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QUY CHUAN KY THUAT QUOC GIA
POI VOI SAN PHAM DINH DUONG CONG THUC
VOl MUC DIiCH Y TE BAC BIET CHO TRE DEN 12 THANG TUOI

National technical regulation
on formulas for special medical purposes intended for infants
(up to 12 months of age)

I. QUY DINH CHUNG

1. Pham vi diéu chinh

Quy chuan nay quy dinh cac chi tiéu chat lwgng, an toan thwec phadm va yéu cau quan
ly dbi vé&i san pham dinh dwéng cong thirc véi muc dich y t& dac biét cho tré dén 12 thang tudi.

2. P6i twong ap dung
Quy chuan nay ap dung dbi véi:

2.1. T chirc, ca nhan nhap khau, san xuét, kinh doanh san phdm dinh duéng cong
thirc v&i muc dich y t& dic biét cho tré dén 12 thang tudi dé lwu thong trén thi trwong Viét
Nam.

2.2. Co quan quan ly nha nwéc cé lién quan.
3. Giai thich tir ngir va ki hiéu viét tat
Trong Quy chuén nay, cac tlr ngtr dwdi day dwoc hiéu nhw sau:

3.1. San pham dinh dwéng cdng thirc véi muc dich y té ddc biét cho tré dén 12 thang
tudi: Sa&n phadm cé dang 16ng hodc dang bot ché bién tlr cac thanh phan tdng hop hoac tw
nhién c6 ngudn gbc déng vat hodc thwe vat, dwoc sadn xuat nham dap (rng cac nhu cau dinh
dwéng dac biét cho tré dén 12 thang tudi bi bénh, réi loan hodc can cham séc vy té.

San phadm dinh dwéng céng thirc véi muc dich y té dac biét cho tré dén 12 thang tudi
c6 thé duwoc sir dung nhw 1a ngudn thire an thay thé siva me theo quy dinh tai Théng tw lién
tich s6 10/2006/TTLT/BYT-BTM-BVHTT-UBDSGDTE ngay 25/8/2006 vé viéc hwéng dan thi
hanh Nghj dinh s 21/2006/ND-CP ngay 27/2/2006 clia Chinh ph vé viéc kinh doanh va st
dung cac san pham dinh dwéng dung cho tré nhé.

3.2. GUL (Guidance Upper Levels): Mirc hwéng dan gidi han téi da. Mrc nay dwoc ap
dung dbi v&i cac chat dinh dwéng khéng cé da théng tin d& danh gia nguy co dwa trén co
s& khoa hoc. Céc gia tri nay dwoc thiét 1ap trén co s& dap &ng yéu ciu dinh dwéng véi muc
dich y té dac biét cho tré dén 12 thang tubi va dir liéu vé sir dung an toan, co thé duwoc diéu
chinh dwa trén co s& tién bd khoa hoc cdng nghé c6 lién quan. Muc dich ctia GUL la cung
cap hwéng dan cho nha san xuét va khdng dwoc hiéu 1a gia tri can dat t&i. Ham lwong dinh
duéng trong san phdm dinh dwdng cong thirc vé&i muc dich y té dac biét cho tré dén 12
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thang tudi khéng duwoc vwot qua cac gia tri GUL trir trudng hop cé mirc dinh dwéng cao
hon do sy thay déi ciia thanh phan nguyén liéu hodc vi ly do cong nghé. Nha san xuét
khong dwoc tang cac mirc dinh dwdng dé dat déen gia tri GUL khi dang san pham cé mirc
thap hon gia tri GUL.

3.3. GMP (Good Manufacturing Practice): Thwc hanh san xuét tét.

3.4. DHA: Acid docosahexaenoic.

3.5. U (International Unit): Bon vi québc té.

3.6. PUFA (Poly-unsaturated Fatty Acids): Cac acid béo chwa bao hoa da.

Il. QUY PINH VE KY THUAT

1. Thanh phan co ban
1.1. Yéu cau chung

1.1.1. Nguyén liéu va phu gia thuwc phdm dwa vao san xuét phai ddm bao chat lwong,
an toan vé sinh thwec pham, khéng dwoc chira gluten va thich hop cho tiéu hoa cua tré dén
12 thang tuéi.

1.1.2. Thanh phan san pham dinh duéng cong thirc vé&i muc dich y t& dac biét cho tré
dén 12 thang tudi phai duwoc xay dwng trén cac nguyén ly dinh dwéng va y hoc.

