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CIRCULAR 
OF MINISTRY OF HEALTH NO.08/2004/TT-BYT DATED AUGUST 23, 2004 GUIDING THE MANAGEMENT OF FUNCTIONAL FOOD PRODUCTS 

To uniformly manage the business of functional food products on the market; ensure health and safety for consumers and create favorable conditions for the enterprises in the business, the Ministry of Health guides the management of functional food products (hereinafter referred to as functional foods) as follows:

I. CONCEPTS AND NAME CALLED AS FUNCTIONAL FOODS
1. Functional foods are the foods used to support the function of the organs in the human body, with nutritive effect for the body's ease, increasing resistance and reducing the risk of illness.

2. Functional foods, depending on the utility, micronutrient contents, and manuals, also with other names as follows:

a) Food of Micronutrient Supplementation;

b) Food of Supplements;

c) Food for Health Protection;

d) Food of Medical Nutrition.

II. CONDITIONS TO DETERMINE FUNCTIONAL FOODS
The food products fortified with nutrients such as vitamins, mineral salt and other biological active substances if being announced by the manufacturers that the products are functional foods; to be certified conformity with law on foods or permitted circulation by the competent state agencies of the producing countries and satisfying the following conditions shall be considered as functional foods:

1. For foods supplementing micronutrients: If the amount of nutrients sent into the body daily as directed on the label of the product has at least one vitamin or mineral salt more than 3 times value ​​of recommendation table of nutritional needs RNI 2002 (Recommended nutrient intakes), attached to this Circular, they must have certificates of the competent state agencies of the manufacturing countries or the countries to permit circulation certify the safety of product and must indicate on the label or sub-label of products (for imported products) the level meeting the RNI of micronutrients added;

2. For functional foods containing biological active substances: If it is published to have effect to support functions in the human body, to increase resistance and reduce the risk of illness, it must have clinical trial report on the effect of the product or documentation to prove the effect of product components having such function or certificate of competent state agencies of the manufacturing countries or the countries allowing the circulation with content to determine the utility of the product stated on label.

3. Content labeling of functional foods must meet the conditions as prescribed by law for the label and the following conditions:

a) Contents of manuals for products having purpose of special use needs to state: Name of the group of products (food of supplements, food of health protection, functional foods, dietary foods, medical nutritional food), objects of use, the utility of product, dosage, contraindications, special precautions or side effects of the products (if any);

b) For foods that contain biological active substances, on the label or sub-label, it is required to state the line of words "This product is not a medicine, not effective to replace medicines";

c) On the label of functional food products are not indicated for the treatment any particular disease or product with effect to replace medicines.

4. For products containing vitamins and mineral salt not yet mentioned in Recommended nutrient intakes specified in clause 1 of this Section, the product produced domestically but unknown as food or product containing biological active substances having not enough materials to prove the safety and effects of the active substances, the Department of Safety and Food Hygiene is responsible for presiding over and coordinate with the Vietnam Drug Administration and Department of Traditional Medicine - Ministry of Health to consider for the classification and unified management.

III. MANAGEMENT FOR FUNCTIONAL FOODS
1. Functional foods having all the conditions specified in Section II of this Circular shall be governed by and shall comply with the provisions of the legislation on foods. These products must be published standards of hygiene and food safety at the Department of Safety and Food Hygiene - Ministry of Health in accordance with the law provisions on food before circulation on the market.

2. The information, advertising, labeling products as functional foods must be made in accordance with the law provisions on information, advertising, labeling, and must ensure the truthfulness, accuracy, clearness not causing damage to the producers, traders, and consumers.

IV. IMPLEMENTATION ORGANIZATION
1. Department of Hygiene and Food Safety - The Health Ministry is responsible for implementing, directing, examining, inspecting and monitoring the implementation of this Circular.

2. Health Departments of provinces and cities directly under the Central Government, medical agencies of all sectors are responsible for implementing, directing, inspecting, examining and monitoring the units producing and trading functional foods during the implementation of the provisions of this Circular.

3. The units trading functional foods are responsible for implementing the provisions of this Circular.

V. IMPLEMENTATION PROVISIONS
1. This Circular takes effect 15 days after its publication in the Official Gazette. To annul Circular No.20/2001/TT-BYT dated 09/11/2001 of Ministry of Health guiding the management of products of drug - food.

