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QUY CHUAN KY THUAT QUOC GIA
pOI VOI THYC PHAM DINH DUGNG VOI MUC DiCH Y TE DAC BIET
(cho céc déi twong tie 1 tudi trér 1€n)

National technical regulation
for dietary foods for special medical purposes
(for children over 1 year old)

I. QUY DINH CHUNG

1. Pham vi diéu chinh

Quy chuén nay quy dinh cac chi tiéu chéat lwgng, an toan thwc phdm va cac yéu
cau quan ly dbi véi cac san phdm dinh dwéng véi muc dich y té ddc biét (cho cac dbi
tuong tir 1 tudi tré 16n)

Quy dinh nay khéng ap dung dbi v&i sdn phadm dinh duwéng coéng thirc véi muc
dich y té dac biét cho tré tv 0 dén 12 thang tudi.

2. P6i twong ap dung

Quy chuén nay ap dung dbi voi:

a) Té chirc, ca nhan nhap khau, san xuét, kinh doanh cac sadn phdm dinh
dwdng véi muc dich y té dac biét tai Viét Nam.

b) Co quan quan ly nha nwéc cé lién quan.

3. Giai thich tir ngir va ki hiéu viét tat

Trong Quy chuan nay, cac tr nglr duwéi day dwoc hiéu nhw sau:
3.1 Thuc pham dinh dwéng véi muc dich y té dic biét

“Thwc phdm dinh dwéng véi muc dich y té dac biét” 1a loai thwe phdm dinh

dwéng déc biét dwoc ché bién dac biét hodc dwoc sdn xuét theo cong thirc danh cho
viéc quan ly ché dd &n ubng ctia ngudi bénh va dwoc sir dung dudi sw giam sat cia
can bo y t&. Thuc phdm nay dwoc dung dé nuéi dwdng hoan toan hodc tirng phan
cho nguwdi bénh bj han ché, bi suy gidm, hay rdi loan vé kha nang an ubng, tiéu hoa,
hap thu, chuyén héa hodc bai tiét/thai trir cac thuwec phdm thong thuwerng hodc mot sb
chét dinh duwéng cé chra trong d6 hodc san phdm chuyén héa, hay danh cho nhirng

nguwdi bénh ddi héi mot sd chat dinh duéng y hoc ddc biét. O nhitng nguwdi nay,
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kiém soat ché d6 dinh duéng khong thé dat dwoc bang viéc diéu chinh ché dé an
théng thwéorng hodc st dung thém cac thwe phadm véi muc dich dinh duéng déc biét,
ho&c két hop ca hai phwong phép trén.

3.2 Thwc pham dinh dwéng véi muc dich y té dic biét dwoc phan loai theo ba
nhém nhw sau: .
(a) thyc pham dinh dwdng hoan chinh v&i cong thirc dinh dwdng tiéu chuan khi st

dung theo hwéng dan cla nha san xuét, c6 thé dung 1am ngudn nudi dwéng duy
nh4t cho ngudi s dung;

(b) thwe phdm dinh dwéng hoan chinh véi cdng thirc dinh dwdng dwoc diéu chinh
riéng biét danh cho mét loai bénh, mét rdi loan hay mét tinh trang strc khde cu thé,
khi st dung theo hwéng dan cla nha san xuét c6 thé dung lam ngudn nudi duwéng
duy nhat cho ngudi st dung;

(c) thwe phdm dinh dwdng khéng hoan chinh vé&i cong thire dinh dwéng tiéu chudn
hodc dinh duéng dwoc diéu tri riéng biét danh cho mét loai bénh, mét rdi loan hay
mot tinh trang strc khée cu thé nhwng khéng phu hop dé 1am ngudn nudi duwéng duy
nhat.

Thwe phdm dwoc dé cap dén trong diém (a) va (b) co thé dwoc str dung dé thay thé

mot phan hodc bd sung cho ché do &n ubng ctia ngudi bénh.

