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CHAPTER 1. GENERAL PROVISIONS
Article 1. Scope
1. The technical regulation of the Customs Union “On the Safety of Food Products” (hereinafter referred to as the "Technical Regulations") shall establish:

1) subjects of technical regulation;
2) safety requirements (including sanitary and epidemiological, hygienic and veterinary) to subjects of technical regulation;

3) rules for identification of subjects of technical regulation;
4) forms and procedures for assessment (confirmation) of conformity of subjects of technical regulation to the requirements hereof.

2. In application of these Technical Regulations, the requirements established by the relevant technical regulations of the Customs Union, for food products in terms of their labelling, packaging materials, items and equipment for production of food products that come into contact with food products shall be taken in to account.

3. These Technical Regulations shall apply subject to the requirements of technical regulations of the Customs Union establishing mandatory requirements to certain types of food products and related processes of production (manufacturing), storage, shipment (transportation), sale and disposal (hereinafter referred to as the "technical regulations of the Customs Union for certain types of food products"), which supplement and/or clarify the requirements of these Technical Regulations.

Requirements to certain types of food products and related processes of production (manufacturing), storage, shipment (transportation), sale and disposal set forth by other technical regulations of the Customs Union may not change the requirements of these Technical Regulations.

4. Technical regulations of the Customs Union for certain types of food products shall establish:

1) subjects of technical regulation;

2) safety requirements to subjects of technical regulation;
3) rules for identification of subjects of technical regulation; technical regulations of the Customs Union for certain types of food products may contain labelling requirements and procedures of conformity confirmation which may not be in conflict with the requirements of these Technical Regulations.

Article 2. Purposes of Adoption

The purposes of adoption of these Technical Regulations are:

1) protection of human life and/or health;
2) prevention of actions that can mislead purchasers (consumers);
3) protection of environment.

Article 3. Subjects of Technical Regulation

1.  The subjects of technical regulation of these Technical Regulations are:

1) food products;

2) production (manufacturing), storage, shipment (transportation), sale and disposal processes that are related to requirements to food products.

2. These Technical Regulations shall not apply to food products produced by individuals at home, in private household farms or by individuals who engage in gardening, horticulture, and livestock breeding; and the processes of production (manufacture), storage, shipment (transport), and disposal of food products intended for personal consumption only, and not intended for release into circulation on the customs territory of the Customs Union; cultivation of crops and raising of productive animals in the wild.

Article 4. Terms and Definitions

For the purposes of these Technical Regulations, the following terms and definitions shall be used:

adapted milk formula (breast milk substitutes)  – baby food product for infants produced in liquid or powdered form on the basis of cow milk or milk of other productive animals, maximally similar in their chemical composition to breast milk and intended to satisfy  physiological needs of infants for required elements and energy;

adverse effect of food products on human – effect of adverse factors related to presence in food products of contaminants and pollutants that create a threat to human life and health or the life and health of future generations;

aquaculture animals – fish species, aquatic invertebrates, aquatic mammals, algae, other aquatic animals and plants kept, raised and grown in semi-free conditions or in artificially created habitat;

aquaculture food products – aquaculture animals hauled (caught) from semi-free conditions of their raising, farming or from an artificially created habitat;

baby herbal beverage (herbal tea) – food products for baby nutrition produced on the basis of herbs and herb extracts;

batch of food products – a certain quantity of food products of one and the same name, identically packed, produced (manufactured) by one and the same manufacturer in accordance with one and the same regional (interstate) standard or national standard and/or corporate standard and/or other documents of the manufacturer, produced within a definite period of time and accompanied by forwarding documents providing for traceability of food products;

biologically active food additives (BAA) –   natural and/or identical to natural biologically active substances, as well as probiotic microorganisms, intended for to be consumed together with food or mixed into food products;

cage fish – fish, raised and/or stored in a fixture placed in a water body to keep it alive;

catch of aquatic biological resources – aquatic biological resources hauled (caught) in natural habitat;

contamination of food products –  penetration of items, particles, substances, and organisms (contaminants, pollutants) into food products and their presence in amounts abnormal for such food products or exceeding approved levels, so that they acquire properties that are hazardous for humans;

dehydrated food products – food products from which originally present water was removed entirely or partially;

enriched food products – food products, to which one and/or more nutrient or biologically active substances and/or probiotic microorganisms that were not originally present therein or that were present in insufficient quantity or lost during the process of production (manufacturing), have been added; herewith the content guaranteed by the manufacturer, of each nutrient or biologically active substance used for enrichment has been brought to a level meeting the criteria for food products that are the source of the nutrient or for other distinguishing characteristics of food products; and maximum levels of nutrients and/or biologically active substances in such products shall not exceed the upper level of safe consumption of such substances with their intake from all possible sources (if such levels are available);

expiration date of food products – a period of time, during which food products should fully conform to the safety requirements established for them by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, as well as keep its consumer properties specified on the label, and upon expiry of which food products are unfit for their intended use;

food additive – any substance (or mixture of substances), with or without its own nutritional value that is usually not consumed directly by humans as food, which is deliberately added to food products for technological purposes (functions) for the purpose of production (manufacturing), shipment (transport), and storage that results or may result in the fact that this substance or products of its transformation become components of food products; food additive may perform one or several technological functions;
food flavoring (flavoring) – flavouring substance, or flavouring preparation, or thermal technological flavourant, or smoke flavourant,  or flavouring precursors, or mixture thereof (flavouring part) not used by human directly as food and intended to add flavour and/or taste (except for sweet, sour and salted) to food products, with or without addition of food additives and components;

food manufacturer – an organization regardless of its

food product component (food ingredient) (hereinafter - component)   –   a product or a substance (including food additives, flavorings) used in production (manufacturing) of food products in accordance with the recipe and comprising an integral part of such food products;
food products – products of animal, plant, microbiological, mineral, artificial, or biotechnological origin, that are natural, processed or treated and are intended for human   consumption including specialized food products, packaged potable water, potable mineral water, alcoholic products (including beer and beer-based beverages), non-alcoholic beverages, biologically active additives (BAA), chewing gum, ferments and starter cultures of microorganisms, yeast, food additives and flavorings, as well as food raw material;

food products disposal – use of food products that do not conform to the requirements of technical regulations of the Customs Union for the purposes other than the purposes for which food products were intended and are usually used; or bringing of food products that do not conform to the requirements of technical regulations of the Customs Union into the state unfit for any of their use or application as well as preventing its adverse effect on humans, animals, and the environment.

food products for child nutrition – specialized food products intended for nutrition of children (for infants from 0 to 3 years old, pre-school age children from 3 to 6 years old, school-age children from 6 years old and older) that meet respective physiological needs of the child’s body and are not harmful to health of a child of the respective age;

food products for dietary prophylactic nutrition – specialized food products intended for correction of carbohydrate, lipid, protein, vitamin, and other types of metabolism, where the content and/or proportion of separate substances was changed as compared to their natural content and/or which include substances and components that were not initially present, as well as food products that are intended to mitigate risks of development of diseases;

food products for dietary therapeutic nutrition – specialized food products with predetermined nutritional and energy value, physical and organoleptic properties, and intended for use as part of therapeutic diets;

food products for sportsmen nutrition – specialized food products of predetermined chemical composition with increased nutritional value and/or directed efficiency consisting of a complex of products or represented by their certain types that is targeted specifically at raising adaptive capabilities of humans to physical and psycho-emotional stresses;

food products identification – procedure  of referring food products to    the subjects of technical regulation targeted by these Technical Regulations;

food products of mixed composition – food products consisting of two or more components except for food additives or flavorings;

food products of non-commercial manufacture – food products obtained by individuals at home and/or in private household farms or  by individuals who engage in horticulture, gardening, cattle raising, and other types of activities;

food raw materials – products of animal, plant, microbiological, mineral, artificial, and biotechnological origin, and potable water used for production (manufacturing) of food products;

genetically modified (genetically engineered, transgenic) organisms (hereinafter - GMO) –  an organism or several organisms, any non-cellular, single-celled or multicellular formations capable of reproduction or transfer of genetic material other than natural organisms obtained with the use of genetic engineering methods and/or containing genetically engineered material including genes, or fragments, or combinations thereof;

importer – a resident of a Member State of the Customs Union which releases food products delivered by a non-resident of a Member State of the Customs Union into circulation on the customs territory of the Customs Union and which is responsible for the conformity of these products to these Technical Regulations;

initial milk formula – adapted (maximally similar in their chemical composition to breast milk) or partially adapted (partially similar in their chemical composition to breast milk) formula produced on the base of cow milk or milk of other productive animals and intended for feeding of infants from the first days of life to the age of six months;

legal structure or an individual entrepreneur including foreign ones that produce (manufacture) food products in their own name for sale to purchasers (consumers) and that are responsible for the conformity of these products to the requirements of technical regulations;

