TITLE VIII

MILK AND DAIRY PRODUCTS

Paragraph I. General

ARTICLE 197.- The sanitation, transportation, industrialization, distribution and sale of milk and dairy products is governed by the provisions of the present regulation.

ARTICLE 198.- Milk, without another denomination, is the product from the complete and uninterrupted milking of healthy, well fed and rested, free of colostrum. The milk from other animals is divided according to the species that produces it, as are the products derived from the milk

ARTICLE 199.- Pasteurization is the procedure in which all the milk or other dairy products are evenly subjugated to a recommended temperature for the time necessary to destroy the majority of the banal floral and all of the germ pathogens followed by a rapid cooling of the treated milk or dairy products 

Article 200 – Pasteurization of milk shall be mandatory in places designated by the President of the Republic, pursuant to law No. 4,869 of August 4, 1930, as well as dairy products mentioned hereunder intended for human consumption.

ARTICLE 201.- Treatment at a very high temperature is the procedure in which all the milk or other dairy products are evenly subjugated to a temperature between 130 and 145ºC for 2 to 4 seconds or another equivalent time-temperature treatment.

ARTICLE 202.- Sterilization is the procedure for which all of the milk or other dairy products uniformly undergo a thermal process in an autoclave or similar equipment, for the time needed to assure the absence of viable germs and spores that germinate in normal storage conditions.

Paragraph II. Milk requirements

Article 203 – Milk characteristics shall include the following:

(a) normal organoleptic characters;

(b) free of extraneous matter;

(c) specific gravity  1,028b to 1,034 at 20ºC;

(d) cryoscopic weight = -0,53 to –0,57 Horvet or –0,512  to –0,550ºC;

(e) pH 6-6 to 6-8

(f) acidity (12 to 21 ml sodium hydroxide

(g) non-fat solids: 82.5 grams per liter, as a minimum;

Article 204 – Milk shall be classified as follows:

(a) natural milk is milk that has undergone only cooling and fat content standardization before pasteurization or UHT treatment or sterilization;

(b) reconstituted milk is the product obtained by adding drinking water to milk concentrate or powdered milk in proportions that meet the requirements specified under article 203 above and fat content as specified for any of the types of milk listed in article 205 below.  Must be pasteurized, UHT treated, or sterilized;

(c) recombined milk is the product obtained by mixing skim milk, milk fat, and drinking water in proportions that meet the requirements specified under article 203 above and fat content as specified for any of the types of milk specified in article 205 below. Must be pasteurized, UHT treated, or sterilized.

Article 205 – According to milk fat content, milk is classified as follows:


Whole milk is milk containing 30 g of fat per liter or over.


Partly skim milk is milk containing not more than 30 g and not less than 5 g of fat per liter.


Skim milk is milk containing not more than 5 g of fat per liter.

Paragraph III. Pasteurization

Article 206 – Raw milk sent to the plant by producer shall undergo at least the following control tests:

Acceptance or rejection tests

(a) the characteristics specified under article 203 must be met;

(b) alcohol 68% v/v;


If milk is accepted by the plant and classification is required, the following tests may be performed:

(a) reductase (methylene blue) or total microorganism count in non-refrigerated milk;

(b) mesophilic and psychrophilic aerobe microorganism count in refrigerated milk;

(c) inhibitor detection;

(d) somatic cells.

ARTICLE 207.- The raw milk must be pasteurized immediately after its reception or maintained at a temperature no higher than 4°C.

Article 208 – For milk storage, plants shall have fixed closed tanks ensuring temperature conservation, fitted with thermometers or temperature sensors for control purposes. All tanks, utensils, and other elements shall be made of stainless non-contaminating material, easy to clean and disinfect. 

Article 209 – Pasteurization equipment shall have devices for checking correct milk treatment, including, among others, a thermometer directly showing pasteurizing temperature and a thermograph to record treatment temperature and time.


All treatment graphs shall be kept for six months for checking by the health authorities.

The graphics of every treatment must be saved for six months for its inspection by the health authority. 

ARTICLE 210.- The repasturization of the milk or alteration of the returned or leftover milk is prohibited. This milk can not be sent for the production of goods meant for human consumption.

Paragraph IV. Packing, conservation, and sale of pasteurized milk

Article 211 – Immediately following pasteurization, milk shall be cooled to a temperature not exceeding 4ºC, packed and kept at such same temperature until distribution, except if UHT treated.  Pasteurized milk shall pass the negative phosphatase test.

ARTICLE 212.- The plants should sell the pasteurized milk in packaging hermetically sealed and labeled to avoid its contamination. These packages should comply with the established requirements in this regulation. 