Il. QUY DINH VE KY THUAT
1. Vitamin va chéat khoang dwoc quy dinh tai Phu luc cGa Quy chuan nay.
2. Kim loai nang

Phu hop QCVN 8-2:2011/BYT Quy chuan ky thuat quéc gia déi véi gi¢i han 6

nhi&m kim loai nang trong thwc phdm (nhém thwe phadm bd sung).
3. Poc tb vi ndm
Theo QCVN 8-1:2011/BYT Quy chuén k¥ thuat qubc gia dbi vai gidi han 6
nhiém doc t6 vi nAm trong thwe phdm (Muc 1.6 - Cac loai ngii cbc va sédn pham ché
bién t& ngi cbe)
4. Dwv lvgng thubc bao vé thyc vat: phu hop véi Codex
5. Melamine (chi 4p dung dbi v&i sdn phdm c6 chira sira)

6. Phu gia thwc phdm dwoc phép sir dung: phu hop véi quy dinh hién hanh.
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lll. LAY MAU VA PHUONG PHAP THU

1. LAy mau: Theo hwéng dan tai Théng tw 16/2009/TT-BKHCN ngay 02 thang 6
nam 2009 cta Bd Khoa hoc va Céng nghé vé hwéng dan kiém tra nha nuéc
vé chét lwgng hang héa lwu théng trén thi trwdng va cac quy dinh khac cla

phap luat co lién quan.

2. Phwong phap thr:

Caéc yéu cau ki thuat trong Quy chuén nay dwoc thir theo phuong phap dwdi
day (cac phwong phap nay khéng bat budc ap dung, c6 thé sir dung céac

phwong phap thtr khac twong dwong):

Vitamin

EN 12823-1:2000 Foodstuffs — Determination of vitamin A by high performance
liquid chromatography — Part 1: Measurements of all-trans-retinol and 13-cis-retinol

EN 12823-2:2000 Foodstuffs — Determination of vitamin A by high performance
liquid chromatography — Part 2: Measurements of Beta-carotene

AOAC 974.29 Vitamin A in Mixed Feeds, Premixes, and Human and Pet Foods.
Colorimetric Method

AOAC 941.15 Carotene in Fresh Plant Materials and Silages. Spectrophotometric
Method

AOAC 992.06 Vitamin A (Retinol) in Milk-Based Infant Formula. Liquid
Chromatographic Method

AOAC 992.04 Vitamin A (Retinol Isomers) in Milk and Milk-Based Infant Formula.
Liquid Chromatographic Method

EN 12821:2009 Foodstuffs — Determination of vitamin D by high performance liquid
chromatography — Measurement of cholecalciferol (D3) or ergocalciferol (D2)

AOAC 936.14 Vitamin D in Milk, Vitamin Preparations, and Feed Concentrates

AOAC 995.05 Vitamin D in Infant Formulas and Enteral Products. Liquid
Chromatographic Method

AOAC 992.26 Vitamin D3 (Cholecalciferol) in Ready-To-Feed Milk-Based Infant
Formula. Liquid Chromatographic Method

TCVN 8276:2010 (EN 12822:2000) Thwc phdm — Xac dinh vitamin E bang séc ki
I6bng hiéu nang cao — BPinh lwgng a—, B—, y— va d—tocopherol
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22.
23.

24.

25.

26.
27.
28.

29.

30.

31.

AOAC 971.30 «-Tocopherol and w«-Tocopheryl Acetate in Foods and Feeds.
Colorimetric Method

AOAC 992.03 Vitamin E Activity (All-rac-z-Tocopherol) in Milk-Based Infant
Formula. Liquid Chromatographic Method

EN 14148:2003 Foodstuffs — Determination of vitamin K1 by HPLC

AOAC 999.15 Vitamin K in Milk and Infant Formulas. Liquid Chromatographic
Method

AOAC 992.27 trans-Vitamin K1 (Phylloquinone) in Ready-To-Feed Milk-Based
Infant Formula. Liquid Chromatographic Method

TCVN 5164:2008 (EN 14122:2003) Thwc phdm — Xac dinh vitamin B1 bang séc
ky 16ng hiéu nang cao (HPLC)

AOAC 942.23 Thiamine (Vitamin B1) in Human and Pet Foods. Fluorometric
Method

AOAC 986.27 Thiamine (Vitamin B1) in Milk-Based Infant Formula. Fluorometric
Method