non-processed food products of animal origin – carcasses of productive animals of all species and parts thereof (including blood and by-products), raw milk, raw skimmed milk, raw cream, beekeeping products, eggs and egg products, aquatic biological resources catch, aquaculture product that have not undergone processing (treatment);
norms of physiological need for energy and nutrient materials – daily consumption rate of nutrient materials sufficient to satisfy physiological needs of no less than 97.5 percent of population taking into account age, gender, physiological state and physical activity;

novel food products – food products (including food additives and flavorings) that were not previously used for human consumption on the customs territory of the Customs Union, namely:  food products with new or deliberately modified primary molecular structure; consisting of or being isolated from microorganisms, fungi or algae; from plants; isolated from animals, obtained from GMO or with their use; nanomaterials and nanotechnology products except for food products obtained by traditional methods, being in circulation and considered safe by virtue of experience;

nutrients (nutrient substances) – substances that represent constituent parts of food products and are used by a human body as sources of energy, sources or precursors of substrates required for building, growth and regeneration of organs and tissues, generation of physiologically active substances that take part in regulation of vital processes, and defining the nutritional value of food products;

perishable food products – food products with a shelf life not exceeding 5 days, unless otherwise established by technical regulations of the Customs Union for certain types of food products requiring special storage and shipment (transportation) temperature regimes so as to maintain their safety and prevent cultivation of pathogenic microorganisms, spoilage microorganisms and/or creation of toxins up to the levels harmful for human health;

potable water for child nutrition
–
potable water intended for drinking by children, cooking and recovering of dry products for child nutrition at home; aquatic biological resources – fish species, aquatic invertebrates, aquatic mammals, algae, other aquatic animals and plants in natural habitat;

prebiotics – food substances that selectively stimulate the growth and/or biological activity of the protective human intestinal microflora, and facilitate its normal composition and biological activity when systematically consumed as part of food products;

probiotic microorganisms – live nonpathogenic and non-toxigenic microorganisms – organisms of protective groups of normal intestinal microbiocenosis of a healthy human and of natural symbiotic aggregations incoming as part of food products for improvement (optimization) of the composition and biological activity of the protective human intestinal microflora;

process of food products production (manufacturing) – a set or a combination of successively executed various technological operations related to production (manufacturing) of food products ;

processing (treatment) – thermal treatment (except for freezing or cooling), smoking, canning, ageing, ripening, souring, salting, drying, pickling, concentration, extraction, extrusion or a combination of these processes;

processing aids – substance or materials or their derivatives (except for equipment, packaging materials and utensils) that are not food components and are intentionally used in processing of food raw materials and/or in manufacture of food products for achievement of certain technological purposes and upon achievement thereof are removed from such raw materials, such food products, or residual quantities of which have no technological effect in the final food product;

production facility for preparation and processing (treatment) of non-processed food raw materials of animal origin – facility (building, construction, premises, structure, and other facility) intended for carrying out of activities of obtaining, processing (treatment) of non-processed food raw materials of animal origin and used for carrying out the said activities; and belonging to a legal entity or a natural person operating as an individual entrepreneur executing the specified activities in the capacity of the owner or on other lawful grounds;

productive animals – animals, except for fish, aquatic invertebrates, aquatic mammals, and other aquatic animals, intentionally used to obtain food products;

release of food products into circulation – sale and purchase or other methods of transfer of food products into the customs territory of the Customs Union starting from manufacturer or importer;

safety of food products – condition of food products indicating the absence of inadmissible risk related to adverse health effects on humans and future generations;

specialized food products – food products with respect to which requirements have been established as to the content and/or proportion of certain substances or all substances and components; and/or the content and/or proportion of certain substances with respect to their natural content in such food products has been changed; and/or the contents includes substances or components initially not present in food products (except for food additives and flavorings); and/or the manufacturer claims their medical and/or preventive properties; and which are intended for safe consumption of such food products by certain categories of people;

state registration of production facilities that carry out activities of obtaining, processing (treatment) of non-processed food raw materials of animal origin (hereinafter - "state registration of production facilities") – admission of a legal entity or an individual entrepreneur to an activity of preparation and processing (treatment) of non-processed food raw materials of animal origin;

subsequent milk formula – adapted (maximally similar in their chemical composition to breast milk) or partially adapted (partially similar in their chemical composition to  breast milk) formula produced on the base of cow milk or milk of other productive animals and intended for feeding of infants from the age of six months in combination with supplemental feeding products;

supplemental feeding products – food products for child nutrition introduced into the infants’ diet as a supplement to breast milk, substitutes of breast milk or subsequent milk formula, and produced (manufactured) on the basis of ingredients of animal and/or plant origin;

tonic beverages – alcohol-free or low alcohol beverages containing tonic agents (components), including those of plant origin, in  a quantity sufficient to have tonic effect on the human body, except for tea, coffee, and beverages on their basis;

traceability of food products – possibility to determine through documents (in hard copy or electronic form) the manufacturer and subsequent owners of food products in circulation except for end user, and also the place of origin (production, manufacturing) of food products and/or food raw materials;

Article 5. Regulations for Circulation on the Market

1.  Food products are admitted for circulation on the market provided that they comply with these Technical Regulations and other technical regulations of the Customs Union applying thereto.

2.  Food products complying with the requirements of these Technical Regulations and other technical regulations of the Customs Union applying thereto that have undergone an assessment (confirmation) of compliance are labelled with a uniform mark of circulation of the product on the market of the Customs Union member states.

3. Food products in circulation, including food raw materials, must be accompanied by shipping documentation ensuring the traceability of such products.
4. Food products not complying with the requirements of these Technical Regulations and/or other technical regulations of the Customs Union applying thereto, including food products that have expired, are subject to withdrawal from circulation at the discretion of a participant of economic activity (owner of the food product) or under instructions from authorized state control (supervision) agencies of Customs Union member states.

Article 6. Identification of Food Products (Processes) for the Purpose of Attributing Them to Subjects of Technical Regulation of these Technical Regulations

1. For the purposes of attributing food products to subjects of technical regulation to which these Technical Regulations shall apply, identification of food products shall be carried out by concerned parties.

2. Identification of food products shall be made by its name and/or features set forth in the definition of such products in these Technical Regulations or in technical regulations of the Customs Union for certain types of food products and/or with application of visual and/or organoleptic and/or analytical methods.

3. Identification of food products shall be made by the following methods:

1) by name – by means of comparison of the name and intended use of food products as specified on the labelling on consumer packaging and/or in the shipping documentation with the name specified in the definition of the type of food products in these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products;
2) by visual method – by means of comparison of appearance of food products with the features detailed in definition of such food products in these Technical Regulations and/or in technical regulations of the Customs Union for certain types of food products;
3) by organoleptic method – by means of comparison of organoleptic indicators of food products with the indicators specified in the definition of such food products in these Technical Regulations or in technical regulations of the Customs Union for certain types of food products.  The organoleptic method shall be applied where food products can be identified neither by name nor by visual method;

4) by analytical method – by means of verification of conformity of physical and chemical and/or microbiological indicators of food products to the indicators specified in the definition of such food products in these Technical Regulations or in technical regulations of the Customs Union for certain types of food products. The analytical method shall be applied where food products can be identified neither by name, nor by visual nor organoleptic methods.

CHAPTER 2. FOOD SAFETY REQUIREMENTS
Article 7. General Food Safety Requirements

1.  Food products being in circulation on the customs territory of the Customs Union during the established term of shelf-life must be safe when used for their intended purpose.

2.  Food products safety indicators are detailed in Appendices 1, 2, 3, 4, 5 and 6 hereto.

3. Safety indicators (apart from microbiological ones) for food products of blended composition (multi-component food products) shall be determined according to the contribution of separate components of such food products taking into account their mass fractions and safety indicators for such components as established hereby, unless otherwise prescribed in Appendices 1, 2, 3, 4, 6 of these Technical Regulations and/or in technical regulations of the Customs Union for certain types of food products.

4. Safety indicators (apart from microbiological ones) for dehydrated food products shall be calculated in terms of original food raw materials taking into account the content of dry substances therein and in the dehydrated food product, unless otherwise prescribed in Appendices 1, 2, 3, 4, 5 and 6 of these Technical Regulations and/or in technical regulations of the Customs Union for certain types of food products.

5. Food products being in circulation shall not contain agents of infectious or parasitic diseases or toxins thereof presenting danger for human and animal health.

6. Expiration dates and conditions of storage of food products shall be established by the manufacturer.

7.  Materials used for the manufacture of packaging and goods contacting with food products shall conform to the requirements established by the respective technical regulations of the Customs Union.

8. Requirements to food additives, flavourants and processing aids used in production of food products shall be established by the respective technical regulations of the Customs Union.

9. In production (manufacturing) of food products from food raw materials received from GMO of plant, animal and microbial origin, GMO lines that underwent state registration shall be used.