1.1.3. An toan dinh dwdng va kha nang dap (rng day da dinh duwéng cia sadn pham
phai dwoc chirng minh khoa hoc vé kha nang hd tro' sy phat trién cho tré dén 12 thang tubi
v&i muc dich y té d&c biét ddng thoi co kha nang hé tro sy phat trién cho déi twong tré ma
san pham huwdng toi.

1.1.4. CAc yéu nang lwong va thanh phan dinh dwdng san pham dinh dwéng cong
thirc v&i muc dich y té d&c biét cho tré dén 12 thang tudi phai tuan tha quy dinh tai Khoan
1.2 va 1.3, Phan Il clia Quy chuan nay. Tuy nhién, c6 thé diéu chinh thanh phan san pham
nham dap rng cac nhu ciu dinh duéng dac biét cla tré (do bénh tat, cac rdi loan va can
cham séc y té).

1.2. Nang Iwong

San pham dinh dwéng cong thirc véi muc dich y té déc biét cho tré dén 12 thang tubi
(pha ché theo hwéng dan cla nha san xuéat dé st dung truc tiép) phai dap rng:

Pon vj T6i thiéu Téi da
kcal/100 ml 60 70
kJ/100 ml 250 295

1.3. Thanh phén dinh dwéng

San pham dinh dwéng cdng thirc véi muc dich y t& dic biét cho tré dén 12 thang tudi
(pha ché theo hwéng dan cla nha san xuét dé sir dung truc tiép) phai dap rng:
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1.3.1. Ham lwong Protein®: 23
Ponvi | Téithiéu? T6i da GUL Ghi chu
1,8 3,0 — Déi véi san phadm ché bién tir protein stra bo.
9/100 keal D&i voi sdn phdm ché bién tir protein dau
2,25 3,0 - P P -
twong.
0,45 0,7 — Déi v&i san phadm ché bién tir protein siva bo.
g/100 kJ 0,5 0,7 - P6i véi san phdm ché bién tir protein dau
twong.
Ghi chu:

Y Ham lwong protein clia san phdm dinh dwéng cdng thirc véi muc dich y t& déc biét cho tré dén 12 thang tudi (pha

ché theo hwéng dan clia nha san xuét dé& st dung truc tiép) dwoc tinh bang N x 6,25 (N la ham lwgng nite). Phai co
bang chirng khoa hoc khi 4p dung hé sé chuyén ddi khac. Mlrc protein quy dinh trong Quy chudn nay dwa trén hé sb
chuyén ddi nito 6,25. Gia tri 6,38 thworng duoc thiét 1ap theo hé s cu thé thich hop cho viéc chuyén dbi nito vé protein
trong san pham tir siva khac va gia tri 5,71 1a hé sb chuyén ddi nito vé protein trong san pham tr dau twong.

2 péi véi gia tri nang lwong twong dwong thi san phadm phai chira lwong sin ¢ ciia mdi loai acid amin thiét yéu hosc

thiét yéu co didu kién it nhat bang lwong chiva trong stva me (Gia tri ham lwgng tham khao tai Phu luc 1 clia Quy chuén
nay); dé tinh toan thi ham Iweng cla tyrozin va phenylalanin cé thé dwoc tinh gop v&i nhau. Néu ti 16 ham lwong
methionin va cystein nhé hon 2:1 thi cé thé tinh gop; néu ti 1&é d6 ndm trong khoang tir 2:1 dén 3:1 thi mrc d6 phu hop
clia san phdm nay can duoc chirng minh béng thir nghiém lam sang.

9 Cac acid amin don 1& co thé dwoc bd sung vao san pham dinh dwdng cong thirc voi muc dich y t& dac biét cho tré

dén 12 thang tudi chi nhdm ting gia tri dinh duwéng. Co thé bd sung cac acid amin thiét yéu hodc thiét yéu cé diéu kién
chi v&i cac lwgng can thiét nham ting chat lwong protein. Chi dwoc str dung céc acid amin dang déng phan L-.

* Néu san phadm dinh dwéng cong thirc voi muc dich y té dac biét cho tré dén 12 thang tudi ché bién tir protein siva

khéng thuy phan véi ham lwgng nhé hon 2 g protein/100 kcal hodc ché bién tir protein thuy phan véi ham lwong nhé hon
2,25 g protein/100 kcal thi can dwoc danh gia lam sang.

