TITLE II

FOOD 

Paragraph 1. General

Article 95 – For the purposes of applying the present regulations, the liability arising from production, import, packaging, and marketing of food shall devolve individually or jointly, as the competent Health Agency shall determine, on producer, importer, packer, distributor, seller, or holder there.

Article 96 – Manufacturing, holding, distribution, marketing, or transfer of food  processed or packed in Chile is prohibited, even though intended for export, if proceeding from establishments not authorized by the competent health authority.

Article 97 – Export food items not complying with the standards hereunder shall show the key letter “Z” clearly and indelibly printed on the container thereof.   Such food items may not be marketed inside the country.

 Article 98 – Altered food is food that through natural causes of a physical, chemical, or biological nature, or causes originating in technological treatment, individually or collectively, has suffered modification or impairment of the organoleptic characteristics, composition, and/or nutritional value thereof.

Article 99 – Adulterated food is food that through human intervention has suffered changes that alter the characteristics or qualities thereof without being so declared explicitly on the label thereof, such as:

(a) partial or total extraction of any of the components in the original product;

(b) partial or total replacement of any of the components in the original product by other inert or extraneous items, including addition of water or any other fill material;

(c) mixing, dyeing, grinding, or covering, so as to conceal the inferior quality or reduce the purity thereof.

Article 100 – Falsified food is food

(a) designated, labeled, or sold under a name or description not consistent with the origin, identity, nutritional or stimulating value thereof; and

(b)  whereof the container, label, or announcement contains any ambiguous, false, or misleading design or statement regarding the ingredients composing such food.

Article 101 –Contaminated food is food containing:

(a) microorganisms, viruses, and/or parasites, extraneous, or deleterious substances of mineral, organic, or biological origin, radioactive and/or toxic substances in an amount higher than allowed under prevailing standards, or presumed to be hazardous to health;

(b) any type of dirt, remains, or excrement;

(c) additives unauthorized under  prevailing standards or in amounts higher than so allowed.

Article 102 – Manufacturing, importing, holding, distributing, marketing, or transferring altered, contaminated, adulterated, or falsified food for whatever reason, is prohibited.

Article 103 – No food, raw materials originating in remainders from customs, transport companies, or salvaged from fires, disasters, and catastrophes may be sold without approval from the health authority.

Article 104 – The interested party or the auctioneer concerned, if appropriate, at least twenty days ahead of the date of sale, shall request inspection of such items to check the sanitary condition thereof; an inventory of such items shall be appended to such request.

Article 105 – The health authority shall seize and destroy any lots of food constituting a health hazard.  All items not suitable for human consumption shall be denatured, unless the health authority deems that they cannot be applied to other uses.  The costs of such denaturing and destruction shall be borne by the interested party or the owner thereof, as the case may be.  

The health authorization for the denaturing must specifically acknowledge the payment of the relevant customs fees, with the cost of the shipment operation belonging to those interested or to the owner or holder, according to the case.  

Paragraph II. Labeling and Advertising

Article 106 – For the purposes hereunder, the following meanings are understood:

(a) substitute: food designed to resemble a usual food item, in texture, aroma, flavor, or odor, and used fully or partially to substitute for the food resembled thereby;

(a) bis: dried : dehydrated fruit, greens, vegetables, or légumes, even when in the form of pharmaceuticals for oral use;

addenda

(a) ter: addition: inclusion of one or more nutrients or alimentary elements, e.g., diet fiber to a food for nutritional purposes in a concenration lower than 10% of the Reference Daily Dose (RDD) per serving for a particular nutrient.

(a) quar: new food, ingredient, and alimentary material obtained through processes involving biochemical synthesis or through processes occurring in nature not involving molecules or compounds pertaining to known human food. 

