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BO Y TE

S6: 6289/2003/QD-BYT

CONG HOA XA HOI CHU NGHIA VIET NAM

Ddc lap - Tu do - Hanh phuc

Ha Noi, ngay 09 thang 12 nim 2003

QUYET PINH CUA BO TRUONG BQ Y TE
vé viéc ban hanh “Quy dinh bd sung vi chit dinh dudng vao thuwc phim”

BO TRUONG BO Y TE

Can ctr Nghi dinh s6 49/2003/NP-CP
ngay 15/5/2003 cia Chinh phi vé viéc
Quy dinh chirc ning, nhiém vu, quyén
han va co cdu t6 chirc clia Bo Y té;

Céin cir Nghi dinh s6 86/CP ngay
08/12/1995 ciia Chinh phii vé viéc phan
cong trach nhiém quan ly nha nwdc doi
voi chdt leong hang héa;

Theo dé nghi cua Cuc truong Cuc An
toan vé sinh thuc pham, Vu trucng Vu
Phap ché, Vu trucng Vu Khoa hoc va
Dao tao - B4 Y ¢,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét

dinh nay “Quy dinh b6 sung vi chat dinh
dudng vao thuc pham”.
Piéu 2. Quyét dinh nay co6 hiéu luc
sau 15 ngay, ké tir ngay diang Cong bao.
Piéu 3. Cac Ong, Ba: Chanh Vian phong,
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Khoa hoc va Pao tao, Phap ché - B_:‘:}Q
Y té; Cuc trudng Cuc An toan vé sinh%
thuc phdm, Giam d6c S& Y té cac tinh,

45 6684 * www.ThuVienPhapLuat.com
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thanh phé truc thudc Trung wong va
Thu trudng cac don vi truc thudc Bo
Y té chiu trach nhiém thi hanh Quyé
dinh nay./.

LawSoft * Te

KT. BO TRUONG BO Y TE
THU TRUONG

Trin Chi Liém
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QUY PINH
b6 sung vi chat dinh duong vao thye pham
(ban hanh kém theo Quyét dinh s6 6289/2003/QP-BYT
ngay 09 thang 12 nam 2003 cia Bé trucng Bg Y té)

Chuong |
NHUNG QUY BPINH CHUNG

Piéu 1. Quy dinh nay diéu chinh viéc
bd sung vi chat dinh dudng vao thuc
pham.

Piéu 2. Quy dinh nay ap dung ddi vai
cac t6 chirc, c4 nhan san xudt, ché bién,
kinh doanh thuc phiam bé sung vi chat
dinh dudng tai Viét Nam.

Piéu 3. Trong Quy dinh nay, cac tir
ngir dudi diy duoc hiéu nhu sau:

1. Vi chat dinh dudng 14 c4c vitamin
va khoang chét voi ham luong rat nho
(tinh bang microgam hodc miligam) can
thiét cho su ting trudng, phat trién va
duy tri su sdng cho co thé con ngudi.

2. Bb sung vi chit dinh dudng vao
thuc phém la viéc chu dong dua thém
mot luong nhat dinh mot hay nhiéu vi
chét dinh dudng vao thuc pham.

Chuong II
YEU CAU BOI VOI VI CHAT DINH
DUONG VA MOT SO LOAI THUC
PHAM BO SUNG VI CHAT
DINH DUGNG

Piéu 4. Ngudn vi chat dinh dudng

dung dé bo sung vao thuc pham phai
duoc kiém tra nha nudc vé chat luong,
vé sinh an toan.

Piéu 5. Vi chét dinh dudng bd sung
vao thuc phdm phai dam bao cac diéus
kién sau:

eﬁ-P'hapLuat m

1. Khong gay anh huong dén tinh cha
cua thuc phﬁm (mau sac, mui, vi, cﬁuz
triic, dic diém ché bién).
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2. Khong lam giam thoi han su dung,

cua san pham.