1.3.2. Ham lwgng Lipid

DPon vi T6i thiéu Téi da GUL Ghi chu
X Ve R A 5)’ 6)
Chat béo tong so % Khong duoc st dung cac loai m& va dau da
/100 kcal 4.4 6,0 _ hydro hoa d& san xuét san phdm dinh dwéng cong
thirc v&i muc dich y té dic biét cho tré dén 12 thang
0/100 kJ 1,05 1.4 - tudi .

8 Acid lauric va acid mystiric 1a cac thanh phan cta

Acid linoleic ) .
chat béo nhwng tong cta chung khong dwoc qua

mg/100 kcal 300 _ 1.400 20% acid béo téng s6. Ham lwong acid bé(? dang
trans khéng dwoc qua 3% acid béo tong so. Acid
mg/100 kJ 70 — 330 béo dang trans 1a cac thanh phan ndi sinh clta chét
béo sira. Chap nhan dén 3% acid béo dang trans dé
Acid a-linolenic cho phép st¥ dung chét béo stra trong cac san pham
dinh duéng céng thirc véi muc dich y té dac biét
mg/100 kcal S0 - - cho tré dén 12 thang tudi . Ham luong acid erucic

khong duoc qué 1% acid béo tdng sb. Ham lwong
phospholipid khéong dwoc qua 300 mg/100 keal (72

mg/100 kJ 12 - -

mg/100 kJ).

Ti Ié gitra acid linoleic /acid a-linolenic
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Pon vi Téi thiéu | Téida GUL Ghi chu
5:1 15:1 —
1.3.3. Ham lwgng Carbohydrat
Pon vi Téi thiéu | Téida GUL Ghi chu
5 57 ) Uu tién st dung lactose va glucose cao phan ter 1a
Carbohydrat tong so ‘ in tw |
ngudn carbohydrat trong san phdm c6 ngudn gbc
0/100 kcal 9,0 14,0 - protein tir stra bo va protein thily phan. Chi dwoc bd
sung tinh bot d& so ché va/hodc da gelatin hoa khéng
g/lOO kJ 2,2 3,3 - chira gluten tw nhién vao san pham vé&i ham lwong
khong qua 30% carbohydrat tdng sb va khéng qua 2
g/100 ml. Vi cac nguy co tiém &n déi v&i tré nhd
khdng dung nap dwoc fructose do di truyén, chi st
dung sucrose va fructose trong san pham khi can thiét
1.3.4. Ham lwgng Vitamin
Pon vi Téi thiéu | Toéida GUL Ghi chu
Vitamin A ® Tinh theo ug RE. 1 ug RE = 3,33 IU vitamin A = 1
ug all-trans retinol. Ham lwgng retinol phai dwoc tao ra
ug®/100 kcal 60 180 - b&i cac tién retinol, khong tinh dén Iwgng carotenoid
vao ham lwgng vitamin A trong san phdm
1g?®/100 kJ 14 43 -
Vitamin Dj % Tinh theo calciferol.
1 ug calciferol = 40 1U vitamin D
ug® /100kcal 1 2,5 - Hg
ng? /100 kJ 0,25 0,6 -
Vitamin E 19 Tinh theo a-tocopherol twong dwong (a-TE).
mgl")lloo 0 511) _ 5 1 mg o-TE = 1 mg d-a-tocopherol
am lwong vitamin E tdi thiéu phai dat 0,5 mg o-
kcal ™ Ham luong vitamin E i thiéu phai d g
TE/g PUFA, s dung cac hé sb twong dwong sau day
mg*®/100 kJ 0,12 - 1,2 dé chap nhan ham luong vitamin E téi thidu dbi vei sé
lwong cac lién két déi cla acid béo trong san pham:
0,5 mg o-TE /g acid linoleic (18:2 n-6); 0,75 a-TE/g
acid o-linolenic (18:3 n-3); 1,0 mg o-TE/g acid
arachidonic (20:4 n-6); 1,25 mg «-TE/g acid
eicosapentaenoic (20:5 n-3); 1,5 mg o-TE/g acid
docosahexaenoic (22:6 n-3)
Vitamin K
ng/100 kcal 4 - 27
1g/100 kJ 1 - 6,5