(b) supplement: addition of nutrients to a food devoid of or containing such nutrients in insufficient amount to cause nutritional effect. Supplement includes the concepts of addition, enrichment or fortification, and complementing, according to the percentage nutrient so added, based on Reference Daily Doses and per serving.
(c) statement of nutrients: description or standard list of nutrients contained in a food;

(d) statement of nutritional properties: any representation stating, suggesting, or implying that a food possesses particular nutritional properties, especially but not solely regarding the energy value and protein, fat, and carbohydrate content, but also vitamins, minerals, and other food elements, i.e., cholesterol, and diet fiber;  

(e) statement of health-related properties: any representation stating, suggesting, or implying an association between a food, nutrient, or other substance contained in a food and a health-related condition;

(f) Container: whatever recipient that contains food, which covers it completely or partially

(g) bis: food factor: nutrient and non-nutrient substances that play a role in our body, e.g. cholesterol, diet fiber, etc. 

(g) enriched or fortified: addition of one or more nutrients or diet fiber to a food, in a concentration equal to or higher than 10% of the Daily Reference Dose (DRD), per serving for a particular nutrient;

(h) container: any vessel containing food as sole product, totally or partially covering such food, and including packing and wrappings.  One container may contain several units or types of packed food;

(h) bis: biotechnological event: association or combination of genes from different species as a result of genetic engineering, different or in a different order, in respect of those spontaneously occurring in nature.

(i) minimum duration date or period: expiry date or expiry term of the period during which manufacturer guarantees that the item, if stored under certain conditions, if any, retains all the significant qualities tacitly or explicitly attributed thereto, without this entailing that such item may not be marketed beyond such date or term.  Use of a minimum date or term of duration is optional.  Such minimum date or term of duration may be stated in the form of a recommendation; the phrase “use preferably by” or words to that effect may be utilized.

(j) Date processed: date when such food is made into the product described on the container;

(k) Date packed: date when the food item is placed in the container wherein it will be eventually sold;

(l) Expiry date or term of duration: date or term by or during which manufacturer declares that under specific storage conditions the food will retain expected quality attributes. The food shall not be sold after such date or term,  

To utilize the tern of duration, such term is hereby understood to begin on the date processed. Expiry date or term of duration shall be clearly stated, in which case use of such phrases as “use preferably by” or similar words detracting from expiry date precision or making term of duration relative are not allowed; 

(m) ingredient:  any substance, including additives, used in manufacturing or preparing a food and present in the end product, even if in modified form;

(n) characterizing ingredient: ingredient giving the item particular attributes so as to distinguish such item from all others of the same type;

(ñ) lot: a specific quantity of a food item produced under essentially equal conditions;

(o) standardization: addition of nutrients to a food in order to offset natural variations in nutrient content;

(p) nutrient: any substance normally consumed as constituent of a food and necessary for normal body growth, development, and maintenance, or deficiency whereof causes characteristic biological or physiological changes to occur;

(q) essential  nutrient: any substance consumed as constituent of a food necessary for growth, development, and maintenance of vital functions that cannot be synthesized in sufficient quantities by the human body;

(r) bis: serving: quantity of food  generally consumed by one person at one sitting, defined n respect of the edible portion of the product and referred to such product as marketed. 

For dehydrated food products, which are consumed reconstituted, the portion of habitual consumption will be informed according to the instructions for reconstitution.
(s) restoration: addition to a food item of one or more nutrients lost in the manufacturing, storage, and handling process, in such quantities as to require recovering such losses;

(t) labeling: set of descriptions, legends, or illustrations appearing on the label and providing information on a given food;

(u) nutritional labeling: any description designed to advise the consumer on the nutritional properties of a food item.  Includes statement of nutrients and supplementary nutritional information;

(v) label: tag, sticker, brand name, picture, or other descriptive or graphic material written, printed, stenciled, stamped in relief or engraved, or affixed to the container of a food.

(w) Available carbohydrates: All carbohydrates with the exclusion of dietary fiber.

Article 107 – All food items stored, transported, or sold in containers shall carry a label supplying the following information:

Amendments

(a) name of food: the name shall specify the true nature of the food item. (deleted)  The brand name may be added to the name.  In the case of substitute products, this condition shall be clearly stated.