Piéu 6.
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1. Viéc bd sung vi chat dinh dudng:.
vao thuc pham phai phu hop quy dinh
dbi véi timg loai thuc pham:

a) BOt dinh dudng tré em theo qu
dinh tai Phu luc 1;

LaWwSoft <=1

b) Nudc mam theo quy dinh tai Phu
luc 2;

¢) Bot my theo quy dinh tai Phu luc 3;
d) Dau an theo quy dinh tai Phu luc 4;

e) Puong an theo quy dinh tai Phu
luc 5.

2. Viéc bd sung vitamin, khoang chét
vao bot dinh dudng tré em va bot my phai
thuc hién theo quy dinh tai Phu luc 6.
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Chuong III
YEU CAU bOI VOI TO CHUC, CA
NHAN SAN XUAT, CHE BIEN VA
KINH DOANH THUC PHAM
BO SUNG VI CHAT
DINH DUONG

Piéu 7. Cac td chirc, c4 nhan san xuét,
ché bién va kinh doanh thuc phim bd
sung vi chat dinh dudng phai lam thu tuc
cong bd tidu chuin chét lugng vé sinh
an toan thuc phém voiBOY té (Cuc An
toan vé sinh thuc phﬁm) trudc khi Iuvu

hanh san pham trén thi trudng.

Didu 8. Céc td chirc, c4 nhan san xuit,
ché bién thuc pham b sung vi chat dinh
dudng phai dam bao diéu kién vé sinh an
toan thuc pham theo quy dinh cuia phap
luat.

Khuyén khich viéc a4p dung hé thong
dam bao chét luong, vé sinh an toan thuc
phim HACCP hoic thuc hanh san xuét
t6t (GMP) tai cac co sd san xuit, ché bién

thuc phdm bd sung vi chat dinh dudng.

Diéu 9. Cac td chirc, ca nhan san xuat,
ché bién thuc phdm bd sung vi chat dinh
dudng phai chiu trach nhiém vé chat
lrong vé sinh an toan thuc phfim ddi vai
san pham cia minh va t6 chirc tu kiém
tra dinh ky theo quy dinh dé bao dam
chét luong, ham luong cua vi chat dinh

dudng nhir di cong bd.

Chuong IV
YEU CAU VE GHI NHAN, BAO GOI,
BAO QUAN VA VAN CHUYEN
THUC PHAM BO SUNG VI
CHAT DINH DUONG

Piéu 10. Viéc ghi nhin san phim
phai thuc hién theo Quyét dinh s
178/1999/Qb-TTg ngay 30 thang 8
nim 1999 cua Thu tuéng Chinh phu vé
viéc ban hanh Quy ché ghi nhin hang:

enPha pLuat com

hoéa luu thong trong nude va hang hoagz
xuét khéu, nhip khau; va cac vin bank
quy pham phap luat huéng dan thi hanh E
Quy ché trén. Ngoai ra, trén nhan cﬁaw
san pham phai ghi dong chur bang tle:ﬂgm
Viét “Thuc phdm b sung vi chat dinhz

dudng”.

* Tel: +

Piéu 11. Bao bi chira dung thuc phz’im‘g
bd sung vi chat dinh dudng phai baocg
dam vé sinh an toan dbi véi thuc pham'q
khong 1am bién chat thuc pham; phai
phtt hop véi diéu kién bao quan va vén
chuyén.

Piéu 12. Viéc bao quan va van chuyén
thuc phdm bd sung vi chat dinh dudng
phai bao dam diéu kién vé sinh an toan
thuc pham theo quy dinh cta phép luat
va khong lam giam luong vi chat dinh

dudng co trong thuc pham.
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Chuong V
KIEM TRA, THANH TRA VA
XU LY VI PHAM

Piéu 13.

