HEALTH AND HYGIENE SAFETY OF FOODS, AND OF MATERIALS AND ARTICLES INTENDED TO COME INTO CONTACT WITH FOODS ACT

(ZZUSIS) (Official Gazzete of the Republic of Slovenia, No.52/00, 42/02)
I. GENERAL PROVISIONS

Article 1

This Act shall lay down the health and hygiene requirements of foods, food additives, and materials and articles intended to come into direct contact with foods, and shall regulate the health control of their production and trade with a view to protecting public health and the interest of consumers, ensuring free movement of foods on the internal market and abroad, and monitoring the health and hygiene of foods, and of materials and articles intended to come into contact with foods. This Act shall also regulate the interministerial and international cooperation in the areas of food-related health problems and food policy.

Article 2

For the purposes of this Act:

Foods shall mean any substance or product intended for human consumption, whether processed, semi-processed or unprocessed, and shall include water and beverages intended for human consumption. It shall also cover food additives, technological aids, substances for the enrichment of foods, and chewing gums. Tobacco and tobacco products, medicinal products and psychotropic substances shall not be considered foods.

Foods of animal origin shall mean parts of animal bodies and processed, semi-processed or unprocessed products made of animals or of parts of animal bodies for which an international veterinary certificate (hereinafter: certificate) is required in accordance with international treaties.

“Novel foods shall mean foods and their ingredients which have not been used so far to a significant degree for human consumption, and which fall under the following categories: 

a) foods and food ingredients containing or consisting of genetically modified organisms within the meaning of the Act regulating the handling of  genetically modified organisms;

b) foods and food ingredients produced from, but not containing, genetically modified organisms;

c) foods and food ingredients with a new or intentionally modified primary molecular structure;

d) foods and food ingredients  consisting of or isolated from micro-organisms, fungi or algae;

e) foods and food ingredients consisting of or isolated from plants and food ingredients isolated from animals, except for foods and food ingredients obtained by traditional propagating or breeding practices, which are already considered safe foods;

f) foods and food ingredients obtained by a production process giving rise to significant changes in the composition or structure of the foods and food ingredients, which affects their nutritional value, metabolism or level of undesirable substances, and has not been used so far.

Water intended for human consumption shall be all water supplied from public water supply systems, and water in bottles or containers for public use.

Materials and articles intended to come into contact with foods during their production and trade shall be:

- containers and receptacles, work tools, equipment, devices and food packaging manufactured from substances which have been authorised for use;

- cleansing agents and disinfectants used in the production and trade of foods.

Production shall be the manufacture, preparation, handling, processing, and packing of foods, and of materials and articles intended to come into contact with food, in order to obtain a finished product, and the storage of foods at the site of production. The preparation of food for public catering shall also be considered production.

Trade (placing on the market) shall mean any operation after production, including the storage, transport, distribution and sale of food products, and including the import and export of such products, with a view to supplying a consumer with the products either against payment or free of charge, with the exception of supply for the purposes of scientific research.

An additive shall be any substance not normally consumed as a food by itself and not normally used as a characteristic ingredient of food, whether or not it has nutritional value, the intentional addition of which, for technological or organoleptical purposes in the production, packing transport and storage of such food, has a direct or indirect effect on the properties of such food, thus becoming a component part thereof.

A technological aid shall mean any substance not normally used or consumed as a food by itself, the intentional addition of which in the processing of foods for technological purposes may result in unintentional but expected residues or products of their decomposition remaining in the foods.

A contaminant shall be any biological, chemical, physical or radiological substance not intentionally added to foods which is present in such foods as a result of the primary production, manufacturing or processing methods of such foods, as a result of the production and trade of such foods, or as a result of environmental contamination.

Foods for particular nutritional uses (dietetic foods) shall be foods which, owing to their special composition or manufacturing process, are clearly distinguishable from foods for normal consumption, and which are suitable, because of their specific nutritional value, for consumption by certain categories of persons whose digestive processes or metabolism are disrupted, by persons whose physiological conditions required the controlled and directed consumption of certain substances in foods, or by infants and young children. 

Nutritional substances (nutrients) shall be proteins, carbohydrates, fats, vitamins, mineral substances and other essential components of foods which affect the energy and biological value of foods.

Biological value shall mean the level of usability of nutritional substances contained in the food in the organism.

Energy value shall mean the energy released during digestion by the nutritional substances contained a specific amount of the food.

Food or nutritional value of a food shall mean the energy value of the food and the content of nutritional substances in a specific amount of the food.

Food hygiene shall mean all requirements and measures designed to ensure the safety, health and hygiene of foods, and shall cover all stages of food production and trade.

Personal hygiene shall mean all requirements and measures designed to ensure the cleanliness and tidiness of persons and their clothing, and the absence of pathogenic micro-organisms likely to be transmitted through foods.

HACCP (Hazard Analysis Critical Control Point) is a system ensuring the identification, recognition, assessment, measures and control of the eventual presence of harmful substances in foods which may endanger human health.

Food safety (hygiene safety) shall mean an assurance that foods are not harmful to consumers’ health if they are prepared and consumed with intended use.

Health supervision shall be the supervision of the health and hygiene requirements of foods, food additives, nutritional substances for the enrichment of foods, materials and articles intended to come into contact with foods, laid down by this Act and regulations issued on the basis thereof for the purpose of making sure that they are not harmful to consumers’ health and are therefore suitable for consumption or for their intended use.

The health and hygiene safety of foods shall be hygiene suitability in terms of safety of foods and the suitability of nutritional composition with respect to the contents of essential nutritional substances which may affect the biological and energy value of foods.
The health and hygiene safety of foods of materials and articles intended to come into contact with foods shall be the suitability of their composition, and their hygiene suitability or safety.

Nutrition is the action of food in connection with health which includes knowledge of physiological needs of the body and of processes for satisfying these needs within the meaning of individual nutrients, the methods of providing these nutrients with adequate nutrition regimen and effects, if these nutritional requirements are not satisfied, and of the consequences of impacts of food and nutrition regimens on the human body and health.  Moreover, it also includes social, economic, cultural and psychological processes in relation to nutrition.