Next to the name or very close thereto, additional wording shall appear as necessary to avoid misleading or deceiving in respect of the true nature and physical condition of the food including, but not limited to, the type or means of covering, form of presentation or type of treatment to which the item was submitted;

use of terms to stress absence of an undesirable component, such as “contains no . . “ or . . . free” is not allowed when the product does not normally contain such component;

(b) net content stated in units of the metric system or the international system using the unit symbol or the complete word.  Net content figures shall not be accompanied by any ambiguous term.

Food packed in a liquid medium shall carry, in addition to net content, a statement giving the drained weight of the item in units of the metric system or international system;

Replaced

(c) name or company name and domicile of manufacturer, maker, processor, packer, or distributor, as the case may be.  For imported foods, name and domicile of importer shall be stated.
(d) country of origin: shall be stated clearly on domestic as well as imported products, in accordance with relevant labeling regulations contained in Decree No. 297, of 1992, issued by the Ministry of Economic Affairs, Development, and Reconstruction or other decree in replacement thereof.;

(e) number and date of resolution together with name of the Health Agency responsible for authorizing the establishment processing or packing the item or authorizing import thereof;

(f) item processing date or packing date.  This shall be legible, placed on the container where it can be easily located, and set out in the following order:

· day, using two digits

· month, using two digits or the first three letters of the month

· year, using the last two digits.

For items with minimum duration equal to or less than 90 days, the year may be omitted.  For items with minimum duration equal to or greater than three months, the day may be omitted.

Manufacturer may identify the processing date with the key to the lot, in which case all manufacturer records shall be available to the health authorities at all times;  

(g) expiry date or term of duration. This information shall be shown on the container in such a way that it can be  easily located and in clearly visible characters.  The expiry date shall be shown as and in the order established for the processing date.  The term of duration shall be stated in days or months or years, as appropriate, using whole units, unless it is a matter of “indefinite duration”, in which case such words shall be shown.

Items where processing date is given with the lot key number shall show duration by stating the expiry date, while items specifying the processing date may use either expiry date or term of duration.

All items stated to be of “indefinite duration” must show the date when processed.

Addenda

(h) Ingredients: the label shall show the list of all ingredients and additives composing the product, with their specific names, in descending order of proportions, with the exception of flavorings/aromatizers, as provided in article 136 hereunder.
(i) Additives, the incorporation of additives must be included in the label, in descending order according to concentrations, with their specific names, with the indicated exceptions in the corresponding title. All of the food additives that have been used in the prime materials or in other ingredients of a food and that have a sufficient quantity to fulfill a technological function must be included in the list of ingredients. 

(j) nutritional information following that which has been established in article 115 of the current regulation.

(k) storage instructions: in addition to the date of minimum duration the label shall show the special requirements for storing the food, where validity of the minimum duration date is dependent thereon.  In the event that upon opening the container the item requires refrigeration or other special environment, this shall be stated on the label;

(l) instructions for use; the label shall show necessary instructions for proper use, including reconstitution, if appropriate, to ensure correct utilization thereof;

(m) in the case of imported items, number and date of resolution issued by the Health Agency responsible for authorizing import thereof;

Notwithstanding the above, in the case of habitually imported items, where import and consumption permits are issued by the same health agency, such health agency may authorize labeling in the country of origin;

To such end, upon application from importer or importer’s representative, the health agency concerned will issue a resolution authorizing subsequent imports following one that will serve as reference, to be labeled showing the number and date of such resolution authorizing import and consumption, which is the reference resolution, including, in addition, the name of the Health Agency responsible for issuing such resolution.  

Food items imported under the above provision for container labeling shall be marked in the country of origin with an indelible key number stamped on the container, so as to distinguish unmistakably the various production lots or batches, and shall further comply with all other prevailing labeling standards.  Import and consumption permits will be issued on individual batches, each being subject to all controls that the health authorities will undertake pursuant to the provisions hereunder;

(n)
any food and/or raw material for human consumption, modified by biotechnological events, presenting nutritional characteristics different from those of the conventional food and/or raw material shall state such fact on the label thereof, as provided in articles 113 and 115 through 120 hereunder. 