1. Cuc An toan vé sinh thuc ph:fim chu
tri, phdi hop voi Thanh tra Bo Y té, cac
Vu, Cuc chitc nang thuéc B Y té va cac
co quan c6 lién quan to chirc kiém tra,
thanh tra viéc thuc hién Quy dinh nay
trong pham vi toan qudc.

2. S Y té tinh, thanh phd truc thudc
Trung wong phdi hop véi cac co quan co
lién quan dé td chirc kiém tra, thanh tra
viéc thuc hién Quy dinh nay trong pham
vi dia phuong.

Diéu 14. Céc tb chirc, c4 nhan vi pham
Quy dinh nay, tity theo tinh chét, mirc d6
vi pham s€ bi xir Iy vi pham hanh chinh
hodc truy ciru trach nhiém hinh su, néu
gay thiét hai thi phai boi thudmg theo quy
dinh cua phap luat.
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Chuong VI
DPIEU KHOAN THI HANH

Piéu 15.

1. Céc td chiic, ca nhan san xuét, ché
bién, kinh doanh thuc pham bd sung vi
chat dinh dudng cé trach nhiém thuc
hién Quy dinh nay.

2. Cuc An toan vé sinh thuc phdm chg
tri, phdi hop véi cac Vu, Cuc chirc nin
thudc BO Y té, Vién Dinh dudng va c
quan c6 lién quan huéng dén, chi da
thuc hién Quy dinh nay.

“W.Thuﬂenl%pﬂﬁat cBin

3. S& Y té tinh, thanh pho truc thu
Trung wong td chirc trién khai tf;ué
hién Quy dinh nay trong pham vi oﬂlﬁ

phuong./. %
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THU TRUONG o
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Phu luc 1

QUY PINH BO SUNG VI CHAT DINH DUONG
VAO BOT DINH DUOGNG TRE EM

Bot dinh dudng tré em 1a thuc phdm bd sung cho tré tir 6 thang tudi, duge san xuat
tur cac ngu cde co ban: gao, my, dau twong, dau xanh, sira bot... dugc bd sung thém
céc vitamin va khoang chét, véi mét luong udc tinh khoang 30 - 50% nhu cau hang

ngay cua tre.

Ham lugng/100 Kcalo

LawSoft = Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

Chét b sung : . :
Toi thiéu Toi da
1. Vitamin A (RE) 250 1U 500 IU
"2 VitaminD | 400 | 01U
3.ViamnC | smg | 40mg
"4 ViaminB | 40pg | 200pg [
5. ViaminB, | 6opg | 300pg
6 Axitfolic | apge | 0pg
7. viaminB, | 015pg | 15ug
78 vitamink | 4pg | W0pg
9. Camxi(Ca) | somg |  250mg
Clo.sktEe) | 05mg | 25mg
C1LKém(zn) 0 | 03mg | 20mg
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Phu luc 2
QUY PINH BO SUNG SAT VAO NUGC MAM

Dang sit sir dung: NaFeEDTA

Liéu bo sung:

- Téi thidu: 30 mg st nguyén t6/100ml nudc mam

- Thi da: 50 mg sit nguyén t6/100ml nuéce mam

Tiéu chuan NaFeEDTA cho phép:

Tén khoa hoc: Sodium Iron (III) Ethylene DaminteTraAcetate, trihydrate.

H

107712

Cong thire héa hoc: C

FeN,NaO,.3H,0

Trong luong phan tir: 421.09 (trihydrate).

D6 tinh khiét: Tiéu chuan ciia JECFA.

Pac diem

Ham lugng cho phép

Thanh phan sat

---------------------------------------------------------
.........................................................
.........................................................

.........................................................

Chi (Pb)

12,5 - 13,5%

..........................................................

