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Republic of Latvia

Cabinet

Regulation No. 634
Adopted 23 August 2005

Regulations Regarding Mandatory Requirements for Harmlessness and Labelling of Natural Mineral Water and Spring Water and Procedures for the Issuance of a Permit for the Distribution of Natural Mineral Water and Covering of Issuance Costs
Issued pursuant to

Section 4, Paragraphs two and 10.1,

Section 13, Paragraph three and

Section 20, Paragraph two of the

Law On the Supervision of the Handling of Food

I. General Provisions

1. These Regulations prescribe the mandatory requirements for harmlessness and labelling of natural mineral water and spring water, as well as the procedures for the issuance of a permit for the distribution of natural mineral water and the covering of costs related to the issuance thereof.

2. In accordance with the procedures provided for in these Regulations:

2.1. microbiologically harmless water originating from an underground water deposit through one or several natural or bore exits and differing from drinking water by composition and invariability of temperature within the limits of natural fluctuations of the place of origin may be recognised as natural mineral water;

2.2. natural mineral water whose carbon dioxide concentration after settlement (decanting), if any, and bottling is the same as at the deposit of the mineral water may be recognised as naturally carbonated natural mineral water. Where appropriate, the same quantity of carbon dioxide that is lost in the referred to processes shall be introduced in water from the same deposit;

2.3. natural mineral water whose carbon dioxide concentration after settlement (decanting), if any, and bottling is greater than at the deposit may be recognised as natural mineral water fortified with gas from the spring; and

2.4. natural mineral water, into which carbon dioxide used in food has been introduced, which is not obtained from mineral water deposit, may be recognised as carbonated natural mineral water.

3. A manufacturer shall ensure the geological, hydro-geological, physical, chemical, physico-chemical and microbiological assessment of the natural mineral water. In order to characterise the specific effects of the natural mineral water on the functions of the human organism, pharmacological, physiological and clinical assessment of the mineral water shall be performed in accordance with the procedures specified in the regulatory enactments regarding clinical research of medicinal products pursuant to Annex 1 to these Regulations.

4. These Regulations shall not be applicable to mineral waters, which are recognised as medicinal products or which are used in medical treatment in thermal or hydrotherapy institutions located in territories where the water is obtained.

II. Mandatory Requirements of Harmlessness of Natural Mineral Water or Spring Water
5. It is allowed to commence the abstraction of natural mineral water or spring water in accordance with the procedures specified in regulatory enactments regarding utilisation of subterranean depths and determination of protection zones, if documents necessary for the commencement of abstraction of underground water specified in the regulatory enactments regarding subterranean depths, also a permit for the utilisation of water resources issued by the State Environment Service, have been received.

6. Equipment for the abstraction and treatment of the natural mineral water or spring water shall be constructed so as to prevent any possibilities of water pollution and to ensure the preservation of such properties of the natural mineral water or spring water, which are characteristic to the mineral water or spring water in the place of abstraction. In order to ensure the fulfilment of the referred to requirements:

6.1. the place of abstraction of the natural mineral water or spring water shall be protected from threats of pollution by ensuring the compliance with the requirements specified in the regulatory enactments regarding protection zones;

6.2. equipment, pipelines and reservoirs for the abstraction and treatment of the natural mineral water or spring water shall be made of materials suitable for water, which, in accordance with the procedures specified in the regulatory enactments regarding materials coming into contact with food, are allowed to be used in order to prevent any chemical, physico-chemical or microbiological changes in the water;

6.3. the compliance of the abstraction process of the natural mineral water or spring water with the requirements of hygiene shall be ensured (including compliance of installations for the washing of containers and packaging of the water). Containers shall be made or treated so as to prevent adverse effects from microbiological and chemical properties of natural mineral water or spring water; and

6.4. natural mineral water or spring water shall be transported in containers provided for the delivery of the product to the end user.

7. If it is detected in the place of abstraction of the natural mineral water or spring water that the water is polluted and no longer complies with the microbiological pollution norms referred to in Paragraphs 13 and 15 of these Regulations, all activities shall be suspended forthwith , particularly the filling of water in containers, until the causes of the pollution are eradicated and the water complies with the norms specified in Paragraphs 13 and 15 of these Regulations.

