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BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phuc
Sb: 18/2011/TT-BYT Ha Noi, ngay 30 thang 5 nam 2011
THONG TU

Ban hanh cac Quy chuin k¥ thuit quoc gia
ddi v6i thwe pham bo sung vi chéat dinh dudng

Cin ctr Luat Tiéu chuan va Quy chuédn k¥ thudt ngay 29 thang 6 nam 2006 va
Nghi dinh s6 127/2007/ND-CP ngay 01 thang 8 nim 2007 caa Chinh phu quy dinh
chi tiét thi hanh mot s6 diéu cua Luat Tiéu chuan va Quy chuan k¥ thuat;

Can ctr Phap I¢nh V¢ sinh an toan thuc pham ngay 07 thang 8 nam 2003 va
Nghi dinh s6 163/2004/ND-CP ngay 07 thang 9 nam 2004 ctua Chinh phu quy dinh
chi tiét thi hanh mot s6 diéu ctia Phap 1énh Vé sinh an toan thyc pham;

Can ctr Nghi dinh s6 188/2007/ND- -CP ngay 27 thang 12 nam 2007 cua Chinh
phu quy dinh chirc niang, nhiém vu, quyén han va co cau t6 chiic cia Bo Y té;

Theo dé nghi ctia Cuc truong Cuc An to,an vé€ sinh thuc pham, Vu trudéng Vu
Khoa hoc va Pao tao, Vu truéng Vu Phép che.

QUY DINH:

Piéu 1. Ban hanh kém theo Thong tu ndy Quy chuan k¥ thuat qudc gia:

QCVN 9-2:2011/BYT Quy chuan k§ thuat qudc gia dbi véi thye pham b sung
vi chat dinh dudng.

Piéu 2. Thong tu nay co hiéu lyc tir ngay 01 thang 12 nim 2011.

Piéu 3. Quc trudng Cuc An toan vé sinh, thuc phém, Thu trg.’éng cac don vi
thu’(f)c BO Y té, cac don vi truc thu(f)qc Bo Y té; Giam doc S& Y té cac tinh, thanh
pho truc thudc Trung wong va cac to6 chiic, ca nhan co lién quan chiu trach nhi¢m
thi hanh Thong tu nay./.

KT. BQ TRUONG
THU TRUONG

Trinh Quan Huan
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QCVN 9-2: 2011/BYT

‘ QUY CHUAN KY THUAT QUOCGIA
VE THU'C PHAM BO SUNG VI CHAT DINH DUONG

National technical regulation
on micronutrient fortified food

Loi néi dau

QCVN 9-2:2011/BYT do Ban soan thao quy chudn ky thudt quoc gia yé Thuc
pham bo sung vi chat dinh duwong bién soan, Cuc An toan v¢ sinh thyc pham trinh
duyét va dugc ban hanh theo Thong tu s6 18/2011/TT-BYT ngay 30 thang 5 nam
2011 cua BO truong Bo Y té.
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~ QUY CHUAN KY THUAT QUOC GIA
VE THUC PHAM BO SUNG VI CHAT DINH DUONG
National technical regulation on micronutrient fortified food

I. QUY PINH CHUNG
1. Pham vi diéu chinh

Quy chuan k¥ thuat quoc gia nay (sau day goi tat 1a Quy chuan) quy dinh cac
yéu cau k¥ thuat va quan 1y dbi voi viéc bd sung vi chat dinh dudng vao thuc pham.

2. Poi twong ap dung
Quy chuén nay ap dung ddi véi:
7 2.1.TH chl'rc, ca nhan nhap khAau, xuét khau, san xuit, budén ban céc thuc phém

bo sung vi chat dinh dudng.

2.2. Co quan quan ly nha nudc c6 lién quan.

3. Giai thich tir ngir va ky hi¢u viét tat

3.1. AOAC (Association of Official Analytical Chemists): Hiép hoi cac nha
hoa phan tich chinh thong.

3.2. KQD: Khong quy dinh

II. QUY PINH KY THUAT

1. Yéu cau ky thuit d6i véi nwéec mam bo sung vi chat

- Nudce mam bd sung vi chét dinh dudng phai dap ng cac yéu cau ky thuat ddi

v6i nude mam duoc quy dinh trong Quy chuan tuong tmg hodc cac quy dinh cia
phép luat c6 lién quan.

