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Republic of Latvia

Cabinet

Regulation No. 725

Adopted 20 September 2005
Regulations regarding the Mandatory Harmlessness and Labelling Requirements for Food Supplements and the Procedures for 
Registration of Food Supplements

Issued pursuant to

Section 4, Paragraph two and 10.1,

and Section 13, Paragraph three

of the Law On the Supervision of the Handling of Food

I. General Provisions

 

1. These Regulations prescribe the mandatory harmlessness and labelling requirements for food supplements that are distributed, marketed and registered as food products and are supplied to end users only in pre-packaged form, as well as the procedures for the registration of food supplements.

[29 January 2008]
 

2. These Regulations shall not apply to medicinal products.

2.1 It shall be allowed to import or distribute in Latvia only the food supplements registered in the register of food supplements, except for cases if samples for registration or notification procedure are imported upon the request of the Food and Veterinary Service.

[26 May 2008]
 

3. The Food and Veterinary Service shall perform the monitoring and control of the conformity with these Regulations.

 

II. Mandatory Harmlessness Requirements

 

4. Food supplements are the food products for supplementation of normal nutrition. They are concentrated nutrients (vitamins and minerals) or other substances which have a nutritional value or a physiological effect individually or in combinations, and they are distributed and marketed in dosages – in capsules, pastilles, tablets, drops and in other ways, in powder bags, ampoules and other packaging that is intended for the use in small and measured quantities.

 

5. It shall be allowed to use the vitamins and minerals referred to in Annex 1 of these Regulations in the manufacturing of food supplements in the specified compounds, which conform to the harmlessness requirements specified in the regulatory enactments regulating the handling of food and the regulatory enactments regarding food supplements.

 

III. Notification and Registration Procedures

[26 May 2008]
 

6. It shall be allowed to import and put on the market of Latvia food supplements manufactured, registered or put on the market in the European Economic Area Member States, notifying the Food and Veterinary Service beforehand. An applicant shall submit:

6.1. a written notification pursuant to Annex 2 of these Regulations. If a food supplement has been manufactured in the third countries, the European Economic Area State in which it was put on the market as a food supplement prior to importation thereof in Latvia shall be indicated in the notification;

6.2. a confirmation issued by the competent authority of the respective member state that the product has been distributed as a food supplement in another European Economic Area State if the food supplement has been manufactured in the third country. If the applicant does not submit such a document, the registration shall be substituted for notification procedure ;

6.3. the original of the labelling or packaging of the food supplement; and

6.4. a sample of the labelling text in the official language. If the application is submitted in the form of a printed document, the applicant shall additionally submit the labelling text to the Food and Veterinary Service in the official language, using the available electronic data carriers.

[26 May 2008]
 

7. [3 July 2007]
 

8. It shall be allowed to import and distribute in Latvia food supplements manufactured in the third countries and hitherto not put on the market in the European Economic Area States, if they conform to the regulatory enactments of the European Union and Latvia regarding food products, including food supplements, and if they have been registered with the Food and Veterinary Service.

[3 July 2007]
 

9. If documents regarding import of such a food supplement manufactured in the third countries, which in addition to the vitamins and minerals referred to in Annex 1 to these Regulations also contains other substances and compounds thereof, are submitted and the information included in the applied documentation of a product (in technical provisions, confirmation of the producer, original labelling, instruction for use, certificates of the product or the sample of labelling submitted for distribution in Latvia) testifies that the product might be a medicinal product, the Food and Veterinary Service shall request an opinion of the State Agency of Medicines (if it has not been submitted to the Food and Veterinary Service). The applicant shall cover the payment for the opinion of the State Agency of Medicines pursuant to the price list of public services of the State Agency of Medicines.

[27 December 2005; 3 July 2007]
 

10. The Food and Veterinary Service shall establish and maintain a register of food supplements in which the registered food supplements and the food supplements, regarding which a notification pursuant to Paragraph 6 of these Regulations has been received, shall be indicated. The register shall be published on the Internet home page of the Food and Veterinary Service. The following information shall be included in the register:

10.1. name, address and registration number of the manufacturer;

10.2. name, address and registration number of the distributor;

10.3. a list of ingredients of food supplements and the quantity of nutrients or substances with a nutritional value or a physiological effect in a daily dosage (including the names of the utilised plants and parts thereof in Latvian and Latin);

10.4. the recommended daily dosage of the food supplements;

10.5. the type of preparation of the food supplement, the size of the pre-packaging and packaging unit thereof;

10.6. the text of the labelling; and

10.7. a sample of an instruction for use (if the applicant deems it as necessary).

