TITLE XXIX

FOOD SUPPLEMENTS AND FOOD FOR ATHLETES

Paragraph I. Food supplements

Article 534 – Food supplements are products specially processed or prepared to supplement the diet for health improvement and to help maintain or protect characteristic physiological conditions such as adolescence, maturity, and old age.


The composition thereof may be one nutrient, a mix of nutrients, and other components naturally present in food, including such compounds as vitamins, minerals, aminoacids, lipids, diet fiber, or fractions thereof.


Supplements may be sold in divers forms of conventional release, including powders, liquids, pellets, pills, lozenges, tablets, capsules, or other forms of pharmaceuticals.

Article 535 – Diet ingredients for food supplements, which are the substances used intentionally to supplement the human diet by increasing the total daily intake of vitamins, minerals, aminoacids, lipids, diet fiber,. Or other elements naturally present in food, shall comply with the identity and purity requirements contained in the relevant quality and innocuity specifications.

Article 536. – The declaration of health and nutritional properties, and the corresponding nutritional information that is described on the packaging of these products, should adhere to the established norms for these purposes in this regulation, as it is prohibited to promote their consumption as a means of diagnosis, prevention or treatment of illnesses. 

Article 537 – Advertising through any medium and labeling of food supplements shall comply with the relevant standards hereunder; in addition, such products shall show on the label thereof, in clearly visible form, on the principal side of the container and following the product name, the fact that product is classified as “food supplement”. 


All food supplements shall include on the label, immediately below the classification as food supplement, a text to the following effect: “This supplement is not recommended for consumption by children below 8 years of age, pregnant women, or nursing mothers, unless otherwise prescribed by a competent professional, and does not replace a balanced diet.”

Article 538 – Maximum and minimum levels of vitamins, minerals, and other components referred to under article 534 above shall be set through a resolution issued by the Ministry of Health by virtue of the legal, technical, and normative functions thereof.

Paragraph II. Food for athletes

Article 539 – Food for athletes is composed of food items formulated to meet the requirements of healthy individuals, especially those who engage in heavy and prolonged physical  exercise.


Such food items shall be composed of one food ingredient or a mix of such ingredients.  One or more nutrients may be added thereto, such as carbohydrates, protein, vitamins, minerals, and other components naturally present in food, such as caffeine or others expressly authorized  hereunder.  Processing thereof shall comply with good manufacturing practices.


No hormones or compounds with anabolyzing effects may be added thereto, either singly or in association.  Nor may substances acting as stimulants on the nervous system be added, except such as are expressly authorized and within the limits allowed for such foods hereunder.

Article 540 – The term food for athletes applies only to food items meeting the requirements of any of the nutritional properties listed below,  Such items shall carry on the label, on the main side of container, in easy-to-read letters in a contrasting color to the label background, the words “. . .FOOD FOR ATHLETES” following the appropriate descriptor listed below in quotation marks:

a)“High-energy”: food containing 30% or more per serving of the daily reference dose (DRD) of energy (DRD = 2300 Kcal/day.

b)”Good source of energy”: food containing 20% to 29% per serving of the daily reference dose of energy.

c)”High available carbohydrates”; food containing 30% or more per serving of the daily reference dose of available carbohydrates (DRD = 350 g available carbohydrates/day).

d)”Good source of available carbohydrates”: food containing 20% to 29% of the daily reference dose of available carbohydrates.

e)”High-protein”: food containing 40% or more per serving of  the daily reference dose of protein equivalent to optimum quality and digestibility (DRD = 60 g protein).

f)”Good source of protein”: food containing 20% and 39% per serving of the DRD of protein equivalent to optimum quality and digestibility.

g)”With added aminoacids”: such food may contain added aminoacids as listed below, in maximum daily quantities as specified.  Recommended consumption figures on the label shall not exceed the maximum daily quantities listed.

