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IMPLEMENTING DECREE
of …………… 2016,

on food supplements and the composition of foodstuffs
Pursuant to § 18(1)(a) and (t) of Act No 110/1997, on food and tobacco products, and on amendments to some related acts, as amended by Act No 306/2000, Act No 146/2002, Act No 316/2004, Act No 120/2008 and Act No 139/2014, (hereinafter: the ‘Act’) the Ministry of Agriculture hereby lays down the following:
§ 1 
Subject matter
This Implementing Decree incorporates appropriate EU legislation
), and, in connection with directly applicable EU legislation
), regulates:
a) requirements for the composition of food supplements, their labelling and method of use;
b) requirements for food composition. 
§ 2 
Food supplement composition requirements 
(1) Vitamins and minerals and their forms that can be used for the manufacture of food supplements are stipulated in Annex I and II to Directive 2002/46/EC on the approximation of the laws of the Member States relating to food supplements, as amended by directly applicable legislation of the European Union
). 
(2) Some other substances that can be used in the manufacture of food supplements and conditions under which they can be used are listed in Annex 1 to this Implementing Decree
§ 3 
Food supplement labelling 
(1) Aside from labelling requirements for packaged foods stipulated by directly applicable EU legislation
) regulating food labelling and requirements regulated in the Act, the following shall be stated on consumer packaging: 
a) the words ‘food supplement’ in the food name; 
b) the name of vitamins, minerals or other substances that characterise the product; 
c) numerical information regarding the amount of vitamins, minerals or other substances having a nutritional or physiological effect relating to the recommended daily allowance, where the units used for vitamins and minerals shall be those listed in Annex 1 to Directive 2002/46/EC on the approximation of the laws of the Member States relating to food supplements, as amended by directly applicable EU legislation
); 
d) information regarding the vitamin and mineral content also as a percentage of the reference intake value stipulated in Annex XIII to directly applicable EU legislation5), where this information may be provided in graphic form; 
e) the recommended daily allowance; 
f) a warning against exceeding the recommended daily allowance; 
g) a warning that products should be kept out of reach of children; 
h) a warning that food supplements are not a replacement for a balanced diet; 
i) a warning reading ‘Not suitable for pregnant women’ for food supplements containing more than 800 µg (RE) vitamin A in the daily allowance; 
j) a warning reading ‘May reduce blood clotting’ for food supplements containing the plant Ginkgo biloba;
k) a warning to cease consumption and consult a physician in case of any suspicion of liver disease for food supplements containing Cimicifuga racemosa (black cohosh) or its extracts; and
l) a warning that it is not suitable for children, young people, pregnant and lactating women, persons using hypolipidemics and persons with kidney or liver disease and with muscular disorders for supplements containing monacolin K.
(2) Information pursuant to (1)(c) is provided as average values determined based on a quantitative analysis of the food supplement performed by the manufacturer. 
(3) Information on the total amount is provided pursuant to other legislation
) or pursuant to rules for marking with the ‘e’ symbol
). A positive or negative volume or mass discrepancy of at most 5 % is not considered as misleading the consumer. 
(4) Information on quantity is not required for food supplements that are sold according to the number of pieces, and where this number is clearly visible through the package and easily counted, or the number of pieces is provided when marking the food.
(5) Marking must not: 
a) attribute properties to food supplements related to prevention, treatment, or curing of human illnesses, or refer to these properties; or
b) contain any claims stating or implying that a balanced and varied diet cannot provide sufficient amounts of nutrients. 
(6) Nutritional and health claims may be made for food supplements in compliance with directly applicable EU legislation on nutrition and health claims made on foods
). 
(7) Substances whose placement on the market is subject to directly applicable EU legislation on novel foods
) may be present in food supplements only in compliance with this Regulation.
§ 4 
Food supplement usage 
Food supplements are used as capsules, pastilles, tablets, pills, and in other similar forms, also in powder form, as a liquid in ampoules, in bottles with a dropper, and in other similar forms of liquid or powdered products intended for intake in small, measured amounts, and are placed on the market in this manner. 
§ 5
Requirements for food composition
(1) Requirements for adding vitamins, minerals, or other substances to foods are regulated by directly applicable EU legislation on the addition of vitamins and minerals and of certain other substances to foods
). The following cannot be added to foods, individually or in a mixture: narcotic or psychotropic substances
), precursors of substances listed in Category 1 of directly applicable EU legislation
), steroids, i.e. substances with anabolic and other hormonal effects, substances of a hormonal nature, and other substances that have been proven to have a toxic, genotoxic, teratogenic, hallucinogenic, narcotic, or other negative effect on the human body.
(2) Some other substances that cannot be used in food production are listed in Annex 2 to this Implementing Decree.
§ 6 
Transitional provisions 
Foodstuffs placed on the market or labelled prior to the date of entry into force of this Implementing Decree may be sold until stocks are exhausted.
§ 7 
Final provisions
This Implementing Decree was notified in accordance with Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services.
§ 8 
Repealing provisions 
The following decrees are repealed:
1. Decree No 225/2008, stipulating requirements for food supplements and for food enrichment; 
2. Decree No 352/2009, amending Decree No 225/2008, stipulating requirements for food supplements and for food enrichment.
§ 9 
Entry into force
This Implementing Decree shall enter into force on
Minister:
Annex 1 to Decree No .../2016
Conditions of use for other substances in food supplements 
1. Conditions of use for some plants 
	Plant name
	Plant part
	Maximum permissible amount in daily allowance