- Dang vi chat dinh dudng bd sung va ham lugng vi chat dinh dudng bd sung
vao nuoc mam dugc quy dinh nhu sau:

, Ham lwgng vi chit dinh
Vi chat dudng bo sung o
dinh (mg/100ml) Chat bo sung
duong - . -
Toi thieu Toi da
Sat (Fe) 30,0 50,0 - Natri sat (III) EDTA, trihydrat.
- Sat Sulfat, Sit fumarat

2. Yéu ciu ky thuit déi véi bot my bo sung vi chat

- Bt my bo sung vi chat dinh dudng phai dap img cac yéu cau k§ thuat i voi
bot my dugc quy dinh trong Quy chuan tuong img hodc cac quy dinh cua phap luat
c6 lién quan.
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- Dang vi chét dinh dudng bo sung va ham luong vi chat dinh dudng bo sung
vao bot my dugc quy dinh nhu sau:

. LA Ham lwong vi chit dinh duéng bd
Vi chat o
dinh dudng _ fung (mg/kg) _ Chat bo sung
Toi thieu Toi da

Sit (Fe) 27,80 51,60 Sat sulfat (dang kho)
Kém(zn) | 7090 | 131,70  |Kémoxyd
VitaminA | 1,33 | 480 |Retinyl palmitat 250-sd)
Vitamin B, | 002 | KQD  |Cyanocobalamin
Acid folic | 204 | 816  |Acidfolic

3. Yéu cau ky thuit ddi voi ddu dn bo sung vi chat

- Dau 4n bo sung vi chat dinh dudng phai dap g céac yéu cau k¥ thuat doi voéi
Dau an dugc quy dinh trong Quy chuan twong tng hodc cac quy dinh cta phéap luét
c6 lién quan.

- Dang vi chat dinh dudng bd sung va ham lugng vi chat dinh dudng bd sung
vao dau an duoc quy dinh nhu sau:

. X Ham luong vi chit dinh duéng
Vi chat H £ X
dinh dudn bo sung (mg/100g) Chat bo sung
& | Téi thiéu Téi da
Vitamin A 2,75 5,50 Retinyl palmitat

4. Yéu cau ky thuét déi véi dwong bod sung vi chat

- Pudng b sung vi chat dinh dudng phai dap (mg cac yéu cau k¥ thuét ddi voéi
duong duoc quy dinh trong Quy chuan tuwong tng hoac cac quy dinh cta phap luat
cé lién quan.

- Dang vi chét dinh dudng bo sung va ham luong vi chat dinh dudng bo sung
vao duong dugc quy dinh nhu sau:

. LA Ham lweng vi chit dinh dudng
Vi chat F £ v X
dinh duén b0 sung (mg/kg) Chit bo sung
& Téi thiéu Téi da
Vitamin A 15,0 30,0 Retinyl palmitat

III. PHUONG PHAP THU VA LAY MAU

1. Phuwong phap thu:

Cac yéu cau k¥ thuat trong quy chuan k¥ thuat nay c6 thé dugc thir theo céc
phuong phap dudi day hodc cd thé thur theo cac phuong phép tuong duong khac:
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1.1. Xéc dinh Sét theo AOAC 999.11: Lead, Cadmium, Copper, Iron, and Zinc
in foods Atomic Absorption Spectrophotometry after dry ashing;

1.2. Xac dinh Ké€m theo AOAC 999.11: Lead, Cadmium, Copper, Iron, and
Zinc in foods Atomic Absorption Spectrophotometry after dry ashing;

1.3. Xac dinh Vitamin B;, theco AOAC 986.23: Cobalamin (Vitamin B,
Activity) in milk-based infant fomula;

1.4. Xé4c dinh Vitamin A theo AOAC 2002.06: Retinyl palmitate (Vitamin A)
in Fortified fluid milk - Liquid chromatography;

1.5. Xé4c dinh acid folic theo AOAC 992.05: Total folate (Pteroylglutamic
acid) in Infant formula - Microbiological methods.