If the manufacturer did not use GMO in the production of the food product, GMO content of 0.9% and less in the food product shall be deemed as an incidental or technically unavoidable impurity, and such food product shall not be regarded as a food product containing GMO.

10. Production (manufacturing) of food products for child nutrition intended for infants in their first year shall be performed at specialized production facilities or in specialized workshops or using specialized production lines.

11.   Presence of helminth eggs and cysts of enteric pathogen protozoa in fresh or fresh frozen greens, vegetables, fruits, and berries is not allowed.

12.  The content of each nutrient or biologically active substance used for enrichment of enriched food products must be brought to the consumption level of 100 ml or 100 g, or a single serving of such product with at least 5% of the daily intake level. 
The content of probiotic microorganisms in enriched food products must amount to at least 109 of colony-forming units (microbial cells) in 1 g or 1 ml of such products.

Article 8. Safety Requirements to Specialized Food Products

1. In production (manufacturing) of food products for infants, pregnant and nursing women it shall not allowed to use food raw materials containing GMO.

In production of food products for infant food it shall not be allowed to use food raw materials produced with the use of pesticides according to Appendix No.10.

2. Food products for pregnant and nursing women must conform to the requirements established in Appendices 1, 2 and 3 hereto and/or the technical regulations of the Customs Union for certain types of food products. 

3.  Food products for infants up to 12 months old must conform in terms of consistency to the age specific physiological characteristics of the digestive system of such infants.

4.   Food products for child nutrition must conform to the following requirements:

biscuits for child nutrition may not contain more than 25% of added sugar;

bakery products for child nutrition may contain more than 0.5% of salt.

5. Food products for child nutrition may not contain: 

ethyl alcohol — more than 0.2%;

natural coffee;

apricot and peanut kernels;

vinegar;

sweeteners except for specialized food products for dietary therapeutic and dietary preventive nutrition.

6. Baby food products for infants may not contain trans-isomers of fatty acids in breast milk substitutes in the quantity of more than 4% of the total fatty acid content.

7. In production (manufacturing) of food products for child nutrition, it shall not be allowed to use benzoic and sorbic and salts thereof.

8. In production (manufacturing) of baby food products for infants the use of the following types of food raw materials shall not be allowed:

1) curds with acid value of more than 150 Terner degrees;
2) soya flour (except for isolate and soy protein concentrate); 
3) grain and products processed thereof contaminated by foreign substances and grain pests;
4) products of slaughter of productive animals and poultry subjected to repeated freezing;
5) raw materials from fish and non-fish species of fishery subjected to repeated freezing;
6) mechanically deboned meat of slaughter productive animals and poultry; 
7) collagen-containing raw materials from poultry meat;

8) by-products of productive animals and poultry, except for liver, tongue, heart and blood;
9) trimmed beef with mass fracture of connective and fatty tissues over 12 percent;
10) trimmed pork with mass fracture of fatty tissue over 32 percent;
11) trimmed mutton with mass fracture of fatty tissue over 9 percent;
12) carcasses of chickens and broiler chickens of 2nd category;
13) frozen blocks from different types of trimmed meat of animals and by-products (liver, tongue, heart) with expiration period of over 6 months;
14) meat of bulls, boars and lean animals;
15) fish raw materials from caged fish and benthic species of fish;

16) eggs and meat of waterfowl;
17) spreads;
18) salted butter;
19) vegetable oils – cotton-seed and sesame oil;

20) vegetable oils with peroxide value exceeding 2 mmol of active oxygen/kg fat (except for olive oil); olive oil with peroxide value exceeding 2 mmol of active oxygen/kg fat;
21) diffused concentrated juices;
22) spices (except for dill, parsley, celery, caraway, basil, sweet pepper, white pepper, allspice, oregano, cinnamon, vanilla, coriander, clove, bayleaf as well as onion and garlic, the content of which is established by the manufacturer);
23) egg powder (for perishable food products);
24) hydrogenated fats, fats with high content of saturated fatty acids;
25) hot spices (pepper, horse radish, mustard);
26) mayonnaise, mayonnaise sauce, sauces based on vegetable oils, creams based on vegetable oils, special purpose fats, frying fats.

9. In production (manufacturing) of baby food products for nutrition of pre-school and school age children, the following types of food raw materials shall not be allowed:

1) products from the slaughter of productive animals and poultry subjected to repeated freezing;
2) raw materials from fish and non-fish species of fishery subjected to repeated freezing;
3) mechanically deboned meat of productive animals and poultry;
4) collagen-containing raw materials from poultry meat;

5) frozen blocks from different types of trimmed meat of animals and by-products (liver, tongue, heart) with expiration period of over 6 months;
6) trimmed beef with mass fracture of connective and fatty tissues over 20 percent;
7) trimmed pork with mass fracture of fatty tissue over 70 percent;
8) trimmed mutton with mass fracture of fatty tissue over 9 percent;
9) meat of bulls, boars and lean animals;
10) by-products of productive animals and poultry, except for liver, tongue, heart and blood;
11) eggs and meat of waterfowl;
12) diffused concentrated juices;
13) vegetable oils with peroxide value exceeding 2 mmol of active oxygen/kg fat (except for olive oil); olive oil with peroxide value exceeding 2 mmol of active oxygen/kg fat;
14) vegetable oils –  cotton-seed oil;
15) hydrogenated oils and fats;
16) hot spices (pepper, horse radish, mustard);

10. In production (manufacturing) of biologically active food additives for children aged between 3 and 14 and baby herbal beverages (herbal teas) for infants it shall only be allowed to use vegetable raw materials specified in Appendix 8 hereto.

11. In production (manufacturing) of baby food products the nutrition of infants, it is permitted to use vitamins and mineral salts listed in Appendix 9 hereto.

12. In production (manufacturing) of child nutrition food products for children of all age groups in order to provide a specific flavour and taste, only natural food flavourants (flavour active components) may be used, while vanillin may also be used for children over the age of 4 months.

13. In production (manufacturing) of biologically active food additives (BAA) it shall not be allowed to use plants and products derived thereof, objects of animal origin, microorganisms, fungi and biologically active substances and food components presenting danger to human life and health and listed in Appendix 7 hereto.

14. Biologically active food additives (BAA) must conform to hygienic requirements to the safety of food products established in Appendix 1, 2 and 3 hereto. The content in a daily dose of biologically active additives (BAA) of biologically active substances derived from plants and/or plant extracts must be within the limit from 10 to 50 percent of their single therapeutic dose defined with respect to the use of such substances as medicinal agents.

Article 9. Safety Requirements to Tonic Beverages

Tonic beverages (including energetic beverages) are produced (manufactured) in the form of alcohol-free or low alcohol beverages.

As sources of tonic substances (components), it shall be allowed to use caffeine and caffeine-containing plants (plant extracts), tea, coffee, guarana, mate and also medicinal plants and extracts thereof producing tonic effect (ginseng, maral root, roseroot, magnolia-vine, eleuterococus). Tonic alcohol-free beverages may contain no more than two tonic substances (components), tonic low alcohol beverages - no more than one.

In production (manufacturing) of tonic beverages is shall be allowed to use mineral substances, easily digestible carbohydrates, vitamins and vitamin-like substances, substrates and enhancers of energy metabolism.

The content of caffeine in tonic beverages must not exceed 400 mg/dm3.

CHAPTER 3. REQUIREMENTS FOR THE PROCESSES OF PRODUCTION (MANUFACTURING), STORAGE, SHIPMENT (TRANSPORTATION), SALE AND UTILIZATION OF FOOD PRODUCTS
Article 10.    Ensuring the Safety of Food Products in the Process of Production (Manufacturing), Storage, Shipment (Transportation) and Sale

1.    Manufacturers, sellers and persons who act as foreign manufacturers of food products shall carry out the processes of its production (manufacturing), storage, shipment (transportation) and sale in such a manner as to ensure compliance of such food with the requirements established for such products by these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products.

2.   The manufacturer shall prepare, implement and maintain procedures based on the principles of HAССP (Hazard Analysis and Critical Control Point) specified in Part 3 of this article when carrying out the processes of production (manufacturing) of food products that are related to the safety requirements for such products.

3. In order to ensure the safety of food products in the process of production (manufacturing), the following procedures shall be developed, implemented and maintained:

1) establishment of technological production (manufacturing) processes that are required in order to ensure the safety of food products;
2) establishment of the flow and route of technological operations for production (manufacturing) of food products in order to preclude contamination of food raw materials and food products;

3) establishment of controlled stages of technological operations and food products during production (manufacturing) through production control programs;

4) control of food raw materials, processing aids, packaging materials and items used in production (manufacturing) of food products, as well as control of food products by means that ensure the required reliability and completeness of such control;

5) control of operations of processing aids and equipment in accordance with the procedures intended to ensure production (manufacturing) of food products that  conform to the requirements of these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products;

6) ensuring that information on controlled stages of technological operations and results of food products control are documented;

7) compliance with the requirements for storage and shipment (transportation) of food products;

8) maintenance of production facilities, processing aids and tools, used in the process of production (manufacturing) of food products in such manner as to preclude contamination of food products;

9) determination of methods and ensuring implementation of personal hygienic rules by employees to ensure the safety of food products;

10) determination of methods that ensure the safety of food products, determination of the frequency of cleaning, washing, disinfection, disinfestation and deratization of production facilities, machinery, equipment and tools used in the process of production (manufacturing) of food products;
11) maintenance and keeping of the documents (in hard copy and/or in electronic form) that confirm the compliance of produced food products with the requirements set forth by these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products; 
12) traceability of food products.