2. During the implementation of this Circular, if any difficulties arise, the units report to the Ministry of Health (Department of Safety and Food Hygiene) for consideration and settlement.
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APPENDIX

RECOMMENDED NUTRIENT INTAKES RNI-2002


(Issued together with Circular No.08 dated 23/8/2004 of Minister of Health)


1. Group of Vitamin


		

		Vitamin dissolved in oil

		Vitamin dissolved in water

		



		Classification

		Ages

(years)




		Vit. A (f) (g) (àg RE/day)




		Vit. D  (àg /day)

		Vit. E (h)


(mgỏ -TE/day)


)

		Vit. K (l) (àg /day)

		Vit. C (d) (mg /day)

		Vit. B1 (g) (mg/day)

		Vit. B2 (mg /day)

		Niacin (a) (mg NE/ngày)

		Vit. B6  (mg /day)

		Pantothenate (mg/day)

		Biotin  (àg / day)

		Folate (c)  (àg DFE/day)

		Vit. B12 (àg /day)



		Infants

< 1 year

		0 - 6 months old

		375

		5

		2.7 (i)

		5: (m)

		25

		0.2

		0.3

		2(b)

		0.1

		1.7

		5

		80

		0.4



		

		7 - 11 months old

		400

		5

		2.7 (i)

		10

		30

		0.3

		0.4

		4

		0.3

		1.8

		6

		80

		0.5



		Children



		1 - 3 years old

		400

		5

		5 (k)

		15

		30

		0.5

		0.5

		6

		0.5

		2

		8

		160

		0.9



		

		4 - 6 years old

		450

		5

		5 (k)

		20

		30

		0.6

		0.6

		8

		0.6

		3

		12

		200

		1.2



		

		7 - 9 years old

		500

		5

		7 (k)

		25

		35

		0.9

		0.9

		12

		1

		4

		20

		300

		1.8



		Teenagers (male)

		10 - 18 years old (male)

		400

		5

		10

		35-65

		40

		1.2

		1.3

		16

		1.3

		5

		25

		400

		2.4



		Teenagers (female)

		10 - 18 years old (female)

		600

		5

		7.5

		35-55

		40

		1.1

		1.0

		16

		1.2

		5

		25

		400

		2.4



		Adults 

		19 - 65 years old (male)

		600

		5(19-50)


10(50-65)

		10

		65

		45

		1.2

		1.3

		16

		1.3(19-50)


1.7(50-65)

		5




		30

		400

		2.4



		

		19 - 65 ages of menstruation

50 - 65 ages of menopause

		500


500

		5


10

		7.5


7.5

		55


55

		45

		1.1


1.1

		1.1


1.1

		14


14

		1.3


1.5

		5


5

		30


30

		400


400

		2.4


2.4



		elders

		> 65 years old (male)

		600

		15

		10

		65

		45

		1.2

		1.3

		16

		1.7

		5

		

		400

		2.4



		

		> 65 years old (female)

		600

		15

		7.5

		55

		45

		1.1

		1.1

		14

		1.5

		5

		

		400

		2.4



		Pregnant women

		

		800

		5

		i

		55

		55

		1.4

		1.4

		18

		1.9

		6

		30

		600

		2.6



		Breastfeeding women

		

		850

		5

		i

		55

		70(e)

		1.5

		1.6

		17

		2

		7

		35

		500

		2.8





Note: Vitamin

Niacin

(a) NE: calculated by equivalents Niacin. Conversion rate is 60 tryptophan ~ 1niacin.

(b) Niacin is formed in advance.

Folate

(c) DFE: calculated by folate intake; number of Ag Folate provides = [number of food Ag folate + (1.7 x number of synthetic Ag folic acid).

Vitamin C

(d) RNI 45mg for adults (male and female) and 55mg for pregnant mothers. If content of Vitamin C is higher, it shall increase iron absorption.

(e) Adding 25 mg is needed for breastfeeding mothers.

Vitamin A

(f) Vitamin A value is the amount of food recommended as safety alternative to RNI. Feed intake was built to prevent pathological signs of a lack of vitamin A, which allows normal development, but not used in the long periods of infection or other diseases.

(g) The amount of recommended food as safety calculated by agRE/day; 1ag retinol = 1agRE; 1ag B-carotene = 0.167 agRE; 1ag of other Carotenoids = 0.084 agRE.

Vitamin E

h) The data is not enough to build the recommended intake, thus it must replace the intake acceptable. This value is the closest estimate of demand, based on current intake acceptable to provide the functionality that has been known of this vitamin. 

(i) There is any the difference in the needs of vitamin E between pregnant and breastfeeding mothers with adult groups. Increase of intake energy for pregnant and breastfeeding mothers is to meet the increase of demand for energy for children's development and milk synthesis. The products used as substitutes for lac feminnum may not contain less than 0.3 mg O - tocopherol converting (TE)/100ml milk mixed and not more than 0.4 mg TE/g PUFA. Amount of Vitamin E in lac feminnum is almost constant at 2.7 mg in 850 ml of milk. 