Paragraph V. Dairy products

Article 213 – Flavored milk is the product obtained from pasteurized, UHT treated, or sterilized whole, partly skim, or skim milk to which flavoring, scent, sweeteners, and stabilizers authorized hereunder have been added, in order to obtain a product with different organoleptic characters.

Article 214 – Concentrated milk is milk that has been partly deprived of water content and is classified as follows:


(a) evaporated milk is the fluid product obtained by partly eliminating the water contained in milk;


(b) sweetened condensed milk is the product that comes from the milk obtained by partial evaporation of the water and the addition of sugar and/or dextrose.

Acidity in concentrated milk shall not exceed 50 ml sodium hydroxide 0.1 N/100 g and phosphatase test shall be negative.

ARTICLE 215.- Only the following additives may be used in the production of concentrated milk: disodium phosphate, tricalcium phosphate, sodium citrate, calcium chloride and sodium carbonate, in a maximum dose of the final product of 2g/kg, alone or in a combination, and expressed as an anhydride; authorized flavorings and colorings. In the evaporated milk, carrageenans with a maximum dose of 150mg/kg can also be used. 

Article 216 – Powdered milk is the product obtained by partly removing the water contained in milk to not more then 3.5% moisture.  In the reconstituted product, at 13% for whole milk, 11.5% for partly skim milk, and 10% for skim milk, maximum acidity shall be 18 ml sodium hydroxide 0.1N/100 ml; solubility in water not less than 99%, and a maximum of 15% burnt particles. (Disk B, burnt particle filter, with a specified pore size)

ARTICLE 217.- Powdered skim milk will be divided into the following thermic levels:

Heat level



Protein nitrogen in whey

High heat



not more than 1.5 mg/g

Medium heat



between 1.51 and 5.99 mg/g

Low heat



not less than 6.0 mg/g 

ARTICLE 218.- All powdered whole, partial or skim milk that has a taste or odor that indicates decomposition or neutralization or that does not complete the general requirements for powdered milk should be categorized as not fit for human consumption.


Other objectionable tastes and odors if present in the powdered or reconstituted product include rancidness, tallow, fish, soap, chalk, rusty, bitter, burnt, kerosene, and others.

Article 219 – Dulce de leche or milk caramel is the product obtained from milk with sugar added, which when heated takes on its characteristic color.  Total milk solids content shall be not less than 25.5% and water content not more than 35%.  Amilaceous substances may be added only if product is intended for confectionery.

ARTICLE 220.- Yogurt is the coagulated dairy product obtained by lactic fermentation, by means of Lactobacillus bulgaricus y Streptococcus thermophilus, of pasteurized whole, partial or skim milk, powdered whole, partial or skim milk or a mixture of these products. 


The following may be added during manufacture:

(a) natural scent ingredients: fruit (fresh, canned, frozen, powdered, purée, pulp, juice), cereals, honey, chocolate. cocoa, walnuts, coffee, spices, and other authorized scents;

(b) sugars and/or authorized sweeteners according to that shown in article 146 of this regulation; 

(c) authorized food additives: scents, dyes, stabilizerss, and sorbic acid and associated sodium and potassium salts as preservatives, in a maximum dose of 500 mg/kg as sorbic acid;

(d) appropriate bacteria cultures producing lactic acid.

Lactic microorganisms present in the final product shall be viable and amount to not less than 10 6 UFC/g.

ARTICLE 221.- Cream from milk is the dairy product relateively rich in fat separated from milk that takes its form from the emulsion of skim milk with fat. Its fat material contents should be labeled in a prominent manner. 

Article 222 – The following additives may be used in the manufacture of  cream:

(a) authorized sequestrates and emulsifiers with a maximum dose in the final product of 2 g/kg alone or 3 g/kg mixed expressed as anhydrous substances; 

(b) authorized thickeners in a dose in the finished product not exceeding 5 g/kg alone or mixed;

(c) authorized scents.

Article 223 – Acidity in cream shall not exceed 20 ml NaOH 0.1 N/100 g.

Article 224 – Cream shall be sold exclusively in the original containers.


The lot code and expiry date shall be shown clearly on the cream container, together with instructions to keep the cream at a temperature below 4ºC.


Sale of raw cream is prohibited.

Paragraph VI. Butter

ARTICLE 225.- Butter is the dairy product derived exclusively from the pasteurized cream from milk. 

Article 226 – Whey butter is a dairy product made exclusively from cream of whey.

Article 227 – Butter must fill the following requirements:


(a) normal organoleptic characters


(b) milk fat content: not less than 80%


(c) non-fat milk solids: not more than 2%


(d) moisture: not exceeding 16%


(e) fat acidity: not exceeding 18 ml sodium hydroxide 0.1 N/100 g


(f) peroxides in fat at the plant: not more than 0.3 meq 0 2/kg fat


(g) melting point: 28-37ºC


(h) refraction index at 40ºC: 1.4546-1.4569


(i) degree of refraction at 40ºC: 40-45


(j) iodine index: 32-46


(k) saponification index: 211-237


(l) fatty acid and trigliceride content shall be the same as in milk fat.

