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Republic of Latvia

Cabinet

Regulation No 119

Adopted 13 March 2001

Mandatory Harmlessness Requirements for the Composition of Breast Milk Substitutes and Requirements for Labelling and Advertising thereof
Issued pursuant to Section 4, Paragraphs two and three

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 requirements for the composition of breast milk substitutes intended for a separate group of consumers — infants (children under the age of twelve months), as well as the requirements for labelling and advertising thereof in order to ensure harmlessness of the relevant products for the health of infants and to protect their right to life and development.

2. Due to the specific composition or special manufacturing process thereof, breast milk substitutes shall be clearly separated from other types of food and shall be suitable for feeding healthy infants if it is not possible to feed them with breast milk. Breast milk substitutes shall be distributed, specifying their suitability for the relevant group of consumers.

3. Depending on the purpose of use, breast milk substitutes shall be divided into two groups:

3.1. formulae which fully satisfy the nutritional requirements of infants up to the age of six months (hereinafter — formulae for infants during the first four to six months); and

3.2. formulae which are intended for infants from the age of four months and which contain the principal part of the necessary nutrients in the infant nutrition.

[20 April 2004]
3.1 Breast milk substitutes shall be exported in compliance with the requirements of these Regulations regarding the composition and labelling of breast milk substitutes. This food shall be labelled in an appropriate language and so as to prevent the risk of confusing formulae for infants up to the age of four months with formulae for infants from the age of four months.

[4 February 2003]
II. Mandatory Harmlessness Requirements for the Composition of Breast Milk Substitutes

4. The composition of breast milk substitutes may only include the protein-containing products specified in Annexes 1 or 2 of these Regulations and other food ingredients the suitability of which for infant feeding has been proven by generally recognised scientific data.

5. The composition of the formulae referred to in Sub-paragraph 3.1 of these Regulations shall comply with the requirements specified in Annex 1 of these Regulations.

6. The composition of the formulae referred to in Sub-paragraph 3.2 of these Regulations shall comply with the requirements specified in Annex 2 of these Regulations.

7. Only the substances referred to in Annex 3 of these Regulations may be added to breast milk substitutes in order to ensure vitamins, mineral substances, amino acids and other nutrients necessary for infants.

8. Residues of individual pesticides which are specified in regulatory enactments in products of plant and animal origin contained by breast milk substitutes may not exceed 0.01 mg/kg, except for the pesticides specified in Annex 7 of these Regulations.

[20 April 2004]
8.1 It is prohibited to use the pesticides specified in Annex 8 of these Regulations in the acquisition of agricultural products if these products are used in the production of breast milk substitutes. It shall be considered that pesticides have not been used if:

8.11. the levels of residues of individual pesticides referred to in Annex 8, Table 1 of these Regulations do not exceed the analytical method quantitative determination limit of 0.003 mg/kg; or

8.12. the levels of residues of individual pesticides referred to in Annex 8, Table 2 of these Regulations do not exceed 0.003 mg/kg.

[20 April 2004]
8.2 The levels of residues of the pesticides referred to in Annex 7 of these Regulations shall not exceed the maximum permissible levels for pesticide residues specified in this Annex.

[20 April 2004]
8.3 The maximum permissible levels for pesticide residues referred to in Paragraphs 8, 8.1 and 8.2 of these Regulations are specified for consumption in finished products.

[20 April 2004]
9. In preparing breast milk substitutes for use only water may be added thereto.

10. The use of food additives in breast milk substitutes shall be prescribed by regulatory enactments regarding the use of food additives.

11. In retail trade breast milk substitutes shall be distributed packed only.

III. Requirements for Labelling of Breast Milk Substitutes

12. If a breast milk substitute is made of various proteins, then according to the age of the infant the product labelling shall specify its trade name — "Maisījums zīdaiņiem pirmo četru līdz sešu mēnešu vecumam" [Formula for infants during the first four to six months] or "Maisījums zīdaiņiem no četru mēnešu vecuma" [Formula for infants from the age of four months].

[20 April 2004]
13. If a breast milk substitute is made entirely of cows’ milk proteins, then according to the age of the infant the product labelling shall specify its trade name — "Piens zīdaiņiem pirmo četru līdz sešu mēnešu vecumam" [Milk for infants during the first four to six months] or "Piens zīdaiņiem no četru mēnešu vecuma" [Milk for infants from the age of four months].

[20 April 2004]
14. If a breast milk substitute is imported from the European Union, the trade name of the product in the Latvian language shall correspond to the relevant trade name of the product in one of the European Union languages (Annex 4).

15. In addition to the information specified in other regulatory enactments regarding labelling of food products, the labelling of breast milk substitutes shall specify:

15.1. the energy value of the product in kilojoules (kJ) and kilocalories (kcal), the content of proteins, carbohydrates and fats, expressed in numbers, per 100 millilitres of the product ready for use;

15.2. the average quantity of each vitamin and each mineral substance referred to in Annexes 1 or 2 of these Regulations, and also the quantity of choline, inositol, carnitine and taurine (if they have been added), expressed in numbers, per 100 millilitres of the product ready for use;

15.3. [20 April 2004]; and

15.4. an instruction for preparation of the product and a warning against the health hazards if it has been prepared incorrectly.