Nutrition and food policy is a coordinated planning of the competent ministries and of a particular discipline, and the performance of overall measures in the field of provision of necessary quantities of foods which are safe and nutritionally suitable, and of all measures for healthy nutritional habits of different population groups, with the aim of protecting and improving human health.“

II. CONDITIONS ENSURING THE HEALTH AND HYGIENE SAFETY OF FOODS

Article 3

The production and trade of foods shall be carried out in compliance with the rules of food hygiene.

The production and trade of foods may be carried out only in those premises, rooms and places which meet the hygiene and sanitary-technical requirements.

Provisions on hygiene and sanitary-technical requirements in the production of foods of animal origin and their trade regarding the import, export, transport, transit and wholesale storage shall be issued by the minister responsible for agriculture, food and veterinary medicine.

Provisions on hygiene and sanitary-technical requirements in the production of foods of plant and mixed origin and in the trade of foods shall be issued by the minister responsible for health.

Provisions on hygiene and sanitary-technical requirements in the trade of consignments of raw meat, fish and water organisms which are not prepacked shall be issued by the minister responsible for agriculture, food and veterinary medicine, in agreement with the minister responsible for health.

Article 4

Only those persons who have adequate professional qualifications, or who have been additionally trained for work with foods and who meet the basic requirements concerning their personal hygiene shall be permitted to be directly involved in the production and trade of foods.

Natural and legal persons directly involved in the production and trade of foods shall be obliged to provide for the continuous training of workers who come into contact with foods in the course of their work.

Provisions laying down the basic requirements relating to personal hygiene and the training requirements for work with foods, as well as the programme of training and the persons carrying out the training, shall be issued by the minister responsible for health.

Article 5

No person who is known or suspected to be a carrier of pathogenic micro-organisms which cause diseases which are likely to be transmitted directly or indirectly through foods, thus endangering consumers’ health, shall be permitted to be directly involved in the production and trade of foods.

A provision laying down the health requirements of persons who come into contact with foods in the course of their work shall be issued by the minister responsible for health.

Article 6

Foods shall be safe when:

1. they are free from any pathogenic micro-organisms, parasites or their developmental forms and secretions that can have a harmful effect on human health;

2. residues of pesticides and veterinary drugs which are, on the basis of good agricultural and veterinary practice, an expected consequence of their use in the primary production of foods, do not exceed maximum limits; 

3. they are free from toxic metals, non-metals, other chemical contaminants from the environment, and toxic substances in amounts which may have a harmful effect on human health;

4. they do not contain any additives which are not authorised in food production, which do not meet purity requirements, or whose quantity does not exceed maximum levels;

5. the residues of auxiliary technological agents or other substances used in food production do not exceed the highest permissible concentration, or do not have a harmful effect on human health;

6. radio-nuclides present in foods do not exceed maximum levels, or when the foods have not been irradiated above the limits set by regulations, or under the limit of irradiation efficiency;

7. they have not been mechanically contaminated by any impurities that may have a harmful effect on human health, may be repellent to consumers, or may directly endanger their health;

8. their composition, which can affect the biological and energy value of foods, meets the prescribed requirements;

9. their composition or organoleptic properties (taste, smell, appearance) have not been modified due to physical, chemical, microbiological and any other processes to the extent that they are not fit for the intended use;

10. their date of durability is clearly legible and has not yet expired;

11. foods of animal origin bear a label indicating that they meet health and hygiene requirements.

The provisions referred to in points 1, 3, 6 and 7 of the preceding paragraph shall be issued by the minister responsible for health in agreement with the minister responsible for agriculture, food and veterinary medicine. 

The provisions referred to in point 5 of the first paragraph of this Article applying to the purity of technological agents and other substances referred to in point 8 of the first paragraph of this Article shall be issued by the minister responsible for health in agreement with the minister responsible for agriculture, food and veterinary medicine.

The provisions referred to in points 2 and 9 of the first paragraph of this Article shall be issued by the minister responsible for health in agreement with the minister responsible for agriculture, food and veterinary medicine.

The provisions referred to in point 5 of the first paragraph of this Article, except for purity requirements, and the provisions referred to in point 10 of the first paragraph of this Article shall be issued by the minister responsible for agriculture, food and veterinary medicine in agreement with the minister responsible for health.

The provisions referred to in point 11 of the first paragraph of this Article shall be issued by the the minister responsible for agriculture, food and veterinary medicine in agreement 

with the minister responsible for health.

Article 7

It is prohibited to place the foods referred to in the preceding Article on the market if they contain biologic contaminants which may be harmful to human health, or any other contaminants in amounts which may endanger human health, based on the analysis and assessment of the risk a contaminant may represent to human health.

Article 8

Foods placed on the market shall be accompanied with a label which contains information on all the ingredients in accordance with the special provision which governs the general labelling of prepacked foods issued by the minister responsible for agriculture, food and veterinary medicine in agreement with the minister responsible for health.

In the event that a food is accompanied with a label indicating the nutritional value of the food, the latter must be labelled in accordance with the provision of the third paragraph of this Article.

The minister responsible for health, in agreement with the minister responsible for agriculture, food and veterinary medicine, shall lay down the method of labelling and the types of information on the nutritional value of foods placed on the market.

Article 9

The novel food may be put on the market if the authorisation for its placing on the market has been issued. 

Authorisations for placing novel foods referred to in point 

a) of paragraph 3 of Article 2 of the present Act on the market are issued by the Office for Foodstuffs and Nutrition in agreement with the ministry responsible for environmental protection and the ministry responsible for agriculture, food and veterinary medicine.

The authorisation for placing on the market the novel food, referred to in points b), c), d), e) and f) of paragraph 3 of Article 2 of this Act, shall be issued by the Office for Foodstuffs and Nutrition in agreement with the ministry responsible for agriculture, food and veterinary medicine.

The authorisation for the novel food referred to in point a) of paragraph 3 of Article 2 of the present Act may be issued only if the requirements which a product shall meet to obtain the marketing authorisation have also been fulfilled in accordance with the regulations governing the handling of genetically modified organisms.

The above authorisation shall be issued within 150 days from receipt of a complete request for its acquisition.