Vitamin B1 (Thiamin)
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Pon vi Téi thiéu | Toida GUL Ghi chu
ug/100 kcal 60 - 300
1g/100 kJ 14 - 72
Vitamin B; (Riboflavin)
ug/100 kcal 80 - 500
1g/100 kJ 19 - 119
Niacin!? 12 péivéi tién niacin
ug/100 kcal 300 - 1.500
1g/100 kJ 70 - 360
Vitamin Bg
ug/100 kcal 35 - 175
1g/100 kJ 8,5 - 45
Vitamin B>
ug/100 kcal 0,1 - 15
ng/100 kJ 0,025 - 0,36
Acid pantothenic
ug/100 kcal 400 — 2.000
1g/100 kJ 96 - 478
Acid folic
ug/100 kcal 10 - 50
1g/100 kJ 2,5 - 12
Vitamin C 3 tinh theo acid ascorbic
mg*/100kcal 10 _ 70 1 14)\ Mic nay da tinh dér: kha nang hao hyt Ién trong
thoi han st dung san phdm dang I6ng; san pham dang
mg'2/100 kJ 25 _ 17 4 bét can quy dinh mirc thap hon.
Vitamin H (Biotin)
ug/100 kcal 1,5 - 10
1g/100 kJ 0,4 - 2,4

Céc dang vitamin bd sung vao san pham theo quy dinh cia Bd Y té. Trong trwdng hop
chwa c6 quy dinh cla Bo Y té thi thwc hién theo huwéng dan ctia CODEX tai CAC/GL 10-
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1979, Rev.1-2008 Advisory List of Mineral Salts and Vitamin compounds for Use in Foods for
Infants and Children (Danh muc khuyén céo vé cac hop chét vitamin va mubi khoang st
dung trong thuc phdm danh cho tré so sinh va tré nhd).

1.3.5. Ham lwong cac chét khoang va nguyén tb vi lwong

Pon vi T6i thiéu | Toéida GUL Ghi chu
Sat
mg/100 kcal 0,45 - -
mg/100 kJ 0,1 - -
Calci
mg/100 kcal 50 — 140
mg/100 kJ 12 - 35
Phospho ¥ Gia tri GUL nay c&n xem xét cac nhu cau cao hon
véi cac san pham dinh duéng danh véi muc dich y té
mg/100 kcal 25 - 100™® | @3¢ biet cho tré dén 12 thang tudi c6 s dung dau
mg/100 kJ 6 - 2409 |
Ti Ié calci/phospho
1:1 2:1 -
Magnesi
mg/100 kcal 5 - 15
mg/100 kJ 1,2 - 3,6
Natri
mg/100 kcal 20 60 -
mg/100 kJ 5 14 —
Clorid
mg/100 kcal 50 160 -
mg/100 kJ 12 38 -
Kali
mg/100 kcal 60 180 -
mg/100 kJ 14 43 =
Mangan
ug/100 kcal 1 - 100
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Pon vi Téi thiéu | Téida GUL Ghi chu
1g/100 kJ 0,25 - 24
lod
ug/100 kcal 10 - 60
1g/100 kJ 2,5 - 14
Selen
ug/100 kcal 1 - 9
1g/100 kJ 0,24 - 2,2
Déng
ug/100 kcal 35 - 120
1g/100 kJ 8,5 - 29
Kém
mg/100 kcal 0,5 - 15
mg/100 kJ 0,12 - 0,36
Chrom
ug/100 kcal 15 - 10
ug/100 kJ 0,4 - 2,4
Molybden
ug/100 kcal 15 - 10
ug/100 kJ 0,4 - 2,4

Cac dang chat khoang va nguyén t vi lwong bé sung vao sadn pham theo quy dinh
cta Bo Y té. Trong trudng hop chwa cé quy dinh ctia Bo Y té thi thuc hién theo hwéng dan
cia CODEX tai CAC/GL 10-1979, Rev.1-2008 Advisory List of Mineral Salts and Vitamin
compounds for Use in Foods for Infants and Children (Danh muc khuyén céo vé cac hop
chét vitamin va mudi khoang st dung trong thuc phdm danh cho tré so sinh va tré nhd).

1.3.6. Ham lwong cac thanh phan khac

Pon vi Téi thiéu | Téida GUL Ghi chu
Cholin
mg/100 kcal 7 - 50
mg/100 kJ 1,7 - 12
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Pon vi Téi thiéu | Téida GUL Ghi chu
Myo-inositol
mg/100 kcal 4 - 40
mg/100 kJ 1 - 9,5
L-carnitin
mg/100 kcal 1,2 - -
mg/100 kJ 0,3 - -

2. Cac thanh phan tuy chon

Ngoai cac thanh phan quy dinh trong Khodn 1.3, Phan Il cia Quy chuan nay, dé cung
cap cac chét thwong co trong sira me, san pham dinh dwdng cong thirc véi muc dich y té
d&c biét cho tré dén 12 thang tudi méc cac bénh, réi loan hodc can chdm séc y té co thé bd
sung thém céac thanh phan khac.