Article 11.  Requirements for Ensuring the Safety of Food Products in the Process of Production (Manufacturing)

1.  The manufacturer of food products shall implement procedures to ensure safety in the process of production (manufacturing) of food products in order to comply with the requirements for the release of food products into circulation under these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products.

2. The manufacturer shall either individually or with participation of a third party make provisions required to ensure the safety of food products production (manufacturing) and implement necessary controls.

3. In order to ensure the safety of food products production (manufacturing), the manufacturer must define:

1) a list of hazards that in the process of production (manufacturing) may result in release into circulation of products that do not comply with the requirements of these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products;

2) a list of critical control points of the production (manufacturing) process - parameters of the food products production (manufacturing) process (or a part thereof); the parameters (indicators) of safety of food raw materials and packaging materials that are subject to control, in order to prevent or eliminate the hazards detailed in clause 1 of this article;

3) limit values of parameters monitored at critical control points;

4) procedures for monitoring critical control points of the production (manufacturing) process;

5) determination of actions to be taken in case of deviation of parameters specified in clause 3 of this article from the prescribed limits;

6) frequency of inspections carried out with regard to compliance of food products issued into circulation with the requirements of these Technical Regulations and/or the technical regulations of the Customs Union for certain types of food products;

7) frequency of cleaning, washing, disinfection, deratization and disinfestation of production facilities as well as cleaning, washing and disinfection of machinery, equipment and tools, used in the process of production (manufacturing) of food products;

8) measures to prevent rodents, insects, synanthropic birds and animals from penetrating the production facilities

4.  The manufacturer is obliged to maintain and keep the records of implementation of measures to ensure the safety in the process of production (manufacturing) of food products, including documents that confirm the safety of non-processed food raw materials of animal origin, on paper and/or electronic media.

Documents that confirm the safety of non-processed food raw materials of animal origin shall be kept for three years from their issuance date.

5. It is prohibited to eat food in production areas.

6. Personnel employed in positions associated with production (manufacturing) of food products and who come into direct contact with food raw materials and/or food products during the performance of these jobs must undergo a mandatory preliminary medical examination upon hiring and regular examinations in accordance with the laws of the Customs Union member states.

7.  Persons suffering from infectious diseases, persons suspected of having such diseases, persons who have come into contact with persons with infectious diseases, and persons who are carriers of infectious agents are not allowed to perform work associated with production (manufacturing) of food products;

Article 12.
Requirements for Water Supply to the Processes of Production (Manufacturing) of Food Products
1.  The amount of cold and hot water, steam, and ice shall be sufficient to ensure production (manufacturing) of safe food products.
2. Water in different aggregate states, used in the process of production (manufacturing) of food products, shall comply with the following requirements:

1) water used in production (manufacturing) of food products and directly contacting with food raw materials and packaging materials shall comply with the requirements for potable water established in accordance with the laws of the Customs Union member states.

2) steam used in production (manufacturing) of food products and directly contacting with food raw materials and packaging materials must not be a source of food products contamination.

3) ice used in production (manufacturing) of food products shall be made from potable water that complies with the requirements for potable water set forth by the laws of the Customs Union member states.

3. Requirements to water supply:

1) water that does not comply with the requirements for potable water may be used in production (manufacturing) processes not directly related to production of food products (fire-extinguishing system, cooling of refrigeration equipment, steam production, etc.) as well as in processing (treatment) of food raw materials of plant origin for technical needs (fluming, cleaning). The pipelines used for such processes may not be used for supply of potable water and shall bear identification labels allowing to tell such pipelines from potable water pipelines;

2) during thermal processing of food raw materials and food products in pressurized vessels and/or with the use of required equipment, it is necessary to provide conditions for prevention of contamination of food products through water used for cooling of the aforesaid vessels and equipment.

Article 13.   Safety Requirements for Food Raw Materials Used in Manufacture of Food Products

1.     Food raw materials used in production (manufacturing) of food products shall comply with the requirements for its safety established by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, and be traceable.

2. Food raw materials of plant origin may be used for production (manufacturing) of food products provided that there is information on application of pesticides for cultivation of respective plants, fumigation of production facilities and storage containers for such raw materials with the purpose of their protection against plant pests and diseases.

3. Non-processed food raw materials of animal origin shall be obtained from productive animals that have not been treated with natural and synthetic estrogenic, hormone-like materials, thyreostatic substances (animal growth stimulants), antibiotics and other medicines for veterinary use given to animals by injection before slaughter and before the expiry of their withholding period for such animals.

4. Food raw materials and components used in production (manufacturing) of food products shall be stored in proper conditions that ensure prevention of spoilage and protection of such raw materials and components from contamination.
Article 14.    Requirements for Production Facilities Used for Production (Manufacturing) of Food Products

1. Layout, design, location and size of production facilities shall ensure the following:

1) possibility to carry out technological processes in a manner that precludes counter and cross flowing of food  raw materials and food products, dirty and clean equipment and tools;

2) prevention or minimization of pollution of the air used in production (manufacturing) of food products;

3) protection against the entry of animals, including rodents and insects, into the production facilities;

4) possibility to carry out required technical maintenance and regular repair of machinery and equipment, as well as cleaning, washing, disinfection, disinfestation and deratization of production facilities;

5) necessary space for performance of technological operations;
6) protection against dirt accumulation, powdering of particles into produced food products, formation of condensate, mould on surfaces of production facilities;

7) conditions for storage of food  raw materials, packaging materials and food products. 

2.    Production facilities in which food products are produced (manufactured) shall be equipped with: 

1) natural and mechanical ventilation equipment the size and/or capacity, design and performance of which allow precluding contamination of food products and ensure easy access to filters and other elements of such systems when they require cleaning or replacement;

2) natural or artificial lighting that complies with the requirements specified by the laws of the Customs Union member states;
3) rest rooms that shall not lead directly to production facilities and shall be equipped with hangers for work clothes in front of the entrance to the area equipped with washbasins that have facilities for washing hands;

4) washbasins with hot and cold water supply, with hand cleaners, wipers and/or dryers. 

3.   Production facilities may not be used to store personal and work (special) clothes and the footwear of personnel.
4.   No materials and substances, except those that are used in production (manufacturing) of food products, may be stored in production facilities, including cleaning agents and disinfectants except for cleaning agents and disinfectants for the current cleaning and disinfection of production facilities and equipment.

5. The zones of production premises where food products production (manufacturing) is carried out shall conform to the following requirements: 

1) floor surfaces should be made of waterproof, washable and non-toxic materials, be accessible for cleaning and, upon necessity, disinfection, as well as for draining;
2) wall surfaces shall be made of waterproof, washable and non-toxic materials that can be washed and, whenever required, disinfected;

3) ceilings or, in the absence of ceilings, roof interior surfaces and structures located above production facilities shall ensure prevention of dirt accumulation, formation of mould and powdering of particles from ceilings or such surfaces and structures, and help reduce moisture condensation;

4) opening exterior windows (transoms) shall be equipped with mosquito nets that are easily detachable for cleaning; 

5) doors of production facilities shall be smooth, made of non-adsorbing materials. 

6. The doors shall open outwards from production facilities unless otherwise established by fire regulations.

7. Sewage equipment in production facilities shall be designed and made in such manner as to preclude the risk of contamination of food products.

8. Repairs of the production facilities may not be performed at the same time with production (manufacturing) of food products in such production facilities.

Article 15. Requirements for the Use of Machinery, Equipment and Tools in Production (Manufacturing) of Food Products
1. Machinery, equipment and tools used in production (manufacturing) of food products and contacting with food products shall: 

1) have structural and operational characteristics that ensure production (manufacturing) of food products in compliance with these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products; 

2) allow to carry out washing and/or cleaning and disinfection; 

3) be made of materials that comply with the requirements for materials coming into contact with food products. 

2. Machinery and equipment, where this is required for the purposes of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, shall be equipped with appropriate control devices. 

3. Operating surfaces of machinery, equipment and tools that contact with food products shall be made of non-adsorbing materials. 

Article 16.  Requirements for Storage and Waste Disposal in the Process of Food Products Production (Manufacturing)

1. Waste generated in the course of production (manufacturing) of food products shall be removed from production facilities on a regular basis. 