16. The information regarding the use of the product provided in the labelling of a breast milk substitute may not contain a recommendation to refuse breast-feeding. It is prohibited to use the words “humanised”, “maternalised”, “equivalent to breast milk” in the labelling, as well as others which equate breast milk substitutes to breast milk. An indication “adapted” is permitted to be used only in conformity with the requirements specified in Annex 5, Paragraph 1 of these Regulations.
[20 April 2004]
17. The labelling of milk formulae referred to in Sub-paragraph 3.1 of these Regulations in addition to the information specified in Paragraph 15 of these Regulations shall indicate:

17.1. information regarding the suitability of the product for feeding of infants from birth if is not possible to feed an infant with breast milk;

17.2. information regarding the necessary additional intake of iron for infants over the age of four months if they are fed with this formula and it does not contain added iron; and

17.3. words “Svarīga norāde” [Important Notice] (in bold lettering) followed by information:

17.3.1. regarding the superiority of breast-feeding and breast milk as the best infant nutrition which protects infants from health impairments; and

17.3.2. regarding the use of the product only in accordance with recommendation of a medical practitioner.

18. The labelling of formulae referred to in Sub-paragraph 3.1 may not include pictures of children or other pictures or text, which idealises the use of the product. It may include graphic representations, which facilitate identification of the product and illustrate its preparation.

19. The labelling of formulae referred to in Sub-paragraph 3.1 may include a notice regarding special composition thereof in accordance with the requirements specified in Annex 5 of these Regulations.

20. The labelling of formulae referred to in Sub-paragraph 3.2 shall specify:

20.1. [20 April 2004];

20.2. that the product is suitable for the nutrition of infants who are over the age of four months and that this product constitutes only part of infant nutrition.

IV. Requirements for Advertising of Breast Milk Substitutes

21. The labelling requirements of breast milk substitutes referred to in Paragraphs 16, 18 and 19 and Sub-paragraph 17.3 of these Regulations shall also apply to:

21.1. appearance, packaging and the packaging materials used, the arrangement and the setting in which the product is placed; and

21.2. advertising.

22. Advertising of formulae referred to in Sub-paragraph 3.1 of these Regulations shall only be permitted in publications regarding childcare and scientific publications in conformity with the requirements specified in Paragraphs 16, 18 and 19 and Sub-paragraph 17.3 of these Regulations. Advertising may contain only scientifically founded information. Advertising may not imply or create a belief that feeding with formulae is equivalent or superior to breast-feeding.
23. Formulae referred to in Sub-paragraph 3.1 of these Regulations may not be advertised at the point of sale, giving of samples of the product directly to the consumers or in any other way promoting sales in retail trade (for example, special show-cases, discount coupons, premiums, special sales, selling goods at reduced prices, selling in a package with other goods).

24. Manufacturers and distributors may not distribute, either directly or indirectly (via medical treatment institutions) to pregnant women, mothers of infants and small children or members of their families, as well as other consumers the formulae referred to in Sub-paragraph 3.1 of these Regulations or samples thereof free of charge or at a lower price, as well as to give them as gifts.

25. Medical treatment institutions shall provide objective and comprehensible information (written or audio-visual) regarding infant and small children feeding and ensure accessibility of this information to all persons who require it. The information referred to shall cover the following issues:

25.1. the benefits and superiority of breast-feeding over breast milk substitutes;

25.2. maternal nutrition when preparing for breast-feeding and prolongation of breast-feeding;

25.3. the possible negative effect on breast-feeding of partial feeding with a formula;

25.4. the difficulty of resuming breast-feeding after a pause; and

25.5. the correct use of formulae that are manufactured industrially or home prepared.

26. Manufacturers and distributors shall ensure that the advertising of the formulae referred to in Sub-paragraph 3.1 of these Regulations contains information about the social and financial implications of the use of such formulae, the health hazards of infants caused by inappropriate food or incorrect feeding methods, including the use of inappropriate formulae. It is prohibited to include in advertising any pictures, which idealise the use of formulae. It is permitted to include in advertising the name or trademark of the manufacturer or distributor, but it is not permitted to include the trademark of the products referred to in Sub-paragraph 3.1 of these Regulations and it shall only be distributed in medical treatment institutions with the consent of the medical treatment institution.
[20 April 2004]
26.1 The dissemination of the advertising referred to in Paragraph 26 of these Regulations, except for that referred to in Paragraph 22 of these Regulations, is permitted only if a written certification of the Latvian Food Centre has been received regarding its compliance with the requirements of these Regulations and regulatory enactments governing handling of food which specify the distribution and labelling requirements. The Latvian Food Centre may invite experts in the assessment of advertising. The Latvian Food Centre shall within 30 days issue a certification or a reasoned refusal to approve the conformity of advertising.
[20 April 2004]
26.2 The fee for the conformity assessment of the advertising referred to in Paragraph 26.1 of these Regulations shall be 79.13 lats (not including VAT).

[20 April 2004]
26.3 The products referred to in Sub-paragraph 3.1 of these Regulations are permitted to be delivered as donations or sold at reduced prices to State social care institutions only for the feeding of infants for whom these products are necessary and only as long as necessary.

