TITLE III

FOOD ADDITIVES

Paragraph I. General

Article 130 – Food additive is any substance not normally consumed by itself as food and not typically used as an ingredient of the food, whether or not of nutritional value, intentional addition whereof to the food for a technological (even organoleptic) purpose in manufacture, processing, treatment, packing, packaging, transport, or storage causes or may be reasonably expected to cause itself or byproducts thereof to become a food complement or to affect food characteristics.

Article 131 – Helper is any substance or matter, excluding apparatus and utensils, not consumed by itself as a food ingredient and intentionally employed in processing raw materials, food, and ingredients thereof to achieve some technological end during treatment or processing, and may cause the unintentional but inevitable presence in the end product of harmless residues or byproducts.

Article 132 – For the purposes hereof, permitted food additives shall be those whose harmless nature has been technologically assessed, with special attention to carcinogenic, mutagenic, and teratogenic effects thereof on different animal species as well as in biochemical and metabolic studies.


Addition to food of substances containing therapeutically active principles or qualifying as pharmaceuticals is prohibited.

Article 133 – Incorporation of an additive into a food is permitted only if it

(a) achieves a technological purpose in production, processing, preparation, conditioning, packing, transport, or storage of a food;

(b)  contributes to maintain the nutritional quality of the food by preventing destruction of valuable components thereof;

(c) allows improvement of organoleptic characteristics.

Article 134 – Use of an additive is prohibited when it

(a) noticeably reduces the nutritional value of the food by replacing an important ingredient or allowing loss of valuable nutritional components, unless the food concerned is intended for special diets;

(b) conceals defective quality or use of  not permitted processing or handling techniques;

(c) misleads consumers as to food quantity or nature, or supervisors by helping to falsify analysis results.

Article 135 – All additives shall comply with identity, purity, and toxicity assessment standards as provided in the FAO/WHO Codex Alimentarius.  Qualitative and quantitative assessment shall be feasible and method of analysis shall be supplied by manufacturer, importer, or distributor.

Replacement

Article 136 -  Additives shall be stated on the label, giving the specific name thereof according to the Codex Alimentarius and in descending order of proportions.  Flavorings/aromatizers are exempted from this requirement and may be stated generically without listing the components thereof, in accordance with the appropriate classification as listed in article 155 hereunder.


Additives required to be stressed on the label, shall be listed under the specific name thereof in bold type larger than the other ingredients and additives listed.

Article 137 – Additives may be used only within the limits provided under Paragraph II below, or pursuant to Good Manufacturing Practices (GMP) stated thereunder.

Article 138 – Where two or more additives are added to a food for the same purpose that are restricted to maximum concentration requirements, the sum of concentrations so added shall not exceed the maximum concentration allowed for the additive that has been authorized the highest individual concentration, while respecting the individual maxima authorized for each of the additives used.

Article 139 – If a food additive performs more than one technological function and is classified in only one thereof; it is understood to be authorized for the other functions thereof within the limits provided under the appropriate article.

Paragraph II. Use of Additives

Article 140 – Only acidity regulators listed may be used, pursuant to Good Manufacturing Practices:


Ammonium acetate

Acetic, adipic, ascorbic, citric, hydrochloric, phosphoric, fumaric, gluconic, lactic, malic, succinic, tartaric acid, and calcium, potassium, and sodium salts thereof

Ammonium, calcium, magnesium, potassium, and sodium bicarbonate

Ammonium, calcium, magnesium, potassium, and sodium carbonate

Ammonium, calcium, magnesium, sodium, and potassium chloride

Ferrous gluconate

Glucono-delta-lactone

Ammonium, calcium, magnesium, potassium, and sodium hydroxide

Ferrous lactate

Calcium and magnesium oxide

Ferric pyrophosphate

Sodium sesquicarbonate

Aluminum and potassium sulphate or potassium alum

Aluminum and sodium sulphate

Ammonium, calcium, magnesium, potassium, and sodium sulphate

Ferrous sulphate.

