TITLE XXVIII

FOOD FOR SPECIAL DIETS

Paragraph I. General

Article 488.- Foods for special diets are those specially made or prepared to satisfy particular nutritional needs for special physical, physiological or metabolical conditions. Their composition should be substantially different from the normal foods similar in nature in the case that such foods exist. The synthetic substitute ingredients of lipoids, carbohydrates, proteins, dietary fiber and other nutrients used in these foods should adhere to, for their authorization, the technical norms that the Minister of Health dictates.

Article 489 – Prepacked food for special diets shall not be described or presented in a false, misleading or deceitful way, or that is liable to create a mistaken impression as to the nature thereof  in any form

Article 490 – Any food not modified under article 488 above, shall not be designated as “food for special diets” or other equivalent description.  Notwithstanding, food that because of its natural composition is appropriate for certain special diets may have this property stated on the label in the form “this food owing to its nature . . .” (state the distinctive characteristic in question), on condition that such statement does not mislead the consumer.  It is hereby forbidden to make statements on the advisability of using a food for special diets for purposes of prevention, relief, treatment or healing a particular illness, disorder, or physiological condition.

Article 491 – In addition to the provisions hereunder regarding general labeling, close to the name of the food there shall be a suitable description of the essential characteristic thereof.  Nutritional information and labeling shall comply with the provisions contained in articles 106 to121 above.


The total quantity of specific nutrients or other components whereto the essential characteristic is due that makes such food appropriate for a special diet shall be stated per 100 g or per 100 ml or per serving.

Deletion

Article 492 -
The raw materials for processing formulas for nursing infants and children’s food shall be of optimum quality and shall not undergo  physical or chemical treatments in place of good manufacturing practices.  


Such products shall be prepared with special care using good manufacturing practices, in order to reduce to a minimum any residues of pesticides that may be required for producing, storing, or processing raw materials or the finished product.


Products shall not contain residues of hormones or antibiotics, as determined by agreed forms of analysis and shall be free from other contaminants, especially from pharmacologically active substances.

Paragraph II. Infant formulas

Article 493 – Infant formulas are products meeting the nutritional requirements of breast-fed children when breast-feeding is not possible or not sufficient.  Infants are children not more than 12 months old.

Article 494 – Infant formulas are classified as follows:

(a) initial formula: a formula such that once reconstituted as recommended by manufacturer is intended to meet all the nutritional requirements of an infant for the first four to six months of life, though it may be used up to one year together with other infant food.  An initial formula  that has been modified as to nutrient content and composition to make it resemble more closely mother’s milk shall be known as adapted initial formula.

The lactoalbumin/casein ratio shall be 60-40% respectively. 

(b) continuation formula is one that is part of a mixed nutrition system intended for consumption by infants over six months old.

Article 495 – The reconstituted initial formula shall have the following basic composition


(a) energy


minimum 60 cal/100 ml






maximum 75 cal/100 ml

(b) protein


minimum 1.8 g/100 kcal

  





maximum 3.0 g/100 kcal

   The lactoalbumin ratio shall be as provided in article 484 above.

The chemical index of protein present shall be equivalent at least to 85% of reference protein (human milk).  Notwithstanding, for calculation purposes, metionin and cistin concentrations may be added.

Per 100 kcal, product shall contain an available quantity of each of the essential aminoacids equal at least to the content of the reference protein (human milk).  In both cases, addition of aminoacids is allowed only to improve the nutritional value of protein and solely in the proportion required to that end.

(c) lipids


minimum 3.3 g/100 kcal





maximum 6.5 g/100 kcal

The limits shown are accepted for the following fatty acids:

- lauric acid


maximum 15% of total fat content

- miristic acid


maximum 15% of total fat content

- linoleic acid


(as linoleates)





minimum 300 100 mg/kcal





maximum 1200 mg/100 kcal

Use of the following substances is forbidden: sesame oil, cotton oil, fatty matter containing more than 8% trans isomers of fatty acids, and fatty matter containing erucic acid. 

(d) carbohydrates

minimum 7 g/100 kcal





maximum 14 g/100 kcal

Only the following carbohydrates may be used: lactose, maltose, malto dextrin, glucose syrup or dehydrated glucose syrup.