[20 April 2004]
V. Closing Provisions

27. These Regulations shall come into force on 1 October 2001.

28. Paragraphs 8.1 and 8.2 of these Regulations shall come into force on 6 March 2005.

[20 April 2004]
Informative Reference to European Union Directives
Legal provisions arising from directives 89/398/EEC, 91/321/EEC; 92/52/EEC, 96/4/EEC, 96/84/EC, 1999/41/EC and 1999/50/EC have been included in these Regulations.

[4 February 2003]
Prime Minister 







A. Bērziņš

Acting for the Minister for Welfare,

Minister for Culture 







K. Pētersone

Annex 1

Cabinet Regulation No. 119

13 March 2001

Requirements for the Composition1 of Formulae Intended for Infants (during First Four to Six Months)
	No.
	Energy value and ingredients of the formula, units of measurement
	Minimum quantity
	Maximum quantity

	1
	2
	3
	4

	
	
	
	

	1.
	Energy value, kJ/100 ml (kcal/100 ml)
	250 (60)
	315 (75)

	
	
	
	

	2.
	Proteins:2, 3
	
	

	2.1.
	in a formula manufactured from cows’ milk proteins, g/100 kJ (g/100 kcal)
	0,45 (1,8)4
	0,7 (3)4

	2.2.
	in a formula manufactured from protein partial hydrolysates, g/100 kJ (g/100 kcal):
	0,56 (2,25)4, 5
	0,7 (3)4, 5

	2.2.1.
	taurine, μmoles/100 kJ (μmoles/100 kcal)
	10 (42)
	

	2.2.2.
	L-carnitine, μmoles/100 kJ (μmoles/100 kcal)
	1,8 (7,5)
	–

	2.3.
	in a formula manufactured from soya protein isolates, alone or in a mixture with cows' milk proteins, g/100 kJ (g/100 kcal)
	0,56 (2,56)6
	0,7 (3)6

	2.3.1.
	L-carnitine, μmoles/100 kJ (μmoles/100 kcal)
	1,8 (7,5)
	–

	2.3.2.
	chemical index7
	80% of the reference protein8
	–

	
	
	
	

	3.
	Fats, g/100 kJ (g/100 kcal)9:
	1,05 (4,4)
	1,5 (6,5)

	3.1.
	lauric acid
	–
	15% of the total fat content

	3.2.
	myristic acid
	–
	15% of the total fat content

	3.3.
	linoleic acid (in the form of glycerides, i.e. linoleates),

mg/100 kJ (mg/100 kcal)
	70 (300)
	285 (1200)

	3.4.
	alpha-linolenic acid, mg/100 kJ (mg/100 kcal)
	12 (50)
	–

	3.5.
	linoleic/alpha-linolenic acid ratio
	5
	15

	3.6.
	trans fatty acids
	–
	4% of the total fat content

	3.7.
	erucic acid
	–
	1% of the total fat content

	3.8.
	long chain polyunsaturated fatty acids may be added (C20, C22):
	
	

	3.8.1.
	ω-3
	–
	1% of the total fat content

	3.8.2.
	ω-6
	–
	2% of the total fat content

	3.8.3.
	arachidonic acid
	–
	1% of the total fat content

	3.8.4.
	eicosapentaenoic acid (20:5 ω-3) content shall not exceed docosahexaenoic acid (22:6 ω-3) content
	
	

	
	
	
	

	4.
	Carbohydrates (only lactose, maltose, sucrose, malto-dextrins, glucose syrup, dried glucose syrup, uncooked starch naturally free of gluten, gelatinised starch naturally free of gluten), g/100 kJ (g/100 kcal):
	1,7 (7)
	3,4 (14)

	4.1.
	lactose
	0,85 (3,5)10
	–

	4.2.
	sucrose
	–
	20% of the total carbohydrate content

	4.3.
	uncooked starch and/or gelatinised starch, g/100 ml
	–
	2;

30% of the total carbohydrate content

	
	
	
	

	5.
	Mineral substances:
	
	

	5.1.
	in a formula manufactured from cows’ milk proteins:
	
	

	5.1.1.
	sodium, mg/100 kJ (mg/100 kcal)
	5 (20)
	14 (60)

	5.1.2.
	potassium, mg/100 kJ (mg/100 kcal)
	15 (60)
	35 (145)

	5.1.3.
	chlorides, mg/100 kJ (mg/100 kcal)
	12 (50)
	29 (125)

	5.1.4.
	calcium, mg/100 kJ (mg/100 kcal)
	12 (50)
	–

	5.1.5.
	phosphorus, mg/100 kJ (mg/100 kcal)
	6 (25)
	22 (90)

	5.1.6.
	magnesium, mg/100 kJ (mg/100 kcal)
	1,2 (5)
	3,6 (15)

	5.1.7.
	iron11, mg/100 kJ (mg/100 kcal)
	0,12 (0,5)
	0,36 (1,5)

	5.1.8.
	zinc, mg/100 kJ (mg/100 kcal)
	0,12 (0,5)
	0,36 (1,5)

