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BOY TE

BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
Pdc ldp - Tw do - Hanh phic

Sé: 14/2010/TT-BYT Ha Néi, ngay 20 thang 5 nim 2010

THONG TU
Ban hanh Quy chuan ky thuat quéc gia vé cdc chit
dwoc sir dung deé bo sung kém vao thuc pham

Cin cir Luat Tiéu chuin va Quy chuan ky thuat ngay 29 thang 6 nim 2006 va
Nghi dinh s6 127/2007/ND-CP ngay 01 thang 8 niam 2007 ctia Chinh phi quy dinh
chi tiét thi hanh mot sd diéu cua Luat Tiéu chuén va Quy chuén k¥ thuat;

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

Can ctr Nghi dinh s6 188/2007/ND- CP ngay 27 thang 12 ndm 2007 cua Chinh

phti quy dinh chirc ning, nhiém vu, quyén han va co cau té chirc cia Bo Y té;
Theo dé nghi ciia Cuc truong Cuc An toan vé sinh thuc pham, Vu truong Vu
Khoa hoc va Dao tao, Vu truong Vu Phap ché, ;

QUY DINH:

Diéu 1. Ban hanh kém theo Théng tu nay:

QCVN 3-1:2010/BYT - Quy chuén ky thuat quéc gia vé cac chat dugc sir dung
dé b6 sung kém vao thuc pham.

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

Piéu 3. Cuc truong Cuc An toan vé sinh thuc pham, Thu truong cac don vi
thudc BO Y té, cac don vi truc thude B Y té; Giam ddc S& Y té cac tinh, thanh
phé truc thuoc Trung wong va cac td chire, ca nhan ¢o lién quan chju trach nhiém
thi hanh Thong tu nay./.

KT. BQO TRUONG
THU TRUONG

Trinh Quin Huén
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QCVN 3-1: 2010/BYT

QUY CHUAN KY THUAT QUOC GIA
VE CAC CHAT PUQC SU DUNG DE BO SUNG KEM
VAO THUC PHAM

National technical regulation
on substances may be added for zinc fortification in food

Léi néi diu

QCVN 3-1: 2010/BYT do Ban soan thdo quy chudn ky thudt quoc gia vé Thue
phdam bo sung vi chat dinh didng bién soan, Cuc An toan vé sinh thyc pham trinh
duyét va duge ban hanh theo Thong tur s6 14/2010/TT-BYT ngay 20 thang 5 nam 2010
cua Bo truong BO Y té.
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QUY CHUAN KY THUAT QUOC GIA
VE CAC CHAT BPUQC SU DUNG PE BO SUNG KEM
VAO THUC PHAM
National technical regulation
on substances may be added for zinc fortification in food

I. QUY PINH CHUNG

1. Pham vi diéu chinh

Quy chuan k¥ thuét quéc‘gia (sau day goi tit 1a Quy Ch}lf'in) nay quy dinh cac
yéu cau k¥ thuat va quan ly vé chat lugng, vé sinh an toan do6i vadi cac chat dugc sur
dung v&1 muc dich bo sung kém vao thyc pham.

2. Déi tugng ap dung

Quy chuan nay ap dung ddi voi:

f 2. l T6 chite, ¢4 nhan nhe_'ip khau, xudt khéu’, san 3{u€it, budn ban va sur dung cac

chat bo sung kém vao thuc pham (sau day goi tat la to chirc, ca nhan).

2.2. Co quan quan ly nha nudc €6 lién quan.

3. Giai thich tir ngir va chir viét tit __

3.1. Cac chat bé sung ]{ém vio thuc pham: 1a cac chat duge chu dong cho Vo
thue pham véi1 muc dich bo sung kém.

3.2. Food chemical codex 2008: BJ tiéu chu'ﬁn cua Hoa Ky (dugc ap dung o
Canada, Australia, New Zealand) d6i voi cac chat sir dung trong thuc pham (phu

gia thic pham, chit hd trg ché bién, vi chét dinh dudng bd sung...); do Hoi dong
Duoc dién Hoa Ky xuat ban lan thit 6 nim 2008.