2. Waste generated in the course of production (manufacturing) of food products shall be divided into the following categories: 

a) waste comprised of animal tissue; 

b) animal biowaste; 

c) other waste (solid waste, garbage). 

3. Waste shall be divided by category into labeled lockable containers maintained in good repair and used for collection and storage of such wastes and garbage only. 

4. Structural characteristics of the containers described in clause 3 of this article shall allow for their cleaning and/or washing and protection against entering by animals. 

5. Removal and disposal of waste from production premises, from the territory of the food production facility shall not lead to contamination of food products and the environment, and shall not create a threat to human life and health.
Article 17.  Requirements for Processes of Storage, Shipment (Transportation) and Sale of Food Products 

1. Shipment (transportation) of food products shall be made by transport in accordance with the shipment (transportation) conditions specified by manufacturers of such products, and in the event of absence of such conditions – in accordance with the conditions for storage of food products specified by the manufacturers of such products. 

2. If transport facilities and/or containers are used for simultaneous shipment (transportation) of different food products, or food products and other cargoes, it is necessary to ensure conditions that preclude their contact, contamination or change in organoleptic qualities of food products. 

3. The structure of cargo compartments of transport facilities and containers shall provide protection of food products against contamination, penetration of animals, including rodents and also allow carrying out of their cleaning, washing, and disinfection. 

4. Cargo compartments of transport facilities, containers and vessels, used for shipment (transportation) of food products, shall allow for maintaining of the conditions for the shipment (transportation) and/or storage of food products. 

5. Interior surfaces of cargo compartments of transport facilities and containers shall be made of washable and non-toxic materials.
6. Cargo compartments of transport facilities and containers shall be regularly cleaned, washed, disinfected as frequently as necessary to ensure that cargo compartments in means of transport and containers do not become a source of contamination of food products. Water used for washing of interior surfaces of cargo compartments of transport facilities and containers shall comply with the requirements for potable water specified by the laws of the Customs Union member states. 

7. During storage of food products, the storage conditions and expiration dates established by the manufacturer must be observed. The prescribed storage conditions shall ensure the compliance of food products with the requirements specified by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. 

8. Food products may not be stored with food products of any other type and non-food products in the event where this can result in contamination of food products. 

9. Stored food products shall be accompanied with information on the conditions for storage and expiration dates of such products. 

10. Employees which perform operations related to storage, shipment (transportation) and sale of food products and who come into direct contact with food raw materials and/or food products during such operations must undergo a mandatory preliminary medical examination upon hiring and regular examinations in accordance with the laws of the Customs Union member states.
11. Persons with infectious diseases, persons suspected of having such diseases, persons who have come into contact with persons with infectious diseases, and persons who are carriers of infectious agents are not allowed to perform work associated with storage, shipment (transportation) and sale of food products.
12. The conditions for storage and expiration date of food products specified by their manufacturer shall be complied with during sale of food products.
13. In case of sale of food products that are not supplied in consumer packaging, or those food products that are supplied with leaflets containing some information on such products and attached to the packaging, the seller shall provide the consumers with such information.
Article 18. Requirements for Disposal of Food Products 

1. Food products that do not comply with the requirements established by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products shall be disposed of. 

2. A decision regarding the possibility to use food products that do not comply with the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, as feed for animals shall be made by authorized state veterinary supervision bodies or by other authorized bodies in accordance with the laws of the Customs Union member states on veterinary matters. 

3. Prior to their disposal, food products specified in part 4 of Article 5 shall be sent for temporary storage in conditions precluding unauthorized access thereto, and shall be subject to registration and control. 

4. In the event of disposal of food products specified in clause 4 of article 5 upon instruction of an authorized state control (supervision) body, the owner of food products that do not comply with the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products shall determine the methods and conditions for disposal of such products at its own discretion. 

5. Bringing food products that do not comply with these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products into the state that precludes the usage thereof in any manner and helps avoid their adverse impact on humans, animals and the environment (hereinafter referred to as disposal) shall be performed by any technically available means in accordance with the requirements of the laws of the Customs Union member states on environment protection. 

6. When food products unfit for their intended use and posing a risk of emergence and spread of diseases or poisoning of humans and animals or environmental pollution become subject to destruction, the owner of food products that do not comply with the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, shall notify an authorized state control (supervision) body of the Customer Union member state which has issued an instruction on disposal of food products that do not comply with the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products in writing of the place, time, methods and conditions of disposal as determined. 

7. Infected food products, dangerous for people and animals shall be subject to disinfection before disposal or in the process of disposal. 

8. In the event of disposal of food products that do not comply with the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, including expired food products, on the basis of an instruction of an authorized state control (supervision) body of the Customs Union member state, the manufacturer and/or the importer and/or the seller shall provide the authorized state control (supervision) body that has issued an instruction on disposal of such products with the document that confirms the fact of disposal of such food products in accordance with the procedures established by the laws of the Custom Union member state. 

Article 19. Requirements Obtainment of Non-processed Food Products of Animal Origin 

1. Slaughter of productive animals shall be carried out in designated facilities. Production facilities carrying out slaughter must observe hygienic, veterinary and sanitary requirements concerning maintenance and operation of production facilities that produce (manufacture) meat and meat products aimed at ensuring production of safe food and non-food products as well as prevention of unacceptable risks. 

2. Slaughter of productive animals shall be carried out by methods that ensure humane treatment of such animals. 

3. Healthy productive animals from households and/or rural areas that are safe in terms of veterinary aspects may be slaughtered for food purposes. 

It is not allowed to send for slaughter for further use in food production productive animals that have been treated with preparations for protection from insects /or treated with veterinary drugs designed for fattening, treatment, prevention of diseases, prior to expiration of their withholding periods for productive animals. 

Productive animals are subject to pre-slaughter holding prior to slaughter for further use in food production. 

The pre-slaughter handling of productive animals must contain a quarantine unit, isolation ward and a facility for the slaughter of diseased animals. In case of absence of a slaughter facility for diseased animals, slaughter of productive animals sent for slaughter due to diseases, shall be allowed on specifically designated days or at the end of a work shift in the dressing department with all carcasses and other products of slaughter of healthy productive animals having being removed. 

4. The antemortem inspection shall be conducted immediately prior to slaughter of productive animals. 

5. Following the slaughter, carcasses of productive animals and other non-processed food raw materials of animal origin obtained from their slaughter shall be subject to postmortem examination as well as a veterinary and sanitary inspection. 

There shall be no changes typical for contagious veterinary diseases in non-processed food products of animal origin obtained from slaughter of productive animals. 

6. Other non-processed food raw materials of animal origin intended for production (manufacturing) of food products, except for catch of aquatic biological resources, shall be obtained from healthy productive animals from epizootically favourable households (production facilities).

7. Aquatic biological resources shall be obtained from safe catching areas. 

8. Additional requirements for the processes of obtaining non-processed food products of animal origin shall be established by the technical regulations of the Customs Union for certain types of food products specifying the requirements for such food products and the processes of production, storage, shipment, sale and disposal associated therewith. 

Article 20. Ensuring the Conformity of Food Products with Safety Requirements 

1. The conformity of food products with these Technical Regulations is ensured by implementation of the safety requirements hereof and implementation of safety requirements of the technical regulations of the Customs Union for certain types of food products. 

2. The method of assessment (testing) and measurement for food products shall be set forth in the list of standards containing the regulations and methods for assessment (testing) and measurement, including regulations for selection of samples required for implementation and observation of the requirements of these Technical Regulations and for assessment (confirmation) of the conformity of food products.

CHAPTER 4. CONFORMITY (CONFIRMATION) ASSESSMENT

Article 21. Forms of Assessment (Confirmation) of Conformity of Food Products and Processes of Production (Manufacturing), Storage, Shipment (Transportation), Sale and Utilization 

1. Assessment (confirmation) of conformity of food products, except for food products specified in part 3 of this Article, to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products shall be carried out in the form of: 

1) confirmation (declaration) of conformity of food products; 

2) state registration of specialized food products; 

3) state registration of novel food products; 

4) veterinary and sanitary inspection. 

2. Assessment (confirmation) of conformity of processes of production (manufacturing), storage, shipment (transportation), sale and disposal of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products shall be conducted in the form of state surveillance (control) over compliance with the requirements for food products established by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, except for the processes of production (manufacturing) specified in Article 32. Assessment (confirmation) of conformity of those processes of production (manufacturing) shall be conducted in the form of the state registration of production facilities. 

3. Assessment of conformity of food products of non-commercial manufacture and products of catering facilities (public catering) intended for sale in the course of provision of services, as well as of processes of sale of said products shall be conducted in the form of state surveillance (control) over compliance with the requirements to food products established by these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. 