Trong trwdng hop bd sung phai c6 bang chirng khoa hoc vé an toan, phu hop véi nhu
cau dinh dw&ng véi muc dich y té d&c biét. Ham lwong cac thanh phan nay trong san pham
dinh dwéng coéng thirc véi muc dich y té d&c biét cho tré dén 12 thang tudi phai du dé dat
dwoc hiéu qua nhw céng bb.

Quy dinh cu thé dbi véi mot sbé thanh phan tuy chon:

Pon vi T6i thiéu Téi da GUL Ghi chu
Taurin Dai voi san phdm da dwoc pha ché dé st dung tryc
tiép theo huwéng dan clia nha san xuét
mg/100 kcal — 12 —
mg/100 kJ - 3 -
tiép theo hwéng dan cla nha san xuét
% acid béo - — 0,5

) Néu bd sung DHA (22:6 n-3) vao san pham dinh
duéng cong thirc véi muc dich y t& déc biét cho tré dén
12 thang tudi thi ham lwong acid arachidonic (20:4 n-6)
khéng dwoc thdp hon ham lwong DHA. Ham luong
acid eicosapentaenoic (20:5 n-3) cé trong cac ngudn
LC-PUFA khéng duoc qua ham lwong DHA.

- Chi dwogc st dung chuing vi sinh vat sinh acid L(+) lactic.
3. Fluorid

- Khéng duoc bd sung fluorid vao san phdm dinh dwéng céng thirc véi muc dich y té
dac biét cho tré dén 12 thang tudi .

- Ham Iwgng fluorid dwoc quy dinh nhw sau:
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Don vi Téi da Ghi chu

1ng/100 kcal 100 D6i voi san phdm da dwoc pha ché dé st dung tryc tiép theo hwéng
dén cla nha san xuét

1ng/100 kJ 24

4. Trang thai ciia san pham sau khi pha ché

Khi pha ché theo huéng dan st dung ghi trén nhan, san phdm phai thich hop véi muc
dich y t& d&c biét cho tré dén 12 thang tudi , khéng cé hién twong vén cuc.

5. Xt ly bang birc xa ion
San pham va nguyén liéu ban dau khéng dwoc xtr ly bang birc xa ion.
6. Phu gia thwec pham

Cac chéat phu gia thwe phdm s dung trong sé&n pham dinh dwédng cong thirc danh véi
muc dich y t& dac biét cho tré dén 12 thang tudi theo quy dinh cia Bo Y té.

7. Chéat nhiém ban
7.1. Dw lwvong thuéc béao vé thwe vat

San pham phai dwoc ché bién theo nguyén tdc GMP dé khong con ton duw thubc bao
vé thyc vat (da dwoc st dung trong san xuét, bdo quan hodc x& ly nguyén liéu thé/thanh
phan thwe phdm). Trong trwéng hop vi li do k§ thuat van con toén dw thubc bdo vé thuc vat
thi ham lwong cla ching phai dwoc gidm téi da cé thé dap ng theo quy dinh hién hanh.

7.2. Melamin
Pon vi Téi da Ghi chu
mg/kg 1 Déi v&i san phdm dwéng cong thire danh véi muyc dich y té dac biét
cho tré dén 12 thang tudi dang bot

7.3. Kim loai nang
Theo quy dinh ctia QCVN 8-2:2011/BYT Quy chuan ky thuat quéc gia dbi véi gi¢i han

6 nhiém kim loai nang trong thyc phém

7.4. Déc té vi ndm

Theo quy dinh ctia QCVN 8-1:2011/BYT Quy chuan ky thuat quéc gia dbi véi gidi han
& nhiém déc td vi nAm trong thwc phdm

7.5. Chat nhiém ban khéc

Khoéng dwoc chira cac chat nhiém ban/cac chat khéng mong mudn (vi du: cac chét cé
hoat tinh sinh hoc) véi ham lwong c6 thé gay nguy hai tdi tré.

San pham thudc pham vi diéu chinh ctia Quy chun nay can tuan theo gi¢i han téi da
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cho phép trong quy dinh ctia B Y té, trong trwérng hop B Y té chwa c6 quy dinh cu thé thi
ap dung theo quy dinh cta Codex.

8. Vi sinh vat

Theo quy dinh ctia QCVN 8-3:2012/BYT Quy chuén k§ thuat qudc gia dbi véi gidi han
& nhiém déc td vi nAm trong thwc pham.