8. Natural mineral water and spring water at the place of abstraction shall be treated only as follows:

8.1. to separate unstable elements, for example, iron and sulphur, by filtration or settlement (decanting) or at first by enriching with oxygen (by oxygenation) provided that treatment does not alter the essential constituents of mineral water, which give it its properties (hereinafter – essential constituents); 

8.2. to separate iron, manganese, sulphur and arsenic compounds by treatment with ozone-enriched air provided that such treatment does not alter the essential constituents of the mineral water, which give it its properties; and

8.3. to separate carbon dioxide or reduce the content thereof by physical methods.

9. Prior to the commencement of treatment of the natural mineral water or spring water with the mixture of ozone and air, a performer of the treatment shall submit a submission to the Food and Veterinary Service. The submission shall specify the content of iron, manganese, sulphur and arsenic in the water and provide information confirming that the requirements referred to in Paragraph 10 of these Regulations will be complied with.

10. It is allowed to use ozone-enriched air for the treatment of natural mineral water or spring water only in such case where:

10.1. the physico-chemical composition of the water in terms of essential constituents shall not be modified by the treatment;

10.2. prior to the treatment the water complies with the requirements referred to in Paragraph 13 and 15 of these Regulations;

10.3. after the treatment the substances, which have emerged in water, do not exceed the maximum permissible levels indicated in Annex 2 to these Regulations, as well as other substances, which may endanger public health, do not emerge after the treatment.

11. The natural mineral water or spring water shall not receive any other added substances at the place of abstraction, except for carbon dioxide, as indicated in Sub-paragraphs 2.2, 2.3 and 2.4 of these Regulations.

12. The requirements referred to in Paragraph 8 of these Regulations shall not apply to natural mineral water or spring water, if it is used as a constituent in the production of non-alcoholic beverages and other products.

13. The total count of revivable colonies of micro-organisms in natural mineral water or spring water at the place of abstraction shall not exceed 20 units forming the colony per 1 millilitre of water (20 KVV/ml) growing in 72 hours at a temperature of 20-22 °C and five units forming the colony per 1 millilitre of water growing in 24 hours at a temperature of 37 °C.

14. The total count of colonies in pre-packed natural mineral water or spring water shall not exceed 100 units forming the colony per 1 millilitre of water (100 KVV/ml) growing in 72 hours at a temperature of 20-22 °C on agar-agar or an agar-gelatine mixture and 20 units forming the colony per 1 millilitre of water (20 KVV/ml) growing in 24 hours at a temperature of 37 °C on agar-agar. Analysis of samples shall be commended within a time period of 12 hours after packaging. The samples shall be stored at a temperature of 4 °C ± 1 oC.
15. The following shall not be permissible in natural mineral water or spring water at the place of abstraction thereof, as well as in distributing in retail trade or wholesale trade:

15.1. parasites (including cysts of pathogenic unicellular parasites and eggs of parasitic worms or helminths) and pathogenic micro-organisms;

15.2. Escherichia coli and other coliforms, faecel streptococci in any 250 ml sample analysed;

15.3. sulphite-reducing anaerobic (Clostridia) micro-organisms and spores thereof in any 50 ml sample analysed;

15.4. Pseudomonas aeruginosa in any 250 ml sample analysed.

16. Components of natural origin in natural mineral water shall not exceed the maximum permissible levels (Annex 3). Concentration of substances not present in nature or polluting substances of anthropogenic origin (pesticides, hydrocarbons and volatile organic substances) in natural mineral water shall not exceed the maximum permissible levels specified in the regulatory enactments regarding the mandatory requirements for harmlessness and quality of drinking water.

17. Laboratories, in determining the pollution indicated in Paragraph 16 of these Regulations, shall use methods, which comply with the criteria referred to in Annex 4 to these Regulations.

18. Natural mineral water or spring water shall be filled in containers that are fitted with such closures, which prevent any possibility of adulteration or contamination.