(k) The values based on a balance with acceptable intake for adults.

Vitamin K

(l) RNI for each age group is based on the amount of daily phyloquynone intake as 1 mcg/kg/day. This is a major source of vitamin K in foods.

(m) This content used for infants fully breastfed is not enough. To prevent bleeding due to vitamin K deficiency, all breastfed infants should receive vitamin K supplementation at birth depending on national recommendations.

2. Group of mineral salt

		Ages

		Calcium (c)


(mg/day)

		Phosphate

(mg/day)

		Magnesium

(mg/day)

		Iron

(mg/day)

		Zinc

(mg/day)

		Iodine (o)


(mg/day)

		Selenium

(mg/day)



		0 - 6 months

		300 (a)


400 (b)

		0 - 5 months:


300

		26 (a)


36 (b)

		(k)

		1.1 (e) -


6.6 (g)

		30(p) àg/kg/day

15(p) àg/kg/day

		6



		7 - 11 months

		400

		6 - 12 months:


500

		53

		9(l)

		0.8 (e) -


8.3 (h)

		135

		10



		1- 3 years old

		500

		800

		60

		6

		2.4 – 8.4

		75

		17



		4 - 6 years old

		600

		800

		73

		6

		3.1 – 10.3

		110

		21



		7 - 9 years old

		700

		7 - 10 years old

800

		100

		9

		3.3 – 11.,3

		100

		21



		10 - 18 years old (male)

		1,300 (d)

		11 - 24 male

1200

		250

		15(10-14 years old)


19 (15-18 years old)

		5.7 – 19.2

		135 (10 - 11 years old)


110 (12 - 18 years old)

		34



		10 - 18 years old (female)


10 - 14


15-18

		1,300 (d)

		11 - 24 female

1200

		230

		14 (10-14 years old (m)


33 (10-14 years old)


31 (15-18 years old)

		4.6 – 15.5

		140 (10 - 11 years old)


100 (12 - 18 years old)




		26



		19 - 65 years old (male)

		1,000

		19 - 51 + :


800

		260

		14

		4.2 - 14

		1030

		34



		19 - 65 years old (female)


19-50 (ages of menstruation)


51 - 65 (ages of menopause)

		1,000


1,300

		19 - 51 + :


800 - 1200

		220

		29


11

		3.0 – 9.8

		110


110

		26



		> 65 years old (male)

		1,300

		1200

		230

		14

		4.2 - 14

		130

		24



		> 65 years old (female)

		1,300

		1200

		190

		11

		3.0 – 9.8

		110

		26



		Pregnant women

		1,200

		1200

		220

		(n)

		3.4 - 20

		200

		28 - 30



		Breastfeeding women

		1,000

		1200

		270

		48

		4.3 - 19

		200

		35 - 42





Note: mineral salt

(a) For breastfed infants.

(b) For bottle-fed infants.

Calcium

(C) Data used to build RNIS for calcium is taken from the developed countries. Therefore there is still debate on its appropriateness upon applied to the developing countries. This Note is also true for most nutrients but based on current understanding, the effect of calcium seems to be most pronounced. 

(d) Especially in the fast growing stage.

Zinc

(e) Only for breastfed infants.

(f) Used for bottle-fed infants and average ability of physiological effect of zinc.

(g) Used for bottle-fed infants and low ability of physiological effect of zinc because they are fed milk made from phytate-rich cereals and vegetable protein.

(H) Not applying to exclusively breastfed infants.

Iron

(i) Iron absorption increased significantly when each meal contains at least 25mg of vitamin C and infants are fed 3 meals per day. This is especially true if the diet contains iron absorption inhibitors such as taninh or phytate. 

(k) The newborn baby's iron reserve is the satisfaction of iron demand in the first 6 months for full-term born infants. For babies born lack of term, underweight, they are needed to supplement iron.

(l) During this period, ability of physiological effect of zinc in the diet has changed a lot.

(m) For female teenagers not menstruating.

(n) Depending on iron reserve status, it should supplement iron capsules for pregnant women from being pregnant until after the postpartum of one month: 60 mg elemental iron/day + folic acid. If it is an anemia, therapeutic doses are higher.

Iodine

(o) Data calculated on 01 kg of body weight often used more and these data are as follows:

Lack of term born infants: 30mcg/kg/day

Children aged 1-6 years: 6mcg/kg/day

Children aged 01-12 months: 19mcg/kg/day

Children aged 7-11 years: 4mcg/kg/day

Pregnant women and breastfeeding mothers: 3.5 mcg/kg/day

(p) RNIS calculated by mcg/kg/day due to body weight changed much at these ages