9. Ghi nhan

Viéc ghi nhan san phdm dinh duéng cdng thire véi muc dich y té déc biét cho tré dén
12 thang tudi phai theo dung quy dinh tai Nghi dinh s6 89/2006/ND-CP ngay 30 thang 8
nam 2006 ctia Chinh phi vé nhan hang hoda, Nghi dinh s6 21/2006/ND-CP ngay 27 thang 2
nam 2006 cha Chinh phl vé viéc kinh doanh va s dung cac san phadm dinh duéng ding
cho tré nhd va cac van ban hwéng dan thi hanh va cac quy dinh cla phap luat.

I1l. PHWONG PHAP LAY MAU VA PHUONG PHAP THU

1. LAy mau

Lay mau theo hwdng dan tai Thong tw 16/2009/TT-BKHCN ngay 2 thang 6 nam 2009
ctia B6 Khoa hoc va Céng nghé vé huéng dan kiém tra Nha nwéc vé chéat lwong hang hoa
lwu théng trén thi trwdng; Thong tw 14/2011/TT-BYT ngay 01 thang 4 ndm 2011 cla Bo Y té
vé hwéng dan chung vé 14y mau thwc phdm phuc vu thanh tra, kiém tra chat lwong, vé sinh
an toan thwc phdm va cac quy dinh khac ctia phap luat cé lién quan.

2. Phwong phap thor

Yéu ciu ky thuat quy dinh trong Quy chuan nay dwoc thlr theo cac phwong phap
trong Phu luc 2 ctia Quy chuén nay (cac phwong phap nay khéng bat budc ap dung, cé thé
str dung phwong phap thir khac twong duwong)

Trong trwong hop can kiém tra cac chi tiéu chwa quy dinh phwong phap thir tai Quy
chuén nay, Bo Y té s& quy dinh can clr theo cac phwong phap hién hanh trong nwéc hodc
nwéc ngoai da dwgc xac nhan gia tri st dung.

IV. QUY PINH VE QUAN LY
1. Céng bd hop quy
1.1. San pham dinh dwéng cong thirc véi muc dich y té déc biét cho tré dén 12 thang
tudi trwdc khi nhap khau, san xuét, kinh doanh trong nwéc phai dwoc cong bd hop quy phu
hop v&i cac quy dinh tai Quy chuan nay.

1.2. Phuong thire, trinh tw, tha tuc cdng bdé hop quy dwoc thywe hién theo Nghi dinh s
38/2012/ND-CP ngay 25 thang 4 ndm 2012 clia Chinh phl quy dinh chi tiét thi hanh mot sb
diéu cla Luat an toan thwc pham, Théng tw sb 19/2012/TT-BYT ngay 11 thang 9 ndm 2012
cta Bo Y t& hwéng dan viéc cong bbé hop quy va cong bd phu hop quy dinh an toan thuc
pham va céac quy dinh khac cta phap luat.

10
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2. Kiém tra vé chat lwong

Viéc kiém tra chat lwong, an toan dbi véi sdn pham dinh dwéng céng thirc véi muc
dich y t& d&c biét cho tré dén 12 thang tudi dwoc thwc hién theo cac quy dinh cla phap luat.

V. TRACH NHIEM CUA TO CHU'C, CA NHAN

1. T chirc, ca nhan san xuét, nhap khau, kinh doanh san phdm dinh dwéng céng thirc
véi muc dich y t& dac biét cho tré dén 12 thang tudi phai cong bd hop quy phu hop véi cac
quy dinh k§ thuat tai Quy chuén nay, déng ky ban céng b6 hop quy tai co quan quan ly nha
nuwéc c6 tham quyén theo phan cap ciia Bd Y té va bao ddm chét lwong, an toan theo ding
ndi dung da céng bb.

2. T chire, ca nhan chi dwoc, sdn xuat, nhap khau, kinh doanh sdn phdm san pham
dinh dwé&ng cong thirc véi muc dich y té dac biét cho tré dén 12 thang tudi sau khi hoan tat
dang ky ban céng bbé hop quy va bao ddm chat lwong, an toan, ghi nhan phu hop véi cac
quy dinh cta phap luat.

VI. TO CHU’C THUC HIEN

1. Cuc An toan thwc phdm cha tri, phdi hop véi cac co quan chirc ndng cé lién quan
hwéng dan trién khai va té chire viéc thwe hién Quy chuan nay.