[27 December 2005; 3 July 2007]
 

11. In order to register the food supplements referred to in Paragraph 8 of these Regulations, a manufacturer, a distributor or an authorised person thereof (hereinafter – applicant) shall submit the following documents to the Food and Veterinary Service:

11.1. an application (Annex 2) in which the following information is indicated:

11.1.1. name, address and registration number of the manufacturer and the distributor (distributors) in the Enterprise Register;

11.1.2. name of the product, ingredients and quantity thereof in mass or volume units in one unit of pre-packaging;

11.2. normative technical documentation or a description of the product approved by the manufacturer, in which the properties, content, specific ingredients and the quantity thereof in the product are indicated;

11.3. information regarding the plants that are components of the product, indicating the scientific botanical name in Latvian and Latin, the part used of each plant (for example, flowers, root) and the type of preparation thereof (for example, extract, powder), names of the groups of essential biologically active substances, the known types of the use of the respective plant, the permissible dosages, restrictions and warnings regarding the use, the potential harm and specific storage;

11.4. the text of the labelling in the original language and in the official language. If the application is submitted in the form of a printed document, the applicant shall additionally submit the labelling text to the Food and Veterinary Service in the original language and in the official language, using the available electronic data carriers;

11.5. a print-out of the instruction for use (if the applicant deems it necessary) (sending also by electronic means to the official e-mail address of the Food and Veterinary Service);

11.6. a certification, an approval of conformity of the product issued by the manufacturer or an approval or a certification of conformity assessment of products, processes or services issued abroad and officially recognised in Latvia in accordance with the procedures specified in regulatory enactments;

11.7. [27 December 2005]; and

11.8. the documents, the necessity of which is determined by the other regulatory enactments regulating the handling of food.

[27 December 2005; 25 May 2008]
 

12. [3 July 2007].

 

13. If the labelling, the producer, the conditions of manufacturing or use of a food supplement registered or existing in the market have been changed, an applicant shall, within 30 days, inform in writing the Food and Veterinary Service thereof.

[3 July 2007]
 

14. After receipt of the documents referred to in Paragraphs 6 and 11 of these Regulations the Food and Veterinary Service shall issue an account for payment of expenditure to the applicant regarding inclusion of a food supplement in the register of food supplements of the Food and Veterinary Service or regarding expert-examination of the documentation of the food supplements.

[29 January 2008]
 

15. An applicant shall cover the fee for the inclusion of food supplements in the register of food supplements of the Food and Veterinary Service or regarding expert-examination of the food supplements pursuant to the regulatory enactments regarding payment for State monitoring and control activities performed by the Food and Veterinary Service.

[29 January 2008]
 

16. The Food and Veterinary Service, within 30 days after receipt of the documents referred to in Paragraph 11 of these Regulations and the payment referred to in Paragraph 15 of these Regulations in the basic budget account of the Food and Veterinary Service, shall perform an expert-examination of the documents of the food supplements referred to in Paragraph 8 of these Regulations and an expert-examination of the documents of a previously registered food supplement, distribution of which in a new form is intended, and take a decision.

[27 December 2005]
 

17. If the decision referred to in Paragraph 16 of these Regulations is favourable, the Food and Veterinary Service shall issue a decision regarding registration of a food supplement to an applicant and register the respective food supplement. If a product does not conform to the requirements of the regulatory enactments regulating the handling of food, the Food and Veterinary Service shall issue a substantiated decision regarding refusal of registration to the applicant.

[27 December 2005]
 

18. A decision of the officials of the Food and Veterinary Service regarding registration of food supplements or a refusal of registration may be contested in accordance with the procedures specified in the Law On the Supervision of the Handling of Food and the Administrative Procedure Law.

[27 December 2005]
 

19. If new information is received or re-examination of the existing information is performed, on the basis of which it may be concluded that a food supplement, which conforms to the requirements of these Regulations and is registered or has been applied for registration in the register of food supplements of the Food and Veterinary Service, may cause threats to human health, the Food and Veterinary Service has the right to request additional information and an evaluation of the competent authorities and to temporarily suspend action on a decision regarding registration of the food supplement or postpone registration of the applied product in the register of food supplements of the Food and Veterinary Service. The Food and Veterinary Service shall inform the Member States, the European Commission regarding the suspension of action on the referred to decision. The new decision shall be sent to the subject of the decision within three working days and a respective note shall be made about it in the register of food supplements of the Food and Veterinary Service.