Article 141 – Only antiagglomerating and antihumidifying substances listed below may be used and in concentrations not exceeding the figures specified for each such additive, in the finished product ready for consumption:

Limits

Calcium and magnesium carbonates


15 g/kg

Amorphous silicon dioxide




15 g/kg

Calcium and magnesium stearates


15 g/kg

Tricalcium phosphate




15 g/kg

Talcum (asbestos-free)




15 g/kg

Aluminum silicate (kaolin, light or heavy)

15 g/kg

Aluminum and sodium silicate



15 g/kg

Aluminum and potassium silicate



15 g/kg

Aluminum and calcium silicate



15 g/kg

Calcium and magnesium silicate



15 g/kg

Article 142 - Only antifrothing and frothing substances listed below may be used and in concentrations not exceeding the figures specified for each such additive, in the finished product ready for consumption:

Addendum









Limits

(a) antifrothing

Dimetilpolyxiloxane




10 mg/kg

Amorphous silicon dioxide



10 mg/kg

(b) frothing

Extract of oblon or hops 



GMP

Glycirricin






GMP

Hydrolized protein




GMP

Licorice






GMP

Quillaya or quillaia




200 mg/kg

Article 143 - Only antioxidant substances listed below may be used and in concentrations not exceeding the figures specified for each such additive, based on pure fatty matter:

 







   Limits

L-ascorbic acid and associated sodium salt

   
GMP

Iso-ascorbic (entorbic) acid and associated sodium salt   GMP

Ter- butylhydroquinone (TBHQ)



 200 mg/kg

Butyl-hydroxianisol (BHA)



     
 200 mg/kg

Butyl-hydroxytoluen (BHT)



     
100 mg/kg

L-cisteine






      
GMP

Ascorbil stearate





200 mg/kg

Dodecil, propil, octil stearate



       
100 mg/kg

Ascorbil palmitate




        
500 mg/kg

Tocopherols





        
GMP






Article 144 -  Only antoxidant sequestering and synergistic substances listed below may be used and in concentrations not exceeding the figures specified for each such additive:










Limits

Citric acid and associated calcium, potassium, and sodium salts
GMP

Ortophosphoric acid and associated calcium, potassium,

and sodium salts







GMP

Monosopropyl citrate


















100 mg/kg

Stannous chloride






             25 mg/kg

Calcium disodium ethylendiaminotethracetate (EDTA)






-In alcoholic and non-alcoholic beverages
 


   25  mg/kg

-In sauces and dressings






   80  mg/kg

-In fatty matter







  100 mg/kg

-In edible mushrooms and pickles




   200mg/kg

-In canned vegetables






   250mg/kg

-In canned crustaceans, mollusks, and gastropods


   250mg/kg













Article 145 – Only dyes listed below may be used.

Amended


For labeling purposes, the name shall be used according to the Codex Alimentarius, as shown in the lists below

(a) artificial dyes and lacquers

Name



Synonym



S.I.N.
Color Index

Twilight yellow

Dusk yellow



110
15985
(emphasis on label)

(1)

Quinoline yellow






104
47005

Tartrazine







102
19140

(emphasis on label)

Brilliant blue







133
42090 (1)

Patent blue V






131
42051

Indigotin


Indigo carmine


132
73015


Azorubine


Carmoisin



122
14720

Ponceau 4R


Cochineal red


124
16255

Allura red AC


Red 40


129
16035

Brown HT







156
20285

Brilliant black BN






151
28440 (1)

Synthetic beta carotene





160 a (i) 40800

Green F.C.F.


Solid green F.C.F.


143
42053

Erythrosine (1)


-



127
45430
Green S



-



142
44090

(1)Only in canned cherries, fruit salad, and maraschino.


(b) Natural dyes and derivatives

Annatto


achiote, roucou, or bija

160 b
75120





(bixin and norbixin)

Antociano







163

Apocarotenal


beta-apo-8’



160 e
40820

carotenal

Astaxanthin


3,3’-dihydroxi-beta.