19. If natural mineral water has a permit issued by a European Union Member State, it shall be freely imported and distributed in Latvia.

20. Natural mineral water abstracted in Latvia shall be distributed if a permit of the Food and Veterinary Service has been received. In order to receive a permit of the Food and Veterinary Service, it shall be necessary to submit to the Food and Veterinary Service a submission and a conformity certificate appended thereto issued by a certification institution accredited in Latvia, which confirms that the natural mineral water complies with the requirements referred to in Sub-paragraph 2.1 and Paragraph 3 of these Regulations.

[27 December 2005]
21. The Food and Veterinary Service shall issue a permit to distribute natural mineral water imported from the third countries if:

21.1. there is a certification of a competent authority of the respective state regarding the compliance of the natural mineral water with the requirements referred to in Sub-paragraph 2.1 and Paragraph 3 of these Regulations, as well as regarding regular provision of state supervision as regards the compliance with the requirements referred to in Paragraphs 6, 7 and 8 of these Regulations;

21.2. a conformity assessment institution accredited pursuant to a standard of European or International standardisation organisation in the respective field has issued an opinion regarding the compliance of the producer of the natural mineral water with:

21.2.1. [1 January 2006]; 

21.2.2. Regulation (EC) No. 852/2004 of the European Parliament and of the Council of 29 April 2004 on the hygiene of foodstuffs.

[27 December 2005]
22. The term of validity of a permit for the distribution of natural mineral water imported from the third countries shall not exceed 5 years. If a conformity assessment is renewed prior to the end of the period of validity thereof, the term of validity of the issued distribution permit shall be extended, but not more than for 5 years.

23. The expenditure related to the issuance of the permit referred to in these Regulations – LVL 56.87 (excluding VAT) – shall be covered by the submitter. The Food and Veterinary Service shall receive the payment for the service.

[27 December 2005]
24. A decision of the officials of the Food and Veterinary Service regarding the issuance of a permit 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]
III. Requirements for the Labelling of Natural Mineral Water or Spring Water
25. A label on natural mineral water or spring water, in addition to the requirements referred to in regulatory enactments regarding handling of food, shall specify:

25.1. the type of mineral water pursuant to Sub-paragraphs 2.1, 2.2, 2.3 and 2.4 of these Regulations (“Natural mineral water”, “Naturally carbonated natural mineral water”, “Natural mineral water fortified with gas from the spring” or “Carbonated natural mineral water”, “Fully de-carbonated” or “Partially de-carbonated” if the natural mineral water has been subject to the treatment referred to in Sub-paragraph 8.3 of these Regulations);

25.2. for spring water – “Spring water” if the underground water, which is provided for human consumption in natural form, has been filled in containers at the place of abstraction and complies with these Regulations and the regulatory enactments regarding the mandatory requirements for harmlessness and quality of drinking water;

25.3. the essential constituents of the natural mineral water and the amount thereof;

25.4. the name of the place of abstraction of the water (name of the spring or drill and deposit); 

25.5. “Water treated using ozone-enriched air”, if treatment has been performed. The reference shall be placed next to the reference of ingredients;

25.6. “Contains more than 1.5 mg/l of fluorides: is not suitable for regular consumption by infants and children under 7 years of age”, if the concentration of fluorides in the mineral water or spring water exceeds 1.5 mg/l. The reference shall be placed in the immediate vicinity of the trade name, and it shall be clearly visible;

25.7. the actual amount of fluorides in the reference of ingredients, if the concentration of fluorides in the mineral water or spring water exceeds 1.5 mg/l.

26. The name of a populated area or other geographical name may be used in the labelling of the natural mineral water or spring water, if the product has been obtained in the relevant populated area and if such name does not mislead a consumer in respect of the name of the location of the bore or spring.

27. Natural mineral water or spring water, which has been obtained at the same place of abstraction, shall have only one trade name.

28. If the name of the place of abstraction has not been used in the trade name of the natural mineral water or spring water, the name of the place of abstraction shall be indicated in the labelling or any informative material using letters that are at least 1.5 times higher and wider than the largest letter in the trade name.