Specific requirements which shall be met by novel foods, the method of their labelling, the content of the request for obtaining authorisation, and other conditions for issuance of the authorisation, including a more precise determination of the scope of use for nutrition, as well as the requirements from paragraph 4 of this Article, shall be laid down by the minister responsible for health, in agreement with the minister responsible for agriculture, food and veterinary medicine and the minister responsible for environmental protection.

The conditions for the imports and exports of novel foods shall be laid down by the Government of the Republic of  Slovenia.
Article 10

Food additives may be added to foods during their production.

The authorisation for use of new additives shall be issued by the Office for Foodstuffs and Nutrition, in agreement with the ministry responsible for agriculture, food and veterinary medicine.
The requirements that must be fulfilled by permitted food additives and the requirements for their use in foods shall be laid down by the minister responsible for agriculture, food and veterinary medicine in agreement with the minister responsible for health.

The requirements that food additives must fulfil regarding their purity shall be laid down by the minister responsible for health in agreement with the minister responsible for agriculture, food and veterinary medicine.

Article 11

To enrich the nutritional and biological value of foods, vitamins, minerals and salts, as well as any other nutritional components, may be added in prescribed amounts to the foods during their production.

Nutrients, and the amounts added to enrich the foods referred to in the preceding paragraph, shall be indicated in the accompanying label.

The minister responsible for health shall issue a regulation setting out the foods, their nutritional components, and the amounts added to enrich the food.

Article 12

If foods are intended for particular nutritional use by persons who, owing to a special physiological condition or to the disruption of their digestive processes or metabolism, need to obtain special benefits from the controlled consumption of certain substances in foods, their composition or physical, chemical, biological or any other properties may be modified in comparison with other similar foods (hereinafter: foods for particular nutritional use).

The foods referred to in the preceding paragraph shall also include foods the use of which must be subject to medical supervision (foods for particular medical use).

Regulations setting out the requirements which must be fulfilled by the foods referred to in the first and second paragraphs of this Article and the method of their labelling shall be issued by the minister responsible for health.

III. CONDITIONS ENSURING THE HEALTH AND HYGIENE SAFETY OF MATERIALS AND ARTICLES INTENDED TO COME INTO CONTACT WITH FOODS

Article 13

Materials and articles intended to come into contact with foods shall be free of any substances which could have, when transferred to foods, a harmful effect on human health, or bring about an unacceptable change in the composition of the foods or a deterioration in the organoleptic properties thereof.

The regulations on the requirements which the materials and articles intended to come into contact with foods must satisfy shall be set out by the minister responsible for health.

IV. ADVERTISING

Article 14

The attributing of medicinal nature to foods in terms of the prevention, treatment or cure of diseases, or the advertising of foods using pictures, signs, expressions or wordings in a manner that could mislead a consumer regarding their composition, nature, purpose of use or their effect, shall be prohibited.

Notwithstanding the preceding paragraph, the minister responsible for health may permit the inclusion of information on the medicinal nature of individual foods in their label, and specify the manner in which their medicinal nature may be indicated or advertised.

Article 15

Article 15

The advertising of alcoholic beverages, containing more than 15 % of alcohol by volume, is prohibited. 

Alcoholic beverages containing 15 % or less alcohol by volume may be advertised in printed matter such as bulletins, catalogues, leaflets and brochures, intended for advertising and business communication, as well as in other conveyers of information, except on posters, signboards, hoarding and illuminated advertising signs on roadsides.

Alcoholic beverages as referred to in the aforementioned paragraph may be advertised in newspapers and magazines, on radio and television, in electronic publications, teletext and other forms of daily and periodical publishing of editorial programming by transmission of voice, sound or picture, available to the public.

Publication of information on the quality and other characteristics of alcoholic beverages, as well as information on received awards and prizes in professional magazines and other means of business communication, which are not intended for the end consumer, shall not be deemed as advertising.“

Article 15a
It is forbidden to advertise alcoholic beverages on radio and television between 7 a.m. and 9.30 p.m.

It is forbidden to advertise alcoholic beverages in cinemas before 10 p.m.

Article 15b
The advertising message shall comply with the following conditions: it

· shall not encourage excessive consumption of alcohol or imply that alcohol consumption is essential to success in life;

· shall not  be directed at young and shall not contain scenes in which alcohol is consumed;

· shall not portray persons under 25 years of age;

· shall not associate alcohol consumption with increased physical strength or with the operation of any vehicle in traffic; 

· shall not imply that success in social and sexual life may be acquired through consumption of alcohol;

· shall not attempt to establish alcohol as a healing remedy, as a stimulant, sedative or as an escape from life’s problems;

· shall not portray an abstinence or moderate consumption in a negative way;

· shall not contain inducements to prefer an alcoholic beverage because of its high alcohol content;

· shall not be displayed in or on buildings, premises and adjacent grounds, where health services and educational and sport activities are being carried out;

· shall not be displayed on hoardings, signboards, posters or illuminated advertising signs which are less than 300 metres away from kindergartens and schools;

· shall not be displayed at manifestations and sports events where the audience or the participants are primarily underage persons;

· shall not contain any symbols, images, characters from cartoons and other youth programmes;

· shall contain the warning: “The Minister responsible for health warns that alcohol consumption may cause health problems”, or “Warning from the Minister of Health: Excessive alcohol consumption causes health problems”.

The warning from the last indent in the previous paragraph shall, unless broadcast on radio, be in writing. It shall be clearly distinguished from the background and shall have letters of such size as to be clearly visible. 

The advertising message on the cinema screen and on television shall display the warning for at least 5 seconds. If the advertisement is short, the warning shall last for the duration of the advertisement. The lettering of the warning shall be at least the size of the subtitles. The lettering of the warning in other advertising messages shall be of such size that the area the letters occupy represents at least 10 % of the area covered by the whole advertising message.

