QUY CHUAN KY THUAT QUOC GIA
QCVN 3-2:2010/BYT
VE ACID FOLIC PUQ'C SI* DUNG PE BO SUNG VAO
THU'C PHAM

National technical regulation

on Folic acid for food fortification

L&i néi dau
QCVN 3-2 :2010/BYT do Ban soan thdo quy chudn ky thuat quéc gia vé Thuc phdm bd sung vi chét

di,nh duwéng bién soan, Cuc An toan vé sinh thuc phém trinh duyét v:é\ dwoc ban hanh theo Théng tw
s0 15/2010/TT-BYT ngay 20 thang 5 nam 2010 clia B6 trwdng B Y té.

QUY CHUAN KY THUAT QUOC GIA
VE ACID FOLIC BUQC S’ DUNG BE BO SUNG VAO THU'C PHAM

National technical regulation on Folic acid for food fortification

. QUY DINH CHUNG
1. Pham vi diéu chinh

Quy chuan ky thuat quéc gia (sau day goi tat la Quy chuén) nay quy dinh cac yéu cau ky thuat va
quan ly vé& chat lwong, vé sinh an toan ddi véi acid folic dwoc st dung dé bd sung vao thwc pham.

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

2.1. T6 chirc, ca nhan nhap khau, xuat khau, san xuét, budn ban va s dung cac chét bd sung sat vao
thwc pham (sau day goi tat la td chirc, ca nhan).

2.2. Co quan quan ly nha nwéc co lién quan.

3 Giai thich tir ngiv va ky hiéu viét tat:

3.1. Dwoc dién quéc té 2006: The International Pharmacopoeia, 4™ edition, WHO 2006.

3.2. Ma sé C.A.S (Chemical Abstracts Service): Ma s dang ky héa chéat tai Hiép hoi héa hoc Hoa ky.
3.3. TS (test solution): Dung dich thubc thir.

3.4. R (Reagent): thuéc thir.

3.5. RS (International Chemical Reference Substances): Héa chéat tinh khiét chuan quéc té.

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

Il. QUY DINH KY THUAT VA PHUONG PHAP THU

1. Yéu cau ky thuat va phwong phap thir déi véi acid folic dworc quy dinh tai phu luc ban hanh kém
theo Quy chuén nay.

2. Céc yéu cau ky thuat quy dinh trong Quy chuan nay duoc thir theo Dugc dién quéc té 2006, ngoai
trr mot sd phép thr rieng dwoc mo ta trong phu luc; cé thé st dung cac phwong phap thir khac
twong dwong.

3. LAy mau theo hwéng d‘e’m tai Thong tw 16/2009/TT-BKHCN ngay 02 thang 6 nam 2009 cua Bo6
Khoa hoc va Céng nghé vé huwéng dan kiém tra nha nwéc vé chat lwong hang hda Iwu théng trén thi
trwong va cac quy dinh khac cda phap luat cé lién quan.

ll. YEU CAU QUAN LY
1. Céng bd hop quy

1.1. Acid folic dwoc st dung dé b sung vao thic pham phai dwoc cong bé phli hop véi cac quy dinh tai
Quy chuan nay.

1.2. Phuong thir, trinh tw, thi tuc cong bd hop quy duoc thuc hién theo Quy dinh vé chirng nhan
hop chuén, chirng nhan hgp quy va céng bo hop chuan, cong bd hop quy ban hanh kem theo Quyét



dinh s 24/2007/QD-BKHCN ngay 28 thang 9 nam 2007 cla Bo trwdng Bé Khoa hoc va Cong nghé
va céac quy dinh ctia phap luat.

2. Kiém tra déi v&i acid folic bd sung vao thwc pham

Viéc kiém tra chat lwong, vé sinh an toan ddi véi acid folic bd sung vao thwe phdm phai dwoc thue
hién theo cac quy dinh clia phap luat.

