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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
B— Poc 1ap - Tw do - Hanh phic

S6: 15/2010/TT-BYT Ha Noi, ngay 20 thang 5 nam 2010

THONG TU
Ban hanh Quy chuin k§ thuit quéc gia vé acid folic
dwgec sir dung dé bo sung vao thue phflm

Can ctr Luat Tiéu chuan va Quy chuan k¥ thuat ngay 29 thang 6 nim 2006 va
Nghi dinh sé 127/2007/NB-CP ngay 01 thang 8 nam 2007 ctia Chinh phu quy dinh
chi tiét thi hanh mot s diéu ctia Luat Tiéu chuan va Quy chuan k thuat;

Can ctr Phap 1énh V¢ sinh an toan thuc pham ngdy 07 thang 8 nim 2003 va
Nghi dinh sé 163/2004/ND-CP ngay 07 thang 9 nam 2004 ctia Chinh phu quy dinh
chi tiét thi hanh mot sé diéu cua Phép 1énh V¢ sinh an toan thuc phém;

Can cir Nghi dinh s6 188/2007/ND-CP ngay 27 thang 12 nim 2007 ctia Chinh
phu quy dinh chiric ndng, nhi¢m vu, quyén han va co céu to chirc ctia B Y té;

Theo dé nghi cua Cuc truéong Cuc An toan v¢ sinh thuc phém, Vu truong Vu
Khoa hoc va Pao tao, Vu truong Vu Phéap ché,

QUY DINH:

Picu 1. Ban hanh kém theo Thong tu nay:

QCVN 3-2:2010/BYT - Quy chuéan k¥ thuat quéc gia vé acid folic dugc sir
dung dé bd sung vao thyc pham.

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

Piéu 3. Cuc truong Cuc An toan v¢ sinh thuc phém, Thu truong cac don vi
thudc BO Y €, cac don vi truc thude Bo Y té; Gidm doc S& Y t€ céc tinh, thanh
phé truc thudc Trung wong va cac td chirc, ca nhan co lién quan chiu trach nhiém
thi hanh Thong tu nay./.

KT. BQO TRUONG
THV TRUONG

Trinh Quan Huan
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QCVN 3-2: 2010/BYT

QUY CHUAN KY THUAT QUOC GIA
VE ACID FOLIC PUQC SU DUNG PE BO SUNG VAO
THU'C PHAM

National technical regulation

on Folic acid for food fortification

Loi néi dau

QCVN 3-2:2010/BYT do Ban soan thdo quy chudn kj thudt quoc gia vé Thuc
phdam bé sung vi chat dinh dwéng bién soan, Cuc An toan vé sinh thuc pham trinh
duyét va duoc ban hanh theo Thong tu s6 15/2010/TT-BYT ngay 20 thang 5 nim
2010 cta Bo truong BO Y té.
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QUY CHUAN KY THUAT QUOC GIA
VE ACID FOLIC PUQC SU DUNG PE BO SUNG VAO THUC PHAM

National technical regulation on Folic acid for food fortification

I. QUY PINH CHUNG

1. Pham vi diéu chinh

Quy chuén k¥ thuat qudc gia (sau ddy goi tit 1a Quy chuan) nay quy dinh céc
yéu cau k¥ thuat va quan 1y vé chat luong, v¢ sinh an toan doéi véi acid folic dugce
st dung dé bd sung vao thuc pham.

2. Pdi twong ap dung

Quy chuan nay 4p dung ddi véi:

2.1. T6 chirc, ca nhan nhap khau, xuat khau, san xudt, budn ban va sir dung cac
chat bo sung sat vao thuc pham (sau day goi tat la to chuc, cd nhan).

2.2. Co quan/quan 1y nha nudc co lien quan,

3. Giai thich tir ngir va ky hiéu viét tat

3.1. Duoc dién qudc té 2006: The International Pharmacopoeia, 4™ edition,
WHO 2006.

3.2. Ma s6 C.A.S (Chemical Abstracts Service): Ma s6 dang ky hoa chat tai
Hi¢p hdi hda hoc Hoa Ky.

3.3. TS (test solution): Dung dich thuc thi.

3.4. R (Reagent): thude thu.

3.5. RS (International Chemical Reference Substances): Hoa chat tinh khiét
chuan quoc te.

3.6. VS (Volumetric Solution): Dung dich chuan do.

II. QUY PINH KY THUAT VA PHUONG PHAP THU

1. Yéu cau k¥ thuat va phuong phép thir dbi voi acid folic dugc quy dinh tai
phu luc ban hanh kém theo Quy chuén nay.

2. Céac yéu cau ky thuat quy dinh trong Quy chuin nay duoc thir theo Duoc
dién qudc t& 2006, ngoai trir mot sé phép thir riéng duge mé ta trong phu luc; co
thé str dung cac phuong phap thir khac twong duong.