EN 14152:2003 Foodstuffs — Determination of vitamin B2 by HPLC

AOAC 970.65 Riboflavin (Vitamin B2) in Foods and Vitamin Preparations.
Fluorometric Method

EN 15652:2009 Foodstuffs — Determination of niacin by HPLC

AOAC 985.34 Niacin and Niacinamide (Nicotinic Acid and Nicotinamide)
in Ready-to-Feed Milk-Based Infant Formula. Microbiological-Turbidimetric Method

AOAC 94413 Niacin and Niacinamide (Nicotinic Acid and Nicotinamide)
in Vitamin Preparations. Microbiological Methods

AOAC 961.14 Niacin and Niacinamide in Drugs, Foods, and Feeds. Colorimetric
Method

EN 14164:2008 Foodstuffs — Determination of vitamin B6 by HPLC
EN 14166:2009 Foodstuffs — Determination of vitamin B6 by microbiological assay

EN 14663:2005 Foodstuffs — Determination of vitamin B6 (including its
glycosylated forms) by HPLC

AOAC 961.15 Vitamin B6 (Pyridoxine, Pyridoxal, Pyridoxamine) in Food Extracts.
Microbiological Method

AOAC 985.32 Vitamin B6 (Pyridoxine, Pyridoxal, Pyridoxamine) in Ready-to-Feed
Milk-Based Infant Formula. Microbiological Method

AOAC 986.23 Cobalamin (Vitamin B12 Activity) in Milk-Based Infant Formula.
Turbidimetric Method
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AOAC 952.20 Cobalamin (Vitamin B12 Activity) in Vitamin Preparations.
Microbiological Methods

AOAC 992.07 Pantothenic Acid in Milk-Based Infant Formula. Microbiological
Turbidimetric Method

AOAC 945.74 Pantothenic Acid in Vitamin Preparations. Microbiological Methods
EN 14131:2003 Foodstuffs — Determination of folate by microbiological assay

AOAC 992.05 Folic Acid (Pteroylglutamic Acid) in Infant Formula. Microbiological
Methods

AOAC 94412 Folic Acid (Pteroylglutamic Acid) in Vitamin Preparations.
Microbiological Methods

EN 14130:2003 Foodstuffs — Determination of vitamin C by HPLC

AOAC 985.33 Vitamin C (Reduced Ascorbic Acid) in Ready-to-Feed Milk-Based
Infant Formula. 2,6-Dichloroindophenol Titrimetric Method

AOAC 967.22 Vitamin C (Total) in Vitamin Preparations. Microfluorometric Method
AOAC 984.26 Vitamin C (Total) in Food. Semiautomated Fluorometric Method
EN 15607:2009 Foodstuffs — Determination of d-biotin by HPLC

Chéat khoang va cac nguyén té vi lwong

43.

44,

45.

46.

47.

48.

49.

50.

TCVN 8126:2009 Thuwc phdm — Xac dinh chi, cadimi, kém, déng va sat — Phuong
phap do phd hap thu nguyén tir sau khi da phan hdy bang vi séng (AOAC 999.10)
AOAC 984.27 Calcium, Copper, Iron, Magnesium, Manganese, Phosphorus,

Potassium, Sodium, and Zinc in Infant Formula. Inductively Coupled Plasma
Emission Spectroscopic Method

AOAC 985.35 Minerals in Infant Formula, Enteral Products, and Pet Foods. Atomic
Absorption Spectrophotometric Method

TCVN 6269:2008 (ISO 8070:2007) Sira va san pham sira — Xac dinh ham lvong
canxi, natri, kali va magie — Phwong phap do phé hap thu nguyén ti

TCVN 6838:2001 (ISO 12081:1998) Sira — Xac dinh ham Iwgng canxi — Phwong
phap chuan do

TCVN 6271:2007 (ISO 9874:2006) Siva — Xac dinh ham lwgng phospho téng sb —
Phwong phap do phé hap thu phan tc

AOAC 986.24 Phosphorus in Infant Formula and Enteral Products.
Spectrophotometric Method

AOAC 976.25 Sodium in Foods for Special Dietary Use. lon Selective Electrode
Method
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51. AOAC 986.26 Chloride in Milk-Based Infant Formula. Potentiometric Method