Aminoacid



Maximum quantity per day







mg

Alanine




4800

Alginin




4400

Aspartic acid




2400

Cisteine




1800

Glutamin




5600

Glutamic acid



6400

Glicine




6000

Histidine




1700

Isoleucin




1400

Leucin





1900

Lisine





1700

Metionine




  720

Omitine




1400

Fenilalanine




1900

Proline




4400

Serine





5600

Taurine




1500

Treonin




1000

Tirosin




1600

Triptophan




  100

Valine





1400


Food containing fenilalanine shall show on the label thereof the following  message: “Fenilketonurics: contains fenilalanine”.  Food containing 500 mg or more taurine per serving shall show on the label thereof the following message: “Not recommended for diabetics.”

h) “With the edition of electrolytes”. Foods that are presented as non alcoholic beverages or preparations to be reconstituted may contain electrolytes such as sodium and/or potassium. The contents of sodium may be equal to or greater than 10 mmol/l (230 mg Na+/l), the contents of potassium may be equal to or greater than 2mmol/l (78 mg K+/l). These beverages may be isotonic or hypotonic and should be formulated to have a minimum osmolatity of 200 mosm/kg of water and a maximum of 340 mosm/kg of water. The beverages that have an osmolatity between 200 and 250 mosm/kg of water should be called: “hypotonic” and those that have an osmolatity between 250 and 340 mosm/kg of water, should be called: “isotonic”. 

Recommended consumption of  “Food for athletes” labeled, enclosed with, or related to the product shall not exceed per day the quantities of sodium and potassium listed below:

Electrolyte


Maximum quantity per day

Mmol


mg

Sodium


70


1610

Potassium


95


3715

i)”With added vitamins and/or minerals” If vitamins and/or minerals are added, such food shall be classified as appropriate as “Fortified food” or “Food supplement”, respecting the established limits for each nutrient in each category.

When a “Food for athletes” also qualifies as a “Food supplement” it shall comply with the relevant articles hereunder, especially, but not solely, Title XXIX para. I.

j)”With caffeine”.  Caffeine may be added either pure or by adding one or more caffeine-containing ingredients. In the latter case, only the following ingredients may be used: coffee (Coffea spp.), green tea or black tea (Camellia sinensis or Thea sinensis), cocoa (Theobroma cacao), maté (Ilex brasiliensis and Ilex paraguaiensis), kola nut (Kola spp.), and guarana (Paullinia cupana), as such or in the form of extracts.  Recommendations for consumption on the label and/or in advertising shall not exceed 500 gr/day of caffeine.

k) “With other compounds added”.  Food for athletes may contain added food ingredients as listed below in maximum quantities per serving as specified.  Recommendations for consumption labeled, enclosed with, or related to, the product shall not exceed per day the maximum quantities specified in each case.  The descriptor “With . . .” shall be used with these foods, stating the name of the relevant ingredient, as the case may be, e.g. if L-carnitine and coline are added, the descriptor shall read “With L-carnitine and coline”.

Food ingredient


Maximum quantity






     per day

L-carnitine




2 g

Inosine




10 mg

Ubiquinone




15 mg

Creatin




  5 mg

Delta-gluconolactone or

          600 mg

Glucono-delta-lactone

l) “With herbs”.  The herbs and/or herb extracts listed below may be added as food ingredients, in maximum quantities per serving as specified.  Recommendations for consumption of food for athletes on the label, enclosed with, or otherwise related to, the product shall not exceed the maximum quantities per day specified in each case.

Food ingredient



Maximum quantity per day

Root of Panex Ginseng C.A. Meyer

(Korean ginseng, Asian ginseng, or 

Oriental ginseng




1.0 g root

Fruit of Schizandra Chinesis

(Turca.)

Baill. (Chisandra)




1.5 g fruit

Root and rhizome of Eleuterococcus

Senticosus Rupr. et Maxim

(Siberian ginseng)




2.0 g root and rhizome

In foods containing one or more of the above herbs, the maximum caffeine content in the product ready for consumption shall be 54 mg per serving and not more than 180 mg    of caffeine/l in food consumed in fluid form, and 90 mg/100 g in food consumed in solid form.

Article 541 – Food for athletes shall be labeled according to provisions on general labeling and as provided under articles 110 and 540 above.

Those that have an addition of: amino acids, L-carnitina, colina, inosina, ubiquinona, creatina, weeds or extracts of Panax ginseng C.A. Meyer, Schizandra chinesis (Turcz.) Baill., Eleuterococcus senticosus Rupr. et Maxim, or that contain amounts of caffeine exceeding 180 mg/l for liquid foods and more than 90 mg/ 100g in solid foods, should include a caption that says” NOT RECOMMENDED FOR CHILDREN UNDER 15 or  WOMEN WHO ARE PREGNANT OR BREASTFEEDING” in prominent upper case, black letters. 