3. Ly mau theo hudng din tai Thong tu s6 16/2009/TT-BKHCN ngay 02
thang 6 nam 2009 cta Bo Khoa hoc va Cong nghé vé hudng dan kiém tra nha



CONG BAO/S6 522 + 523 ngay 01-9-2010 47

nuéc vé chat lugng hang héa luu thong trén thi truong va cac quy dinh khac cia
phap luat cé lién quan.

III. YEU CAU QUAN LY

1. Cong bd hop quy

1.1. Acid folic dugc sir dung dé bd sung vao thuc pham phai dugc cong bd phu
hop véi cac quy dinh tai Quy chuan nay.

1.2. Phuong thirc, trinh tu, thu tuc cong bdé hop quy dugc thuc hién theo
Quy dinh vé ching nhan hop chuén, ching nhan hop quy va cong bb hop chuan,
cong bd hop quy ban hanh kém theo Quyét dinh s6 24/2007/QD-BKHCN ngay
28 thang 9 nam 2007 cta B0 trudng Bo Khoa hoc va Cong nghé va cac quy dinh
cua phap luat.

2. Kiém tra déi véi acid folic bé sung vao thwe pham

Viéc kiém tra chat luong, v¢ sinh an toan doi véi acid folic bd sung vao thuc
pham phai duoc thyc hién theo cic quy dinh cta phap luat.

IV. TRACH NHIEM CUA TO CHUC, CA NHAN

1. T6 chirc, ¢4 nhan phai cong bd hop quy phit hop véi cac yéu cau ki thuat tai
Quy chuén nay, ding ky ban cong bd hop quy tai Cuc An toan vé sinh thuc pham
va bao dam chat lugng; vé sinh an toan theo ding noi dung da cong bé.

2. T6 chire, c4 nhan chi duoc nhap khau, xudt khau, san xuat; buén ban va st
dung acid folic sau khi hoan tat ding ky ban cong bd hop quy va bao dam chat
lugng, v€ sinh an toan, ghi nhan phuhgp véi cac quy dinh cua phép luat.

V.TO CHUC THUC HIEN

1. Giao Cuc An toan vé'sinh thuc pham chii tri, phdi hop véi cac co quan chirc
nang c6 lién quan huéng dan trien khai va to chirc viéc thuc hién Quy chuan nay.

2. Can cu vao yéu cau quan ly, Cuc An toan v¢ sinh thuc phém c0O trach nhiém
kién nghi B6 Y té sira ddi, bd sung Quy chuin nay.

3. Truong hop hudng dan cia qudc té vé phuong phap thir va cac quy dinh cta
phap luat vién din trong Quy chuan nay duoc stra d6i, bd sung hodc thay thé thi ap
dung theo van ban maoi.
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Phu luc
QUY PINH KY THUAT POI VOI ACID FOLIC
1. Dinh nghia

Tén hoa hoc

Cong thirc phan tur

Ma s6 C.A.S.

Cong thurc hoa hoc
Khoi lwong phdn. tir
2. Cam quan

3. Chirc nang

4. Yéu cau ky thuat
4.1. Pinh tinh

Do tan

Hap thy tir ngoqi

Sdc ky 16p mong

Acid N-[4-[[(2-Amino-1,4-dihydro-4-oxo-6-pteridinyl) methyl
amino|benzoyl]-L-glutamic
Acid N-[p-[[(2-Amino-1,4-dihydro-4-oxo-6-pteridinyl) methyl
amino|benzoyl]-L-glutamic

Acid Pteroylglutamic
H
HoN__N N
(WES
N = N
N H @)
o \O\’(N\./lkOH
07 “OH
59-30-3
C19H19N705
441,40

Acid folic 'cé dang bot tinh thé mau vang hodc vang cam.
Khong mui hoac gan nhu khong mui.
B6 sung acid folic vao thirc pham, chong thiéu mau.

R4t it tan trong nude, thue t& khong tan trong ethanol (TS)
(~750g/1), trong aceton (R) va ether (R).

Pho hép thu cia dung dich miu thir néng do 15 pg/ml
trong dung moi 1a dung dich natri hydroxyd 0,1 mol/l (VS)
co 3 cuc dai hép thu tai 256 nm; 283 nm; 365 nm, do hép
thu quang twong Umg 1a 0,82; 0,80; 0,28 (t6t nhat 1a sir
dung cuvet do 2 cm, tinh d6 hap thu 16p chat 1ong day 1 cm).
Ty 1 cuong d6 hap thu tai cac bude séng 256 nm va 365 nm
A256/A365: tI'Ol'lg khOél’lg 2,80 - 3,00

Vét chinh thu duoc trong sic ky d6 cua dung dich A phai
tuong Ung vé vi tri, hinh dang va mat dg so vdi vét chinh
trong sic ky do dung dich B.
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4.2. Do tinh khiét
Tro sulfat
Nuoc

Cac Amin tw do
4.3. Ham luong

5. Phwong phap thw
5.1. Pinh tinh

Sdc ky 16p mong

5.2. Do tinh khiét
Tro Sulfat

Nuoc

Khong dugce qua 2,0 mg/g.