The minimum lactose content in such products shall he 3.5 g/100 kcal.

(e) mineral salts per 100 kcal  utilizable:





Min.

Max

Sodium (mg)


20

60

Potassium (mg)

80

200

Chlorine (mg)

55

150

Calcium (mg)

50

-

Phosphorus (mg)

25

90

Magnesium (mg)

  6

15

Zinc (mg)


0,5

15

Copper (mcg)

 60

 80

Iodine (mcg)


   5

 75

Manganese (mcg)

   5

 -

Calcium/phosphorus ratio
 1,2

  20

For formulas with added iron, the applicable limits shall be





  Min

    Max

Iron (mg)


   0.5

      3 *

(f) Vitamins per 100 cal utilizable





    Min

     Max

Vitamin A (mcg retinol)
     75

      150

Vitamin D (mcg colecalciferol)  1

       2.5

Tiamin (mcg)


      40

     
-

Riboflavin (mcg)

      60


-

Nicotinamid (mcg niacin)
      250

-

Pantotenic acid (mcg)
      300

-

Vitamin B6 (mcg)

         35

-

Biotin (mcg)


        1.5

-

Folic acid (mcg)


4

-

Vitamin B12 (mcg)

       0.15

-

Vitamin C (mg)


 8

-

Vitamin K (mcg)


 4

-

Vitamin E (mcg tocoferol)
 0.5 mg/g fatty poly insaturated acids expressed as linoleic acid.  In no event to be less than 0.5 mg/100 cal available.

Formulas containing more than1.8 g protein per 100 kcal shall contain not less than 15 mcg Vitamin B6 per gram of protein.

In the case of vitamins and minerals wherefor no minimum and/or maximum limit is given above per 100 kcal for fortifying food items, the maximum quantity thereof  that may be added per serving shall be 25% of the Daily Reference Dose for this age group, except where the minimum established per 100 kcal per serving is higher than the Daily Reference Dose.  In any event, the maximum quantity that may be added shall be calculated in accordance with the following formula: maximum limit per 100 kcal = minimum limit per 100 kcal x 1.25.

Article 496 – The reconstituted continuation formula shall have the following basic composition:


(a) energy
minimum

60 cal/100 ml




maximum

85 cal/100 ml


(b) protein
minimum

  3 g/100 kcal




maximum
           4.5 g/100 kcal 




     

The protein chemical index shall be at least equivalent to 85% of the index of the reference protein (caseine).  Aminoacids may be added to increase the nutritional value of protein and always in the necessary proportion to such end.


Essential aminoacids may be added to this type of formula only when they serve to increase nutritional value or enhance protein quality, only in the quantities necessary to such end.  Only L-form aminoacids shall be used.


c) lipids
minimum 3.0 g/100 kcal




maximum 6.6 g/100 kcal


The limits shown below are acceptable for the following fatty acids:


- lauric acid
maximum 15% of total fat content

- miristic acid  maximum 15% of total fat content

- linoleic acid  (in the form of linoleates) minimum 300 mg/100 kcal.  This limit                applies only to continuation formulas containing vegetable oils.


Use of sesame oil, cottonseed oil, or fat containing more than 8% trans isomers of fatty acids and fat containing erucic acid.


d) carbohydrates

minimum 7 g/100 kcal






maximum 14 g/100 kcal


- lactose


minimum 1.8 g/100 kcal

- saccharose, glucose,


   fructose, honey

maximum 20% of total carbohydrate

                                                           content, separately or together

 
e) mineral salts

per 100 kcal






Minimum

Maximum

Iron (mg)



1


3

Iodine (mcg)



5


75

Sodium (mg)



20


85

Potassium (mg)


80


200

Calcium (mg)


90


-

Phosphorus (mg)


60


-

Magnesium (mg)


6


15

Zinc(mg)



0.5


15

Manganese (mcg)


5


-

Copper (mcg)


20


80

Chlorine (mcg)


55

     
150

Calcium/phosphorus ratio

1


2

f) vitamins
per 100 kcal utilizable 0.5/g polyinsaturated fatty acids   expressed as linoleic acid . In no event less than 0.5 

vitamin E (mg tocoferol)        mg/100 kcal available

vitamin C (mg)
8

vitamin E (mg)
0.5/g polyinsaturated fatty acids expressed as linoleic acid.  In no event less than 0.5 mg/100 kcal available.




g) coline: per 100 k/cal utilizable






Min


Max






7 mg


-


For vitamins and minerals where no minimum and/or maximum limit per 100 kcal is established for fortifying food items, the minimum quantity to be added shall agree with what is provided under article 495, last paragraph. 