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

1. Té chire, ca nhan phai cong bd hop quy phi hop véi cac yéu ciu ki thuat tai Quy chuan nay, dang

ky bén céng bb hop quy tai Cuc An toan vé sinh thuc phdm va bdo dam chét lwong, vé sinh an toan
theo dung néi dung da céng bo.

2. T4 chirc, ca nhan chi dwoc nhap khau, xuét khau, san xuét, budn ban va st dung acid folic sau khi
hoan tat dang ky ban céng bo hgp quy va bao dam chat lwgng, vé sinh an toan, ghi nhan phu hgp v&i
céac quy dinh cla phap luat.

V. TO CHUC THUC HIEN

1. Giao Cuc An toan vé sinh thuc pham cha tri, phéi hop véi cac co quan chirc néng co lién quan
hwéng dan trién khai va té chirc viéc thwc hién Quy chuan nay.

2. C&n c vao yéu cau quan ly, Cuc An toan vé sinh thuwc phdm cé trach nhiém kién nghi Bd Y té sra
ddi, bd sung Quy chuan nay.

3. Trwéng hop huwéng dan cta qubc té vé phuong phéplthfj’ va cac quy dinh cta phap luat vién dan
trong Quy chuan nay dwoc stra ddi, b sung hodc thay thé thi 4p dung theo van ban méi.

PHU LUC
QUY DINH KY THUAT BOI VOI ACID FOLIC
1. Binh nghia
Tén hoéa hoc 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-ox0-6-pteridinyl)methyl]
amino]benzoyl]-L-glutamic

Acid Pteroylglutamic
Céng thirc phéan tor
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Ma s6 C.A.S. 59-30-3
Céng thtre hbéa hoc C19H19N7Og
Khéi lvong phén tir 441,40
2. Cam quan Acid folic c6 dang bét tinh thé mau vang hodc vang cam. Khéng mui
hoac gan nhw khéng mui
3. Chirc nang B sung acid folic vao thwec pham, chéng thiéu mau.
4. Yéu cau ky thuat
4.1. Dinh tinh
Do tan R4t it tan trong nuwérc, thye té khong tan trong ethanol (TS) (~750g/1),
trong aceton (R) va ether (R).
Hép thy tir ngoai Phé hép thu ctia dung dich mau thir ndng d6 15 pg/ml trong dung moi la

dung dich natri hydroxyd 0,1 mol/l (VS) c6 3 cuwc dai hép thu tai 256 nm;
283 nm; 365 nm, d6 hap thu quang twong tng la 0,82; 0,80; 0,28 (tot
nhat la st dung cuvet do 2 cm, tinh d6 hap thu I&p chat Iéng day 1 cm).



Séc ky Iép méng

4.2. B tinh khiét
Tro sulfat

Nuwéc

Cac Amin tw do

4.3. Ham lwvong

5. Phwong phap thwr
5.1. Binh tinh
Séc ky I6p mdng

5.2. Do tinh khiét
Tro Sulfat

Nuwée

5.3. Binh lvgng

Ty 1& cwdng d6 hap thu tai cac buwdc séng 256 nm va 365 nm Agse/Agss:
trong khoang 2,80 - 3,00.

Vét chinh thu dwoc trong sac ky do ctia dung dich A phai twong &rng vé
vi tri, hinh dang va mat d6 so v&i vét chinh trong sac ky do dung dich B.

Khéng dwoc qua 2,0 mg/g.
Khéng dwoc thap hon 70 mg/g va khéng dwoc qua 90 mg/g.
Ty sb Ar/Ag > 6 (Gia tri At va Ag thu dwoc trong phép thir dinh lwong).

Ham Iwong CioH1sN;Og khong duoc thap hon 96,0% va khong duoc
quéa 102,0% tinh theo ché pham khan.