Khong duoc thap hon 70 mg/g va khong duge qua 90 mg/g.
Ty s6 Ar/Ag > 6 (Gié tri At va Ag thu dugc trong phép thir
dinh luong).

Ham luong C,oH;oN;Os khong duoc thap hon 96,0% va
khong dugc qué 102,0% tinh theo ché pham khan.

Tién hanh thir theo huéng din trong chuyén luan Sdc ky
16p mong (Muc 1.14.1; Duoe dién qudc té 2006). Str dung
silicagel (G) (Silicagel G, bot trang; dong nhat; 1a hdn hop
cua silicagel ¢ hat 10-40 pm va calei sulfat hemihydrat
khoang 130 g/kg) lam pha tinh phu ban mong. Pha dong la
hdn hop gdbm 1-propanol R/ethanol ~750g/1 (TS)/dung dich
amoniac ~260g/1 (TS) theo ty 18 thé tich tuong tmg 2/1/2.
Dung méi: 1a hdn hop gém methanol (R)/dung dich
amoniac ~260g/1 (TS) theo ty 18 thé tich twong tmg 9/1.
Dung dich A (dung dich mau thir): Pha dung dich mau thir
trong dung moi nong d6 0,50 mg/ml.

Dung dich B (dung dich chuan): Pha dung dich chuén acid
folic RS trong dung méi néng d6 0,50 mg/ml.

Chém 2 pL dung dich A va dung dich B 1én ban mong, cho
khai trién sic ky trong budng sac ky da bio hoa pha dong.
Sau khi két thuc qua trinh sic ky, 1dy ban mong ra, dé kho
trong khong khi, kiém tra sic ky 6 dudi anh sang tir ngoai
(365 nm).

Tién hanh tht theo hudng din trong Dugc dién quoc té
2006 (muc 2.3 chuyén luan Thu Tro sulfat).

Tién hanh tht theo hudng din trong Dugc dién qudc té
2006 (muc 2.8 chuyén luan Xac dinh nudc bang phuong
phap Karl-Fischer - Phuong phap A).

Mau thir: 0,15 g.
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5.3. Binh lugng

Dung dich T: Can chinh xac 0,050 g mau tht, hoa tan
trong 50 ml dung dich natri hydroxyd ~80 g/l (TS), lic
déu, va dinh mtc dén du 100 ml béng dung dich natri
hydroxyd ~80 g/1 (TS).
Dung dich T, (dung dich thtr) va dung dich B, (dung dich
trang): lay vao 2 binh dinh mirc 100 ml, mdi binh 30 ml
dung dich T, 20 ml Acid hydrocloric ~70 g/l (TS), pha
lodng dén du thé tich bang nudc cét.
Dung dich T;: Léy 60 ml dung dich T, thém 0,5 g bot
kém (R), dé yén, thinh thoang lic déu, thuc hién nhu vay
trong 20 phit, Loc dung dich qua gidy loc kho, loai bo
10 'ml dich loc dau tién. Lay 10 ml dich loc tiép theo cho
vao binh dinh mtc 100 ml, dinh mic dén du thé tich
bang nudc cat.
Lay-5 ml dung dich T», dung dich Bj, nudc cit (dung
dich B,), mdi dung dich léy riéng vao 1 binh dinh muc
25 ml. Thém vao mdi binh | ml nude cat, 1 ml Acid
hydrocloric ~70 g/l (TS) va 1 ' ml dung dich natri nitrit
1 g/l (TS), lac déu va dé yén trong 2 phut. Sau d6 thém
va0 mdi binh 1 ml dung dich-amoni sulfamat 5 g/l (TS),
lic déu va dé yén trong 2 phut. Thém vao mdi binh 1 ml
dung dich N-(1-naphtyl) ethylendiamin hydroclorid 1 g/l
(TS), lac déu va dé yén trong 10 phit, pha loang dén du
thé tich bang nude ct.
Po d6 hip thu quang ctia dung dich T, va dung dich B,
so voi dung dich B, tai bude song cuc dai khoang 550nm.
Ghi gia tri 6 hip thu quang At va Ag tuong Gmg.
Tién hanh tuong tu dbi v6i chuan acid folic RS va ghi lai
d6 hap thu quang Ag va Ags.
Tinh ham lugng (%) C19H,sN7O, trong mau thir theo cong
thirc sau:

(%) =100 x (10A1- Ag)/(10As- Ags)
Trong trudng hop can thiét c¢6 thé nhan két qua véi ham
luong (%) CioH1oN7O4 dd cong bd trong chat chuan.

6. Bao goi va bdo quan Gil trong bao bi kin, tranh anh sang.