Téi da la Img/kg

LawSoft = Tel: +84-5-3845 6684 * www.ThuVienPhapLuat.com
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Phu luc 3
QUY PINH BO SUNG VI CHAT DINH DUONG VAO BOT MY

Chit bd sung Luong bo sung
1. Sat (Fe) 60 mg/kg
Cakem@y) 0 | omgkg
3. Thiamin (vitamin B) | 25mgkg
4 Riboflavin (vitamin B) | amgkg
saxitflic | 2mgke

(00621035 |

LawSoft = Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Phu luc 4
QUY PINH BO SUNG VITAMIN A VAO DAU AN

Dang vitamin A str dung: Vitamin A palmitate
Liéu bd sung:

- T6i thiéu: 50 TU/gam dau

- Téi da: 100 IU/gam dau

biéu kién bao quan:

enPhapLuat.com

- Déu an co bo sung vitamin A phai dugc bdo quan trong can mau, tranh ank

sang mat trdi truc tiép.

- Lugng vitamin A ¢6 thé giir duoc 50% sau 6 - 9 thang.

08621053

L.awSoft = Tel: +84-8-3845 6684 * www.ThuVi
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Phu luc 5
QUY PINH BO SUNG VITAMIN A VAO BPUONG AN

Dang vitamin A sir dung: Vitamin A palmitate

Liéu bo sung:

- T6i thiéu: 15 pg/gam duong

- Téi da: 30 pg/gam dudng

Diéu kién bao quan:

- Pudng ¢6 bo sung vitamin A phai duoc bao quan trong hdp kin, tranh dnh san
mat troi true tiép.

- Luong vitamin A ¢ thé giir dugc 50% sau 6 thang.

U_t b .I .r.t..é A
LawSoft = Tel: +84-5-3845 6684 * www.ThuVienPH%pLuat.com
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Phu luc 6
QUY DPINH BO SUNG VITAMIN, KHOANG CHAT VAO
BOT DINH DUGNG TRE EM VA BOT MY
Vitamin Dang vitamin D6 tinh khiét

1. Vitamin A

..............................

..............................

..............................

..............................

..............................

..............................

9. Nguén Canxi (Ca)

Retinyl axetat
Retinyl palmitat
Retinyl propionat
Beta-caroten

Ergocalciferol (Vitamin D,)
Cholecalciferol (vitamin D,)

...........................................

Axit ascorbic
Natri ascorbat
Canxi ascorbat

Thiamin clorua hydroclorua
Thiamin mononitrat

...........................................

Riboflavin
Riboflavin 5’-phosphat natri

...........................................

Xyanocolbalamin
Hydroxocobalamin

...........................................

...........................................

...........................................

...........................................

Canxi phosphat, tribasic

USP, BP, Ph.Eur, FCC
USP, BP, Ph.Eur, FCC
USP, BP, Ph.Eur, FCC
FAO/WHO, FCC

........................................

USP, BP, Ph.Eur, FCC
USP, FCC

........................................

USP, BP, Ph.Eur,
FAO/WHO, FCC
USP, FAO/WHO, FCC |

....................................

USP, BP, Ph.Eur, FCC
USP, FCC

Tel: T84-5-3545 50684  www. ThuvienPhaplLuat.com

USP, BP, Ph.Eur, ;:,
FAO/WHO, FCC c§
________________________________________ 3
USP, BP iR
USP, BP, Ph.Eur

NF, BP

USP, BP

........................................
........................................

........................................

FCC, FAO/WHO
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Vitamin

Dang vitamin

D6 tinh khiét

10. Sat (Fe)

11. Ngudn kém (Zn)

Ferrous fumat

............................................

......................................

.............................................

K&m sulfat

Ghi chu:

- USP = United State Pharmacopoeia

- NF = United States National Formulary

- BP = British Pharmacopoeia

- BPC = British Pharmaceutial Codex
- Ph. Eur = European Pharmacopoeia
- MI = Merck Index

- FAO/WHO = General Principles
for the Use of Food Additives,
Codex Alimentarius, Volume |
- DAB = Deutsches Arzneibuch 7
- FCC = Food Chemicals Codex
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