[27 December 2005]
19.1 If a food supplement manufactured or distributed in another European Union Member State is a medicinal product according to the regulatory enactments of Latvia, the procedure specified in Paragraph 19 of these Regulations shall be applied.

[3 July 2007]
19.2 If the Food and Veterinary Service detects non-conformity of a food supplement to these Regulations and the regulatory enactments regulating the handling of food and the respective product is recognised as being inappropriate for distribution, the food supplement shall be deleted from the register of food supplements.

[26 May 2008]
 

IV. Labelling
 

20. Food supplements shall be labelled in accordance with the procedures specified in the regulatory enactments regarding the labelling of food products. The following additional indications shall be included in the labelling:

20.1. an inscription “food supplement”;

20.2. names of the nutrients or substances that characterise a food supplement, or an indication regarding the properties of such nutrients or substances;

20.3. the recommended daily dosage of a food supplement;

20.4. the quantity of ingredients (for nutrients or substances with a nutritional value or a physiological effect) in mass or volume units in a daily dosage (the vitamins and minerals referred to in Annex 1 of these Regulations shall be indicated in the specified units of measurement);

20.5. the quantity of vitamins and minerals in one packaging unit in per cent from the recommended daily dosage which is indicated in the regulatory enactments regarding the labelling of food products;

20.6. a recommendation not to use food supplements as substitutes for a wholesome and balanced diet;

20.7. a warning that a food supplement should be kept out of the reach of children; and

20.8. a warning not to exceed the recommended daily dosage.

 

21. It shall not be allowed to place or use indications or references that a food supplement prevents falling ill, provides medical treatment or cure of diseases, or a reference to such possibility in the normative technical documentation, labelling, instruction for use, design and any other type of information of food supplements, as well as in the advertisement of food supplements and it shall not be allowed to include any direct or indirect references to a fact that a balanced and varied diet cannot provide a sufficient amount of nutrients.

21.1 It shall be allowed to advertise only such food supplements which are included in the register of the Food and Veterinary Service.

[3 July 2007]
V. Closing Provisions

 

22. Cabinet Regulation No. 441 of 27 April 2004, Mandatory Harmlessness Requirements for Food Supplements and Requirements for Labelling Thereof (Latvijas Vēstnesis [The official Gazette of the Government of Latvia], 2004, No. 69) is repealed.

22.1 Cabinet Regulation No. 154 of 3 April 2001, Mandatory Harmlessness Requirements for Food Supplements (Latvijas Vēstnesis, 2001, No. 56; 2002, No. 42; 2003, No. 167; 2004, No. 69) is repealed.

[29 January 2008]
 

23. Food supplements, regarding which the Latvian Food Centre has issued a favourable decision in accordance with Cabinet Regulation No. 441 of 27 April 2004 Mandatory Harmlessness Requirements for Food Supplements and Requirements for Labelling Thereof and which conform to the requirements of these Regulations, shall also be allowed to be distributed after the date of coming into force of these Regulations.

 

24. Food supplements, regarding which the Latvian Food Centre has issued a favourable decision in accordance with Cabinet Regulation No. 441 of 27 April 2004 Mandatory Harmlessness Requirements for Food Supplements and Requirements for Labelling Thereof and in the content of which vitamins or minerals and compounds thereof, which are not referred to in Annex 1 of these Regulations, are used if such food supplements have been distributed in the European Union Member States and the European Economic Area Member States before 12 July 2002, shall be allowed to be distributed until 31 December 2009.

 

25. [3 July 2007].

 

26. [3 July 2007].

26.1 Food supplements, regarding which the Latvian Food Centre has issued a favourable decision until 31 December 2005 shall be allowed to be distributed after 31 December 2005.

[27 December 2005]
 

27. [3 July 2007].

 

28. [3 July 2007].

29. [3 July 2007].

 

30. [3 July 2007].

 

Informative Reference to European Union Directives

[3 July 2007]
 

These Regulations contain legal norms arising from:

1) Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the approximation of the laws of the Member States relating to food supplements; and

2) Commission Directive 2006/37/EC of 30 March 2006 amending Annex II to Directive 2002/46/EC of the European Parliament and of the Council as regards the inclusion of certain substances.