2. Can c vao yéu cau quan ly, Cuc An toan thwc phadm cé trach nhiém kién nghi Bo Y
té slra dbi, bd sung Quy chuan nay.

3. Trwdng hop cac tiéu chuan va quy dinh phap luat dwoc vién dan trong Quy chuén
nay co sw thay ddi, bd sung hoac dwoc thay thé thi 4p dung theo van ban phap luat do.
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Phuluc 1
HAM LUPONG THAM KHAO
CAC ACID AMIN THIET YEU VA THIET YEU CO DIEU KIEN TRONG SUPA ME

Ham [worng trung binh
TT Acid amin
mg/g nito’ mg/g protein mg/100 kcal

1 Cystein 131 21 38
2 Histidin 141 23 41
3 Iso-leucin 319 51 92
4 Leucin 586 94 169
5 Lysin 395 63 114
6 Methionin 85 14 24
7 Phenylalanin 282 45 81
8 Threonin 268 43 77
9 Trytophan 114 18 33
10 | Tyrosin 259 42 75
11 | Valin 315 50 90
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Phu luc 2
DANH MUC PHUONG PHAP THU CAC CHI TIEU BOI VOI
SAN PHAM DINH DUONG CONG THUC VOl MUC PIiCH Y TE PAC BIET
CHO TRE DBEN 12 THANG TUOI

l. Protein

1.

TCVN 8099-5:2009 (ISO 8968-5:2001) Stra — Xac dinh ham lwong nito — Phan 5:
Phwong phap xac dinh ham lwgng nito protein

2. TCVN 8100:2009 (ISO 14891:2002) Sira va san phadm siva — Xac dinh ham lwong
nito — Phwong phap théng dung theo nguyén tac dét chay Dumas

3. AOAC 960.48 Protein Efficiency Ratio

Il. Lipid

4. TCVN 6688-1:2007 (ISO 8262-1:2005) San pham siva va thuc pham tir siva — Xac
dinh ham lwong chét béo bang phwong phap khdi lwong Weibull — Berntrop
(Phwong phap chuén) — Phan 1: Thwe phdm danh cho tré so sinh

5. TCVN 7084:2002 (ISO 1736:2000) Sira bdt va san pham sira bot — Xac dinh ham
lwong chét béo — Phuong phap khéi lwong (Phwong phap chuén)

6. AOAC 996.06 Fat (Total, Saturated, and Unsaturated) in Foods. Hydrolytic
Extraction Gas Chromatographic Method

7. 1SO 23065:2009 Milk fat from enriched dairy products — Determination of omega-3
and omega-6 fatty acid content by gas-liquid chromatography

8. AOAC 992.25 Linoleic Acid in Ready-To-Feed Milk-Based Infant Formula. Gas
Chromatographic Method

lll. Carbohydrat

9. AOAC 986.25 Proximate Analysis of Milk-Based Infant Formula

IV. Vitamin

10. 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

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

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

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

Method
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14.

15.

16.

17.
18.

19.

20.

21.

22.

23.
24.

25.

26.

27.

28.

29.
30.

31.
32.

33
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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) Thwe phdm — Xac dinh vitamin E bang séc ki
I6bng hiéu nang cao — Dinh lvgng o—, B—, y— va 8—tocopherol

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

AOAC 992.03 Vitamin E Activity (All-rac-e-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 pham — Xac dinh vitamin B1 bang séc
ky I6ng 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 944.13 Niacin and Niacinamide (Nicotinic Acid and Nicotinamide)
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in Vitamin Preparations. Microbiological Methods

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

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

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

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

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

40. AOAC 986.23 Cobalamin (Vitamin B12 Activity) in Milk-Based Infant Formula.
Turbidimetric Method

41. AOAC 952.20 Cobalamin (Vitamin B12 Activity) in Vitamin Preparations.
Microbiological Methods

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

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

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

46. AOAC 944.12 Folic Acid (Pteroylglutamic Acid) in Vitamin Preparations.
Microbiological Methods

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

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

49. AOAC 967.22 Vitamin C (Total) in Vitamin Preparations. Microfluorometric Method
50. AOAC 984.26 Vitamin C (Total) in Food. Semiautomated Fluorometric Method

51. EN 15607:2009 Foodstuffs — Determination of d-biotin by HPLC

V. Chéat khoang va cac nguyén t6 vi lwong

52. TCVN 8126:2009 Thwc pham — Xac dinh chi, cadimi, kém, dbng va sat — Phuong
phap do phd hap thu nguyén t&r sau khi da phan hiy bang vi séng (AOAC 999.10)

53. AOAC 984.27 Calcium, Copper, Iron, Magnesium, Manganese, Phosphorus,
Potassium, Sodium, and Zinc in Infant Formula. Inductively Coupled Plasma
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54.