	5.1.9.
	copper, µg /100 kJ (μg /100 kcal)
	4,8 (20)
	19 (80)

	5.1.10.
	iodine, μg /100 kJ (μg /100 kcal)
	1,2 (5)
	–

	5.1.11.
	selenium12, μg /100 kJ (μg /100 kcal)
	–
	0,7 (3)

	5.1.12.
	calcium/phosphorus ratio
	1,2
	2,0

	5.2.
	in a formula manufactured from soya protein isolates, alone or in a mixture with cows' milk proteins, mg/100 kJ (mg/100 kcal):
	
	

	5.2.1.
	sodium, mg/100 kJ (mg/100 kcal)
	5 (20)
	14 (60)

	5.2.2.
	potassium, mg/100 kJ (mg/100 kcal)
	15 (60)
	35 (145)

	5.2.3.
	chlorides, mg/100 kJ (mg/100 kcal)
	12 (50)
	29 (125)

	5.2.4.
	calcium, mg/100 kJ (mg/100 kcal)
	12 (50)
	–

	5.2.5.
	phosphorus, mg/100 kJ (mg/100 kcal)
	6 (25)
	22 (90)

	5.2.6.
	magnesium, mg/100 kJ (mg/100 kcal)
	1,2 (5)
	3,6 (15)

	5.2.7.
	iron11, mg/100 kJ (mg/100 kcal)
	0,25 (1)
	0,5 (2)

	5.2.8.
	zinc, mg/100 kJ (mg/100 kcal)
	0,18 (0,75)
	0,6 (2,4)

	5.2.9.
	copper, µg /100 kJ (µg /100 kcal)
	4,8 (20)
	19 (80)

	5.2.10.
	iodine, μg /100 kJ (μg /100 kcal)
	1,2 (5)
	–

	5.2.11.
	selenium12, μg /100 kJ (μg /100 kcal)
	–
	0,7 (3)

	5.2.12.
	calcium/phosphorus ratio
	1,2
	2,0

	
	
	
	

	6.
	Vitamins:
	
	

	6.1.
	vitamin A, μg RE/100 kJ (μg RE/100 kcal)13
	14 (60)
	43 (180)

	6.2.
	vitamin D, μg /100 kJ (μg /100 kcal)14
	0,25 (1)
	0,65 (2,5)

	6.3.
	thiamin, μg /100 kJ (μg /100 kcal)
	10 (40)
	–

	6.4.
	riboflavin, μg /100 kJ (μg /100 kcal)
	14 (60)
	–

	6.5.
	niacin, mg NE /100 kJ (mg NE /100 kcal)15
	0,2 (0,8)
	–

	6.6.
	pantothenic acid, μg /100 kJ (μg /100 kcal)
	70 (300)
	–

	6.7.
	vitamin B6, μg /100 kJ (μg /100 kcal)
	9 (35)
	–

	6.8.
	biotin, μg /100 kJ (μg /100 kcal)
	0,4 (1,5)
	–

	6.9.
	folic acid, μg /100 kJ (μg /100 kcal)
	1 (4)
	–

	6.10.
	vitamin B12, μg /100 kJ (μg /100 kcal)
	0,025 (0,1)
	–

	6.11.
	vitamin C, μg /100 kJ (μg /100 kcal)
	1,9 (8)
	–

	6.12.
	vitamin K, μg /100 kJ (μg /100 kcal)
	1 (4)
	–

	6.13.
	vitamin E, mg α-TE /g of polyunsaturated fatty acids calculating according to linoleic acid or

mg α-TE /100 kJ (mg α-TE /100 kcal)16
	0,5 or 0,1 (0,5)
	–

	
	
	
	

	7.
	Nucleotides, total quantity, mg/100 kJ (mg/100 kcal), including:
	–
	1,2 (5)

	7.1.
	cytidine 5'-monophosphate, mg/100 kJ (mg/100 kcal)
	–
	0,60 (2,50)

	7.2.
	uridine 5'-monophosphate, mg/100 kJ (mg/100 kcal)
	–
	0,42 (1,75)

	7.3.
	adenosine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,36 (1,50)

	7.4.
	guanosine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,12 (0,50)

	7.5.
	inosine 5'-monophosphate, mg/100 kJ (mg/100 kcal)
	–
	0,24 (1,0)


Notes.

1 The composition is specified in a product ready for use, which has been prepared according to manufacturer’s instructions.

2 Protein content = nitrogen content x 6.38 (for cows’ milk proteins) or nitrogen content x 6.25 (for soya protein isolates and protein partial hydrolysates).

3 The addition of amino acids is permitted solely for the purpose of improving the nutritional value of the proteins, and only in the proportions necessary for that purpose.
4 For a formula to have the energy value equal to breast milk, it shall contain an available quantity of each essential and semi-essential amino acid17 which is not less than that contained in the reference protein (breast milk proteins)8; in calculations the amounts of cystine and methionine may be added together.

5 The protein efficiency ratio (PER) and the net protein utilisation (NPU) shall be at least equal to the relevant indicators for casein.

6 For a formula to have the energy value equal to breast milk, it shall contain an available quantity of methionine which is not less than that contained in the reference protein (breast milk proteins)8.

