a utrzymaniem normalnej skory.

3.7. Utrzymanie prawidtowego stanu paznokci (ID 61)

Panel zauwaza, ze nie dostarczono dowoddéw na poparcie roli kwasu pantotenowego w
utrzymaniu normalnych paznokci. Panel stwierdza, ze nie ustalono zwigzku przyczynowo-
skutkowego pomigdzy spozyciem kwasu pantotenowego a utrzymaniem normalnych

paznokci.

Odnosnie krzemionki takze nie autoryzowano zadnego oswiadczenia zdrowotnego w

odniesieniu do ,,wzmacniania wlosow oraz paznokci”.
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not therefore be substantiated. A
|
Sialic acid Sialic acid may improve learning Non-compliance with the learning and 1269 Non- 1594
WK and memory Regulation because on the basis  memory authorised
- of the scientific evidence
assessed, this claimed effect for
this food has not been
substantiated.
Silica / Silicious earth  Plays an important part in the Non-compliance with the maintenance of Non- 1652
connective tissue/ helps maintain Regulation because on the basis  normal bone authorised
healthy hair, skin and nails/ helps of the scientific evidence
strengthen skin, hair and nails/ assessed, this claimed effect for
helps maintain healthy skin, joints this food has not been
and bone and strong hair and substantiated.
nails/ traditionally used to
contribute to the condition
Silica / Silicious earth  Plays an important part in the Non-compliance with the contribution to Non- 1652
connective tissue/ helps maintain Regulation because on the basis  normal formation authorised
healthy hair, skin and nails/ helps of the sdientific evidence of collagen and
strengthen skin, hair and nails/ assessed, this claimed effect for  connective tissue
helps maintain healthy skin, joints this food has not been
and bone and strong hair and substantiated.
nails/ traditionally used to
contribute to the condition
Silica / Silicious earth  Plays an important part in the Non-compliance with the contribution to Non- 1652
connective tissue/ helps maintain Regulation because on the basis  normal formation authorised
healthy hair, skin and nails/ helps of the sdientific evidence of hair and nails
strengthen skin, hair and nails/ assessed, this claimed effect for
helps maintain healthy skin, joints this food has not been
and bone and strong hair and substantiated.
nails/ traditionally used to
contribute to the condition
Silica / Silicious earth  Plays an important part in the Non-compliance with the maintenance of Non- 1652
connective tissue/ helps maintain Regulation because on the basis  normal joints authaorised
healthy hair, skin and nails/ helps of the scientific evidence
strengthen skin, hair and nails/ assessed, this claimed effect for
helps maintain healthy skin, joints this food has not been
and bone and strong hair and substantiated.
nails/ traditionally used to
contribute to the condition
Silicon For stomach health. Sooths the Non-compliance with the forming a Non- 345
stomach Protects the stomach’s Regulation because on the basis  protecting coat authorised
mucous membranes. of the scientific evidence on the mucus
assessed, this claimed effect for ~ membrane of the
this food is not a beneficial stomach n v
Strona 17219 Wyrazy 1297 [I¥ TR = T 005

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

Opinia dotyczaca skrzypu polnego

Scientific opinion on the substantiation of health claims related to Equisetum arvense L. and

invigoration of the body (ID 2437), maintenance of skin (ID 2438), maintenance of hair (ID

2438), maintenance of bone (ID 2439), and maintenance or achievement of a normal body

weight (1D 2783) pursuant to Article 13 of Regulation (EC) No 1924/2006[sup]1[/sup] EFSA
Panel on Dietetic Products, Nutrition and Allergies (NDA)2 European Food Safety Authority
(EFSA), Parma, Italy

Utrzymanie prawidtowego stanu wtosow (ID 2438)

Przytoczono jedno odniesienie w celu uzasadnienia deklarowanego efektu. To odniesienie
byto czasopismem, ktore nie bylo dostepne dla Panelu. Panel stwierdza, ze nie wykazano
zwiazku przyczynowo-skutkowego pomiedzy spozywaniem Equisetum arvense L a
utrzymaniem normalnych wlosow

http://www.oswiadczenia.eu/online/index.do#!pdfdetails;id=1148549
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Whioski
W obiektach nadzorowanych zaréwno przez inspekcj¢ sanitarng jak i farmaceutyczng nie
prowadzono kontroli w wyzej wymienionym zakresie, w zwigzku z tym brak jest mozliwosci
oceny zgodnosci dziatania tych podmiotéw w $wietle obowigzujacego prawa zywnosciowego
(np. oznakowanie, reklama, prezentacja i miejsce wystawienia srodkéw spozywczych).

= Hurtownie spozywcze

W hurtowni spozywczej nie przeprowadzono kontroli w tym zakresie.

= Sprzedaz przez Internet

Brak kontroli w ww. zakresie.

5.1.1.2. Ocena oznakowania zywno$ci wzbogacanej u producenta

Zgodnie z oswiadczeniem, na terenie dziatania Panstwowego Powiatowego Inspektora
Sanitarnego w (...) nie ma producenta zywnosci wzbogacanej.

Whiosek

W celu upewnienia sig, iz zaden producent nie wzbogaca srodkow spozywczych, wskazana
jest kontrola receptur i pordwnanie otrzymanych wynikéw z informacjami zamieszczonymi w
oznakowaniu. Czynnos¢ ta powinna by¢ odnotowana w protokole.

5.1.1.3. Podjete dzialania w przypadku stwierdzenia niezgodnosci — nie dotyczy.

5.2. Zakres, przyczyny i skutki stwierdzonych nieprawidlowosci:

Przy ocenie oznakowania nie uwzgledniono aktualnego stanu prawnego przedmiotu kontroli,
opinii EFSA oraz statusu analizowanego oswiadczenia (autoryzowany, nieautoryzowany).
Ocenie oznakowania nie poddano wszystkich informacji podanych przez producenta
odnoszacych si¢ do przedmiotu kontroli.

5.3. Zalecenia lub wnioski dotyczace usuniecia nieprawidlowosci lub usprawnienia
funkcjonowania PSSE:

1) Tematyka przedsiewzigcia obja¢ takze inne rodzaje obiektow znajdujgce si¢ W
rejestrze zaktadow podlegajacych urzedowej kontroli zywnos$ci, prowadzonym przez
Panstwowego Powiatowego Inspektora Sanitarnego w (...) jak w pierwszej kolejnosci
zaktady produkujace zywnos$¢, hurtownie farmaceutyczne, hurtownie spozywcze. czy
apteki.

2) Oceng obja¢ wszystkie zagadnienia zwigzane z zakresem kontroli.

3) Na biezaco informowac pracownikow o obowigzujacych aktach prawnych.
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5.4. Ocena wskazujaca na niezasadnos$¢ zajmowania stanowiska lub pelnienia funkcji
przez osobe odpowiedzialna za stwierdzone nieprawidlowosci:
Nie dotyczy

Informacj¢ o wykonaniu zalecen lub wykorzystaniu wnioskow, a takze o podjetych

dziataniach lub przyczynach ich niepodjecia prosze przekaza¢ w terminie 14 dni od daty
otrzymania wystapienia pokontrolnego.

Wystapienie pokontrolne sporzadzono w dwoéch jednobrzmigcych egzemplarzach, jeden
egzemplarz dla PPIS w (...), drugi dla WPWIS.

W toku kontroli zgromadzono akta (dowody zgromadzone podczas kontroli) ponumerowane
od -do -.

Dokument zostat podpisany podpisem
elektronicznym kwalifikowanym