Article 22. Applicant for Assessment (Confirmation) of Conformity of Food Products 

1. Applicants for assessment (confirmation) of conformity of food products, except for state control (surveillance), may be legal entities or natural persons acting as individual entrepreneurs who are registered in accordance with the legislation of the Customs Union member-state on its territory, who are either manufacturers, or sellers, or those who perform the functions of a foreign manufacturer acting on the basis of a contract with the latter in terms of ensuring conformity of supplied food products to the requirements of the present Technical regulation and/or other technical regulations of the Customs Union, to which they are subject, and in terms of liability for their failure to conform to the requirements of such technical regulation.
2. The applicant shall ensure conformity of food products to the requirements established by these Technical Regulations and/or other technical regulations of the Customs Union applying thereto. 

Article 23. Declaration of Conformity

1. Food products released into circulation on the customs territory of the Customs Union shall be subject to declaration of conformity, except for the following: 

1) non-processed food products of animal origin; 

2) specialized food products; 

3) vinegar. 

2. Declaration of conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products shall be made by way of adoption, at the option of the applicant, of the declaration of conformity either on the basis of own evidence and/or evidence received with participation of a third party. 

3. Declaration of conformity of food products shall be made using one of the procedures of declaration established by these Technical Regulations based on the applicant’s choice unless provided for otherwise by the technical regulations of the Customs Union for certain types of food products.
4. The declaration procedures: 

1) Declaration Procedure 1d 

1.1) Procedure 1d shall include the following procedures: 

· development and analysis of technical documentation; 

· implementation of production controls; 

· testing of product samples; 

· adoption and registration of a declaration of conformity;

· application of a uniform mark of product circulation on the market of the Customs Union member state.
1.2) The applicant shall take all necessary measures to ensure that the process of production (manufacturing) is stable and ensures conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products; and shall prepare technical documentation and carry out its analysis. 
1.3) The applicant shall ensure implementation of production controls.

1.4) To control conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, the applicant shall conduct testing of samples of food products. Testing of samples of food products shall be conducted based at the applicant’s discretion in a testing laboratory or an accredited testing laboratory.

1.5) The applicant shall issue a declaration of conformity and register it by way of notification. 
1.6) The applicant shall apply a uniform mark of product circulation on the market of the Customs Union member state unless otherwise established by the technical regulations of the Customs Union for certain types of food products. 
2) Declaration Procedure 2d 

2.1) Procedure 2d shall include the following procedures: 
· development and analysis of technical documentation; 

· testing of a batch of food products; 

· adoption and registration of a declaration of conformity; 

· application of a uniform mark of product circulation on the market of the Customs Union member state. 

2.2) The applicant shall prepare technical documentation and carry out an analysis thereof.

2.3) The applicant shall conduct testing of samples of food products to ensure confirmation of the declared conformity of such food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. Testing of samples of food products (a single article) shall be conducted based at the applicant’s discretion in a testing laboratory or an accredited testing laboratory.

2.4) The applicant shall issue a declaration of conformity and register it by way of notification.

2.5) The applicant shall apply a uniform mark of product circulation on the market of the Customs Union member state unless otherwise established by the technical regulations of the Customs Union for certain types of food products.

3) Declaration Procedure 3d 

3.1) Procedure 3d shall include the following procedures: 
· development and analysis of technical documentation; 

· implementation of production controls; 

· testing of product samples; 

· adoption and registration of a declaration of conformity;

· application of a uniform mark of product circulation on the market of the Customs Union member state.
3.2) The applicant shall take all necessary measures to ensure that the process of production (manufacturing) is stable and ensures conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products; and shall prepare technical documentation and carry out its analysis.

3.3) The applicant shall ensure implementation of production controls.

3.4) To control conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products, the applicant shall conduct testing of samples of food products. Testing of samples of food products shall be conducted in an accredited testing laboratory.
3.5) The applicant shall issue a declaration of conformity and register it by way of notification.

3.6) The applicant shall apply a uniform mark of product circulation on the market of the Customs Union member state unless otherwise established by the technical regulations of the Customs Union for certain types of food products. 

5. The technical regulations of the Customs Union for certain types of food products may establish other procedures for declaration of conformity. 

6. When declaring conformity on the basis of own evidence, the applicant shall use its own resources to prepare evidentiary materials in order to confirm conformance of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products.
7. Evidentiary materials must contain the results of assessments (tests) confirming fulfillment of requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. Such assessments (tests) may be carried out in own testing laboratory of the applicant or in other testing laboratories under a contract with the applicant. 

8. Unless provided for otherwise by the technical regulations of the Customs Union for certain types of food products, evidentiary materials, other than documents specified in part 7 of this Article, may at the discretion of the applicant include other documents that confirm the conformity of declared food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. 

9. Declaration of conformity must contain the following information: 

· name and location of the applicant; 

· name and location of the manufacturer; 

· information about the subject of confirmation of conformity enabling identification of such object; 

· name of these Technical Regulations or the technical regulations of the Customs Union for certain types of food products against which the conformity is being confirmed; 

· statement of the applicant concerning the safety of food products if used in accordance with the intended purpose and concerning adoption by the applicant of measures to ensure conformance of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products; 

· information about conducted assessments (tests) and measurements as well as documents that were a basis for the confirmation of conformity of food products to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products; 

· validity period of the declaration of conformity; 

· other information prescribed by the respective technical regulations of the Customs Union. 

10. The validity period of the declaration of conformity shall be established by the applicant unless otherwise provided by technical regulations of the Customs Union for certain types of food products. 

11. In the case of change of compulsory requirements to food products, evidentiary materials must be changed with regard to confirmation of conformity to such requirements. Adoption of a new declaration shall not be needed in this case. 

12. The Customs Union member states shall keep a record of adopted declarations of conformity. 

Article 24. State Registration of Specialized Food Products

1. Specialized food products shall be subject to state registration. 

Specialized food products shall include: 

1) food products for child nutrition, including potable water for child nutrition; 

2) food products for dietary therapeutic and dietary protective nutrition; 

3) natural mineral water, medicinal table water, medicinal mineral water with salinity of more than 1 mg/dm or with less salinity contained biologically active substances in an amount no less than balneal norms; 

4) food products for nutrition of sportsmen, pregnant and nursing women; 

5) biologically active food additives (BAA). 

2. Food products specified in part 1 of this Article shall be allowed for production (manufacturing), storage, shipment (transportation) and sale only after state registration thereof in accordance with the procedure established hereby. 

3. State registration of specialized food products shall be conducted at the stage of its preparation for production (manufacturing) within the customs territory of the Customs Union; and in case of food products imported to the customs territory of the Customs Union — prior to import thereof to the customs territory of the Customs Union. 

4. State registration of specialized food products shall be conducted by an agency authorized by a Customs Union member state (hereinafter — agency for registration of specialized food products). 

5. State registration of specialized food products shall be effective for an unlimited period of time. 

6. State registration of specialized food products may be terminated or suspended by the agency for registration of specialized food products in the event of failure of such specialized food products to comply with the requirements of these Technical Regulations identified in the result of state control (surveillance) and/or pursuant to decision of judicial authorities of the Customs Union member state. 

7. The applicant shall be entitled to appeal against decisions of the agency for registration of specialized food products in judicial proceedings. 

Article 25. Procedure for State Registration of Specialized Food Products

1. State registration of specialized food products shall include: 

1) review of documents submitted by the applicant and confirming the safety of such products and their conformity to the requirements of these Technical Regulations and other technical regulations of the Customs Union applying thereto; 

2) entry of information on the name of specialized food products and the applicant thereof into the unified register of specialized food products or delivering to the applicant of the decision concerning refusal in state registration. 

2. For the purpose of state registration of specialized food products, the applicant shall submit the following documents to the specialized food product registration authority: 

1) application for state registration of specialized food products with specification of their names, name and address of the applicant (in case the applicant is a legal entity), surname, name, patronymic of the applicant, his address, details of identification document (in case the applicant is an individual entrepreneur); 

2) results of assessment (testing) of samples of specialized food products conducted in accredited testing laboratory as well as documents confirming the conformity of such products to the requirements established by these Technical Regulations and other technical regulations of the Customs Union applying thereto; 

3) information on the intended use of food products; 

3. Documents submitted to the specialized food product registration authority shall be accepted according to the inventory list, a copy of which with specification of the date of acceptance shall be delivered (serviced) to the applicant. 

4. The application for state registration of specialized food products and the documents attached thereto may also be submitted to the specialized food product registration authority by mail with the list of attachments and a notice of delivery or in the form of an electronic document certified by electronic signature in accordance with the laws of the Customs Union member state. 

5. The specialized food product registration authority shall review the documents submitted for registration within no more than 5 business days following the receipt of the application along with all necessary documents.
6. Entry of information on specialized food products into the unified register of specialized food products within 3 days after completion of consideration of the presented documents by the specialized food product registration authority shall be deemed to constitute state registration of such product. 