52. TCVN 7080:2002 (ISO 14378:2000) Sira va sira bdt — Xac dinh ham Iwgng iodua
— Phuong phap st dung sac ky 1dng hiéu ndng cao
53. EN 15111:2007 Foodstuffs — Determination of trace elements — Determination of

iodine by ICP-MS (inductively coupled plasma mass spectrometry)

54. AOAC 992.24 lodide in Ready-To-Feed Milk-Based Infant Formula. lon-Selective
Electrode Method

55. EN 14627:2005 Foodstuffs — Determination of trace elements — Determination of
total arsenic and selenium by hydride generation atomic absorption spectrometry
(HGAAS) after pressure digestion

56. AOAC 986.15 Arsenic, Cadmium, Lead, Selenium, and Zinc in Human and Pet
Foods. Multielement Method

57. AOAC 974.15 Selenium in Human and Pet Food. Fluorometric Method

58. TCVN 7086:2007 (ISO 5738:2004) Sira va san phadm sira — Xac dinh ham Ilwong
ddng — Phuwong phap do quang (Phwong phap chuan)

59. TCVN 6841:2001 (ISO 11813:1998) Sira va san pham sira — Xac dinh ham luvong
k&m — Phwong phap do phd h&p thu nguyén t& ngon Itra

60. TCVN 7929:2008 (EN 14083:2003) Thwc phdm — Xac dinh cac nguyén t vét —
Xac dinh chi, cadimi, crom, molypden bang do phd hap thu nguyén t& dung 10
graphit (GFAAS) sau khi phan huy bang ap luc

IV. QUY DINH VE QUAN LY
2. Ghi nhan

Viéc ghi nhan cac san pham thwc phdm dinh dwéng véi muc dich y té déc biét

thwe hién theo cac quy dinh hién hanh cta phap luat va cac yéu cau cu thé dusi day:

2.1 Tén san pham phai ghi thwc phdm dinh dwéng véi muc dich y té dac biét

(food for special medical purposes)

2.2 Viéc ghi nhan dap wng:
(a) gia tri ndng lwong cung cip dwoc hién thi theo kJ va kcal; lwong protein,
carbohydrate va chat béo, dwoc hién thi dwédi dang sb trén 100 g hodc 100 ml san
pham tly theo don vi ban ra va trén 100g/100 ml cla san phdm da pha ché dé st
dung truc tiép theo dung véi hwéng dan ctia nha san xuat néu coé thé. Théng tin co

thé dwoc bd sung phan lwong trén méi phan an nhw ghi trén nhan mac va trén méi
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khau phan, véi diéu kién sé lwong khau phan &n chira trong bao géi sdn pham duoc
ghi rd;

(b) gia tri trung binh cGa khoang chét va vitamin dwoc hién thi dwéi dang sb trén 100
g/100 ml san pham tuly theo don vi ban ra va hién thj trén 100 g va trén 100 ml cla
san pham da pha ché dé st dung truc tiép theo hwéng dan clia nha san xuét néu co
thé. Théng tin c6 thé dwoc bd sung phan lwgng trén mdi phan an nhw ghi trén nhan
mac va trén mdi khiu phan, véi diéu kién sb lwong khau phan &n chira trong bao goi
san pham duoc ghi r6;

(c) dbi v&i lwong thanh phan protein, carbohydrate va chat béo va/hodc cac dwéng
chét khac va thanh phan cla ching, cdng bd cac thdng tin cé thé can thiét cho viéc
st dung phu hop ma san phdm nham dén, hién thi dwéi dang s, trén 100 g hay trén
100 ml s&n pham tuy theo don vi ban ra va trong trwdng hop phu hop trén 100 g
ho&c trén 100 ml san phdm da sén sang cho viéc sir dung nhuw theo hwéng dan cla
nha san xuét. Thong tin c6 thé dwoc bd sung phan lwong trén méi phan an nhw ghi
trén nhan mac va trén mdi khdu phan, véi diéu kién sb lwong khdu phan &n chira
trong bao géi san pham dwoc ghi rd;

(d) théng tin v& dd osmolality hay osmolarity ctia sdn pham (néu c6 thé);

(e) thdong tin v& ngudn gdc va tinh chat (ban chét) cla protein va/hodc protein da
dwoc thay phan/hydrolysates co trong san pham.