29. It is prohibited to use designations, trade marks, name of the merchant, brand names, illustrations or other references, as well as symbols indicating such properties, which are not characteristic to the product, in the labelling or any informative or advertising material of natural mineral water and spring water. Specifically referred to requirements shall be applicable to the origin of natural mineral water, the date of receipt of conformity confirmation of natural mineral water, the results of analyses or any other similar reference guaranteeing the authenticity thereof.

30. The name “mineral water” or part “mineral” of the name shall be used in a trade name of only such natural mineral water, which complies with the requirements of these Regulations.

31. Regulatory technical documents, labelling, instruction for utilisation, advertising material and other types of information shall not include references that the natural mineral water or spring water prevents falling ill, treats or cures diseases.

32. It is allowed to specify the specific features of natural mineral water, if norms of indicators are complied with (Annex 5). If indicators and norms are not specified in Annex 5, they may be specified using physico-chemical analyses and, where necessary, through pharmacological, physiological and clinical research, which is carried out using recognised methods in accordance with the requirements referred to in Sub-paragraph 1.4 of Annex 1.

33. It is allowed to indicate “Stimulates digestion”, “May facilitate the hepato-biliary functions” or similar indications, as well as other indications are allowed, if they do not contradict the requirements referred to in Paragraph 31 of these Regulations and complies with the requirements referred to in Paragraph 32 of these Regulations.

IV. Control and Provision of Information
34. The Food and Veterinary Service shall ensure State supervision and control of the compliance with these Regulations in accordance with the requirements referred to in Article 15 of Regulation (EC) No. 882/2004 of the European Parliament and of the Council on official controls performed to ensure the verification of compliance with feed and food law, animal health and animal welfare rules.

35. The Food and Veterinary Service shall inform the European Commission about the issuance of permits within a time period of 30 days after the issuance thereof. If any European Union Member State or the European Commission requests, the Food and Veterinary Service shall send information, on the basis of which the permit is issued, as well as the results of the supervision performed.

[27 December 2005]
V. Closing Provisions

36. Food undertakings registered in Latvia producing natural mineral water or spring water, which is assessed in accordance with the requirements referred to in Paragraph 10 of Cabinet Regulation No. 35 of 23 January 2001, Mandatory Requirements for Harmlessness and Labelling of Natural Mineral Water and Spring Water, and the conformity assessment of which was valid until 1 May 2004, are allowed not to apply the norm specified in Sub-paragraph 6.4 of these Regulations, if natural mineral water or spring water is distributed in the territory of Latvia and is intended for consumption in Latvia.

37. Sub-paragraph 21.2.1 of these Regulations shall be in effect until 31 December 2005.

38. Sub-paragraph 21.2.2 of these Regulations shall come into force on 1 January 2006.

39. Annex 3 to these Regulations shall come into force on 1 January 2006, except Paragraphs 9 and 13 of Annex 3, which shall come into force on 1 January 2008.

40. It is allowed to distribute natural mineral water and spring water, which does not comply with the requirements specified in Sub-paragraphs 25.5 and 25.6 of these Regulations and which is packaged and labelled until 1 July 2004, in Latvia until the stock has ended, taking into account the period of validity.

Informative Reference to European Union Directives

These Regulations contain legal norms arising from:

1) Council Directive 80/777/EEC of 15 July 1980 on the approximation of the laws of the Member States relating to the exploitation and marketing of natural mineral waters;

2) Directive 96/70/EC of the European Parliament and of the Council of 28 October 1996 amending Council Directive 80/777/EEC on the approximation of the laws of the Member States relating to the exploitation and marketing of natural mineral waters;

3) Commission Directive 2003/40/EC of 16 May 2003 establishing the list, concentration limits and labelling requirements for the constituents of natural mineral waters and the conditions for using ozone-enriched air for the treatment of natural mineral waters and spring waters.
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Annex 1
Cabinet Regulation No. 634

23 August 2005

Information for the Assessment of Natural Mineral Water

1. The characteristics of natural mineral water shall be justified providing the following information:

1.1. geological and hydrological information:

