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Regulation Regarding Specific Requirements for Dietary Food, the Procedure for the Registration of the Dietary Food and the State Fee for the Registration of the Dietary Food
Issued pursuant to

Section 4, Paragraphs three and ten1
and Section 20, Paragraph two of the
 Law On the Supervision of the Handling of Food
I. General Provisions
1. This Regulation prescribes: 

1.1. specific requirements for dietary food;
1.2. the procedure by which the Food and Veterinary Service (hereinafter – Service) shall register dietary food and establish and maintain a dietary food data base (hereinafter – data base);
1.3. the amount of the State fee for registering dietary food and the procedure for payment of the State fee.
2. Dietary food is food, which due to its specific composition or manufacturing process, is clearly distinguishable from the food for normal consumption, is suitable for a definite dietary purpose and its suitability is indicated when being sold. When using dietary food for nutrition, a special nutritional value is provided: 
2.1. for the persons who have disorders with their digestive process or metabolism;
2.2. for the persons who have a special physiological condition and who, by controlled use of definite substances in food products in their diet, gain the necessary benefit;
2.3. for healthy infants or small children.
3. The composition and properties of the dietary food referred to in Paragraph 2 of this Regulation shall comply with the prescribed requirements of the intended diet.
4. The following types of dietary food are referred to in the regulatory enactments regulating the handling of food: 

4.1. infant formulae and follow-on formulae for infants;
4.2. processed cereal based food and baby food for infants and small children;
4.3. food products with a reduced energy value for weight reduction;
4.4. dietary foods for special medical purposes;
4.5. food products which do not contain gluten.
5. A manufacturer shall ensure the conformity of the specific composition or properties of dietary food to the intended purpose of use of the product.
6. The dietary food shall comply with all the regulatory enactments regulating the handling of food applied to food products for normal consumption by taking into account the conditions referred to in Paragraph 2 of this Regulation.
7. Dietary food is permitted to be marketed in retail trade only in a pre-packed form. The packaging shall completely cover the dietary food.
8. Dietary food shall be labelled in accordance with the requirements prescribed in the regulatory enactments regarding the labelling of foodstuffs: 

8.1. the trade name of the product shall be supplemented with an indication of its unique nutritional value. For dietary food intended for healthy infants and small children the indication regarding the nutritional value shall be replaced with an indication regarding the purpose for which the product is intended;
8.2. when labelling dietary food, which has not been referred to in Paragraph 4 of this Regulation, in addition the following shall also be indicated: 

8.2.1. the particular elements of the qualitative or quantitative composition or shall describe the manufacturing process by which the product is given its specific nutritional value;
8.2.2. the energy value expressed in kilojoules (kJ) and kilocalories (kcal);
8.2.3. the carbohydrate, protein and fat content per 100 grams or 100 millilitres in the amount of the product prepared for trade and, where appropriate, of the product prepared for consumption; and
8.2.4. if the energy value is less than 50 kilojoules (12 kilocalories) per 100 grams or 100 millilitres of a product prepared for trade, the reference to energy value may be substituted accordingly by the words [energy value per 100 grams is less than 50 kilojoules (12 kilocalories)] or by the words [energy value per 100 millilitres is less than 50 kilojoules (12 kilocalories)].
9. It is allowed to describe the dietary food referred to in Sub-paragraphs 2.1 and 2.2 of this Regulation, with the word [dietary] or [for diet] (in the relevant case).
10. When labelling, formulating and advertising food products for normal consumption, it is prohibited to utilise: 

10.1. the word (dietary) or (for diet) on its own or together with other words;
10.2. any label or design, which may give the impression, that the food products for normal consumption comply with the products referred to in Paragraph 2 of this Regulation.
11. The labelling of dietary food, the labelling methods used, the design and advertising of dietary food may not be misleading (for example, may not ascribe non-existing properties to the products or indirectly indicate that they may prevent, treat or cure diseases). It is allowed to disseminate any useful information or recommendations exclusively intended for medical practitioners, nutrition science or pharmacy specialists.
12. The Service shall not restrict or prohibit the sale of the dietary food referred to in Paragraph 2 of this Regulation due to its composition, manufacturing specification, design or labelling, if it complies with the requirements of this Regulation and regulatory enactments regulating the handling of food regarding the dietary food.
II. Registration of Dietary Food
13. A manufacturer, an importer of dietary food if the dietary food has been manufactured in a third country, a distributor or a packer (hereinafter – submitter) shall, according to the procedure prescribed in Paragraph 14 of this Regulation, inform the Service on the following dietary food prior to placing it on the Latvian market for the first time: 