2.3 Ngoai ra viéc ghi nhan mac phai tuan theo nhitng quy dinh bat budc sau
day, bat dau bang dong chi¥ “lwu y quan trong” hay nhirng tir twong dwong nhw sau:
(a) san pham phai dwoc s dung dwéi sy giam sat y té;

(b) san phadm phu hop/khdng phu hop 1a ngudn nuédi dwéng duy nhat;

(c) d6 tudi thich hop;

(d) thém phan ghi cht néu rd sadn phdm sé& gay nguy hai vé strc khde khi dwoc tiéu
thu b&i nhirng ngwdi khdng cé bénh, rdi loan hay tinh trang strc khde ma san pham
nham dén (néu co).

2.4 Viéc ghi nhan mac phai bao gém:

(a) Dong Iwu y “Danh cho viéc quan ly ché dé &n ubng cuda ...” tai chd tréng can dién
tén bénh, chirng réi loan hodc tinh trang strc khde ma sadn phdm nham dén;
(b) trong trwdng hop phu hop phai c6 dong lwu y ghi chd nhitng canh bao can thiét

va nhirng chéng chi dinh;
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(c) mé t& cac dac tinh va/hoac tinh chat dem lai loi ich cho san ph&m, trong trwéong

hop dac biét, thong tin lién quan dén nhirtng dwéng chat da dwoc tdng cwong, bi

giam hay loai b, hodc dwoc bién dbi va ly do viéc str dung san pham;

(d) phai cé canh bao san phdm khéng dwoc dung dé nudi qua éng théng (néu co).
2.5 Viéc ghi nhan mac phai dwa cac hwéng dan vé viéc chuan bi pha ché phu

hop, viéc st dung, lwu trir sdn phadm sau khi mé hop.
2. Céng bd hop quy

2.1. Cac san phdm thwc pham dinh dwéng véi muc dich y té dac biét dwoc
nhap khau, san xuét, kinh doanh trong nwéc phai dwoc cong bd hop quy phu hop

véi cac quy dinh ky thuat tai Quy chuan nay.

2.2. Phwong thire, trinh tw, tha tuc cdng bd hop quy dwoc thywe hién theo Nghi
dinh s6 38/2012/ND-CP ngay 25 thang 4 nam 2012 cta Chinh ph quy dinh mot sé
diéu cla Luat an toan thuwc phdm, Théng tw sb 19/2012/TT-BYT ngay 11 thang 9
nam 2012 cta B Y t& hwéng dan viéc cong bbd hop quy va cong bd phu hop quy

dinh an toan thwc phdm va cac quy dinh khac cha phap luat.

3. Kiém tra déi véi cac san pham thwec pham dinh dwéng véi muc dich y
té dac biét

Viéc kiém tra chéat lwong, an toan ddi véi cac san phadm thyc phdm dinh dwéng

véi muc dich y té dac biét phai dwoc thue hién theo cac quy dinh clia phap luat.

V. TRACH NHIEM CUA TO CHUC, CA NHAN

1. T6é chlrc, cd nhan nhap khiu, san xuat cac sadn pham thwc phdm dinh
dwdng véi muc dich y té dac biét phai cong bd hop quy phu hop véi cac quy dinh
ky thuat tai Quy chudn nay, dang ky ban céng bb hop quy tai co quan quan ly nha
nwdc c6 thAm quyén theo phan cép ctia Bo Y té va bao ddm chét lwong, an toan
theo ding nodi dung da coéng bé.

2. T6 chirc, ca nhan chi dwoc nhap khau, san xuét, kinh doanh cac san pham
thwe phdm dinh dwéng véi muc dich y té ddc biét sau khi hoan tat d&ng ky ban cong
bd hop quy v&i co quan quan ly nha nwéc cé thdm quyén va bdo ddm chét lwong,
vé sinh an toan, ghi nhan phu hop v&i cac quy dinh clia phap luat.