160
40850





carotene-4,4-dione

Betanin


beet red



162

Cantaxantina


beta-caroteno-4,4’-dione

161 g
40850

Carmine


carminic acid



120
75470

Caramel (1)







150

Charcoal (2)







153

Alpha, beta, gamma





160
75130

Carotenes

Chlorophyll







140
75810

Chlorophyll and






141
76810

associated copper salts

Curcuma


curcumin



100
75300

Ethyl esther of beta-





160 f
40825

apo-8’ carotenoic acid

Titanium dioxide






171
77891

Red pepper oleo-resins





160 c

Riboflavin







101

Aluminum (powder) (3)
-




173
77000

Lutein



-




161 (1)

Licopeno


-




160d
75125

(1)Maximum: 1,000 mg/kg 4-methylimidazol

(2)Use according to pharmacopoeia

(3)For decoration only.

Replaced

Article 146 – Only non-nutritional sweeteners may be used in foods for weight-control diets; in low-fat and/or -calorie foods; and in calorie-free, low-, reduced-, or light-calorie foods.  Only those listed below may be used::









ADI









mg/kg body weight

Potassium acesulfame




0 - 15

Alitame






0 – 1

Aspartame






0 – 40

Neotame




                     0 - 21
Sodium and calcium cyclamate


0 – 11

Sodium and calcium saccharine


0 -  5

Sucralose






0 – 15


Addition of any of the above items as an additive shall be stated with emphasis on the label of the food containing such item or items, further including quantity of sweetener per serving and per 100 g or 100 ml of product ready for consumption, and admissible daily intake (ADI) mg/kg body weight as recommended by FAO/WHO.

Table sweeteners, however presented, shall comply with general and nutritional labeling requirements hereunder, also showing concentration per serving and per 100 g or 100 ml, and appropriate ADI.


Furthermore, when Aspartame is used, the label shall state: “¨Phenylketonurics: contains  phenylalanine.”

Article 147 -  Only emulsifying substances listed below may be used and in concentrations not exceeding the figures specified for each such additive, in finished product ready for consumption:

 









Limits

(a)Emulsifiers

Glyceryl abietate







200 mg/kg

Sodium dioctyl-sulphosuccinate





- in beverages






   
  10 mg/kg

- in other products






   
  20 mg/kg

Sodium and calcium estearoil-lactilate



     
    5 mg/kg

Monoglyceride esters of  nutritional fatty acids with citric, acetic,

lactic, tartaric monoacetyltartaric, and siacetyl tartaric


 BMP

Esters of ricinoleic acid interesterified with polyglycerol

   10 g/kg

Esters of fatty acids with polyalcohols other than glycerol
       
   10 g/kg

Esters of polyglycerol with edible fatty acids



    BMP

Esters of saccharose with edible fatty acids or mono and diglycerides

Lecitin and derivatives thereof





     BMP

Mono and diglycerides and esters thereof



     BMP

Sorbitan monoestearate





          
     10 g/kg

Sorbitan monopalmitate





                10 g/kg

Polyoxiethylen monoestearate (2) sorbitan



     10 g/kg

Polyoxiethylen monopalmitate (20) sorbitan



     10 g/kg

Rosin








                BMP

Esteaoil tartrate







       3 g/kg

Sorbitan triestearate






     10 g/kg

Polyosiethylen triestereate (20) sorbitan




     10 g/kg

(b)Phosphates, alone or in mix, expressed as P20 5 and in maximum concentration of 5 g/kg of finished product ready for consumption:

(b)1. Sodium (or potassium) phosphates

Name





Synonyms

(b)1.1 Simple phosphates

Monosodium phosphate (MSP)

Acid sodium phosphate

NaH2PO 4




Dihydrogen sodium phosphate







Monobasic sodium phosphate







Primary sodium phosphate







Monosodium orthophosphate

Disodium phosphate (DSP)

Dibasic sodium phosphate

Na2HPO 4




Secondary sodium phosphate







Disodium orthophosphate







Disodium hydrogen phosphate

Trisodium phosphate (TSP)