Article 497 – In addition to the provisions hereunder for general labeling and for special diets, infant foods shall bear the following clearly on the label:

a) origin of proteins contained in product;

b) if 90% of such proteins come from milk, product shall be labeled “milk-based infant formula”

c) if product does not contain milk or any milk derivative the label shall read “contains no milk or dairy products”;

d) available energy value (expressed in kcal), protein content, lipids, and carbohydrates available expressed per 100 ml or 100g pf product (as sold and per serving).  Optionally, a column may be added with the nutritional information of one serving of product ready for consumption;

e) as appropriate, the mean average of coline, inositol, and carmitine per 200 ml or 100 mg of product, and per serving;

f) the fact that such formula is NOT A SUBSTITUTE FOR MOTHER’S MILK shall be clearly stated and emphasized;

g) processing date and expiry date , and instructions on correct preparation and use, together with storage and conservation before and after opening container;

h) product intended for infants with special nutrition needs shall specify the special need wherefor such formula is to be used and the diet property or properties involved;

i) products containing not less than 1 mg iron per 100 kcal utilizable shall be labeled “Iron-containing infant formula”.

Paragraph III. Commercial preparations of children’s food 



Article 498 – Commercial preparations of children´s food are food items used preferably during the normal weaning period and during adaptation to normal food of infants and children up to three years of age.  Such items are made either for direct consumption or in dehydrated form for reconstitution by diluting in water.  Such items may be presented in the form of soups, cooked dishes, desserts, and juices.

Article 499 – Commercial preparations of children’s food intended for direct consumption are classified by particle size as follows:

a) strained foods, of fine and homogeneous texture, containing small particles of uniform size and not requiring or inciting mastication before swallowing;

b) chopped foods, containing larger particles of thicker tezture, including small pieces of food requiring mastication.

Article 500 – Dehydrated children´s foods, once reconstituted, shall resemble the items described under a) and b) above as regards consistency and particle size.

Article 501 – Such children’s foods shall be prepared mostly from fruit, vegetables, meat, fish, and eggs, and shall contain added cereals, dairy products, and fatty matter.

Article 502 – The basic composition of such foods shall be as follows:


a) energy

minimum 70 cal/100 g except desserts and juices;


b) protein

minimum 4.2 g/100 kcal (in meat- and fish-base mixes);

minimum 2.8 g/100 kcal (in vegetable- and cereal-base mixes);

c) fat
use of sesame oil, cottonseed oil, fatty matter containing more than 8% trans isomers of fatty acids and fatty matter containing erucic acid is forbidden;

d) sodium
maximum 10 meq/100 kcal (230 mg/100 kcal):


Addition of salt (NaCl) to fruit-base desserts is not allowed.


The amount of sodium from different mineral salts shall be within the established sodium limits;

e) vitamins and 
may be added in accordance with the reference lists under 

    mineral salts
article 496 e) and f);

f) total diet fiber
maximum 2.0 g/100 g of product ready for consumption.

Article 503 – The use of the following additives only is permitted, in the amount listed below per 100 g of product ready for consumption:


a) thickeners



Max.


carob gum



0.2 g


distarch phosphate


6 g alone or in mix


acetyl distarch phosphate

6 g alone or in mix


phosphated distarch phosphate
6 g alone or in mix


hydroxipropyl starch

6 g alone or in mix


glycerol distarch


6 g alone or in mix


fruit-base non amydate pectin
1 g only in fruit-base foods


b) emulsifiers


Max.