The provision of the thirteenth indent of the first paragraph of this Article does not apply to information conveyers, such as bulletins, catalogues, leaflets and brochures intended for business communication, as well as for other information conveyers in shops provided that they inform consumers on prices and other conditions related to sales of alcoholic beverages. “

V. CONTROL OF FOODS, AND OF MATERIALS AND FOOD INTENDED TO COME INTO CONTACT WITH FOODS

Article 16

The following controls shall be carried out to ensure the health and hygiene safety of foods, and of materials and articles intended to come into contact with foods:

1. internal control, carried out by legal and natural persons producing or trading in foods, and materials and articles intended to come into contact with foods;

2. official health control of foods, drinking water, food additives, food components which may affect the biological and energy value, nutritional substances for the enrichment of foods, materials and articles intended to come into contact with foods, carried out by health inspectors, except for the control referred to in point 3 of this Article;

3. official health control of the production of foods of animal origin, their trade connected to import, export, transport, transit, storage and wholesale trade and trade in consignments of fresh unpacked meat, raw fish and other water organisms which are not prepacked, and the use of materials and articles intended to come into contact with these foods, carried out by veterinary inspectors.
Monitoring of the general labelling requirements of foods and additives, related to health and hygiene safety of foods, is carried out by the Health Inspectorate of the Republic of Slovenia. The Inspectorate for quality control of agricultural products and foods carries out the control of the general labelling of foods and additives, related to the quality of foods.

Professional support in carrying out the official health control under points 2 and 3 of the preceding paragraph, particularly in the areas of chemistry, food chemistry, medicine, veterinary medicine, food microbiology, biotechnology, food hygiene and food technology, shall be ensured by nominated public institutions.

The public institutions which ensure professional support in carrying out the official health control under point 2 of the preceding paragraph shall be nominated by the minister responsible for health, while the public institutions which ensure professional support in carrying out the official health control under point 3 of the preceding paragraph shall be nominated by the minister responsible for agriculture, food and veterinary medicine.

The minister responsible for health and the minister responsible for agriculture, food and veterinary medicine shall set out the method of carrying out the official health control of foods and the requirements for the nomination of public institutions for ensuring the professional support referred to in the preceding paragraph.

The minister responsible for health shall set out the method of carrying out the official health control of materials and articles intended to come into contact with foods.

Article 17

Natural and legal persons carrying out the production and trade of foods and the public supply of water intended for human consumption shall monitor and provide for health and hygiene safety during internal control procedures which cover all stages of production and trade. Internal control procedures shall be established on the basis of the HACCP system, which identifies microbiological, chemical and physical agents that may represent a risk to human health, which enables the necessary measures to be taken and monitoring procedures established at critical control points in the production process and trade of foods where risks are likely to be incurred.

If the natural or legal person referred to in the previous paragraph ascertains, has justifiable reason for suspicion, or has been informed by the competent inspectorate that the foodstuff, which has been imported, produced, processed, manufactured or put on the market, does not fulfil the requirements on health and hygiene safety of foods under Articles 6 and 7 of this Act, he/she shall immediately withdraw this food from production and trade for which he/she has been responsible in the framework of internal control, and shall notify the responsible inspectorate thereof.

The natural and legal persons referred to in the first paragraph of this Article shall keep documents on the contents and the method of internal control procedures.

The method of internal control procedures and the documentation on the contents and method of internal control procedures shall be laid down by the minister responsible for health and the minister responsible for agriculture, food and veterinary medicine.

Article 18

Laboratory testing of the health and hygiene safety of foods, and of materials and articles intended to come into contact with foods which is carried out within the framework of internal control procedures may be performed in either the companies’ own laboratories or in other laboratories which fulfil the prescribed requirements.

The requirements regarding the professional-technical capability of the laboratories referred to in the preceding paragraph shall be laid down by the minister responsible for health and the the minister responsible for agriculture, food and veterinary medicine.
Article 19

Official health control shall cover examination, sampling, analysis, the examination of documentary material, and findings in respect of:

1. the hygiene and sanitary-technical conditions prevailing in premises for food production and trade, in public water supply, and in food business and trade carried out outside these premises or in areas open to the public;

2. the health and hygiene safety of foods, of water intended for human consumption, and of materials and articles intended to come into contact with foods at all stages of their production and trade, as well as of substances which are used for technological and organoleptical purposes at all stages of production and trade, including from raw materials, semi-processed, semi-finished and finished products, as well as the suitability of technological methods;

3. the hygiene status of premises, machinery, equipment and technological aids used in the production and trade of foods and water intended for human consumption;

4. the health of persons directly involved in the production and trade of foods and water intended for human consumption, with a view to preventing the occurrence and spread of any infectious diseases;

5. the personal hygiene of persons directly involved in food production and trade;

6. the professional qualifications of persons and their knowledge in the areas of personal and food hygiene, if they are directly involved in food production and trade;

7. the implementation of the HACCP system within internal food control processes.

The funds necessary for the implementation of official health control shall be earmarked under the national budget.

Article 20

Natural and legal persons producing, importing, exporting or trading in foods, and materials and articles intended to come into contact with foods, shall ensure that the inspectors referred to in Article 16 of this Act who are carrying out official health control are able to inspect all stages of production and trade, and of internal control procedures for ensuring and verifying that foods conform to the required standards, and shall make available, at the inspectors’ request, any information relating to the type, composition and purity of raw materials and of chemical and other substances used in the production of food and of materials and articles intended to come into contact with foods, and any other documentary material.

The legal and natural persons referred to in the preceding paragraph must provide, free of charge, the competent inspector with the amount of foods, or materials and articles intended to come into contact with foods, necessary to take a sample. A record shall be compiled for the taking of a sample.

Article 21

If it is established by laboratory testing that a sample taken during official health control does not satisfy health and hygiene requirements, the costs of the tests shall be borne by the legal or natural person in whose company the sample was taken.

Article 22

Within the framework of official health control, the testing of foods, and of materials and articles intended to come into contact with foods, shall be performed by accredited laboratories nominated by the minister responsible for health.

Within the framework of official health control for which veterinary inspectors are responsible, the testing of foods shall be performed by accredited laboratories nominated by the director of the Veterinary Administration.

Special requirements regarding the personnel, professional and technical qualifications and for the acquisition and revocation of the nomination for performing tests, shall be laid down by the minister responsible for health and the minister responsible for agriculture, food and veterinary medicine.