Article 108 – Furthermore, all imported products shall comply with all labeling provisions hereunder.  Any information required hereunder and not included on the original label, not in Spanish, or not shown as provided hereunder, shall be added on a label affixed permanently to the container, of adequate size and location, and including at least the information on the original label.

Article 109 – Label information shall be given in the Spanish language and may be repeated in another language.  Data shall be given in visible, indelible, and easily readable characters under normal purchase and use conditions.  No overprinting or alteration in the information on the original label will be permitted, unless authorized in writing by the health authority, except for imported products labeled in another language or failing to meet the requirements hereunder as regards labeling.

Addenda

Article 110 – Labeling and advertising in any form shall contain no words, illustrations, and/or other graphic representations that prove misleading or cause deception or falsehood, or are in any way liable to create a mistaken impression of the nature, composition, or quality of the item.  In addition, no therapeutic or curative effects, or dosage, shall be suggested or recommended.


Regarding food or food products containing flavorings/aromatizers (natural flavoring/aromatizer, identical to natural flavoring/aromatizer, and/or artificial flavoring/aromatizer), a graphic representation may be shown of the food or substance that gives such item its characteristic flavor, even though not contained therein, and the name of the food shall be followed by the words “. . . flavor” or “Flavor of . . .”, filling in the blank space with the name of such characterizing flavor or flavors, in letters of identical color, stress, and visibility.  

Article 111 – The information shall be shown on the container in such a way as not to separate therefrom.  Whenever the container is covered by a non-transparent covering, such covering shall contain all necessary information.

Addendum

ARTICLE 112.-  When the food label or the description of the food shows the presence or contents of one or more of the depicted ingredients, the ingredient or the mass ingredients’ percentage of the final product must be included.

Addendum

ARTICLE 113.- Including complimentary nutritional information in the nutritional label is optional and, when it corresponds, the label should be included with the principle name of the food or form part of it or be included with the nutritional information. The label should be in prominent characters, and the corresponding nutritional description should follow that which has been established in article 120 of this regulation. 

Article 114 – All food labeled or advertised as possessing health-related properties, or when the description thereof causes the same effect, shall be subject to the requirement hereunder for a statement of nutrients.  Representations of health-related properties shall be scientifically recognized or agreed internationally, and shall adhere to the technical standards on nutritional guidelines approved under a resolution of the Ministry of Health, which will be published in the Official Gazette.


Neither the representation of health-related properties and the representation of nutritional properties shall contain false associations, induce unnecessary consumption of a food or give a feeling of protection in respect of a disease or impaired health condition.


Optionally, the representation of nutrients may be made on the label of food items not declaring nutritional or health-related properties, and shall be in compliance with the provisions hereunder.


Manufacturer or importer supplying such information on a label shall be responsible for showing that such information is not false.  Such condition shall be required at the request of the health authority, by preventive control or selective mechanisms; or upon complaint from individuals, or owing to notorious facts that concern public opinion.

It is the responsibility of the manufacturer, importer and/or final packager to ensure that all the information on the label is accurate and follows the provisions of the present regulation.

Article 115 – When representation of nutrients applies, the following information shall be shown on the label:

(a) value of energy in kcal;

(b) quantities of protein, available carbohydrates, and fats in grams (available carbohydrates being understood to mean total carbohydrates excluding diet fiber);

(c) the quantity of any other nutrient, diet fiber, and cholesterol, concerning which a representation of properties is made. Cholesterol content shall be included in all food items representing nutritional or health-related properties in connection with fat or cholesterol.

Such values are given per 100 g or 100 ml, and per serving.  Number of servings in the container, size o serving in domestic units and g or ml shall be stated.

Values given in the representation of nutrients shall be weighted average values derived from data specifically obtained from analyses of products representative of the product subject to representation.

The numeric expression of the number of portions of habitual consumption and household measures must be in whole numbers. When the result of dividing the contents of the packaging by the number of portions is not a whole number or when it is not easily defined, the portion will be expressed with the phrase “around” or with the term “approx.” followed by the whole number obtained from the criteria of the mathematical approximation of the values of the nutrient and food factors just described.