3.3. Mi sb C.A.S (Chemical Abstracts Service): Ma s6 dang ky hoa chat cua
Hiép hoi Hoa chat Hoa Ky.

3.4. TS (test solution): Dung dich thudc thir.

3.5. R (Reagent): Thudc thir

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

II. YEU CAU KY THUAT VA PHUONG PHAP THU

L Yéu cau ky thuét va phuong phap thir d6i véi cac chat bo sung kém vao thuc

pham dugc quy dinh tai cac phu luc ban hanh kém theo Quy chuan nay nhu sau:

1.1. Phu luc 1: Yéu cau ky thuét va phuong phap thir d6i véi kém sulfat.

1.2. Phu luc 2: Yéu cau ky thuat va phuong phap thir dbi voi kém oxyd.
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2. Cac yéu cau ky thuat quy dinh trong Quy chuan nay dugc thir theo Food
Chemical Codex 2008, ngoai trir cac phuong phap thir dugc huéng dan riéng trong
Quy chuan nay; co thé su dung cac phuong phap thu khac tuong duong.

3. Liy mau theo huéng dan tai Théng tr s6 16/2009/TT-BKHCN ngay 02
thang 6 nim 2009 ciia B Khoa hoc va Céng nghé vé huéng dan kiém tra nha
nude vé chat luong hang hoa luu thong trén thi truong va cac quy dinh khac cua
phap luat co lién quan.

I11. QUY PINH QUAN LY

1. Cong bd hop quy

1.1. Cac chat dugce sir dung véi muc dich bo sung k&m vao thuc pham phai
duogc cong bo phi hop vai cac quy dinh tai Quy chuan nay.

1.2. Phuong thirc, trinh ty, thii tuc cong bd hgp quy duge thuc hién theo Quy
dinh vé chung nhan hgp chuan, chung nhan hop quy va cong bé hgp chuan, cong
bo hop quy ban hanh kém theo Quyét dinh s6 24/2007/QD-BKHCN ngay 28
thang 9 nam 2007 cua B¢ truong Bo Khoa hoc va Céng nghé va cac quy dinh cua
phap luat.

2. Kiém tra d6i véi chét bé sung kém vao thye phadm

Viée kiém tra chét lwong, vé sinh an toan ddi véi chit bo sung kém vio thlxc
pham phai dugc thuc hién theo cac quy dinh cta phép luat. =

IV. TRACH NHIEM CUA TO CHUC, CA NHAN

1. T4 chirc, ca nhan phai ¢ong bd hop quy phit hop véi cac yéu cau ki thuat tai
Quy chuan nay, dang ky ban cong boé hgp quy tai Cuc An toan v¢ sinh thuc pham
va bao dam chat lugng, v¢ sinh an toan theo dung noi dung da cong bo.

2. T6 chirc, ca nhan chi duge nhap khéu, xuat khau, san xuat, budn ban va sir
dung cac chat bo sung kém vao thuc pham sau khi hoan tat dang ky ban cong bo
hgp quy va bao dam chat lugng, v¢ sinh an toan, ghi nhan phu hop véi cac quy
dinh cua phap luat.

V. TO CHUC THY'C HIEN

1. Giao Cuc An toan vé sinh thuc pham chu tri, phéi hop véi cac co quan chirc
nang co lién quan hlr('mg dan trién khai va to chic viée thuc hién Quy chuéan nay.

2. Cancu vao yéu cau quan ly, Cuc An toan v¢ sinh thuc pham c6 trach nhiém
kién nghiBoY té stra doi, bo sung Quy chuan nay.

3. Truong hop hudng dan cua qudc té vé phuong phap thir va cac quy dinh cua
phap luat vién dan trong Quy chuin nay duogc sira doi, bé sung hoic thay thé thi ap
dung theo van ban mai.
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Phu luc 1

YEU CAU KY THUAT VA PHUONG PHAP THU'

1. Dinh nghia
Tén hoa hoc
M 56 C.A.S.

Cong thirc hoa hoc
Khoi heong phén tir

2. Cam quan

3. Chirc ning
4. Yéu cau ky thuat
4.1. Binh tinh

Do tan

Kem

Sulfat

4.2. B tinh khiét
Kiém va kiém thé
Cadmi

Chi

Thuy ngdn

Selen

POI VOI KEM SULFAT

Kém sulfat.