Article 23

From among the nominated laboratories referred to in the preceding paragraph, the minister responsible for health, in agreement with the minister responsible for agriculture, food and veterinary medicine, shall nominate the reference laboratories authorised to carry out the methodological and doctrinal tasks from the area of laboratory tests which establish the health and hygiene safety of foods, and of materials and articles intended to come into contact with foods.  
Special requirements regarding the personnel, professional and technical qualifications which must be fulfilled by the reference laboratories referred to in the preceding paragraph shall be laid down by the minister responsible for health, in agreement with the minister responsible for agriculture, food and veterinary medicine.
Article 23a 

Monitoring of advertising of alcoholic beverages is carried out by the Trade Inspectorate. 

Should the competent inspector find out that alcoholic beverages are being advertised contrary to Articles 15, 15a, and 15b of this Act, he shall prohibit the advertising by issuing a decision.

An appeal against a decision shall not suspend its implementation.

For the implementation of the decision from the second paragraph of this Article the competent inspector may order an immediate termination of the advertising at the expense of the legal person or private person who violates Articles 15, 15a and 15b of this Act. “
VI. OFFICIAL HEALTH CONTROL OF THE IMPORT OF FOODS, AND OF MATERIALS AND ARTICLES INTENDED TO COME INTO CONTACT WITH FOODS

Article 24

Foods, and materials and articles intended to come into contact with foods, which are imported on a permanent basis, or imported or exported on a temporary basis, to be processed, semi-processed or manufactured shall satisfy the requirements relating to their health and hygiene safety as laid down under this Act.

Any importer of foods, and of materials and articles intended to come into contact with foods, shall file with the competent health inspector, and in the event of foods of animal origin with the competent veterinary inspector, in addition to the import customs declaration, a request for the inspection of the consignment to be imported with a view to establishing its health and hygiene safety.

Foods, and materials and articles intended to come into contact with foods, which are to be imported may be accompanied with a certificate issued by an authorised body of the exporting country certifying to their health and hygiene safety. Certificates issued in countries which have signed international agreements with the Republic of Slovenia may be recognised directly.

Notwithstanding the provisions of the preceding paragraph, a certificate shall be mandatory for the import of foods of animal origin.

Notwithstanding the provisions of the third and fourth paragraphs of this Article, the competent health inspector, and in the event of foods of animal origin the competent veterinary inspector, may examine and order the laboratory testing of the foods, and materials and articles intended to come into contact with foods, which are to be imported.

The costs of the laboratory testing and assessment of health and hygiene safety shall be borne by the importer.

Article 25

Prior to approval of any customs-cleared use or usage, except transit, the competent inspector from the second paragraph of the preceding Article shall confirm the health and hygiene safety of the consignment.

Notwithstanding the preceding paragraph, the customs officials may, at the importer’s request, approve the customs-cleared use or usage, except transit, without certificate of health and hygiene safety of the consignment, if the latter was sent for analysis and the analytical result has not been yet known, and if the competent inspector, who carried out the examination of the consignment, agrees with it.

If it is established by analysis that the consignment from the preceding paragraph is unsuitable from health and hygiene aspects,the importer shall return it to the sender at his own expense. 
Article 26

The provisions under this Act shall also apply to foods, and materials and articles intended to come into contact with foods, which are to be imported into customs-free and customs zones, or customs warehouses.

VII. RIGHTS AND DUTIES OF INSPECTORS

Article 27

In addition to authorisations in accordance with general provisions, the competent inspector carrying out official control shall have the right and duty to impose one or more of the following measures: 

1. to ban temporarily the production and trade of foods, and materials and articles intended to come into contact with foods, which are suspected of being unsuitable from health and hygiene aspects until such time as their health and hygiene safety is certified by laboratory tests;

2. to ban temporarily the trade of foods which are not equipped with a label, or are equipped with a label not containing all the required data; 
3. to ban the production and trade of foods, and materials and articles intended to come into contact with foods, if their unsuitability from health and hygiene aspects, and thus their unsuitability for human consumption or intended use, has been certified by inspection or laboratory tests;

4. to order foods, and materials and articles intended to come into contact with foods, which endanger public health to be seized and safely destroyed at the expense of the legal or natural person at whose premises such products were discovered;

5. to ban the import of foods, and materials and articles intended to come into contact with foods, which are unsuitable from health and hygiene aspects, and to order that they be returned to the sender at the importer’s expense;

6. to order that foods, and materials and articles intended to come into contact with foods, which are to be imported, be safely destroyed, at the importer’s expense, in the event that public health is endangered or if it is impossible to return the consignment to the sender;

7. to ban production and trade of foods inside or outside business premises if conditions preventing harmful effects on their health and hygiene safety have not been secured;

8. to order that sanitary-technical and hygiene deficiencies in the production and trade of foods, of materials and articles intended to come into contact with foods, and of water intended for human consumption, be eliminated;

9. to order that persons directly involved in the production and trade of foods and of water intended for human consumption be removed from work if their health condition could, directly or indirectly, endanger public health, if they have not formally acquired the required knowledge related to food hygiene, or if they fail to wear the prescribed workclothes and footwear;

10. to ban advertising that is now allowed, and to order such advertising material to be removed at the advertiser’s expense;

11. to seal premises, equipment and items, or to ban the use of premises, equipment and items in case the sanitary-technical and hygiene deficiencies represent a threat to health and hygiene safety of foods, and of materials and articles intended to come into contact with foods, thus endangering human health;

12. to impose an on-the-spot fine for a criminal offence which is to be paid without delay.

The competent inspector shall order the measures referred to in the preceding paragraph to be taken in accordance with a decision issued in the administrative procedure. An appeal shall not delay its execution.

Article 28

If. while carrying out the control of health and hygiene safety, the competent inspector suspects that, by means of an infringement of the provisions of this Act, of provisions laid down on the basis thereof, or of any other provisions, a misdemeanour or criminal offence has been committed, he shall file either a proposal to institute misdemeanour proceedings or to institute proceedings for the criminal offence on the basis of a charge.