Article 116 -   When a representation of nutritional properties is made regarding quantity or type of carbohydrates, total sugars shall be given in addition to what is provided under article 115 above.  Quantity of starch and other carbohydrate constituents may be shown also.  All this information shall be stated immediately following the representation of total carbohydrate content..


When a representation of nutritional properties regarding diet fiber is made, quantity and percentage of soluble and insoluble fiber shall be shown in addition to what is provided under article 115 above.

Likewise, when nutritional properties associated to quantity and type of fatty acids are specifically represented, quantities of saturated, monoinsaturated, polyinsaturated fatty acids, and cholesterol shall be given immediately following representation of total fat content, in addition to what is provided under article 115 above.

ARTICLE 117.- The declaration of nutritional properties, the declaration of health properties, the declaration of nutrients and the complimentary nutritional information, must adhere to the technical norms that are presented by the Ministry of Health in the resolution that is will be published in the Official Newspaper.

Article 118 -  When a representation of nutrients is made, vitamins and minerals may also be listed if present in significant quantities, 5% or more of the recommended intake for the relevant population.  For the population over four years of age, the Daily Reference Dose (DRD) shall be used for energy, protein, vitamins, and minerals proposed in the Codex Alimentarius; for vitamin E, biotin, pantothenic acid, copper, and selenium, not specified in the Codex Alimentarius, the Reference Daily Intake (RDI) values proposed by the US Food and Drug Administration shall be used.


For infants and children under four years of age, pregnant and nursing women, the relevant RDIs shall be used as Daily Reference Dose. For iron and vitamin A during pregnancy the Daily Reference Dose shall be 30 md/day for iron and 800 mcg/day for vitamin A, as established in the Nutritional Guidelines of the Ministry of Health.


Numerical information on vitamins and minerals shall be given in metric units, international system for 100 g or 100 ml, for one serving, in percentage of the recommended Daily Reference Dose, and per container if only one serving is contained therein.  In addition, such information shall be given per serving on the label when the number of servings per container is shown.

Article 119 – Supplementary nutritional information that may be added to the representation of nutrients shall be intended to aid consumer understanding of the nutritional value of the food concerned and help consumers to interpret the representation of nutrient(s).

Article 120 – To stress the qualities of a food or product regarding specific nutrients, only the following descriptors shall be used:

Replaced

(a) Free: if the portion of habitual consumption contains less than 5 kcal; less than 0.5g of total fat; less than 0.5 g of saturated fat; less than 0.5 g of sugar or sugar as is the case; less than 5 mg of sodium; as is the case;

(b) low content: when one serving contains not more than 40 kcal; 3 g total fat; 1 g saturated fat; and not more than 15% calories from fat, in respect of total calorie content; 20 mg cholesterol; 140 mg sodium.

For food products in powder form usually rehydrated before consumption, a serving whereof  is equal to or less than 30 g, “low- . . . content” shall apply when the above requirements are met per serving of  the reconstituted food;

(c) good source of: when one serving contains between 10% and 19% of the Reference Daily Dose for a given nutrient;

(d) high:  when one serving contains 20% or more of the Reference Daily Dose for a given nutrient;

(e) reduced: when in the modified product the content of a given nutrient has been reduced by 25% or more, or calorie content has been reduced by 25% or more of the total calories in the normal reference food. This descriptor is also applicable to cholesterol. This descriptor may not be used if the food item meets the requirement for description “low content”;

(f) light: when in the modified product calorie content has been reduced by 33.3% or more of the calories or by 50% or more of the fat contained in the normal reference food.

If 50% or more of the calories in the normal reference food are from fat, this descriptor shall apply if and when fat content is reduced by 50% or more.

Also applies when saturated fat, cholesterol, sodium, or sugar content has been reduced to less than half the amount normally present in the reference food.

It is also applied when the content of saturated fat, cholesterol, sodium or sugar or sugars as is the case have reduced to less than half the quantity normally present in the referenced food.