7 Chemical index — the lowest ratio between the quantity of each essential amino acid of the test protein and the quantity of each corresponding amino acid of the reference protein.

8 Amino acid content of reference proteins (casein and breast milk proteins):

	No.
	Amino acids
	Casein, g/100 g of protein
	Breast milk proteins, g/100 g of protein

	
	
	
	

	1.
	Arginine
	3,7
	3,8

	2.
	Cystine
	0,3
	1,3

	3.
	Histidine
	2,9
	2,5

	4.
	Isoleucine
	5,4
	4,0

	5.
	Leucine
	9,5
	8,5

	6.
	Lysine
	8,1
	6,7

	7.
	Methionine
	2,8
	1,6

	8.
	Phenylalanine
	5,2
	3,4

	9.
	Threonine
	4,7
	4,4

	10.
	Tryptophan
	1,6
	1,7

	11.
	Tyrosine
	5,8
	3,2

	12.
	Valine
	6,7
	4,5


9 The use of sesame seed oil and cotton seed oil is prohibited.

10 Shall not apply to a formula in which the content of soya proteins exceeds 50% of the total protein content.

11 The restriction is applicable to a formula with additionally added iron.

12 The restriction is applicable to a formula with additionally added selenium.

13 RE = all trans retinol equivalent.

14 In the form of cholecalciferol, of which 10 μg = 400 i.u. of vitamin D.

15 NE = Niacin equivalent, i.e. mg nicotinic acid + mg tryptophan/60.

16 α-TE = d- α-tocopherol equivalent.

17 The content of essential and semi-essential amino acids in breast milk:

	No.
	Amino acids
	mg/100 kJ

(1 kJ =0,239 kcal)
	mg/100 kcal

	1
	2
	3
	4

	
	
	
	

	1.
	Arginine
	16
	69

	2.
	Cystine
	6
	24

	3.
	Histidine
	11
	45

	4.
	Isoleucine
	17
	72

	5.
	Leucine
	37
	156

	6.
	Lysine
	29
	122

	7.
	Methionine
	7
	29

	8.
	Phenylalanine
	15
	62

	9.
	Threonine
	19
	80

	10.
	Tryptophan
	7
	30

	11.
	Tyrosine
	14
	59

	12.
	Valine
	19
	80


[20 April 2004]
Acting for the Minister for Welfare,

Minister for Culture 







K. Pētersone

Annex 2

Cabinet Regulation No. 119

13 March 2001

Requirements for the Composition1 of Formulae Intended for Infants (from the Age of Four Months)
	No.
	Energy value and ingredients of formula, units of measurement
	Minimum quantity
	Maximum quantity

	1
	2
	3
	4

	
	
	
	

	1.
	Energy value, kJ/100 ml (kcal/100 ml)
	250 (60)
	335 (80)

	
	
	
	

	2.
	Proteins2, 3, 4, g/100 kJ (g/100 kcal):
	0,5 (2,25)5
	1 (4,5)5

	2.1.
	chemical index6
	80% of reference protein (casein or breast milk proteins)7
	–

	
	
	
	

	3.
	Fats, g/100 kJ (g/100 kcal)8:
	0,8 (3,3)
	1,5 (6,5)

	3.1.
	lauric acid
	–
	15% of the total fat content

	3.2.
	myristic acid
	–
	15% of the total fat content

	3.3.
	linoleic acid (in the form of glycerides, i.e. linoleates)
	70 (300)9
	–

	3.4.
	trans fatty acids
	–
	4% of the total fat content

	3.5.
	erucic acid
	–
	1% of the total fat content

	
	
	
	

	4.
	Carbohydrates, g/100 kJ (g/100 kcal)10:
	1,7 (7)
	3,4 (14)

	4.1.
	lactose
	0,45 (18)11
	–

	4.2.
	sucrose, fructose, honey
	–
	separately or as a whole 20% of the total carbohydrate content

	
	
	
	

	5.
	Mineral substances:
	
	

	5.1.
	iron, mg/100 kJ (mg/100 kcal)
	0,25 (1)
	0,5 (2)

	5.2.
	iodine, μg/100 kJ (μg/100 kcal)
	1,2 (5)
	–

	5.3.
	zinc, mg/100 kJ (mg/100 kcal):
	
	

	5.3.1.
	in a formula manufactured from cows’ milk
	0,12 (0,5)
	–

	5.3.2.
	in a formula manufactured from soya protein isolates alone or mixed with cows' milk proteins
	0,18 (0,75)
	–

	5.4.
	other mineral substances
	according to the mineral substances content of cows’ milk12

	5.5.
	calcium and phosphorus ratio
	–
	2,0

	
	
	
	

	6.
	Vitamins:
	
	

	6.1.
	vitamin A, μg RE/100 kJ (μg RE/100 kcal)13
	14 (60)
	43 (180)

	6.2.
	vitamin D, μg/100 kJ (μg/100 kcal)14
	0,25 (1)
	0,75 (3)

	6.3.
	vitamin C, μg/100 kJ (μg/100 kcal)
	1,9 (8)
	–

	6.4.
	vitamin E, mg α-TE / of polyunsaturated fatty acids calculating according to linoleic acid or

mg α-TE /100 kJ (mg α-TE/100 kcal)15
	0,5 or 0,1 (0,5)
	–

	
	
	
	

	7.
	Nucleotides, total quantity, mg/100 kJ (mg/100 kcal), including:
	–
	1,2 (5)

	7.1.
	cytidine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,60 (2,50)

	7.2.
	uridine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,42 (1,75)

	7.3.
	adenosine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,36 (1,50)

	7.4.
	guanosine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,12 (0,50)

	7.5.
	inosine 5'-monophosphate, mg/100 kJ

(mg/100 kcal)
	–
	0,24 (1,0)


Notes.