Tribasic sodium phosphate

Na3PO 4




Tertiary sodium phosphate







Trisodium phosphate







Trisodium orthophosphate

(b)1.2 Polyphosphates

Tetrasodium diphosphate (TSPP) 
Tetrasodium diphospate

Na4 P2 O7




Tetrasodium pyrophosphate







Sodium pyrophosphate

Disodium-Dihydrogen


Acid sodium pyrophosphate

Diphosphate

Na2H 2 P2 O7



Disodium pyrophosphate (SAPP)

Sodium polyphophate (SHMP)

Hexameta sodium phosphate,

(NaP0  3) 6




Sodium hexametaphosphate

Condensed phosphate of complex
Graham’s salt

linear structure

Potassium polymetaphosphates

Kurrol salt

Sodium tripolyphosphate (STP)

Pentasodium triphosphate

Na 5P 3 O10

(b)2 Calcium phosphates

Dicalcium phosphate


Secondary calcium phosphate

CaHPO 4




Dibasic calcium phosphate







Calcium hydrogen phosphate

Monocalcium phosphate


Calcium biphosphate

Ca(H2PO 4)2



Primary calcium phosphate







Monobasic calcium phosphate







Tetrahydrogen calcium phosphate

Tricalcium phosphate (TCP)

Tertiary calcium phosphate

Ca3(PO 4)2




Tribasic calcium phosphate







Tricalcium phosphate

Calcium triphosphate


Pentacalcium-hydroxide

Ca5 (PO 4)3 (OH)



triphosphate







Hydroxilapatite

Emulsifiers based on the above phosphorus salts may be labeled phosphate, polyphosphates, or mix of both, as the case may be.

Article 148 - Only clouding additives or substances listed below may be used and in concentrations not exceeding the figure specified:







Limits

Glyceryl abietate



200 mg/kg

 Saccharose or sucroester hexabutirate 

acetate (SAIB)



200 mg/kg

ARTICLE 149.- Only the substances indicated in this article may be used as thickeners, hydrocolloides or stabilizers, in accordance to the Good Manufacturing Practice:


Agar

Ammonium, calcium, and sodium alginate

Propylenglycol alginate

Modified starches

Pregelatinized starches

Carrageens

Carragenates

Croscaramelosa sódica
    

Croscaramelosa sodium
Microcrystalline cellulose

Carboximethylcellulose

Hydroxipropylmethylcellulose

Methylcellulose

Methylethylcellulose

Furcelerane or Danish agar

Gelatin

Gum arabic

Gum garrofin or carob seed gum

Gum gelan

Gum guar

Gum keraya

Gum tara

Gum tragacanth

Gum xenthane

Pectins

Addendum

Article 150 -  Only moisture stabilizers, fill agents, and/or sweeteners listed below may be used, in accordance with Good Manufacturing Practices:


Glycerol


Hydrogenated glucose syrup


Lactitol


Maltitol


Polydextrose


Sorbitol


Trealose


Xilitol


Isomalt

Xilitol
Article 151 -  Only waterproofing agents or coating substances listed below may be used, and in concentrations not exceeding the figures specified for each such additive: 


Mineral oil




5g/kg


Beeswax




BMP


Brazil wax




BMP


Gumlac




BNP


Solid paraffin




5g/kg


Benzoin resin



BMP

Article 152 - Only the fat crystallization inhibiting substance listed below may be used, and in a concentration not exceeding the figure specified:

Oxysteaine




1.25 g/kg

 Article 153 - Only the leaveners, bleaches, and breadmaking improvers listed below may be used, and in concentrations not exceeding the figures specified for each such additive:

(a)Leaveners

Citric acid







BMP

Tartaric acid







BMP

Bicarbonate of ammonium, sodium, and potassium  

BMP

Monocalcium, dicalcium, ammonium, sodium,

and aluminum phosphate





BMP

Acid tartrate of potassium or cream of tartar


BMP

(b)Bleaches or breadmaking improvers:


Ascorbic acid






BMP


Azodicarbamide






40 mg/kg


Chlorine, only in confectionery flour


Benzoil, calcium peroxide





40 mg/kg

Article 154 - Only chemical preservatives listed below may be used and in concentrations not exceeding the figures specified for each such additive, in finished
products: 