VI. TO CHU’'C THUC HIEN
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1. Giao Cuc An toan thwc phdm cha tri, phdi hop véi cac co quan chirc nang cd
lién quan hwéng dan trién khai va td chirc viéc thue hién Quy chuén nay.
2. Can cl vao yéu cau quan ly, Cuc An toan thwc phdm co trach nhiém kién
nghi Bo Y té sira dbi, bd sung Quy chuan nay.
3. Trong trwong hop cac tiéu chuan va quy dinh phap luat dwoc vién dan trong
Quy chuan nay cé s thay déi, bd sung hodc dwoc thay thé thi ap dung theo quy

dinh tai van ban maoi.
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Phu luc

VITAMIN, KHOANG CHAT VA NGUYEN TO VI LUQNG CUA THU'C PHAM DINH
DUWONG HOAN CHINH VOl MUC DICH Y TE PAC BIET

CAC THANH PHAN CHU YEU CUA THYC PHAM DINH DUONG VOl MUC biCH
Y TE PAC BIET

Céc thdng sb ki thuat nay ap dung dbi véi cac san phadm dé st dung ngay hoadc da

dwoc pha ché theo hwéng dan cliia nha san xuét.

Vitamin:
trén 100 kJ trén 100 kcal \
Tén chi tiéu Téi thiéu Téi da Téi thiéu Téi da
Vitamin A (ug RE) 8,4 43 35 180
Vitamin D (ug) 0,12 0,65/0,75(1) 0,5 2,5/3(1)
Vitamin K (ug) 0,85 5 3,5 20
Vitamin C (mg) 0,54 5,25 2,25 22
Thiamin (mg) 0,015 0,12 0,06 0,5
Riboflavin (mg) 0,02 0,12 0,08 0,5
Vitamin B6 (mg) 0,02 0,12 0,08 0,5
Niacin (mg NE) 0,22 0,75 0,9 3
Folic acid (ug) 2,5 12,5 10 50
Vitamin B12 (ug) 0,017 0,17 0,07 0,7
Pantothenic acid (mg) 0,035 0,35 0,15 1,5
Biotin (ug) 0,18 1,8 0,75 7,5
Vitamin E (mg o-TE) 0,5/g acid 0,75 0,5/g acid 3
béo khdng béo khéng
bdo hoa da b&o hoa da
tinh theo acid tinh theo acid
linoleic linoleic

nhwng khéng nhwng khéng

dwoc it hon duwoc it hon

0,1mg /100 0,1 mg /100

kJ kJ

(1) &p dung v&i nhivng san pham cho tré tr 1 dén 10 tudi

Khoang chét:

trén 100 kJ trén 100 kcal
T6i thiéu Téi da Téi thidu Téi da
Sodium (mg) 7,2 42 30 175
Chloride (mg) 7,2 42 30 175
Potassium (mg) 19 70 80 295

10
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175/250

Calcium (mg) 8,4/12(1) 42/60(1) 35/50 (1) (1)
Phosphorus (mg) 7,2 19 30 80
Magnesium 1,8 6 7,5 25
Iron (mg) 0,12 0,5 0,5 2,0
Zinc (mg) 0,12 0,36 0,5 1,5
Copper (ug) 15 125 60 500
lodine (ug) 1,55 8,4 6,5 35
Selenium (ug) 0,6 2,5 2,5 10
Manganese (mg) 0,012 0,12 0,05 0,5
Chromium (ug) 0,3 3,6 1,25 15
Molybdenum (ug) 0,72 4,3 3,5 18
Fluoride (mg) 0,05 0,2

(1) &p dung v&i nhivng san pham danh cho tré tir 1 dén 10 tubi

GHI CHU

1.Thyc pham thudéc nhém 3.2b can c6 thanh phan dinh duwéng nhw trong Phu luc ngoai trir mét vai
chét dinh duwéng can dwoc didu chinh khac do muc dich st dung

2. Thwe phdm nhém 3.2 ¢ khéng duwgc cé ham lweng vitamin va khoang chét cao hon mirc ghi trong
Phu luc, ngoai trir mét vai chat dinh duwéng can dwoc diéu chinh khac do muc dich st dung

11



QCVN ... : 2013/BYT

12