lecitin




0.5 g


mono and diglycerides

0.5 g/100 g fat





c) pH regulators


Max


sodium bicarbonate*

GMP


sodium carbonate*


GMP


potassium bicarbonate

GMP

calcium carbonate


GMP

citric acid and sodium salts*
0.5 g

L (+) lactic acid


0.2 g

acetic acid



0.5 g

*may be used within limits specified for sodium under article 502 d).

d) antioxidants




tocoferol concentrate

300 mg/kg fat

O-tocoferol



300 mg/kg fat

L-ascorbyl palmitate

500 mg/kg fat

L-ascorbic acid and associated

sodium
 and potassium salts
0.7 g/kg expressed in ascorbic acid

e) scents

vanilla extract


GBP

ethylvanillin



7 mg

vanillin



7 mg

Article 504 – Maximum nitrate content in this kind of food shall be less than 250 mg/kg expressed as nitrates.

Article 505 – In addition to general labeling provisions and special diet labeling, commercial preparations of children’s food shall bear the following on the labels thereof:

a) “for children over six months” 

b) processing date and expiry date

c) instructions for preparation and use, storage and conservation before and after opening container.

No statements of health-related properties shall be made on labels or in advertising for this type of products.

Paragraph IV. Cereal-based processed foods for children

Article 506 – Cereal-based processed foods for children  are intended to complete the normal diet of this population group.

Article 507 – Dry cereal is a food item obtained from grains of cereals processed to diminish moisture content, ground to allow dilution with water, milk, or other fluid appropriate for infants, and consumed after being cooked in water.

Article 508 – Cereal flour is the product obtained by gradual and systematic grinding of cereal grains.  They are classified as follows:

a) by degree of cooking:

      -partly cooked flour, requires being cooked again briefly before use;


      -fully cooked flour; requires no further cooking before use;

b) by treatment:

-dextrinized flour wherein starch is partly transformed into dextrine by heat treatment;

-hydrolyzed flour, wherein starch is transformed into dextrin, maltodextrin, maltose, and glucose by enzimatic treatment.

Article 509 – Additions to the cereals described under articles 507 and 508 above shall include only pulse flour previously treated to remove antinutritional factors (in accordance with good manufacturing practices), protein concentrates, natural forms of essential L aminoacids, salt (NaCl), milk and dairy products, sugar, honey, starch, cocoa (maximum dose 5% dry base), fruit, and vegetables. Iodized salt may be added in accordance with provisions hereunder.  Vitamins and mineral salts shall be added according to the list specified under article 496e) and f) above.


Optionally, meat, fat and oil, potatoes, and malt flour may be added.  The sum total of saturated fat and fatty acids shall not exceed 40% of total fat.

Article 510 –If such products require mixing with water before consumption, minimum protein content shall not be less than 15%, dry base, and protein quality shall not be less than 70% of casein quality.


Sodium content in foods described under articles 507 and 508 above shall not exceed 100 mg/100 g of product ready for consumption. Moisture content shall be such as to reduce loss of nutritional value to a minimum and prevent multiplication of microorganisms. Total diet fiber content in dry product shall not exceed 5.0%.

Article 511 – All processing and drying procedures shall be such that loss of nutritional value of product is minimal, especially as regards protein quality.

Article 512 – Only the following additives are allowed and in the specified quantities:

a) emulsifiers

lecitin



1.5 g/100 g dry base

mono and diglycerides

1.5 g/100 g dry base

b) pH regulators

sodium bicarbonate

GMP

potassium bicarbonate

GMP

calcium carbonate

GMP

L. (+) lactic acid


1.5 g/100 g dry base

citric acid



2.5 g/100 g dry base

c) antioxidants

tocoferol and alphatocoferol
300 mg/kg fat

L-ascorbyl palmitate

200 mg/kg fat

L-ascorbic acid and

Na and K salts

50 mg/100 g dry base expressed in ascorbic acid and within the sodium limits under article 502d).

d) scents

vanilla extract


GMP

ethylvanillin


7 mg/100 g dry base

vanillin



7 mg/100 g dry base

e) enzymes

malt carbohydrase

GMP

f) other

dibasic sodium phosphate
5 g/kg

iron fumarate


5 g/kg

ferric pyrophosphate

5 g/kg

Article 513 - In addition to general labeling provisions and special diet labeling (article 491), these foods shall bear the following on the labels thereof

- “for children over six months” 

- instructions for preparation and use, storage and conservation 

- if product contains less than 15% protein, use of milk for dilution or mixing shall be specified

- if product contains cocoa, the phrase ”For children over 9 months” shall be specified on the label.