13.1. infant formulae;
13.2. dietary foods for special medical purposes;
13.3. food products which do not contain gluten;
13.4. foods intended to meet the expenditure of intense muscular effort, especially for sportsmen;
13.5. food products for the persons who have carbohydrate metabolism disorders (diabetes);
13.6. other dietary food, excluding follow-on formulae for infants, food for infants and small children, food products with a reduced energy value for weight reduction. 
14. The submitter shall submit a notification to the Service regarding registration of the dietary food (Annex) or send it by mail or electronically if the notification has been prepared in accordance with the regulatory enactments regarding the drawing up of electronic documents. It shall be appended to the notification: 

14.1. the original of the labelling or packaging of the dietary food; and
14.2. a sample of the labelling text in the official language.
15. If the dietary food referred to in Paragraph 13 of this Regulation has been distributed in another Member State of the European Economic Area prior to being placed on the Latvian market, the submitter shall indicate the competent authority thereof which first received the notification regarding placing of the dietary food on the market and submit the same information which was received by the first receiver of the notification.
16. In order to evaluate the compliance of a dietary food to the requirements referred to in Paragraph 2 and Sub-paragraph 8.2.1 of this Regulation, the Service may request that the submitter presents the results of scientific research confirming this compliance. If the research information regarding the dietary food is included in a publication that is available, a reference to such a publication shall be indicated.
17. The Service shall, within 20 working days, examine the documents referred to in Paragraph 14 of this Regulation and register the dietary food in the data base. If the submitted documents do not confirm the compliance of the dietary food to the requirements of this Regulation and regulatory enactments regulating the handling of food, the Service shall take a decision regarding a refusal to register the dietary food and according to the procedure prescribed in the Administrative Procedure Law shall inform the submitter on the decision.
18. The Service shall establish and maintain a dietary food data base and place the following information on the website thereof: 

18.1. the name, type of packaging and type of preparation of the dietary food;
18.2. the labelling text and purpose of use of the dietary food;
18.3. the dietary food registration number of the dietary food with which the dietary food is registered in the data base;
18.4. the date of the issue of the registration certificate of the dietary food and the number thereof.
18.5. the name, registration number in the Commercial Register or Enterprise Register, legal and actual address, contact person and telephone number of the manufacturer and distributor (or of one of them).
19. If amendments have been made to the text of the labelling of the dietary food referred to in Paragraph 13 of this Regulation which do not relate to the composition of the dietary food, the submitter shall, without delay, submit the new text of the labelling to the Service and the Service shall make amendments to the data base. If the composition of a registered dietary food is changed, the submitter shall inform the Service thereof in accordance with Paragraph 13 of this Regulation and pay the State fee for the registration of a new dietary food product.
20. If the Service determines, that a dietary food, which is not referred to in Paragraph 4 of this Regulation, does not comply with the conditions referred to in Paragraph 2 of this Regulation or may cause threats to human health, is in free circulation in one or several Member States of the European Union, it may take a decision to suspend temporarily or restrict the trade of the dietary food. The Service shall make a relevant note in the data base, and according to the procedure prescribed in the Administrative Procedure Law inform the submitter on the decision, as well as inform, without delay, the Member States of the European Union and the European Commission thereof. Substantiation of the decision shall be indicated in the information. The decision regarding the temporary restrictions shall remain in effect until receipt of an opinion from the European Commission. 

21. If the Service obtains new information or re-examines the existing information and determines, that a dietary food referred to in Paragraph 4 of this Regulation, may cause threats to human health (even though it complies with the regulatory enactments prescribing specific requirements for the relevant product groups), it may take a decision to suspend temporarily or restrict the trade of the dietary food. The Service shall make a relevant note in the data base, and according to the procedure prescribed in the Administrative Procedure Law inform, without delay, the submitter on the decision, as well as inform the Ministry of Agriculture, the Member States of the European Union and the European Commission thereof. Substantiation of the decision shall be indicated in the information. The decision regarding the temporary restrictions shall remain in effect until receipt of an opinion from the European Commission.