 

 

Prime Minister 

A. Kalvītis

 

Minister for Health 

G. Bērziņš

Annex 1

Cabinet Regulation

No. 725

20 September 2005

 

Vitamins and Mineral Substances that May be Used in the 
Manufacture of Food Supplements

[3 July 2007]
	No.
	Vitamins and mineral substances
	Compounds of vitamins and mineral substances to be used

	1
	2
	3

	 1.
	Vitamins

	 1.1.
	Vitamin A (µg RE)
	Retinol, retinyl acetate, retinyl palmitate, beta-carotene

	 1.2.
	Vitamin D (µg)
	Cholecalciferol, ergocalciferol

	 1.3.
	Vitamin E (mg α-TE)
	D-alpha-tocopherol, DL-alpha-tocopherol, D-alpha-tocopheryl acetate, DL-alpha-tocopheryl acetate, D-alpha-tocopheryl acid succinate

	 1.4.
	Vitamin K (µg)
	Phylloquinone (phytomenadione)

	 1.5.
	Vitamin B1 (mg)
	Thiamine hydrochloride, thiamine mononitrate

	 1.6.
	Vitamin B2 (mg)
	Riboflavin, riboflavin 5’-phosphate sodium

	 1.7.
	Niacin (mg NE)
	Nicotinic acid, nicotinamide

	 1.8.
	Pantothetic acid (mg)
	D-pantothenate, calcium, D-pantothenate, sodium, dexpanthenol

	 1.9.
	Vitamin B6 (mg)
	Pyridoxine chloride, pyridoxine 5'-phosphate

	 1.10.
	Folate (µg)
	Pteroylmonoglutamic acid, calcium-L-methylfolate

	 1.11.
	Vitamin B12 (µg)
	Cyanocobalamin, hydroxocobalamin

	 1.12.
	Biotin (µg)
	D-biotin

	 1.13.
	Vitamin C (mg)
	L-ascorbic acid, sodium-L-ascorbate, calcium-L-ascorbate, potassium-L-ascorbate, L-ascorbyl 6-palmitate

	 2.
	Mineral substances

	 2.1.
	Calcium (mg)
	Calcium carbonate, calcium chloride, calcium salts of citric acid, calcium gluconate, calcium glycerophosphate, calcium lactate, calcium salts of orthophosphoric acid, calcium hydroxide, calcium oxide

	 2.2.
	Magnesium (mg)
	Magnesium acetate, magnesium carbonate, magnesium chloride, magnesium salts of citric acid, magnesium gluconate, magnesium glycerophosphate, magnesium salts of orthophosphoric acid, magnesium lactate, magnesium hydroxide, magnesium oxide, magnesium sulphate

	 2.3.
	Iron (mg)
	Iron (II) carbonate, iron (II) citrate, iron (II) ammonium citrate, iron (II) gluconate, iron (II) fumarate, iron (III) sodium diphosphate, iron (II) lactate, iron (II) sulphate, iron (III) sodium diphosphate (iron (III) pyrophosphate), iron (III) saccharate, elemental iron (carbonyl + electrolytic + hydrogen reduced), iron (II) bisglycinate

	 2.4.
	Copper (µg)
	Copper (II) carbonate, copper (II) citrate, copper (II) gluconate, copper (II) sulphate, copper lysine complex

	 2.5.
	Iodine (µg)
	Sodium iodide, sodium iodate, potassium iodide, potassium iodate

	 2.6.
	Zinc (mg)
	Zinc acetate, zinc chloride, zinc citrate, zinc gluconate, zinc lactate, zinc oxide, zinc carbonate, zinc sulphate

	 2.7.
	Manganese (mg)
	Manganese carbonate, manganese chloride, manganese citrate, manganese gluconate, manganese glycerophosphate, manganese sulphate

	 2.8.
	Sodium (mg)
	Sodium bicarbonate, sodium carbonate, sodium chloride, sodium citrate, sodium gluconate, sodium lactate, sodium hydroxide, sodium salts of orthophosphoric acid

	 2.9.
	Potassium (mg)
	Potassium bicarbonate, potassium carbonate, potassium chloride, potassium citrate, potassium gluconate, potassium glycerophosphate, potassium lactate, potassium hydroxide, potassium salts of orthophosphoric acid