VIII. INTERMINISTERIAL COOPERATION

Article 29

In order to protect public health and the health of consumers against health risks arising in the area of food and nutrition, including risks which may arise in the production or trade of foods, as well as the protection of consumers’ interests concerning foods and nutrition, the Office of the Republic of Slovenia for Foodstuffs and Nutrition shall be established as a body within the Ministry of Health.

The Office for Foodstuffs and Nutrition shall carry out the following tasks:

1. draw up a proposal of national strategy and proposal of national programme for the implementation of food and nutrition policy, which includes:

· in the area of food and nutrition, the tasks and activities arising from the national programme of health protection in the Republic of Slovenia;

-     national strategy of food safety;

-  cooperation in the strategy to ensure primary production and processing of sufficient quantities of safe and suitable foods with regard to their composition, in compliance with national requirements;

2. monitor and coordinate the activities in the area of food and nutrition policy and national programme of food and nutrition policy on the basis of data provided by the competent ministries and the relevant professional bodies;

3. monitor the food habits of the population and prepare guidelines for healthy nutrition;

4.  propose measures for achieving the goals of healthy nutrition and better health condition of the entire population, with special emphasis on the most endangered population groups;

5. integrate itself in the system of monitoring and analysing unforeseen risks and propose measures, on the basis of risk assessments, for health protection of consumers against the negative effects arising in relation to foods and nutritional regimens;

   6. draw up proposals of measures to be taken for the implementation of health control of foodstuffs on the basis of monitoring health and the hygiene suitability of foods and data on reported food-induced diseases;

7. inform the consumers and direct them towards a suitable selection of foods and assure them the right to relevant information and data on foods;

8. cooperate in the field of food safety at the international level;

9. coordinate international cooperation and activities in the field of healthy food and nutrition policy.

In addition to the tasks mentioned in the previous paragraph, the Office for Foodstuffs and Nutrition also carries out the following functions:

1. issues authorisations for novel foods;

2. issues authorisations for use of new additives;

3. issues approvals for the acquisition of brand name for natural mineral waters;

4. informs food operators in the production and trade of foods of their responsibility for food safety;

5. prepares programmes for the education and training of employees in food hygiene and healthy nutrition;

6. approves the use of guidelines from individual sectors for good hygiene practices;

7. prepares professional bases for rules and regulations governing the health suitability of foods, issued by the minister responsible for health;

8. carries out other legally determined tasks.


Article 30

The National Programme on the Implementation of Food and Nutrition Policy shall be adopted by the National Assembly of the Republic of Slovenia on the proposal of the Government of the Republic of Slovenia. It shall contain:

- strategy in the field of food safety, healthy nutrition and provision of sufficient amounts of  healthy foods which are safe and well-balanced as concerns their composition,

- specific requirements and priority areas,

- goals and tasks in the field of implementation of the food and nutrition policy,

- the persons responsible for the tasks concerning the implementation of the national programme.

The programme from the previous paragraph shall contain short-term, medium-term and long-term goals.

Article 31

A Foodstuffs and Nutrition Committee shall be established at the minister responsible for health, and shall operate as an expert advisory body in the area of doctrinal, methodological and expert tasks in connection with the implementation of food policy and food-related health problems.

The Committee referred to in the preceding paragraph shall consist of experts in the areas of health, agriculture, food technology, veterinary medicine, consumer protection, education and environmental protection.

The members of the Council, proposed by the ministers responsible for the work areas referred to in the preceding paragraph, shall be appointed by the minister responsible for health.

IX. MONITORING OF THE HEALTH AND HYGIENE SAFETY OF FOODS, AND OF MATERIALS AND ARTICLES INTENDED TO COME INTO CONTACT WITH FOODS

Article 32

The monitoring of the health and hygiene safety of foods, including water for human consumption and materials and articles intended to come into contact with foods (hereinafter: monitoring), shall be carried out in the Republic of Slovenia.

The person responsible for carrying out monitoring pursuant to this Act shall be the public institute in the areas of health, food, agriculture, veterinary medicine and the environment.

The person responsible for carrying out monitoring, in cooperation with the competent inspectorates and public institutes nominated for testing the health and hygiene safety of foods, water for human consumption and materials and articles intended to come into contact with foods and with the Foodstuffs and Nutrition Committee, shall draw up a proposal of the target laboratory tests of foods and materials and articles intended to come into contact with foods (hereinafter: monitoring programme).

The proposed monitoring programme, specifying the persons performing it, shall be drawn up on the basis of findings and records on the health and hygiene safety of foods, of water intended for human consumption, of ecological conditions in primary production, of hygiene/sanitary conditions, and of the results of the epidemiological surveillance of infectious intestinal diseases in the production and trade of foods and of water intended for human consumption, as well as on the basis of health data on diseases directly or indirectly related to foods, with water intended for human consumption, and materials and articles intended to come into contact with foods.

The minister responsible for health, in agreement with the minister responsible for agriculture, food and veterinary medicine and with the minister responsible for the environment, shall lay down requirements related to the staff, expert and technical qualifications that must be fulfilled by the person responsible for carrying out the monitoring, nominate the persons responsible for monitoring individual contaminants, and adopt the programme referred to in the preceding paragraph. The funds for the implementation of the programme shall be earmarked in the national budget.

Article 33

For the purpose of monitoring the effects that foods, water intended for human consumption and materials and articles intended to come into contact with foods have on human health, and pursuant to the act which governs databases in the area of health, the National Institute of Public Health shall keep databases on the extent and results of examinations performed within the framework of the monitoring.