Dang monohydrat: 7445-19-7.
Dang heptahydrat: 7446-20-0.
Dang monohydrat: ZnSO4.H,O.
Dang heptahydrat: ZnSO4.7H>0.
Dang monohydrat: 179,45.
Dang heptahydrat: 287,54.

Ché pham kém sulfat co dang tinh thé ling tru trong
sudt hodc tinh thé hinh kim nho hodic dang hat, dang
bot vi tinh thé. Phan tir c6 thé chita 1 hoic 7 phan tur
nude hydrat hoa. Dang heptahydrat c¢d thé bi mat nudc

trong khong khi khd fai nhigt do thuong, dang
monohydrat mat nuée tai 238°C. Dung dich c6 tinh 2

acid khi thir bang quy.
Chat dinh dudng.

Qang monohydrat tan trong nudc va khong tan trong
con. 1 g dang heptahydrat tan trong 0,6 ml nudc, trong
khoang 2,5 ml glycerin; khong tan trong con.

Phai co phan img dac trung cua kém.

Phai co phan img dac trung cua sulfat.

Khéng dugce qua 0,5%.
Khong dugc qua 2,0 mg/kg.
Khodng dugce qua 4,0 mg/kg.
Khoéng dugce qua 5,0 mg/kg.
Khong dugc qua 0,003%.
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4.3. Dinh lugng

4.4. Do acid

5. Phuong phap thir
5.1. Pinh tinh

Keéem

Sulfat

5.2. D6 tinh khiét

Kiém va kiem tho

Cadmi

Chi

Thuy ngan

Dang monohydrat: Khéng dwoc thip hon 98,0% va
khong dugc qua 100,5% ZnS0O,4.H,0.

Dang heptahydrat: Khong duoc thap hon 99,0% va
khong dugc qua 108,7% ZnS0O4.7H,0.

Dung dich mau thir trong nude cat (50 mg/ml) khong
duge cd mau hong khi thém dung dich da cam methyl (TS).

- Thur theo Food chemical codex 6 (chuyén luan dinh
tinh kém, Phu luc-111 A).

- Dung dich méu thu: 50 mg/ml.

- Thir theo Food chemical codex 6 (chuyén luan dinh
tinh sulfat, Phu luc III A).

- Dung dich mau thu: 50 mg/ml.

- Mau thir: Can 2 g e
- Tién hanh thir: Chuyén méu thir da can vao binh dinh
mitc 200 ml, hoa tan mau thir trong khoang 150 ml
nudc cat. Két tia hoan toan kém bang cach thém dung
dich amoni sulfid (TS). Pinh mirc dén du thé tich bing
nudc cat, lic déu. Loc qua giay loc kho, loai bo phan
dau cua dich loc, lay 100 ml dich loc tiép theo. Thém
vai giot acid sulfuric. Cho bay hoi dén kho trén mét dia
d3 can bi. Nung dén khéi lugng khong doi.

Céan con lai khong duoc qua 5 mg.

- Thu theo Food chemical codex 6 (chuyén luan thur
g161 han Cadmi, Phu luc 111 B).

- Thir theo Food chemical codex 6 (chuyén luan Thu
giéi han chi, phuong phap chiét véi  amoni
pyrolidindithio carbamat APDC - Phu luc III).

- Mau thi: 5 g.

- Thur theo Food chemical codex 6 (chuyén luan Thu
€101 han thuy ngan - Phu luc III B).
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Selen

5.3. Dinh lugng

6. Bao goi va bao quin

- Chuan bi mau tha: Can 400 mg mau thir, cho vao
trong | céc nho, hoa tan trong 10 ml nude cat. Thém 1 ml
dung dich acid sulfuric 1/5 va 1 ml dung dich kali
permanganat 1/25. Day miéng cbc, dun séi trong vai
gidy, dé ngudi.