Article 228 – Fermented butter is butter made from fermented cream.  It shall meet the requirements under article 227, excepting acidity.

Article 229 – All butter shall be sold packed, labeled, and shall be kept refrigerated.

Article 230 – Butter oil, dehydrated butter oil, and anhydrous milk fat are products obtained exclusively from duly pasteurized butter or cream, resulting from removing practically all water content and lean dry extract.

Article 231 – Butter oil shall contain:

(a) fat . not less than 99.3%


(b) moisture: not more than 0.5%


(c) peroxide index: not exceeding 0.8 meq oxygen/kg fat


(d) free fatty acids: not exceeding 11.6t ml sodium hydroxide 0.1 N/100 g

Article 232 – Dehydrated butter oil and anhydrous milk fat shall contain:


(a) fat: not less than 99.8%


(b) moisture: not more than 0.1%


(c) peroxide index: not exceeding 0.3 meq oxygen/kg fat


(d) free fatty acids: not exceeding 11.6 ml sodium hydroxide 0.1 N/100 g.

Article 233 – Butter oil, dehydrated butter oil, and anhydrous milk fat not intended for human consumption or use in recombined milk or recombined dairy products may contain the following additives only as antioxidants, and in the amounts provided under Title III above:


Propyl, octyl, and dodecyl galates


Butyl-hydroxianisol (BHA)


Butyl- hydroxitoluen (BHT)

Paragraph VII. Cheese

Article 234 – Artisanal cheese is the cheese made, in Family Cheese Plants, with milk produced exclusively in the same property as where the food is produced and whose daily production does not exceed 500 liters. The production, manufacturing, packaging, storage, distribution and sale of these products should be limited to that which has been established in the present regulation and in the technical norms on the guidelines for the production of artisanal cheese approved by the Ministry of Health’s resolution, which will be published in the Official Newspaper. 

Article 235 – Where the milk pasteurization requirement under law No. 4,669 does not apply, all cheeses shall go through a maturing period of not less than 30 days before being marketed.

Addendum

Article 236 – The following may be added to cheese during manufacture:


(a) cultures of bacteria producing lactic acid;


(b) cultures of fungi or specific bacteria for cheeses of special characteristics;


(c) rennet or other enzimes appropriate for curdling;


(d) sodium chloride;


(e) water;


(f) calcium chloride;


(g) sodium or potassium nitrate: not exceeding 50mg/kg cheese;


(h) carotene, carotenoids, roucou or annatto, and riboflavin, alone or mixed;


(i) authorized natural scents or flavorings;


(j) citric and/or lactic acid;


(k) fruits, seeds, and spices.

Addenda

Article 237 – ARTICLE 237.- Queso fresco and quesillo are those cheeses recently produced that have not undergone any transformation or fermentation, except the lactaid, and are prepared with pasteurized whole, 1%, 2%, or skim milk.

Fresh cheeses and farmer’s cheeses shall be cooled to a temperature not exceeding 5ºC immediately following manufacture and kept at such temperature until sold.

If the technological process required for manufacturing cheese of this kind requires the addition of gelatin, the quantity so added shall not exceed 0.3% of final product. 

It is prohibited to cut up farmer’s cheese or fresh cheese at points of sale.  The end product shall not contain nitrates or nitrites.

Article 238 – Mature cheese is a product requiring a period of ripening at a temperature and under conditions such that necessary biochemical and physical changes take place to obtain the organoleptic characteristics typical of cheese.

Article 239 – Spreadable or sliceable processed melted cheese is a product obtained by grinding, mixing, melting, and emulsifying with the aid of heat and emulsifying agents of one or more varieties of cheese suitable for consumption, with or without the addition of milk solids and other food products, such as cream, butter, butter oil, sodium chloride, and spices.


Food additives authorized hereunder may be added to spreadable or sliceable processed melted cheeses.


The maximum dose of emulsifiers in the final product shall be 40 g/kg, alone or mixed, but added phosphorus compounds shall not exceed 9 g/kg calculated as phosphorus.

Article 240 – In addition to the labeling requirements hereunder, cheese may state minimum fat content in dry extract.

Article 241 – When other than cow milk is used to manufacture the product, the species originating the milk shall be stated; the same applies to the use of mixed milks.


Only products meeting the requirements under article 243 above may be labeled as cheese.

Article 242 – Any point of sale where cheese is sliced before sale shall have a suitable area for such purpose, which shall comply with the provisions under Title I above.


The sliced product shall be handled in accordance with all health standards, making sure that handling and exposure to unfavorable environmental conditions are minimal.