1 The composition is specified in a product ready for use, which has been prepared according to manufacturer’s instructions.

2 Protein content = nitrogen content x 6.38 (for cows’ milk proteins) or nitrogen content x 6.25 (for soya protein isolates and protein partial hydrolysates).

3 The addition of amino acids to the formula is permitted solely for the purpose of improving the nutritional value of the proteins, and only in the proportions necessary for that purpose.
4 If the formula is made of soya proteins alone or together with cows’ milk proteins, other proteins are not permitted to be added.

5 For a formula to have the energy value equal to breast milk, it shall contain an available quantity of methionine which is not less than that contained in the reference protein (breast milk proteins)7.

6 Chemical index — the lowest ratio between the quantity of each essential amino acid of the test protein and the quantity of each corresponding amino acid of the reference protein.

7 Amino acid content of reference proteins (casein and breast milk proteins):

	No.
	Amino acids
	Casein, g/100 g of protein
	Breast milk proteins, g/100 g protein

	
	
	
	

	1.
	Arginine
	3,7
	3,8

	2.
	Cystine
	0,3
	1,3

	3.
	Histidine
	2,9
	2,5

	4.
	Isoleucine
	5,4
	4,0

	5.
	Leucine
	9,5
	8,5

	6.
	Lysine
	8,1
	6,7

	7.
	Methionine
	2,8
	1,6

	8.
	Phenylalanine
	5,2
	3,4

	9.
	Threonine
	4,7
	4,4

	10.
	Tryptophan
	1,6
	1,7

	11.
	Tyrosine
	5,8
	3,2

	12.
	Valine
	6,7
	4,5


8 The use of sesame seed oil and cotton seed oil is prohibited.

9 This provisions apply only to formulae containing vegetable oils.

10 It is not permitted to use ingredients containing gluten.

11 Shall not apply to a formula in which the content of soya protein isolates exceeds 50% of the total protein content.

12 Mineral substances in cows’ milk:

	No.
	Mineral substances
	100 g of solids-non-fat
	1 g of proteins

	
	
	
	

	1.
	Sodium, mg
	550
	15

	2.
	Potassium, mg
	1680
	43

	3.
	Chlorides, mg
	1050
	28

	4.
	Calcium, mg
	1350
	35

	5.
	Phosphorus, mg
	1070
	28

	6.
	Magnesium, mg
	135
	3,5

	7.
	Copper, µg
	225
	6

	8.
	Iodine
	Non-specified, varies depending of season and stock farming conditions
	


13 RE = all trans retinol equivalent.

14 In the form of cholecalciferol, of which 10 μg = 400 i.u. of vitamin D.

15 α-TE = d- α-tocopherol equivalent.

[4 February 2003]
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13 March 2001

Substances which are Permitted to be Added to Breast Milk Substitutes

	No.
	Substance
	Permitted forms of the substance

	1
	2
	3

	1.
	Vitamins:
	

	1.1.
	vitamin A
	retinol

retinol acetate

retinol palmitate

beta-carotene

	1.2.
	vitamin D
	vitamin D2 (ergocalciferol)

vitamin D3 (cholecalciferol)

	1.3.
	vitamin B1
	thiamin hydrochloride

thiamin mononitrate

	1.4.
	vitamin B2
	riboflavin

sodium riboflavin-5’-phosphate

	1.5.
	niacin
	nicotinamide

nicotinic acid

	1.6.
	vitamin B6
	pyridoxine hydrochloride

pyridoxine-5-phosphate

	1.7.
	pantothenic acid
	D-pantothenate, calcium

D-pantothenate, sodium

dexpanthenol

	1.8.
	folic acid
	folic acid

	1.9.
	vitamin B12
	cyanocobalamin

hydroxocobalamin

	1.10.
	biotin
	D-biotin

	1.11.
	vitamin C
	L-ascorbic acid

sodium L-ascorbate

calcium L-ascorbate

6-palmityl-L-ascorbic acid (ascorbyl palmitate)

potassium ascorbate

	1.12.
	vitamin K
	phylloquinone (phytomenadione)

	1.13.
	vitamin E
	D-alpha tocopherol

DL-alpha tocopherol

D-alpha tocopherol acetate

DL-alpha tocopherol acetate

	
	
	