X. PENAL PROVISIONS

Article 34

A fine of between SIT 500,000 and 8,000,000 shall be levied on a legal entity engaged in the production or trade of foods, and of materials and articles intended to come into contact with foods, or in public information or advertising activities:

1. if it produces or places on the market foods which do not satisfy the prescribed safety requirements (Article 6);

2. if it places on the market foods which are not accompanied with a label, or if the label fails to contain information on all ingredients (first paragraph of Article 8);

3. if it places on the market foods whose label contains information on the nutritional value fails to contain the prescribed indications, or contains false indications (second paragraph of Article 8);

4. if it places foods on the market, or has foods on the market, which contain contaminants or other substances which may be harmful to human health, or which contain contaminants or other substances in amounts which may endanger human health, based on the analysis and assessment of the risk a contaminant may represent to human health (Article 7);

5. if it produces foods obtained by biotechnological and technological processes which have not been verified by experts as being harmless to human health, or if it places such foods on the market (first paragraph of Article 9);

6. if it fails to label a new food or genetically-modified food in the prescribed manner or if it places such novel food on the market without authorisation (Article 9);

7. if additives which do not feature on the approved or if a new additive is used without authorisation list are added to foods, or if they are added in an adequate amount, or if the method of their use is unsuitable or incorrect (Article 10);

8. if it fails to indicate on the label the kind and quantity of ingredients which are added to the food to enhance the product (Article 11);

9. if it produces or places on the market materials and articles intended to come into contact with foods which contain substances that are prohibited or whose quantity exceeds permissible levels;

10. If it attributes medicinal nature to foods in terms of the prevention, treatment or cure of diseases, or if it advertises foods using pictures, signs, expressions or wordings in a manner that could mislead a consumer regarding their composition, nature, purpose of use or their effect (Article 14);

11. if it fails to establish internal control in the production and trade of foods (Article 17) and if it does not withdraw foods which are unsuitable from health and hygiene aspects from the market;

12. if it fails to enable inspection bodies to carry out inspection, or if it fails to provide the competent inspector with the amount of foods, or materials and articles intended to come into contact with foods, necessary to take a sample, or with information on the substances used for their production (Article 20);

13. if it fails to file with the competent inspector a request for the inspection of the consignment to be imported, or if it fails to submit a certificate for the import of foods of animal origin (Article 24);

14. if it acts in contravention of the measures ordered in a decision issued by the inspection body (Article 27).

A fine of between SIT 200,000 and 3,000,000 shall be levied on a person engaged in the independent provision of activities for an offence referred to in the preceding paragraph.

A fine of between SIT 30,000 and 250,000 shall be levied on the responsible person of a legal entity for an offence referred to in the first paragraph of this Article.

Article 34a

A fine of between SIT 500,000 and 8,000,000 shall be levied on a legal entity – producer of  an advertising message and a legal entity – the person who commissioned this message, for advertising which is in contradiction to Articles 15, 15a and 15b of this Act.

A fine of between SIT 100,000 and 250,000 shall be levied on a responsible person of the producer of an advertising message and the responsible person of the person who commissioned the  message and who has committed an offence under the preceding paragraph.

A fine of between SIT 200,000 and 3,000,000  shall be levied on  a person who has committed an offence referred to in the first paragraph of this Article in relation to an independent provision of activities.“

Article 35

A fine of SIT 250,000 shall be levied on a legal entity engaged in the production or trade of foods if it employs persons directly involved in work with foods who do not have proper professional qualifications or training, who have not been subjected to a health examination, who fail to observe the basic principle of hygiene at work with foods or the rules of personal hygiene, the cleanliness of  workclothes, who fail to wear the prescribed workclothes and footwear, or who fail to observe the rules of cleanliness and tidiness of work premises and other facilities, machinery, equipment or technological aids used in their work and in the performance of the service, thereby endangering the hygiene of food production and trade, or the hygiene of the performance of the service.

A fine of SIT 150,000 shall be levied on a person engaged in the independent provision of activities for an offence referred to in the preceding paragraph.

A fine of SIT 80,000 shall be levied on the responsible person or on a person directly involved in the production and trade of foods for an offence referred to in the first paragraph of this Article.

The competent inspector shall impose a fine and claim on-the-spot payment for the offence referred to in the first, second and third paragraphs of this Article from the person/persons who has/have committed the said offence.

X. TRANSITIONAL AND FINAL PROVISIONS

Article 36

The implementing regulations in accordance with this Act shall be issued within two years of the entry into force of this Act.

The Foodstuffs and Nutrition Committee shall be established at the Ministry of Health within three months of the entry into force of this Act.

Article 37

Legal and natural persons carrying out the production and trade of foods, and of materials and articles intended to come into contact with foods, shall bring their activities regarding health and hygiene requirements, advertising and health and hygiene control of foods, and of materials and articles intended to come into contact with foods, in line with this Act and its implementing regulations by 31 December 2002.

Article 38

The laboratories referred to in Article 22 of this Act shall be nominated by the minister responsible for health and the Director of the Veterinary Administration by 31 December 2002.

The laboratories referred to in Article 23 of this Act shall be nominated by the minister responsible for health in agreement with the minister responsible for veterinary medicine and with the minister responsible for agriculture and food by 31 December 2002.

Until the nomination of the laboratories referred to in the preceding paragraph, the testing of foods, and of materials and articles intended to come into contact with foods, shall be carried out by public institutes authorised for carrying out analyses and super-analyses of foods and products for general use.

Article 39

Provided they do not contravene this Act, the following implementing regulations shall apply pending the issuing of the regulations referred to in Article 36:

- Rules on Wholesomeness of Water Intended for Human Consumption, Pravilnik o zdravstveni ustreznosti pitne vode  (Ur. l. RS, Nos. 46/97 and 52/97 – amended in Nos. 54/98 and 7/00);

- Rules on the Methods of Sampling and Laboratory Analysis of Water Intended for Human Consumption, Pravilnik o naèinu odvzemanja vzorcev in metodah za laboratorijsko analizo pitne vode (Ur. l. SFRY, No. 33/87) 26/83, 61/84, 56/86, 50/89 and 18/91);

- Rules on the Requirements for the Hygiene Suitability of Products for General Use Which May Be Placed on the Market, Pravilnik o pogojih glede zdravstbene neoporeènosti predmetov splošne rabe, ki smejo v promet (Ur. l. RS, Nos. 26/83, 61/84, 56/86, 50/89 and 18/91);

- Regulations on the Methods for Determining the pH Value and Quantity of Toxic Metals and Non-Metals Contained in Products for Personal Hygiene and for Face and Body Care, and on the Methods for Determining the Microbiological Appropriateness of Those Products, Pravilnik o metodah za doloèanje pH vrednosti, kolièine toksiènih kovin in nekovin v sredstvih za osebno higieno, negovalnih in lepotnih sredstev za obraz in telo in za doloèanje njihove mikrobiološke neoporeènosti (Ur. l. SFRY, No. 46/83);