.
Products described in the present paragraph are not substitutes for mother’s milk and shall not be presented as such, nor may health-related properties be declared.

Paragraph V. Food for low-sodium diets

Article 514 – Food for special low-sodium diets is food where special diet value is the result of reducing, restricting, or eliminating sodium.  Sodium content in such foods shall not in any event exceed 140 mg per serving.  If one serving is equal to or less than 30 g per 50 g of food, it shall contain less than 140 mg sodium. Prepared meals and dishes shall contain not more than 140 mg sodium per 100 g.


Very low-sodium foods contain 35 mg sodium or less per serving.  If one serving is equal to or less than 30 g per 50 g of food, it shall contain less than 35 mg sodium.  Prepared meals and dishes shall contain not more than 35 mg sodium per 100 g. 


In addition to general labeling provisions and special diet labeling (article 491), it is mandatory that labels for these foods show sodium content per 100g and per serving. 

Article 515 – Addition of substitutes of edible salt is allowed in foods for special low-sodium diets, within the limits imposed by Good Manufacturing Practices.


Low-sodium salt shall be iodized as provided under article 438 above.

Paragraph VI. Food for gluten-free diets
Article 516 – A gluten-free food is one containing cereals among other ingredients: wheat, triticale, barley, or oats or the constituents thereof, wherefrom gluten has been removed, or one where all ingredients normally present and containing gluten have been replaced by other non-gluten-containing ingredients.

Article 517 – Gluten-free food items used to replace important staples such as flour or bread, shall supply approximately the same quantity of vitamins and minerals as the original food so replaced, as provided hereunder.


Such food shall be labeled in nutritional terms as provided for general labeling and under article 491 above.

Article 518 – The label shall state the nature and origin of starch or starches.  Food that in its natural condition contains no gluten may not be labeled as gluten-free.  Notwithstanding, food containing a cereal that contains no gluten in its natural condition may be labeled to show that such cereal is free of gluten in its natural condition and thus appropriate for gluten-free diets.


The term “gluten-free” shall appear on the label very close to the product name.

Paragraph VII. Food for weight-control diets  

Addendum

Article 519 – Food for weight-control diets is one that according to the relevant instructions replaces all or part of the diet.


The label shall show in easy-to-read type under normal purchase and use conditions, beside the main food name, forming part thereof, or beside the nutritional information, the phrase “Food for weight control.”

Article 520 – Any product present as a substitute for all meals in the diet shall contribute not less than 800 kcal and not more than 1,200 kcal.


When total product is presented divided into 3 or 4 servings, according to user easting habits, each such serving shall provide about one-third or one-fourth of the total energy contribution of product, respectively.

Article 521 – If product is presented as substitute for one or more meals in the diet, it shall provide not less than 200 kcal and not more than 400 kcal per meal.

Article 522 – Meal substitutes for weight-control diets shall be prepared with constituents of animal or vegetable protein that have been shown to be appropriate for human consumption, and other suitable ingredients to obtain essential product composition.

Article 523 – Protein content of such products shall be not less than 25% and not more than 50% of the available energy in the food ready for consumption.


Total daily protein intake shall not exceed 125 g. Biologic protein quality shall not be less than 80% that of egg or milk protein.  Essential aminoacids may be added to improve protein quality. The biological quality of protein shall not be less than 80% of protein in eggs or milk.  Essential aminoacids may be added to improve protein quality, but only necessary quantities for such purpose.  Aminoacids used shall be presented in their counterclockwise form, though DL-metionin may be used.

Article 524 – Fat may contribute not more than 30% of the energy available in the food.  Not less than 3% of available energy shall be contributed as linoleic acid in glyceride form.

Article 525 – When a food is presented as substitute for all meals in a day, it shall contain at least 100% of the vitamins and minerals listed below:


Vitamin A


600
mcg restinol equiv.