	Cimicifuga racemosa (black cohosh)
	Dried root and rhizome
	40 mg

	Citrus aurantium 
(bitter orange) 
	Extract (recalculated for amount of synephrine)
	20 mg of synephrine

	Crataegus spp. (hawthorn)
	Dried leaves, flowers, fruit
	1000 mg

	Dioscorea sp. (Yam genus)
	Dried tuber
	100 mg

	Echinacea spp. 
	Dried root, tops
	500 mg

	Garcinia gummi-gutta 
(Malabar tamarind) 
	Peel (recalculated for amount of hydroxycitric acid)
	2000 mg

	Ginkgo biloba 
(ginkgo) 
	Standardised 24/6 extract from leaves 
	60 mg

	Ginkgo biloba 
(ginkgo) 
	Dried leaves
	4000 mg

	Hypericum perforatum (St John's wort)
	Dried tops
	900 mg

	Panax ginseng 
	Dried root
	2000 mg

	Ptychopetalum olacoides (muira puama)
	Dried wood
	500 mg

	Rhodiola rosea (rose root) 
	Standardised root extract (4 % rosavin)
	100 mg

	Schisandra chinensis (five-flavour berry) 
	Dried fruits
	600 mg

	Tribulus terrestris (goat's head)
	Dried tops, fruits
	2000 mg

	Turnera diffusa (damiana) 
	Dried leaves
	1000 mg

	Uncaria tomentosa (vilcacora, cat's claw) 
	Dried root
	1000 mg

	Valeriana officinalis
(garden valerian) 
	Dried root
	1000 mg


2. Conditions of use for certain substances other than plants 
	Other substances
	Maximum permissible amount in daily allowance

	Acetylcarnitine
	500 mg

	Monacolin K from fermented red yeast rice (Monascus purpureus)
	10 mg

	DMAE (dimethylaminoethanol)
	20 mg

	Coenzyme Q10 (ubiquinone and ubiquinol)
	200 mg

	Orotic acid
	50 mg

	Pycnogenol
	100 mg

	Taurine
	2000 mg


Annex 2 to Decree No .../2016
List of other substances prohibited in food production 
1. Plants prohibited in food production
	Latin name
	English name
	Plant part

	Aconitum spp.
	Monkshood
	Root

	Adonanthe spp. (Adonis spp.)
	Pheasant's eye
	Tops

	Alkanna spp.
	Alkanet 
	

	Alstonia spp.
	Alstonia
	Bark

	Ammi visnaga (L.) LAM.
	Bishop's weed
	Fruit

	Andira spp.
	Andira 
	

	Anchusa spp.
	Anchusa 
	

	Apocynum spp.
	Dogbane
	Root

	Areca catechu L.
	Areca nut
	Seed

	Aristolochiaceae
	Birthwort
	

	Artemisia cina
	Wormseed
	

	Asarum spp.
	Wild ginger
	Tops

	Aspidosperma quebracho-blanco Schlecht.
	Quebracho
	Bark

	Atropa spp.
	Belladonna
	Leaves, tops, root

	Azadirachta indica
	Neem
	

	Baccharis coridifolia
	Baccharis
	

	Baccharis megapotamica
	-
	

	Borago officinalis
	Borage
	Tops, flowers

	Bragantia wallichii
	-
	

	Brachyglottis spp.
	Senecio
	

	Caltha palustris
	Marsh-marigold
	

	Cassia acutifolia (Cassia senna)
	Alexandrian senna 
	Leaf, fruit

	Cassia angustifolia VAHL
	Senna
	Leaf, fruit

	Catharanthus roseus (L). G.DON
	Madagascar periwinkle
	Tops

	Cephaelis spp.
	Psychotria
	Root

	Cineraria spp.
	