55.

56.

57.

58.

59.

60.
61.

62.

63.

64.

65.

66.
67.

68.

69.

VI.

70.
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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 siva — Xac dinh ham luvong
canxi, natri, kali va magie — Phwong phap do phd hap thu nguyén tir

TCVN 6838:2001 (1ISO 12081:1998) Sira — Xac dinh ham lwgng canxi — Phwong
phap chuan do6

TCVN 6271:2007 (ISO 9874:2006) Sira — Xac dinh ham lwong phospho tdng s —
Phwong phap do phd hap thu phan to

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

AOAC 986.26 Chloride in Milk-Based Infant Formula. Potentiometric Method

TCVN 7080:2002 (ISO 14378:2000) Sira va sira bt — Xac dinh ham lwgng iodua
— Phwong phap st dung sac ky 16ng hiéu ndng cao

EN 15111:2007 Foodstuffs — Determination of trace elements — Determination of
iodine by ICP-MS (inductively coupled plasma mass spectrometry)

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

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

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

AOAC 974.15 Selenium in Human and Pet Food. Fluorometric Method

TCVN 7086:2007 (ISO 5738:2004) Sira va san pham siva — Xac dinh ham lvong
ddng — Phwong phap do quang (Phwong phap chuén)

TCVN 6841:2001 (ISO 11813:1998) Sira va sadn pham sira — Xac dinh ham lwong
k&m — Phwong phap do phd hap thu nguyén t&r ngon Itra

TCVN 7929:2008 (EN 14083:2003) Thuwc pham — Xac dinh cac nguyén t6 vét —
Xac dinh chi, cadimi, crom, molypden bang do phd hap thu nguyén t& dung Io
graphit (GFAAS) sau khi phan huy bang ap lwc

Cac chat dinh dwong khac
AOAC 999.14 Choline in Infant Formula and Milk Enzymatic Colorimetric Method
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AOAC 991.39 Fatty Acids in Encapsulated Fish Oils and Fish Oil Methyl and Ethyl
Esters. Gas Chromatographic Method

VII. Fluorid

72.
73.

AOAC 944.08 Fluorine in Food. Distillation Method

AOAC 961.16 Microchemical Determination of Fluorine. Titrimetric Method

VIIl. Chat nhiém ban

74.

75.

76.

77.

78.

79.

80.

81.

82.

83.

TCVN 7602:2007 Thwc phdm — Xac dinh ham lwong chi bang phwong phap
quang phd hép thu nguyén ti

TCVN 7933:2009 (ISO/TS 6733:2006) Sira va san pham sira — Xac dinh ham
lwong chi — Phwong phap quang phd hap thu nguyén t& dung 16 graphit

TCVN 7788:2007 Db hop thwe phdm — Xac dinh ham lwong thiéc bang phuwong
phap quang phd hap thu nguyén tir

TCVN 7730:2007 (ISO/TS 9941:2005) Sira va slra c6 dac déng hoép — Xac dinh
ham lwong thiéc — Phuwong phap do phd

ISO 15495:2010 Milk, milk products and infant formulae — Guidelines for the
guantitative determination of melamine and cyanuric acid by LC-MS/MS

TCVN 6685:2009 (ISO 14501:2007) Sira va stra bét — Xac dinh ham Iwong
aflatoxin M1 — Lam sach bang séc ky ai lwc mién dich va xac dinh bang sac ky
ldng hiéu nang cao

TCVN 7785:2007 (ISO 14674:2005) Sira va sira bot — Xac dinh ham lwgng
aflatoxin M1 — Lam sach bang séc ky ai lwc mién dich va xac dinh bang sac ky 16p
mong

TCVN 7700-1:2007 (1SO 11290-1:1996, With Amd 1:2004) Vi sinh vat trong thyc
phdm va thirc 8n chan nudi — Phuwong phap phat hién va dinh lwong Listeria
monocytogenes — Phan 1: Phwong phap phat hién

TCVN 7850:2008 (ISO/TS 22964:2006) Sira va san pham sitra — Phat hién
Enterobacter sakazakii

TCVN 5518-1:2007 (ISO 21528-1:2004) Vi sinh vat trong thyc pham va thirc &n
chan nudi — Phuong phap phat hién va dinh lwong Enterobactericeae — Phan 1:
Phat hién va dinh lvong bang ky thuat MPN co6 tién tang sinh
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