Vitamin D


2.5
 mcg

Vitamin E


10
 mg

Vitamin C


60
 mg


Tiamin


0.8
 mg


Riboflavin


1.2
 mg


Niacin



11
 mg


Vitamin B6


2
 mg


Vitamin B12


1
 mcg


Folic acid


200
 mcg


Calcium


500
 mg


Phosphorus


500
 mg


Iron



16
 mg


Iodine



140
 mcg


Magnesium


350
 mg


Copper


1.5
 mg


Zinc



6
 mg


Potassium


1.6
 g


Sodium


1.0
 g

Such food shall contain not less than 13 g total diet fiber.


The upper limit of vitamins and minerals shall be equal to the Daily Reference Dose established hereunder.


Other essential nutrients not listed above may be included if Recommended Daily Dose or Daily Reference Values exist for such nutrients.

Article 526 – When a product is presented as substitute for one meal in the daily diet, that is, as one serving, the quantities of vitamins and minerals shall be adjusted to a figure equal to 33% or 25% of the total specified under the preceding article, according to whether the recommended number of servings per day is 3 or 4, respectively.

Article 527 -  Such products shall be labeled according to general labeling provisions and as provided under article 491 above.  If instructions for use specify that product must be combined with other ingredients, the label shall state the nutritional value per serving of the final combination.


In particular, the label or labeling shall not mention the rate or magnitude of weight loss resulting from consumption of such food, nor the reduction in the feeling of hunger or increase in the feeling of satiety.

Article 528 – The label or labeling shall mention the need to maintain an appropriate intake of fluid  when weight-control food preparations are used.


If the consumption supplies a daily consumption of sugar alcohols over 20 g daily, the label should include a declaration that says the food may have a laxative effect.


The label shall carry a statement that the food may be useful for weight control only as part of a diet with controlled energy content.


The label of products presented as substitutes for total diet to be used for more than six weeks shall contain a recommendation to the effect that medical advice should be sought after such period has expired.

Addendum

Paragraph VIII. Low-fat and/or low-calorie foods

Amendment

Article 529 – A low-fat and/or low-calorie food is one containing not more than 40 kcal per reference serving.  If such serving is equal to or less than 30 grams it shall contain not more than 40 kcal per 50 grams.  If such serving is equal to or less than 30 grams and the food is usually consumed in rehydrated form, it shall contain not more than 40 kcal per serving of reconstituted food.


For prepared meals and dishes, not more than 120 kcal shall be contained per 100 grams. This category shall include food containing not more than 3 grams total fat per reference serving.  If such serving is equal to or less than 30 grams, it shall contain not more than 3 grams total fat per 50 grams of food.

Prepared meals and dishes shall contain not more than 3 grams total fat per 100 grams of product and not more than 30% calories from fat.


Such products shall be labeled as provided for general labeling and as provided under article 491 above.  On the label, beside the main designation of the food name, or forming part thereof, or beside the nutritional information, the category or essential characteristic of the food: “low- . . .” or “. . .-free”, as appropriate, shall be stated, notwithstanding the appropriate specific descriptors as provided in article 129 hereunder. 

Article 530 – Fat substitutes shall have functional characteristics comparable to the fat  replaced thereby, shall be free of toxic effects and shall fail to produce different metabolites from natural fats or that cannot be excreted completely.

Article 531 – The following may be used for total or partial fat replacement :

a) conventional oils or fats modified to reduce or prevent hydrolysis in the gut, while keeping the functional properties of food to which they are added;

b)  carbohydrates and derivatives thereof (gum, polydextrose, starch derivatives, microcrystalline cellulose);

c) protein and protein derivatives.

Article 532 – In food where fat has been partly or totally replaced, vitamins A, D, and E shall be restored to original levels in such a form as to allow similar absorption to the unmodified food.  Maximum vitamin and mineral fortification levels shall be consistent with the Nutritional Guidelines approved under the relevant technical standard issued by the Ministry of Health.

Article 533 – In the event that sanitary and technical reasons make it advisable to amend the lists of nutrients and additives specified under articles 495, 496, 503, and 512 above, the Ministry of Health will submit to the President of the Republic the respective supreme decree of amendment.    