	

	Citrullus colocynthis 
	Colocynth
	Fruit

	Clematis spp.
	Clematis
	

	Cocculus spp. (Anamirta cocculus)
	Indian gooseberry
	

	Colchicum spp.
	Autumn crocus
	Seed

	Conium maculatum
	Hemlock
	

	Convallaria majalis L.
	Lily of the valley
	Leaves, tops

	Corydalis spp.
	Corydalis
	Root

	Croton tiglium
	Purging croton
	

	Cynoglossum spp.
	Forget-me-not 
	

	Datura spp.
	Datura
	Leaves, tops, seeds

	Digitalis spp.
	Foxglove
	Leaves

	Diploclisia affinis,
	-
	

	Diploclisia chinensis
	-
	

	Dryopteris filix-mas
	(Male) fern
	Rhizome

	Duboisia spp.
	Corkwood tree
	Leaves

	Ecballium elaterium A. RICH.
	Squirting cucumber
	Fruit

	Ephedra spp.
	Ephedra
	Tops

	Erechthites spp.
	Fireweed
	

	Erythroxylon sp.
	-
	

	Eschscholtzia californica CHAM.
	California poppy
	Tops

	Eupatorium spp.
(kromě Eupatorium perfoliatum)
	Boneset
	

	Euphorbia spp.
	Spurge
	Tops, dried juice

	Exogonium purga
	Jalap
	

	Frangula alnus MILL.
	Alder buckthorn
	Bark

	Gelsemium sempervirens (L.) AIT.
	Yellow jasmine
	Root

	Genista tinctoria
	Dyer’s greenweed
	

	Gossypium spp.
	Cotton plant
	Seed

	Heliotropium spp.
	Heliotropes
	

	Helleborus spp.
	Hellebores
	Root

	Hydrastis canadensis L.
	Goldenseal
	Root

	Hyoscyamus spp.
	Henbanes
	Leaves, tops

	Chelidonium majus L.
	Greater celandine
	Root, leaves, tops

	Chenopodium ambrosioides
	Wormseed
	

	Ipomoea spp.
	Morning glories
	

	Ledum palustre
	Marsh Labrador tea
	

	Lithospermum officinale
	Common gromwell
	

	Lobelia spp.
	Lobelias
	Tops

	Mallotus philippinensis
	Kamala tree
	

	Mandragora officinarum L.
	Mandrake
	Root

	Menispermum canadense,
	Canadian moonseed
	

	Menispermum dahuricum
	Asian moonseed
	

	Mucuna pruriens
	Velvet bean
	

	Nerium oleander L.
	Oleander
	Leaves, tops

	Nicotiana spp.
	Tobacco
	Leaves

	Papaver somniferum L.
	Opium poppy
	Fruit except for ripe seeds, dried juice

	Pausinystalia yohimbe (K.SCHUM.) PIERRE
	Yohimbe
	Bark

	Petasites spp.
	Butterburs
	

	Physostigma venenosum BALF.
	Calabar bean
	Seed

	Pilocarpus spp.
	Jaborandi
	Leaves

	Pinellia ternata
	Crow-dipper
	

	Piper methysticum FORSTER 
	Kava
(kava-kava)
	

	Podophyllum peltatum L.
	Mayapple
	Root

	Polygonum sachalinensis
	Sakhalin knotweed
	

	Polygonum cuspidatum
	Japanese knotweed
	

	Pulsatilla vulgaris
	Pasque flower
	

	Rauwolfia serpentina (L.) BENTH.
	Indian snakeroot
	Root

	Rhamnus cathartica L.
	Buckthorn
	Bark, fruit

	Rhamnus purshiana DC.
	Cascara buckthorn
	Bark

	Rheum officinale
	Chinese rhubarb
	Root

	Rheum palmatum
	Turkish rhubarb
	Root

	Rhododendron ferrugineum L.
	Alpenrose
	Leaves

	Ricinus communis L.
	Castorbean
	Seed

	Ruta graveolens
	Rue
	Tops

	Sarothamnus scoparius (L.) WIMM.ex KOCH
	Common broom
	Flower, tops

	Sassafras albidum
	Sassafras
	

	Scopolia carniolica JACQ.
	European scopolia
	Root

	Senecio spp.
	Ragworts
	

	Schoenocaulon officinale (SCHLECHT.et CHAM.) GRAY
	Feathershank
	Seed

	Sida cordifolia
	Country mallow
	

	Sinomenium acutum
	Chinese moonseed
	

	Spartium junceum L.
	Spanish broom
	Flower, tops

	Spigelia spp.
	Spigelia
	Dried, tops

	Stephania spp.
	