7. Registration of specialized food products may be refused in the following cases: 

1) incompleteness or inaccuracy of documents submitted by the applicant pursuant to part 2 of this Article; 

2) non-conformity of specialized food products to the requirements of these Technical Regulations and other technical regulations of the Customs Union applying thereto, including with regard to non-misinforming of consumers; 

A decision on refusal shall be sent to the applicant in writing or electronically with a justification for the refusal within three business days. 

8. The applicant may appeal against a decision of specialized food product registration authority concerning refusal of state registration of specialized food products in judicial proceedings. 

Article 26. Unified Register of Specialized Food Products

1. Information about state registration of specialized food products shall be entered into the unified register of specialized food products. 

The unified register of specialized food products is part of the unified register of registered food products consisting of national parts of the unified register of specialized food products that are formed and maintained by the specialized food product registration authorities of the Customs Union member state. 

2. The following information must be entered into the unified register of specialized food products: 

1) name and location of the legal entity, or surname, name, patronymic, registration address and ID details of the individual entrepreneur, carrying out production (manufacturing) of specialized food products; 

2) name of specialized food products; 

3) information about attribution of products to specialized food products; 

4) date and number of the decision to conduct state registration; 

5) name and address of the specialized food product registration authority carrying out state registration. 

3. The application and the documents attached thereto submitted for the purposes of state registration of specialized food products shall constitute the information fund of the unified register of specialized food products and shall be subject to permanent keeping in the specialized food product registration authority. 

4. The unified register of specialized food products that have undergone state registration shall be maintained in the form of electronic database protected from damage and unauthorized access. 

The information of this unified register of specialized food products shall be publicly available and placed on a daily updated specialized web-based search server. 

Article 27. State Registration of Novel Food Products

1. Novel food products shall be subject to state registration. 

Food products manufactured according to known and applied technologies, containing components including food additives that are already used for human consumption, even if such products and components are manufactured under a new recipe, shall not be considered novel food products. 

2. State registration of novel food products shall be conducted at the stage of their preparation for production (manufacturing) on the customs territory of the Customs Union for the first time; and in case of food products imported onto the customs territory of the Customs Union – prior to import thereof onto the customs territory of the Customs Union. 

3. State registration of novel food products shall be conducted by an authority authorized by a Customs Union member state (hereinafter referred to as the novel food product registration authority). 

4. The fact of state registration of novel food products shall mean that following registration such food products shall not be considered as novel products in the future and shall not be subject to state registration by any other applicant and under any other name. 

5. State registration of novel food products shall be effective for an unlimited period of time. 

6. Every item of novel food products shall be subject to assessment (confirmation) of conformity in accordance with the procedure established hereby. 

7. State registration of novel food products may be terminated or suspended by the novel food product registration authority in case of infliction of harm observed in the course of state control (surveillance) and pursuant to decision of judicial authorities of the Customs Union member state.
Article 28. Procedure of State Registration of Novel Food Products 

1. State registration of novel food products shall include: 

1) review of the documents submitted by the applicant and confirming the safety of such products for human life and health; 

2) entry of information on novel food products into the unified register of novel food products or delivering to the applicant of the decision concerning refusal in state registration.
2. For the purpose of state registration of novel food products, the applicant shall submit the following documents to the novel food product registration authority: 

1) application for state registration of novel food products with specification of its name, name of the applicant and address of its location (in case the applicant is a legal entity), surname, name, patronymic of the applicant, his address, details of identification document (in case the applicant is an individual entrepreneur); 

2) documents: 

2.1) 
results of assessments (tests) of samples of the novel food products conducted by an accredited testing laboratory as well as other documents confirming the safety for human life and health; 

2.2)
information, obtained from any reliable sources, about their impact on human body confirming absence of adverse health effects of such food products on humans.
3. Documents submitted to the novel food product registration authority shall be accepted according to the inventory list, a copy of which with specification of the date of acceptance shall be delivered (serviced) to the applicant. 

4. Application for state registration of novel food products and the documents attached thereto may also be delivered to the novel food product registration authority by mail with the list of attachments and a notice of delivery or in the form of an electronic document certified by electronic signature in accordance with the laws of the Customs Union member state. 

5. The novel food product registration authority shall review the documents submitted for registration no later than 5 days following the receipt of the application along with all necessary documents. 

6. Registration of novel food products may be refused in the following cases: 

1) incompleteness or inaccuracy of the documents submitted by the applicant pursuant to part 2 of this Article; 

2) non-conformity of food products to the requirements of these Technical Regulations and other technical regulations of the Customs Union applying thereto; 

3) detection of proven harmful impact on human body. 

Decision on refusal in writing or in electronic form with a justification for the refusal shall be sent to the applicant within three business days. 

7. The applicant may appeal against the decision of the novel food product registration authority concerning refusal in state registration of novel food products in a court procedure. 

Article 29. Unified Register of Novel Food Products 

1. Information about registration of novel food products shall be entered into the unified register of novel food products. 

The unified register of novel food products is part of the unified register of registered food products consisting of national parts of the unified register of novel food products that are kept and maintained by the novel food product registration authorities of the Customs Union member state. 

2. The unified register of novel food products shall contain the following information: 

1) description of novel food products; 

2) date and number of the decision of the state registration. 

3. The application and the documents attached thereto submitted for conduction of state registration of novel food products shall constitute the information fund of the national parts of the unified register of novel food products and shall be subject to permanent keeping with the novel food product registration authority. 

4. The unified register of novel food products that have undergone registration shall be maintained in the form of electronic database protected from damage and unauthorized access. 

The information of the unified register of novel food products shall be publicly available and placed on a daily updated specialized web-based search server. 

Article 30. Veterinary and Sanitary Inspection
1. Non-processed food products of animal origin shall be subject to a veterinary and sanitary inspection prior to their release into circulation on the customs territory of the Customs Union unless otherwise established by the technical regulations of the Customs Union on fish food products and shall be accompanied by a document containing information confirming its safety. 

Processed food products of animal origin shall not be subject to a veterinary and sanitary inspection. 

Conformity assessment of animal origin food products of noncommercial manufacture to the requirements established by these Technical Regulations and other technical regulations of the Customs Union for certain types of food products may be conducted in the form of a veterinary and sanitary inspection. 

2. Veterinary and sanitary inspections of non-processed food products of animal origin shall be conducted with the purpose of: 

1) determination of compliance of safety requirements to food products and the processes of production (manufacturing), storage, shipment, sale and disposal thereof with the requirements of these Technical Regulations and other technical regulations of the Customs Union for certain types of food products; 

2) determination that the premises (production facilities) of origin of animals are safe in terms of veterinary aspects; 

3. Veterinary and sanitary inspections shall be conducted and results thereof shall be registered in accordance with the laws of the Customs Union member state as well as the Customs Union Agreement on Veterinary-Sanitary Measures. 

Article 31. State Registration of Production Facilities

1. A participant of economic activity shall be entitled to carry out processes of production (manufacturing) of food products specified in Article 32 hereof on the customs territory of the Customs Union only after state registration of production facilities where such production (manufacturing) processes are being carried out. 

2. State registration of production facilities shall be conducted by an authorized authority of the Customs Union member state (hereinafter referred to as the production facility registration authority) on the basis of the application for state registration of the production facility submitted by the participant of economic activity (hereinafter referred to as the applicant). 

3. The applicant shall submit application for state registration of a production facility to the production facility registration authority in the location where the launch of the planned processes of food products production (manufacturing) specified in Article 32 hereof, is planned. 

4. The application in hard copy must be signed by an authorized representative of the participant of economic activity and must conform to the requirements of Article 33 hereof. 

5. The application for state registration of a production facility and the documents attached thereto may be delivered by mail with the list of attachments and a notice of delivery or in an electronic form. 

6. Attached copies of documents in hard copy must be certified by the applicant. The applicant shall be responsible for reliability of information contained in the attached documents. 

7. The production facility registration authority shall, within no more than 30 days following the receipt of the application for state registration of a production facility, conduct an inspection of conformance of the inspected production facilities to the requirements as to the production process as are established herein and/or in technical regulations of the Customs Union for certain types of food products. The inspection shall be conducted according to the procedure established by legislation of the Customs Union member state. 

8. Based on the results of the inspection of the registered production facility, the production facility registration authority shall take a decision on state registration of the production facility, assign to it an identification (account) number and either enter the production facility into the register of food production facilities subject to state registration or issue an instruction for elimination of detected violations. 

9. Upon elimination of violations specified in the instruction, the applicant shall notify the production facility registration authority in writing of fulfillment of the instruction and elimination of detected violations. The notice of elimination of detected violations must contain information about the fact and means of elimination of detected violations as well as of protective measures taken with regard to such violations. The notice shall be sent in the manner stipulated in part 3 and 5 of this Article. 

10. The production facility registration authority shall be entitled, within 15 business days of receipt of the notice concerning fulfillment of the instruction and elimination of all detected violations, to carry out an inspection of such fulfillment in the manner stipulated in part 7 of this Article and either take a decision on state registration of the production facility or a decision on refusal in state registration of the production facility. 