Limits

Benzoic acid







1 g/kg

Propionic acid






1 g/kg

Sorbic acid







 2 g/kg

Calcium, potassium, and sodium benzoates, 

as benzoic acid




  
 
1 g/kg

Sodium and potassium bisulphate.

as SO2






 
100 g/kg

Sulphur dioxide, for dehydrated food 

             
1.5 g/kg

Sulphur dioxide, for other food 


           
 100 mg/kg

Ethyl ester of p-hydrobenzoic acid

and associated sodium salt



  
1 g/kg

Methyl ester of p-hydrobenzoic acid

and associated sodium salt



  
1 g/kg

Propyl ester of p-hydrobenzoic acid

and associated sodium salt



       
1 g/k


Potassium and sodium metabisulphites

as SO2






     
100 mg/kg

Nisin in cheese





     
12.5mg/kg

Potassium and sodium nitrates


       
   
500 mg/kg

Sodium and potassium nitrites:

In fish







    
125 mg/kg

In processed meat





     
125 mg/kg

Calcium, potassium, and sodium propionates

as propionic acid





         
1 g/kg

Calcium, potassium, and sodium sorbates, 

sorbic acid






          2 g/kg

Calcium, potassium, and sodium sulphites,

as SO2






           100 mg/kg

Pimaricin or natamicin (for BMP, external

application on hard cheese)

Grapefruit seed extract in meat:

chicken







PCF


pork








PCF


salmon







PCF


Dimetil  dicarbonato, for non-alcoholic beverage

250mg/l

Article 155 – Aromatic substances or mixes may be used as flavorings/scent if obtained by physical or chemical processes involving natural-type isolation or synthesis, identical to natural and artificial accepted by FAO/WHO, European Union, FDA, and FEMA (Flavor and Extractive Manufacturing Ass.).


The following shall be understood:

Natural flavoring/scent: pure product of defined chemical structure or flavoring of undefined chemical structure, concentrated or otherwise, possessing flavor characteristics and obtained by physical, microbiological, or enzymatic means from products of animal or vegetable origin;

Identical to natural flavoring/scent: product obtained by physical, microbiological, or enzymatic processes, chemical synthesis or isolated by chemical processes, the formula whereof contains components identical to those existing in nature;

 Artificial flavoring/scent: product formula containing in any proportion components not found naturally in animal or vegetable products and obtained by chemical synthesis.

Article 156 – The products listed below may be used as carrier solvents or flavoring/scent solvents or antioxidants:


Castor oil

Amyl acetate 


1,2-propylenglycol acetate

Benzyl alcohol

Benzyl benzoate

1,3-Butanodiol

Trielo citrate

Glyceryl monoacetate

Polyethylene glycol

Propylene glycol

Glyceryl triacetate (triacetin)

In the case of ethyl alcohol, the maximum allowable concentration shall be 0.4% in final product.

Article 157 - Only flavor intensifiers listed below may be used and in concentrations not exceeding the figures specified for each such additive, in finished product ready for consumption:









Limits

Ethyl malthol






100 mg/kg

Monosodium glutamate, as guanylic acid
 
10 g/kg

Calcium, potassium, and sodium guanylates

as guanylic acid



   

BMP

glutamic acid
Calcium, potassium, and sodium iosinates, 

as iosinic acid




  
BMP

Malthol




            
50 mg/kg

Article 158 – Use of enzymatic preparations of process helpers is allowed provided they meet the standards established in the FAO/WHO Codex Alimentarius and concentration thereof shall adhere to good manufacturing practices.

Article 159 – In the event that sanitary or technical considerations make it advisable to amend the preceding lists hereunder, the Ministry of Health will submit to the President of the Republic the appropriate supreme decree of amendment.   

� Sustancia agregada, como aparece en el texto, por  el Art. 1°, I, N°  7, del Dto. N° 214/05, del Ministerio de Salud, publicado en el Diario Oficial de 04.02.06