	

	Strophanthus spp.
	-
	Seed

	Strychnos spp. 
	-
	Seed

	Symphytum spp.
	Comfrey
	Root

	Tabebuia impetiginosa
syn. Handroanthus impetiginosus (Mart. ex DC.) Matto
	Pink lapacho
	Dried bark

	Taxus spp.
	Yew
	

	Thevetia peruviana (PERS.) SCHUMANN
	-
	Tops

	Tussilago farfara
	Coltsfoot
	Leaves, flowers

	Urginea maritima (L.) J.B.BAK.
	Squill
	Bulb

	Veratrum spp.
	False hellebores
	Root

	Vladimiria souliei
	-
	

	Xysmalobium undulatum R. BROWN
	Uzara
	Root


2. Other plants prohibited in food production
	Claviceps spp. (ergot)

	Acetyltryptophan

	Dehydroepiandrosterone (DHEA)

	5-hydroxytryptophan (5-HTP)

	Colloidal silver

	Lactulose

	Melatonin

	N-acetylcysteine


�) Directive � HYPERLINK "aspi://module='EU'&link='32002L0046%2523'&ucin-k-dni='30.12.9999'" �2002/46/EC� of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements, as amended by Commission Regulation (EC) No 1170/2009, Regulation (EU) No 1161/2011, Regulation (EU) No 119/2014. and Regulation (EU) No 2015/414. 


�) Regulation (EC) No � HYPERLINK "aspi://module='EU'&link='32006R1924%2523'&ucin-k-dni='30.12.9999'" �1924/2006� of the European Parliament and of the Council of 20 December 2006 on nutrition and health claims made on foods, as amended. 


Regulation (EC) No � HYPERLINK "aspi://module='EU'&link='32006R1925%2523'&ucin-k-dni='30.12.9999'" �1925/2006� of the European Parliament and of the Council of 20 December 2006 on the addition of vitamins and minerals and of certain other substances to foods, as amended. 


�) Commission Regulation (EC) No 1170/2009 of 30 November 2009 amending Directive 2002/46/EC of the European Parliament and of Council and Regulation (EC) No 1925/2006 of the European Parliament and of the Council as regards the lists of vitamin and minerals and their forms that can be added to foods, including food supplements.


Commission Regulation (EU) No 1161/2011 of 14 November 2011 amending Directive 2002/46/EC of the European Parliament and of the Council, Regulation (EC) No 1925/2006 of the European Parliament and of the Council and Commission Regulation (EC) No 953/2009 as regards the lists of mineral substances that can be added to foods.


Commission Regulation (EU) No 119/2014 of 7 February 2014 amending Directive 2002/46/EC of the European Parliament and of the Council and Regulation (EC) No 1925/2006 of the European Parliament and of the Council as regards chromium enriched yeast used for the manufacture of food supplements and chromium(III) lactate tri-hydrate added to foods.


Commission Regulation (EU) 2015/414 of 12 March 2015 amending Directive 2002/46/EC of the European Parliament and of the Council as regards (6S)-5-methyltetrahydrofolic acid, glucosamine salt used in the manufacture of food supplements. 


�) Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on the provision of food information to consumers, amending Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament and of the Council, and repealing Commission Directive 87/250/EEC, Council Directive 90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European Parliament and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and Commission Regulation (EC) No 608/2004.


�) Commission Regulation (EC) No 1170/2009.


�) Decree No 113/2005 on the method of labelling food and tobacco products, as amended. 


�) Act No � HYPERLINK "aspi://module='ASPI'&link='505/1990%20Sb.%2523'&ucin-k-dni='30.12.9999'" �505/1990� on metrology, as amended. 


Decree No � HYPERLINK "aspi://module='ASPI'&link='328/2000%20Sb.%2523'&ucin-k-dni='30.12.9999'" �328/2000� on the method used to manufacture certain types of pre-packaged goods whose amount is expressed in units of mass or volume, as amended. 


�) Regulation (EC) No � HYPERLINK "aspi://module='EU'&link='32006R1924%2523'&ucin-k-dni='30.12.9999'" �1924/2006� of the European Parliament and of the Council. 


�) Regulation (EC) No 258/97 of the European Parliament and of the Council of 27 January 1997 concerning novel foods and novel food ingredients 


�) Regulation (EC) No 1925/2006 of the European Parliament and of the Council.


�) Act No � HYPERLINK "aspi://module='ASPI'&link='167/1998%20Sb.%2523'&ucin-k-dni='30.12.9999'" �167/1998� on addictive substances and on amendments to certain other acts, as amended. 


�) Regulation No (EC) � HYPERLINK "aspi://module='EU'&link='32004R0273%2523'&ucin-k-dni='30.12.9999'" �273/2004� of the European Parliament and of the Council of 11 February 2004 on drug precursors.
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