11. State registration of a production facility shall be effective for an unlimited period of time. 

12. Failure to implement the instruction for correction of the detected violations of the requirements of these Technical Regulations or other technical regulations, to which it is subject, shall be the basis for refusal of state registration of a production facility. Refusal of state registration of a production facility shall be carried out in writing and contain reference to the requirements of the technical regulations that have been violated. Refusal of state registration of a production facility shall be handed over to the representative of the applicant in person or forwarded to the applicant by post with delivery confirmation. 

13. State registration of a production facility may be terminated by the production facility registration authority in the case of establishment of the fact of non-conformity of the production process to the requirements hereof as a result of conducted state control (surveillance) pursuant to decision of judicial bodies of the Customs Union member state. 

14. The applicant shall be entitled to appeal against the decision of the production facility registration authority in judicial proceedings. 

Article 32. Food Products Production Facilities Subject to State Registration 

Production facilities where the activities of obtaining and processing (reprocessing) of non-processed food raw materials of animal origin is carried out, namely the following processes of food products production (manufacturing), shall be subject to state registration: 

a) slaughter of productive animals and poultry, processing (treatment) of slaughter products of productive animals and poultry for the production (manufacturing) of food products;

b) taking of raw milk, raw cream and raw skimmed milk and/or processing (treatment) thereof in production (manufacturing) of dairy products;

c) production (manufacturing)and processing (treatment) of poultry eggs and derivatives thereof;

d) production (manufacturing) and processing (treatment) of aquaculture products and catches of aquatic biological resources (non-fish species of fishery) except for products of plant origin. 

Article 33. Application for State Registration of Production Facilities

1. Application for state registration of a production facility must contain the following information: 

1) name and location (for a legal entity), or surname, name, patronymic, registered address and ID details (for an individual entrepreneur); 

2) actual address of the production facility; 

3) the list of processes of production (manufacturing) of food products out of the specified in Article 32 hereof that are planned to be carried out; 

4) details of the certificate of registration of the legal entity (for a legal entity); 

5) details of the certificate of registration of the individual entrepreneur (for an individual entrepreneur). 

2. The application for state registration of a production facility must contain a note of conformity of said production facility to the requirements of these Technical Regulations and/or technical regulations of the Customs Union for certain types of food products. 

3. The applicant shall be responsible for reliability of information contained in the application for state registration of a production facility.
4. The form of application for state registration of a production facility shall be established by the production facility registration authority. The approved form of application for state registration of a production facility must be officially published in a public information system in electronic digital form. 

Article 34. Documents Confirming State Registration of Production Facilities

1. The fact of state registration of a production facility shall be the assignment of an identification number to the production facility and incorporation of details of the production facility into the register of food production facilities subject to state registration. At the option of the applicant, the applicant may be given the extract from the register of food production facilities subject to state registration (hereinafter — the extract) of an approved form. 

2. The extract must contain the following information: 

1) identification number entered into the register of food production facilities subject to state registration; 

2) name and location (for a legal entity), surname, name, patronymic, ID details (for an individual entrepreneur); 

3) actual address of the production facility; 

4) the list of processes of production of food products out of the specified in Article 32 hereof that are planned to be carried out; 

3. The form of the extract shall be established by the production facility registration authority. The approved form of the extract must be officially published in a public information system in electronic digital form. 

Article 35. Procedure of Notification of Changes of Actual Information about Applicant and Food Production Facilities Subject to State Registration 

1. The applicant shall be obliged, within 14 days and in the manner provided by part 5 of Article 31, to notify the production facility registration authority information of the following changes: 

1) change of the place of location of the legal entity; 

2) change of the surname, name, patronymic, registered address, or ID details of the individual entrepreneur; 

3) reorganization of the legal entity. 

2. In the case of change of actual information provided for by clause 3 of part 1 of Article 33 hereof in the direction of extension of the list of production processes specified in Article 32 hereof, the applicant shall be obliged to notify the production facility registration authority of such changes at least 30 days prior to projected actual commencement of conduction of new production processes from the list established by Article 32 hereof that have not been specified in the register of food production facilities subject to state registration and the certificate of state registration (if any). The applicant must also attach to such notice the documents into which such amendments have been introduced or new documents provided for by clauses 4 and 5 of part 1 of Article 33 hereof. 

The production facility registration authority shall be entitled, within 30 days of receipt of the notice from the applicant, to carry out an inspection of conformity of food production facilities subject to state registration to the requirements as to the process of production (manufacturing) stipulated by these Technical Regulations and technical regulations of the Customs Union for certain types of food products. 

3. Based on the notices of the applicant specified in parts 1 and 2 of this Article, the production facility registration authority shall be obliged within 30 days to introduce amendments into the register of food production facilities subject to state registration. The applicant may be refused in introduction of amendments into the register of food production facilities subject to state registration in the case of detection of violation of the requirements of these Technical Regulations and technical regulations of the Customs Union for certain types of food products during conduction of the inspection pursuant to part 2 of this Article. 

4. Registration shall be terminated in the case of change of actual data provided for by clause 2 of part 1 of Article 33 hereof or in the case of liquidation of the applicant. 
Article 36. Register of Food Production Facilities Subject to State Registration

1. Information about the state registration of production facilities shall be entered into the register of food production facilities subject to state registration maintained by the production facility registration authority. 
2. The register of food production facilities subject to state registration shall contain the following information: 

1) information provided for by part 1 of Article 35 hereof; 

2) identification number of the registered production facility; 

3) name and location of the production facility registration authority that adopted the decision on state registration of the production facility. 

3. The applications shall constitute the information fund of the register of food production facilities subject to state registration and shall be subject to permanent keeping with the production facility registration authority. In the case of change of actual information in accordance with parts 1, 2 and 4 of Article 33 hereof such changes shall be subject to entrance into the register of food production facilities subject to state registration. 

4. The information of the register of food production facilities subject to state registration must be published in a public information system, including in internet in electronic form. 

CHAPTER 5. THE STATE CONTROL (SUPERVISION)

Article 37. Keeping Records of Food Production Facilities

1. A participant of economic activities shall be entitled to start the activities on production (manufacturing) of food products, except for production (manufacturing) of food products indicated in article 32 hereof after submitting an application on the start of activities for the production (manufacturing) of such food products to the state control (supervision) authority in accordance with the procedures prescribed by the laws of the Customs Union member state. 

2. The Customs Union member states shall keep records of production facilities in which the activities on production (manufacturing) of food products are performed, except for production (manufacturing) of food products indicated in article 32 hereof. 

3. Information on production facilities in which the activities on production (manufacturing) of food products are performed, except for production (manufacturing) of food products indicated in article 32 hereof, is entered into the register of food production facilities not subject to state registration maintained by an authorized authority of the Customs Union member state. 

The register of food production facilities not subject to state registration is maintained in electronic databases protected against damages and unauthorized access. 

The information contained in such a register is public and published on daily updated specialized search server in the Internet. 

Article 38. The State Control (Supervision) over Compliance with the Requirements of these Technical Regulations 

The state control (supervision) over compliance with the requirements of these Technical Regulations with regard to food products and production (manufacturing), storage, shipment (transportation), sale and disposal processes related to it shall be performed in accordance with the laws of the Customs Union member state. 

CHAPTER 6. LABELING OF FOOD PRODUCTS

Article 39. Requirements for the Labeling of Food Products

The labeling of food products shall comply with the requirements specified by the technical regulations of the Customs Union in relation to the labeling of food products, and/or respective requirements of technical regulations of the Customs Union for certain types of food products. 

Food products that have passed the assessment (confirmation) of compliance shall be labeled by a uniform market circulation mark of the Customs Union member state unless otherwise established by the technical regulations of the Customs Union for certain types of food products, except for food products of non-commercial manufacturing produced by citizens in home conditions and/or in personal subsidiary plots or by citizens engaged in gardening, horticulture, animal breeding that are intended for release into circulation on the customs territory of the Customs Union as well as food products sold at catering enterprises (public catering). 

The uniform mark for an unpackaged food product’s circulation on the market of the Customer Union member state is applied to the shipping documentation unless otherwise established by the technical regulations of the Customs Union for certain types of food products. 

CHAPTER 7. DISCLAIMER CLAUSE

Article 40. Disclaimer Clause

1. The Customs Union member states shall take all measures to prevent food products that do not comply with the requirements of these Technical Regulations from entering into circulation on the customs territory of the Customs Union as well as to withdraw food products from circulation. 

2. The authorized body of the Customs Union member state shall notify the authorized bodies of other Customs Union member states on decision adopted with indication of reasons for its adoption and submission of evidences that explain the necessity to take such measure. 

3. The grounds for application of this article may be as follows: 

· failure to perform the requirements of these Technical Regulations; 
· improper application of the standards related to these Technical Regulations, if such standards were applied.