(g) fortified or enriched: food modified to contribute in addition 10% or more per serving of the Daily Reference Dose of a particular nutrient or diet fiber.  Fortified or enriched foods shall comply with the requirements in Resolution No. 393, of 2002, issued by the Ministry of Health, published in the Official Gazette on 1 March, 2002, which “Issues nutritional directions for use of vitamins and nutrients in food” or other resolution in replacement thereof.

(h) Extra lean: when one serving contains per 100 g not more than 5 g total fat, 2 g saturated fat, and 95 mg cholesterol per 100 g.  Descriptor specifically for meat.

(i) Very low sodium: when one serving of the food contains not more than 35 mg  sodium.  If one serving is equal to or less than 30 g, for this descriptor to apply the calculation shall be based on a quantity of the food equal to 50 g, which shall contain less than 35 mg sodium.

ARTICLE 121.- In packages whose largest surface is less than 10 cm2 , the lot number, list of ingredients and instructions for use can be omitted, information that must be located on the larger packaging that contains them. 

The packaged foods whose largest surface (principal face) is less than 40 cm2 will be expected to adhere to that which has been established in article 115 of the current regulation, in which case the information must be located on the larger packaging that contains them.

Paragraph III. Containers and Utensils

Article 122 – For the purposes hereof, the following is understood:

(a) apparatus: mechanical elements or equipment utilizable in food processing, packing, conservation, and distribution;

(b) packing: materials and structures for protecting food, packaged or otherwise, from blows or other physical damage during storage and transport;

(c) container: any vessel containing food as a single item, totally or partly covered, including packing and wrapping. One container may contain several units or types of packaged food.

(d) wrappings: materials protecting food in the permanent package thereof or when sold to the public;

(e) equipment: set of machinery and facilities required for food production, processing, cutting up, packing, and sale.

(f) Vessels: receptacles intended to contain raw materials, intermediate products, or food at the factory and food establishments for variable periods;

(g) Coating: coverings closely adhering to utensils, vessels, containers, packings, wrappings, and apparatus hereunder providing protection and conservation during the useful life thereof;

(h) Utensils: manual items currently used in the food industry and food establishments, as well as cookware and tableware, cutlery, and glassware for domestic use.

Article 123 – Utensils, vessels, containers, packing, wrappings, and apparatus used in food processing, conservation, cutting up, and distribution shall be made of or coated with product-resistant materials, and shall not release substances that are toxic, contaminating, or modifiers of the organoleptic or nutritional characteristics of such food.

Article 124 – Equipment and utensils utilized for non-edible matter or waste shall be identified as such and shall not be employed with edible items

Article 125 – Metals in contact with food and  raw materials thereof shall not contain more than one per cent impurities composed of lead, antimony, zinc, copper, chrome, iron, or tin, taken together, or more than 0.01 per cent arsenic or other contaminants composed of metals or metalloids that may qualify as hazardous.  Likewise, utensils, vessels, containers, and apparatus made of metal shall not release the above substances in quantities higher than specified hereunder.

Article 126 – All plastic utensils, vessels, containers, packing, wrappings, sheets, film, parts of apparatus, piping, and accessories making contact with food and raw materials thereof, shall not contain residual monomers amounting to more than 0.25% styrene, 1 ppm vinyl chloride, and 11 ppm acrylonitrile.  Likewise, all objects made of plastics shall not release into food more than 0.05 ppm vynil chloride or acrylonitrile, or other substance used in plastics manufacture that may be health hazards.

Article 127 – Air in containers may be replaced by an inert gas, such as nitrogen, carbon dioxide, or others permitted by the health authority.

Article 128 – Reusable containers are allowed, provided such containers can be properly sanitized before reuse.  Such containers shall be thoroughly cleaned and any thereof shall be discarded if altered owing to use or any other cause.

For returnable bottles, the manufacturing date of the bottle should be recorded in a permanent manner. The manufacturing month will be indicated by corresponding letters A through L and the year by the last two digits. 

Article 129 – Use for containing food or raw materials thereof, of vessels that were originally or at any time in contact with non-food items or items incompatible with food, is prohibited.  It is further prohibited to pack industrial products in food containers.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             