2. Lay miu:

Lay mau theo hudng dan tai Thong tu s6 16/2009/TT-BKHCN ngay 02 thang
6 nam 2009 ctua Bo Khoa hoc va Cong nghé vé huéng dan kiém tra nha nudc vé
chat luong hang hoa luu thong trén thi trudng va cac quy dinh khac cta phap luat
c6 lién quan.

IV. YEU CAU QUAN LY

1. Ghi nhan

- Viée ghi nhén thuce pham b6 sung vi chat dinh dudng thyc hién theo cac quy
dinh tai nghi dinh s6 89/2006/ND-CP ngay 30 thang 8 nam 2006 cua Chinh phu vé
nhan hang héa va cac vin ban huéng dan thi hanh.

- Ngoai ra trén nhin san pham phai ghi dong chit bang tiéng Viét Nam: “Thuyc
pham bo sung vi chat dinh dudng”.

2. Cong bd hop quy

2.1. Cac thuc pham bf) sung vi chat dinh dudng phai dugc cong bd phu hop vai
cac quy dinh tai Quy chuan nay.

2.2. Phuong thuc, trinh ty, thu tyc cong bd hop quy dugc thue hién theo Quy
dinh vé ching nhén hop chuéan, chirng nhan hop quy va cong bod hgp chuan, cong
bo hop quy ban hanh kém theo Quyét dinh s6 24/2007/QD-BKHCN ngay 28
thang 9 nam 2007 cua B0 trudéng BO Khoa hoc va Cong nghé va cac quy dinh cua
phép luat.

3. Kiém tra d6i véi vi chat dinh duéng b sung vao thwe pham

Viéc kiém tra chét lugng, vé€ sinh an toan ddi voi thue phém bo sung vi chat
dinh dudng phai dugc thuc hién theo cac quy dinh cua phép luat.

V. TRACH NHIEM CUA TO CHUC, CA NHAN

1. "1:6 chtrc, ca nhan san xuét thuc pham b sung vi chat dinh dudng chi duoc
phép bd sung cac vi chat dinh dudng va st dung cac chat bé sung vao ting loai
thuc pham nhat dinh dung theo quy dinh cia quy chuan nay.
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2. To chirc, ca nhan san xuét, nhap khau, kinh doanh thue pham bd sung vi
chét dinh dudng phai cong bd hop quy phu hop voéi cac yéu cau ky thuat tai Quy
chuan nay, dang ky ban cong bb hop quy tai Cuc An toan vé sinh thyc pham va
bao dam chat lugng, vé€ sinh an toan theo ding ndi dung da cong bo.

3. T6 chuc, ca nhan chi duge nhap khau, san xudt, kinh doanh va sir dung thyc
pham bo sung vi chét dinh dudng sau khi hoan tat dang ky ban cong bd hop quy va
bao dam chat lugng, vé sinh an toan, ghi nhan phu hop voi quy dinh ciia quy chuan
nay va cac quy dinh khéc cia phap luat.

VI. TO CHUC THU'C HIEN
1. Giao Cyc An toan v¢ sinh thyc phémq chu tri, phdi hop véi céc co quan chirc
nang co lién quan hudng dan trién khai va t6 chirc vi¢c thuc hién Quy chuén nay.
2. Can ctr vao yéu céu quan ly, Cuc An toan v¢ sinh thuc pham c6 trach nhiém
kién nghi Bo Y té€ stra do6i, bo sung Quy chuan nay.
3. Truong hop hudéng dan cua quoc té vé phuong phap thu, cac tiéu chuan va

cac quy dinh cta phap luat vién dan trong Quy chuin ndy duoc stra ddi, bd sung
hoic thay thé thi 4p dung theo vin ban méi.