1.1.1. the exact site of the abstraction of water with indication of altitude thereof above sea level on a map with a scale of not more than 1: 1 000;

1.1.2. a description of terrain of the deposit of underground water and geological properties thereof;

1.1.3. the stratigraphy of the hydro-geological layer;

1.1.4. a description of the operations related to the abstraction of water;

1.1.5. the demarcation of the area or details of other measures protecting the source of abstraction against pollution;

1.2. information regarding the physical, chemical and physico-chemical properties:

1.2.1. the capacity of the water source;

1.2.2. the temperature of the water at the deposit and the ambient temperature;

1.2.3. the relationship between the nature of the water deposit and the type and nature of minerals in the water;

1.2.4. the dry residues at temperatures of 180°C and 260°C;

1.2.5. the electrical conductivity or specific resistivity of the water, indicating the temperature, at which the measurement has been performed;

1.2.6. the hydrogen ion concentration (pH);

1.2.7. the anions and cations;

1.2.8. the non-ionised elements;

1.2.9. the trace elements;

1.2.10. the radio-actinological properties of the water deposit: measurements in respect of radon, uranium 238, uranium 234, radium 226, lead 210 and polonium 210 in accordance with the specifications in the regulatory enactments regarding protection against ionising radiation. The limits of radioactivity shall be determined in accordance with the recommendations of the World Health Organisation as regards the quality of drinking water;
1.2.11. where appropriate, the relative isotope levels of the constituent elements of water, oxygen (16O-18O) and hydrogen (protium, deuterium, tritium);

1.3. information regarding microbiological analyses at the deposit of underground water:

1.3.1. demonstration of the absence of parasites and pathogenic micro-organisms in the water;

1.3.2. quantitative determination of the revivable colony count indicative of faecal contamination:

1.3.2.1. absence of Esherichia coli and other coliforms in 250 millilitres of analysed sample at 37°C and 44.5°C;

1.3.2.2. absence of faecal streptococci in 250 ml of analysed sample;

1.3.2.3. absence of sulphite-reducing anaerobic (Clostridia) micro-organisms and spores thereof in 50 ml of water;

1.3.2.4. absence of Pseudomonas aeruginosa in 250 ml of analysed sample;

1.3.3. determination of the total colony count of revivable micro-organisms per ml of water:

1.3.3.1. grown at a temperature of 20 to 22°C in 72 hours on agar-agar or an agar-gelatine mixture;

1.3.3.2. grown at a temperature of 37°C in 24 hours on agar-agar;

1.4. information regarding clinical and pharmacological research:

1.4.1. examinations, which are carried out using scientifically recognised methods and which are suitable in order to characterise the specific nature of the natural mineral water and the effects thereof on the functions of the human organism, such as diuresis, gastric and intestinal functions, compensation of mineral deficiencies;

1.4.2. the number of clinical observations for examinations referred to in Sub-paragraph 1.4.1 of this Annex shall be regulated depending on the consistency and concordance of the results. Where appropriate, clinical examinations may be substituted for the examinations referred to in Sub-paragraph 1.4.1 of this Annex provided that the same results may be obtained with sufficient credibility.

2. The examinations referred to in Sub-paragraph 1.4.1 of this Annex shall not be mandatory, if the properties of the natural content of the water have allowed to recognise it as natural mineral water. In particular it shall be applicable to a case where water contains at least 1 000 mg of total dry substance or at least 250 mg of free carbon dioxide per kilogram of the product.
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23 August 2005

Maximum Permissible Limits for Substances from Treatment of Natural Mineral Water or Spring Water by Ozone-Enriched Air

	No.

 
	Substance
	Maximum permissible level*

(µg/l)

	1.
	Dissolved ozone
	50

	2.
	Bromates
	3

	3.
	Bromoform
	1


Note.