III. Amount of the State Fee for Registration of the 
Dietary Food and the Procedure for the Payment of the State Fee
22. The following State fee has been determined: 

22.1. for the registration of the dietary food manufactured in a third country and not placed on the market in another European Economic Area State , excluding infant formulae, - LVL 160;

22.2. for the registration of the dietary food manufactured or placed on the market in any of the European Economic Area States, excluding infant formulae, - LVL 70;

22.3. for infant formulae – in accordance with the regulatory enactments regarding the amount of the State fee and the procedure for the payment thereof for registration of formulae intended for infants.
23. The State fee shall be paid prior to the registration of the dietary food. If the Service determines that the dietary food does not comply with regulatory enactments regarding dietary food, the State fee shall not be reimbursed.
24. The State fee shall be paid in one of the following ways: 

24.1. at the Service, utilising a payment card;
24.2. at a credit institution or another financial institution having the right to perform money transfers.
25. The State fee shall be paid into the State basic budget.
IV. Closing Provisions
26. Dietary food which has been registered or which has been announced until the entry into effect of this Regulation, may be distributed if it complies with the requirements referred to in this Regulation.
27. Registering dietary food until 31 December 2010, the submitter shall cover all the costs associated with the registration of the dietary food in accordance with the regulatory enactments regarding the activities of State supervision and control performed by the Food and Veterinary Service and the payment of the paid services provided. The Service shall commence the procedure for the registration of the dietary food following the referred to sum has been transferred to the basic budget account of the Service.
28. Chapter III of this Regulation shall come into effect on 1 January 2011.
Informative Reference to European Union Directive
The legal norms arising from Directive 2009/39/EC of the European Parliament and of the Council of 6 May 2009 on foodstuffs intended for particular nutritional uses (recast) have been included in this Regulation.
Prime Minister, 
Minister for Regional Development and Local Government 

V. Dombrovskis
Minister for Agriculture 






J. Dūklavs
Annex
Cabinet Regulation No 1053
16 November 2010
Notification Regarding the Registration of Dietary Food
1. Dietary Food to be Registered
[ ] dietary food manufactured in a third country and not placed on the market in another European Economic Area State
[ ] dietary food manufactured or placed on the market in any European Economic Area State
	 

	(the name of the State and the competent authority which was the first to receive a notification regarding the placing of the dietary food on the market)


2. Dietary Food
	2.1. Name of the dietary food
	 

	2.2. The manufacturer
	 

	2.3. Address of the manufacturer
	 

	2.4. Type of preparation
	 

	2.5. Dietary food group
	 

	2.5.1. infant formulae
	 [ ]

	2.5.4. dietary foods for special medical purposes
	 [ ]

	2.5.3. food products which do not contain gluten
	 [ ]

	2.5.4. foods intended to meet the expenditure of intense muscular effort, especially for sportsmen
	 [ ]

	2.5.5. food products for persons who have disturbances of carbohydrate metabolism (diabetes)
	 [ ]

	2.5.6. other dietary food
	 [ ]

	2.6. A brief description regarding the specific composition or manufacturing process of the dietary food, as a result of which the dietary food is clearly distinguishable from the food for normal consumption and is suitable for the definite dietary purpose


3. Submitter
	3.1. Company (name)
	 

	3.2. Registration number in the Commercial Register or the Register of Enterprises;
	 

	3.3. Legal address
	 

	3.4. Actual address
	 

	3.5. Bank details
	 

	3.6. The registration or recognition number of the food undertaking in the register of facilities under the supervision of the Food and Veterinary Service 
	 

	3.7. Contact person:
	 

	3.8. Telephone number
	 

	3.9. E-mail address
	 


4. Distributor
	4.1. Company (name)
	 

	4.2. Registration number in the Commercial Register or the Register of Enterprises;
	 

	4.3. Legal address
	 

	4.4. Actual address
	 

	4.5. Bank details
	 

	4.6. The registration or recognition number of the food undertaking in the register of facilities under the supervision of the Food and Veterinary Service 
	 

	4.7. Contact person:
	 

	4.8. Telephone number
	 

	4.9. E-mail address
	 


5. Appended documents
5.1. Original of the labelling or packaging ________________________copies.
5.2. A sample of the labelling text in the official language on __________________pages.
	 
	 
	 
	 
	 

	(position)
	
	(given name, surname)
	
	(signature*)


	 
	 

	(telephone number)
	 

	
	 

	(date*)
	Place for a seal*


1. Note* The details of the document ”signature”, “date” and “place for a seal” shall not be completed if the document has been prepared in conformity with the regulatory enactments regarding the drawing up of electronic documents.
Minister for Agriculture 
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