- Rules on the Permissible Quantities of Pesticides, Other Toxic Substances, Hormones, Antibiotics and Microtoxins in Foodstuffs, Pravilnik o kolièinah pesticidov in drugih strupenih snovi, hormonov, antibiotikov in mikrotoksinov, ki smejo biti v živilih (Ur. l. SFRY, Nos. 59/83 and 79/87);

- Rules on the Microbiological Requirements for Foodstuffs Placed on the Market, Pravilnik o pogojih, ki jim morajo glede mikrobiološke neoporeènosti ustrezati živila v prometu (Ur. l. SFRY, Nos. 45/83 and 43/89, and (Ur. l. RS, No. 39/92);

- Rules on the Methods of Carrying Out Microbiological Analyses and Superanalyses of Foodstuffs, Pravilnik o metodah mikrobioloških analiz in superanaliz (Ur. l. SFRY, No. 25/80);

- Rules on the Quality of Foodstuff Additives, Pravilnik o kakovosti aditivov za živilske izdelke (Ur. l. SFRY, No. 39/89 and 22/90 – amended);

- Rules on the Hygiene Suitability Requirements for Dietetic Foods Which May Be Placed on the Market, Pravilnik o pogojih glede neoporeènosti dietetiènih živil, ki se smejo dati v promet (Ur. l. SFRY, Nos. 4/85 and 70/86);

- Instructions on the Methods of Sampling Foodstuffs and Products for General Use for Analyses and Superanalyses, Navodilo o naèinu jemanja vzorcev živil in predmetov splošne rabe za analize in superanalize (Ur. l. SFRY, No. 60/78);

- Decree on the Health Organisations and Other Organisations of Associated Labour which Meet the Requirements for the Carrying-Out of Superanalyses of Foodstuffs and Products for General Use, Odloèba o zdravstvenih in drugih organizacijah združenega dela, ki, izpolnjujejo pogoje za opravljanje superanaliz živil in predmetov splošne rabe (Ur. l. SFRY, Nos. 25/80 and 4/83);

- Decree on the Designation of Organisations of Associated Labour Which Meet the Requirements for the Systematic Investigation of Contamination with Radioactive Substances, Odloèba o doloèitvi organizacij združenega dela, ki izpolnjujejo pogoje za sistematièno preiskovanje kontaminacije z radioaktivnimi snovmi (Ur. l. SFRY, No. 40/86);

- Decree on the Designation of Food-Testing Organisations of Associated Labour, Odredba o doloèitvi organizacij združenega dela, ki preizkušajo živila (Ur. l. SRS, Nos. 25/88, 39/88 and 25/89, Ur. l. RS, No. 46/90);

- Rules on the Hygiene and Sanitary Requirements of Food Preparation and Distribution Facilities, Pravilnik o higienskih in sanitarno tehniènih pogojih, ki jih morajo izpolnjevati objekti za pripravo in delitev hrane (Ur. l. SRS, No. 6/90, and (Ur. l. RS, No. 5/93);

- Rules on Securing the Hygiene Safety of Foodstuffs of Vegetable Origin, and the Hygiene Requirements for the Transport of Ready-to-Eat Foods, Bread and Bakery Products, Pravilnik o zagotavljanju higienske neoporeènosti živil rastlinskega izvora in pripravljenih jedi ter kruha in peciva med prevozom (Ur. l. SRS, No. 17/85);

- Rules on the Courses and Examinations for Acquiring a Basic Knowledge of Food Hygiene and Personal Hygiene for Persons Employed in Food Production and Trade, Pravilnik o teèajih in izpitih za pridobitev osnovnega znanja o higieni živil in osebni higieni za osebe zaposlene v proizvodnju ali prometu z živili (Ur. l. SRS, Nos. 17/85 and 8/89);

- Rules on Workclothes and Footwear for Persons Who, in the Process of Food Production and Trade, Come into Direct Contact with Foodstuffs, Pravilnik o posebni delovni obleki in obutvi oseb, ki prihajajo pri opravljanju svojih del in nalog v proizvodnji ali prometu v neposreden stik z živili (Ur. l. SRS, No. 35/82);

- Rules on the Hygiene and Sanitary-Technical Requirements for Shops Selling Foods of Animal Origin, Pravilnik o higienskih in sanitarno-tehniènih pogojih, ki jih morajo izpolnjevati prodajalne živil živalskega izvora (Ur. l. SRS, No. 22/76 and (Ur. l. RS, No. 47/92).

Article 40

Within one year of the entry into force of this Act the part of the Medicinal Products Act (Zakon o zdravilih – Ur. l. RS, Nos. 9/96 and 19/96 - amended) which specifies that medicinal products shall also include dietetic products with a therapeutic indication – products from which specific amino acids, gluten-free and other dietetic products for the treatment of digestion disturbances have been removed, shall cease to be valid.

Article 41

On the day this Act enters into force, the Sanitary Control of Foodstuffs Act (Zakon o zdravstvenem nadzoru nad živili - Ur. l. SRS, Nos. 17/75 and 42/86) shall cease to be valid, and the Hygiene Suitability of Foodstuffs and Products for General Use (Zakon o zdravstveni neoporeènosti živilov in predmetov splošne rabe - Ur. l. SFRY, Nos. 55/78 and 58/85) shall cease to be applied).

Article 42

This Act shall enter into force on the fifteenth day after its publication in the Official Gazette of the Republic of Slovenia.
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Promulgation of the Act on Modifications and Amendments of the Health and Hygiene Safety of Foods, and of Materials and Articles Intended to Come into Contact with Foods Act (ZZUSIS-A) (Official Gazzete of the Republic of Slovenia, No.42/02) lays down also:

“Article 17

The Office of the RS for Foodstuffs and Nutrition shall start working not later than 1 January 2003. Until that time its tasks shall be carried out by the Ministry of Health.”

“Article 18

The provision contained in the fourth paragraph of Article 9 of this Act shall be applied on the implementation of the act which will regulate the management of genetically modified organisms. “