	2.
	Mineral substances:
	

	2.1.
	calcium (Ca)
	calcium carbonate

calcium chloride

calcium citrates

calcium gluconate

calcium glycerophosphate

calcium lactate

calcium hydroxide

calcium phosphates

	2.2.
	magnesium (Mg)
	magnesium carbonate

magnesium chloride

magnesium gluconate

magnesium oxide

magnesium hydroxide

magnesium phosphates

magnesium sulphate

magnesium citrates

	2.3.
	potassium (K)
	potassium bicarbonate

potassium carbonate

potassium chloride

potassium citrates

potassium gluconate

potassium lactate

potassium phosphates

potassium hydroxide

	2.4.
	iron (Fe)
	ferrous citrate

ferric ammonium citrate

ferrous gluconate

ferrous lactate

ferrous sulphate

ferrous fumarate

ferric diphosphate (ferric pyrophosphate)

	2.5.
	copper (Cu)
	copper lysine complex

cupric carbonate

cupric citrate

cupric gluconate

cupric sulphate

	2.6.
	zinc (Zn)
	zinc acetate

zinc citrate

zinc lactate

zinc sulphate

zinc oxide

zinc gluconate

zinc chloride

	2.7.
	manganese (Mn)
	manganese carbonate

manganese chloride

manganese citrate

manganese gluconate

manganese sulphate

	2.8.
	sodium (Na)
	sodium bicarbonate

sodium chloride

sodium citrate

sodium gluconate

sodium carbonate

sodium lactate

sodium phosphates

sodium hydroxide

	2.9.
	selenium (Se)
	sodium selenate

sodium selenite

	2.10.
	iodine (J)
	potassium iodide

sodium iodide

potassium iodate

	
	
	

	3.
	Amino acids and other nitrogen compounds:
	

	3.1.
	L-arginine and its hydrochloride
	

	3.2.
	L-cystine and its hydrochloride
	

	3.3.
	L-histidine and its hydrochloride
	

	3.4.
	L-isoleucine and its hydrochloride
	

	3.5.
	L-leucine and its hydrochloride
	

	3.6.
	L-cysteine and its hydrochloride
	

	3.6.1
	L-lysine and its hydrochloride
	

	3.7.
	L-methionine
	

	3.8.
	L-phenylalanine
	

	3.9.
	L-threonine
	

	3.10.
	L-tryptophan
	

	3.11.
	L-tyrosine
	

	3.12.
	L-valine
	

	3.13.
	L-carnitine and its hydrochloride
	

	3.14.
	taurine
	

	3.15.
	cytidine 5'-monophosphate and its sodium salt
	

	3.16.
	uridine 5'-monophosphate and its sodium salt
	

	3.17.
	adenosine 5'-monophosphate and its sodium salt
	

	3.18.
	guanosine 5'-monophosphate and its sodium salt
	

	3.19.
	inosine 5'-monophosphate and its sodium salt
	

	
	
	

	4.
	Other substances:
	

	4.1.
	choline
	

	4.2.
	choline chloride
	

	4.3.
	choline citrate
	

	4.4.
	choline bitartrate
	

	4.5.
	inositol
	


[4 February 2003; 20 April 2004]
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Trade Names of Breast Milk Substitutes in the Latvian Language and Some European Union Languages

1. Trade names of breast milk substitutes made of various proteins in the Latvian language and European Union languages:
	No.
	Language
	Trade name

	
	
	
	

	1.1.
	Latvian
	Maisījums zīdaiņiem pirmo četru līdz sešu mēnešu vecumam
	Maisījums zīdaiņiem no četru mēnešu vecuma

	1.2.
	English
	Infant formula
	Follow-on formula

	1.3.
	Danish
	Moderm¿lkserstatning
	Tilskudsblanding

	1.4.
	German
	Säuglingsanfangsnahrung
	Folgenahrung

	1.5.
	Greek
	Παρασκεύασμα για ξρέφη
	Παρασκεύασμα δεύτερης ξρεφικής ηλικίας

	1.6.
	Spanish
	Preparado para lactentes
	Preparado de continuación

	1.7.
	French
	Préparation pour nourrissons
	Préparation pour nourrissons

	1.8.
	Italian
	Alimento per lattanti
	Alimento di proseguimento

	1.9.
	Dutch
	Volledige zuigelingenvoeding
	Opvolgzuigelingenvoeding

	1.10.
	Portuguese
	Fórmula para lactentes
	Fórmula de transição

	1.11.
	Finnish
	Äidinmaidonkorvike
	Vieroitusvalmiste

	1.12.
	Swedish
	Modersmjölksersättning
	Tillskottsnäring


2. Trade names of breast milk substitutes made of cows’ milk proteins in the Latvian language and European Union languages:

	No.
	Language
	Trade name

	
	
	
	