	 2.10.
	Selenium (µg)
	Sodium selenate, sodium hydrogen selenite, sodium selenite

	 2.11.
	Chrome (µg)
	Chromium (III) chloride, chromium (III) sulphate

	 2.12.
	Molybdenum (µg)
	Ammonium molybdate (molybdenum (VI)), sodium molybdate (molybdenum (VI))

	 2.13.
	Fluoride (mg)
	Potassium fluoride, sodium fluoride

	 2.14.
	Chloride (mg)
	 

	 2.15.
	Phosphorus (mg)
	 


 

 

Minister for Health 

G. Bērziņš

Annex 2

Cabinet Regulation

No. 725

20 September 2005

 

Application for Registration of a Food Supplement/Notification regarding 
Import and Putting on the Market of a Food Supplement

[3 July 2007]
1. Product
	Name of product
	 

	Manufacturer:
	company (name)
	 

	
	state
	 

	
	address
	 

	Type of preparation

	 

	Size of the pre-packaging unit

	 

	Size of the packaging unit

	 

	Recommended daily dosage

	 


2. Ingredients

	No. 1
	Type

	Name in Latvian
	 
	Part used6
	Quantity (in one unit7)
	Unit of measurement

	
	
	Name in Latin6
	 
	
	
	

	No. 2
	Type5
	Name in Latvian
	 
	Part used6
	Quantity (in one unit7)
	Unit of measurement

	
	
	Name in Latin6
	 
	
	
	

	No. 3
	Type5
	Name in Latvian
	 
	Part used

	Quantity (in one unit
)
	Unit of measurement

	
	
	Name in Latin6
	 
	
	
	

	 ..
	 
	 
	 
	 
	 
	 


3. Applicant
	Company (name)
	 

	State
	 

	Address
	 

	Registration number in the Commercial Register
	 

	Bank details
	 

	Number of the registration (recognition) certificate of a food undertaking or the permit for pharmaceutical activity issued by the Food and Veterinary Service

	 

	Contact person
	 

	Contact telephone
	 

	I want to receive a bill

	

	
	
	 
	by fax
	 
	by mail
	 
	in person

	Notes


	 


 

 

4. Distributor

	Company (name)
	 

	State
	 

	Address
	 

	Registration number in the Commercial Register
	 

	Bank details
	 

	Number of the registration (recognition) certificate of a food undertaking or the permit for pharmaceutical activity issued by the Food and Veterinary Service
	 

	Contact person
	 

	Contact telephone
	 

	Notes
	 


 

5. Documents Appended to the Application

	 1.
	Normative technical documentation on ...... pages

	 2.
	Information regarding plants in the content of the product on ..... pages


	 3.
	Text(s) of the labelling on …… pages

	 4.
	Instruction for use on ……. pages

	 5.
	Confirmation or approval of conformity of the product issued by the manufacturer on ……. pages

	 6.
	Copy of the registration (recognition) certificate of the food undertaking issued by the Food and Veterinary Service on ……. pages

	 7.
	Copy of the permit (licence) for pharmaceutical activities on ……. pages

	 8.
	 …

	 9.
	 …


In total, documents on ............ pages appended.

Confirmation of the applicant or his or her authorised representative
	I have acquainted myself with the procedures for registration of food supplements in the Republic of Latvia. I guarantee that the information provided regarding the applied food supplement is correct.

(position, telephone number)
(signature and full name)
(date) Place for seal




 

 

Minister for Health 

G. Bērziņš

� For example, tablet, capsule, powder.


� For example, tablets of 0.5 g.


� For example, 30 tablets in a 420 ml bottle.


� For example, 2 tablets a day.


� Type – vitamins (vit.), minerals (min.), plants (plants) or other (other).


� Only for plants, which are in the content of the product. It need not be indicated for food supplements, which are referred to in Paragraph 10 of Cabinet Regulation No. 725 of 20 September 2005 Regulations regarding the Mandatory Harmlessness and Labelling Requirements for Food Supplements and the Procedures for Registration of Food Supplements.


� Quantity in one unit (indicating, for example, in a tablet, capsule, package, teaspoon, 10 ml).


� To be completed if the applicant is also a distributor.


� Mark the appropriate response with an “x”.


� Section shall be completed if the applicant and the distributor are different legal persons.


� Does not apply to food supplements that do not contain plants or products thereof. Need not be submitted in cases of absence of such information.
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