* The Food and Veterinary Service shall supervise the compliance of the relevant water with the maximum permissible level at the time of packaging of water intended for supply to the final consumer.
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23 August 2005

Maximum Permissible Levels of Components of Natural Origin in Natural Mineral Water

	No.
	Substance
	Maximum permissible levels (mg/l)

	1.
	Antimony
	0,0050

	2.
	Arsenic
	0,010 (as total)

	3.
	Barium
	1,0

	4.
	Boron
	for the record*

	5.
	Cadmium
	0,003

	6.
	Chromium
	0,050

	7.
	Copper
	1,0

	8.
	Cyanide
	0,070

	9.
	Fluorides
	5,0

	10.
	Lead
	0,010

	11.
	Manganese
	0,50

	12.
	Mercury
	0,0010

	13.
	Nickel
	0,020

	14.
	Nitrates
	50

	15.
	Nitrites
	0,1

	16.
	Selenium
	0,010


Note.

* The maximum permissible level for boron will be fixed in the European Union by 1 January 2006.
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Criteria Complying with Methods for the Determination of Pollution Referred to in Annex 3 to These Regulations1

	No.
	Pollution
	Accuracy of the method (%)2
	Precision of the method3
	Detection limit of the method (%)4
	Notes

	1.
	Antimony
	25
	25
	25
	

	2.
	Arsenic
	10
	10
	10
	

	3.
	Barium
	25
	25
	25
	

	4.
	Boron
	
	
	
	See Annex 3

	5.
	Cadmium
	10
	10
	10
	

	6.
	Chromium
	10
	10
	10
	

	7.
	Copper
	10
	10
	10
	

	8.
	Cyanide
	10
	10
	10
	See5

	9.
	Fluorides
	10
	10
	10
	

	10.
	Lead
	10
	10
	10
	

	11.
	Manganese
	10
	10
	10
	

	12.
	Mercury
	20
	10
	20
	

	13.
	Nickel
	10
	10
	10
	

	14.
	Nitrates
	10
	10
	10
	

	15.
	Nitrites
	10
	10
	10
	

	16.
	Selenium
	10
	10
	10
	


Notes.

1. Analytical methods for determining the substances referred to in Annex 3 shall be able to determine, as a minimum, such concentration, which is equal to the parametric value with a specified accuracy, precision and detection limit. Regardless of the sensitivity of the method of analysis used, the result shall be expressed using at least the same number of decimal places as for the maximum permissible level specified in Annex 3.

2. Accuracy is the systematic error and is expressed as the difference between the average value of a large number of repeated measurements and the exact value.

3. Precision is the random error usually expressed as the standard deviation (within the batch and between batches) of a sample of results from the average. Acceptable precision is equal to twice the relative standard deviation.

4. The detection limit is 3 times the relative standard deviation within a batch of a natural sample containing a low concentration of the parameter or 5 times the relative standard deviation within a batch of a virgin sample.

5. The method shall make it possible to determine total cyanide in all forms thereof.
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Specific Features, Indicators and Norms of Natural Mineral Water

	No.
	Features
	Indicators
	Norms

	1.
	Low mineral content
	Dry residue
	Not greater than 500 mg/l

	2.
	Very low mineral content
	Dry residue
	Not greater than 50 mg/l

	3.
	Rich in mineral salts
	Dry residue
	Greater than 1 500 mg/l

	4.
	Contains hydrogencarbonates
	Hydrogencarbonate content
	Greater than 600 mg/l

	5.
	Contains sulphate
	Sulphate content
	Greater than 200 mg/l

	6.
	Contains chloride
	Chloride content
	Greater than 200 mg/l

	7.
	Contains calcium
	Calcium content
	Greater than 150 mg/l

	8.
	Contains magnesium
	Magnesium content
	Greater than 50 mg/l

	9.
	Contains fluoride
	Fluoride content
	Greater than 1 mg/l

	10.
	Contains iron
	Bivalent iron content
	Greater than 1 mg/l

	11.
	Acidic
	Free carbon dioxide content
	Greater than 250 mg/l

	12.
	Suitable for the preparation of infant food
	–
	–

	13.
	Contains sodium
	Sodium content
	Greater than 200 mg/l

	14.
	Suitable for a low-sodium diet
	Sodium content
	Less than 20 mg/l

	15.
	May act as a laxative
	–
	–

	16.
	May act as a diuretic
	–
	–
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