Tién hanh th&r theo hwéng dan trong chuyén luan Sdc ky I6p méng
(Muc 1.14.1; Dwoc dién québc té 2006). St dung silicagel (G) (Silicagel
G, bot trdng, déng nhét; 1a hén hop cua silicagel c¢& hat 10-40 pm va
calci sulfat hemihydrat khoang 130 g/kg) lam pha tinh phd ban maéng.
Pha déng la hdn hop gdm 1-propanol R/ethanol ~750g/I (TS) /dung dich
amoniac ~260g/l (TS) theo ty |& thé tich twong (rng 2/1/2.

Dung moi: 1a hdn hop gdbm methanol (R) /dung dich amoniac ~260g/l
(TS) theo ty lé thé tich twong (rng 9/1.

Dung dich A (dung dich mau th): Pha dung dich mau thi trong dung
mdi nong d6 0,50 mg/ml.

Dung dich B (dung dich chuén): Pha dung dich chuén acid folic RS
trong dung moi nong dé 0,50 mg/ml.

Cham 2 puL dung dich A va dung dich B 1&n badn méng, cho khai trién
sac ky trong bubng séc ky da bdo hoa pha dong. Sau khi két thic quéa
trinh sac ky, lay ban méng ra, dé khé trong khong khi, kiém tra s&c ky
dd dwéi anh sang tr ngoai (365 nm).

Tién hanh thir theo hwéng dan trong Duoc dién quéc té 2006 (muc 2.3
chuyén luan Thr Tro sulfat).

Tién hanh th» theo huwong dan trong Dugc dién quéc té 2006 (muc 2.8
chuyén luan Xac dinh nwéc bang phuwong phap Karl-Fischer - Phwong
phap A).

Ma&u thr: 0,15 g.

Dung dich T: Can chinh xac 0,050 g mé‘u thr, hoa tan trong 50 ml dung
dich natri hydroxyd ~80 g/l (TS), lac deu, va dinh mtc den dd 100 ml
bang dung dich natri hydroxyd ~80 g/l (TS).

Dung dich T, (dung dich thr) va dung dich B, (dung dich tréng): lay vao
2 binh dinh m&c 100 ml, mbi binh 30 ml,dung Qich T, 20 ml Acid
hydrocloric ~70 g/l (TS), pha lodang dén du thé tich bang nwéc cat.

Dung dich T: LAy 60 ml dung dich T4, thém 0,5 g bot kém (R), dé yén,
thinh thodng lac déu, thwc hién nhw vay trong 20 phut. Loc dung dich
qua gidy loc khé, loai bé 10 ml dich loc d3u tién. L4y 10 ml dich loc tiép
theo cho vao binh dinh mirc 100 ml, dinh mirc dén du thé tich bang
nwéc cét.

L4y 5 ml dung dich T,, dung dich B, nuwéc cét (dung dich By), mdi dung
dich 14y riéng vao 1 binh dinh md&c 25 ml. Thém vao méi binh 1 ml nwéc
cét, 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 vao méi binh 1 ml
dung dich amoni sulfamat 5 g/l (TS), l&c déu va dé yén trong 2 phut.
Thém vao mdi binh 1 ml dung dich N-(1-naphtyl) ethylendiamin
hydroclorid 1 g/l (TS), l&c déu va dé yén trong 10 phut, pha loang dén
da thé tich bang nwérc cét.

Do dd hap thu quang cuta dung dich T, va dung dich B; so vé&i dung



6. Bao go6i va bao quan

dich B, tai bwéc song cuwc dai khodng 550nm. Ghi gia tri do hap thu
quang At va A trong rng.

Tién hanh twong tw ddi véi chuan acid folic RS va ghi lai do hap thu
quang As va Ags.

Tinh ham lwong (%) C19H19N;Og trong mau thir theo cdng thirc sau:
(%) =100 x (1OAT - AB)/(].OAS - ABS)

Trong trwong hop can thiét c6 thé nhan két qua voi ham luong (%)
C1oH19N;Og dd cong bb trong chéat chuén.

Gitr trong bao bi kin, tranh anh séang.