	2.1.
	Latvian
	Piens zīdaiņiem pirmo četru līdz sešu mēnešu vecumam
	Piens zīdaiņiem no četru mēnešu vecuma

	2.2.
	English
	Infant milk
	Follow-on milk

	2.3.
	Danish
	Moderm¿lkserstatning udelukkende baseret på m¿lk
	Tilskudsblanding udelukkende baseret på mælk

	2.4.
	German
	Säuglingsmilchnahrung
	Folgemilch

	2.5.
	Greek
	Γάλα για ζρέφη
	Γάλα δεύτερης ζρεφικής ηλικίας

	2.6.
	Spanish
	Leche para lactentes
	Leche de continuacion

	2.7.
	French
	Lait pour nourrissons
	Lait de suite

	2.8.
	Italian
	Latte per lattanti
	Latte di proseguimento

	2.9.
	Dutch
	Volledige zuigelingenvoeding op basis van melk "Zuigelingenmelk"
	Opvolgmelk

	2.10.
	Portuguese
	Leite para lactentes
	Leite de transição

	2.11.
	Finnish
	Maitopohjainen äidinmaidonkorvike
	Maitopohjainen vieroitusvalmiste

	2.12.
	Swedish
	Modersmjölksersättning uteslutande baserad på mjölk
	Tillskottsnäring uteslutande baserad på mjölk


[4 February 2003; 20 April 2004]
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Requirements for the Special Composition of Formulae Intended for Infants (During First Four to Six Months) (Labelling Contains a Notice on Special Composition of the Formula)

	No.
	Notice in the labelling regarding special composition
	Requirements for the composition

	
	
	

	1.
	Adapted proteins
	The protein content is lower than 0.6 g/100 kJ (2.5 g/100 kcal) and the whey protein/casein ratio is not less than 1.0.

	2.
	Low sodium content
	The sodium content is lower than 9 mg/100 kJ

(39 mg/100 kcal)

	3.
	Does not contain sucrose
	Does not contain sucrose

	4.
	Contains lactose only
	Contains lactose only

	5.
	Does not contain lactose
	Does not contain lactose

	6.
	Iron enriched
	Iron is added

	7.
	Allergy risk to milk proteins has been reduced (the labelling may contain an indication regarding reduced allergen content in the formula and regarding reduced allergen antigen properties)
	a) The formula meets the requirements of Annex 1, Sub-paragraph 2.2 and the amount of immunoreactive protein that has been determined by generally accepted methods is less than 1% of nitrogen-containing substances in the formula

	
	
	b) The labelling shall indicate that the product must not be consumed by infants allergic to the intact proteins from which the product is made unless generally accepted clinical tests provide proof of the product's tolerance in more than 90% of infants (confidence interval 95%) hypersensitive to proteins from which the formula is made

	
	
	c) The formulae administered orally should not induce sensitisation, in animals, to the intact proteins from which the formula is derived

	
	
	d) Objective and scientifically verified proof regarding the properties of the formula specified in the labelling shall be available.


[20 April 2004]
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Reference Values of Vitamins and Mineral Substances

	No.
	Vitamins and mineral substances, unit of measurement
	Reference value

	
	
	

	1.
	Vitamin A, μg
	400

	2.
	Vitamin D, μg
	10

	3.
	Vitamin C, μg
	25

	4.
	Thiamin, mg
	0,5

	5.
	Riboflavin, mg
	0,8

	6.
	Niacin equivalents, mg
	9

	7.
	Vitamin B6, mg
	0,7

	8.
	Folate, μg
	100

	9.
	Vitamin B12, μg
	0,7

	10.
	Calcium, mg
	400

	11.
	Iron, mg
	6

	12.
	Zinc, mg
	4

	13.
	Iodine, μg
	70

	14.
	Selenium, μg
	10

	15.
	Copper, mg
	0,4


Acting for the Minister for Welfare,

Minister for Culture 







K. Pētersone

Annex 7

Cabinet Regulation No. 119

13 March 2001

Maximum Permissible Pesticide Residue Limits in Breast Milk Substitutes

	No.
	Name of pesticide (pesticide metabolite)
	Maximum permissible residue levels (mg/kg)

	1.
	Cadusafos
	0,006

	2.
	Demeton-S-methyl/demeton-S-methyl sulfone/oxydemeton-methyl (individually or combined, expressed as demeton-S-methyl)
	0,006

	3.
	Ethoprophos
	0,008

	4.
	Fipronil (sum of fipronil and fipronil-desulfinyl, expressed as fipronil)
	0,004

	5.
	Propineb/propylenethiourea (sum of propineb and propylenethiourea)
	0,006


[20 April 2004]
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Pesticides which are Prohibited to be Used in Acquisition of Agricultural Products if these Products are Used in Manufacturing of Breast Milk Substitutes, and the Residues thereof

Table 1

	No.
	Name of pesticide (name of pesticide residue)

	1.
	Disulfoton (sum of disulfoton, disulfoton sulphoxide and disulfotonsulphone, expressed as disulfoton)

	2.
	Fensulfothion (sum of fensulfothion, fensulfothion oxygen analogue and fensulfothion sulfones, expressed as fensulfothion)

	3.
	Fentin, expressed as triphenyltin cation

	4.
	Haloxyfop (sum of haloxyfop, its salts and esters including conjugates, expressed as haloxyfop)

	5.
	Heptachlor and trans-heptachlor epoxide, expressed as heptachlor

	6.
	Hexachlorobenzene

	7.
	Nitrofen

	8.
	Omethoate

	9.
	Terbufos (sum of terbufos, its sulfoxide and sulfone, expressed as terbufos)


Table 2

	No.
	Name of pesticide

	1.
	Aldrin and dieldrin, expressed as dieldrin

	2.
	Endrin


[20 April 2004]
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