- Thu theo Food chemical codex 6 (chuyén luan Thu
gi61 han Selen, Phuong phap I - Phu luc 111 B).

- Mau thir: 200 mg.

- Mau thu: Can 175 mg dang monohydrat hoic 300 mg
dang heptahydrat.

- Phén tich: Hoa tan mau thi trong 100 ml nudc cat,
thém 5 ml dung dich dém amoniac-amoni clorid (TS)
va thém 0,1 ml dung dich den eriochrom T (TS). Chuan
d6 vo1 dung dich dinatri EDTA 0,05M dén khi dung
dich ¢6 mau xanh lam ro6.

Mébi ml dung dich dinatri EDTA 0,05M tuong duong
v 8,973 mg ZnSO4.H,0 hogc 14,38 mg ZnSO,.7H,O0

Gitr trong bao bi kin, khong c6 khong khi.
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Phu luc 2

YEU CAU KY THUAT VA PHUONG PHAP THU

1. Pinh nghia

Tén hoa hoc

Ma s6 C.A.S.

Cong thiee hoa hoc
Khoi liwong phén tir

2. Cam quan

3. Chirc ning

4. Yéu ciu ky thujt
4.1. Pinh tinh

Do tan

Kem

Dot trén hra

4.2. D6 tinh khiét
Gidam khoi leong khi
nung

Tinh kiém

Cadmi

Chi

Cdc chat khong két tia

vot sulfid
4.3. Pinh luong

POI VOI KEM OXYD

Kém oxyd

1314-13-2

ZnO

81,38

Ché pham kém oxyd cé dang bt vé dinh hinh mau
trang, min. Khi dé ngoai khong khi cé thé tir tir hap thu
carbon dioxyd.

Chét dinh dudng.

Khong tan trong nudc, khéng tan trong con; tan trong
dung dich acid loang va dung dich kiém manh.

Phai c6 phan img dac trung ctia kém.
Khi d6t nong, mau thir chuyén sang mau vang, mau vang
nay s& mat khi 1am nguéi mau thur.

Khong duoc qua 1,0%.

Pat yéu cau (md ta trong phan phuong phap thur).
Khoéng dugc qua 3,0 mg/kg.

Khéng duoc qua 10,0 mg/kg.

Khong dugce qua 0,5%.

Ham lrong ZnO trong ché pham sau khi nung khong
duoc thip hon 99,0%.
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5. Phuwong phap thir
5.1. Dinh tinh

Kem

5.2. Do tinh khiét
Giam khoi heong khi
nung

Tinh kiem

Cadmi

Chi

Cde chdt khong két tia
voi sulfid

Thir theo hudéng dan tai Food chemical codex 6
(Chuyén luan dinh tinh kém).

- Dung dich mau thir: Hoa tan mau thir trong dung dich
acid hydrocloric 3N, cho du it acid.

- Thir theo hudng dan tai Food chemical codex 6.

- Mau thu: 2 g.

- Phan tich: nung tai 800°C + 25°C, dén khéi luong
khong doi.

Can 2 g mau thir, phan tan trong 20 ml nuéc cat. Pun
sOi trong 1 pht, loc lay dich loe. Thém vao dich loc 0,1 ml
dung dich phenolphtalein (TS), dich loc khong dugc
xuat hién mau do.

- Thu theo Food chemical codex 6 (chuyén luan Thu
2101 han cadmi).

- Dung dich mau thir: Can chinh x4c 5 g mau thu, cho
vao binh dinh muc 50 ml, hoa tan mau thu trong mot
lrong t6i thiéu dung dich acid hydrocloric (2:3). Pha
lodng dén du thé tich bang nude cat, lic déu.

- Thu theo Food chemical codex 6 (chuyén luan Thu
giéi  han chi, phuong phap chié¢t voi  amoni
pyrolidindithio carbamat APDC).

-Mauthr: 2 g

-Mauthi: 2 g

- Phan tich: Cho mau thir vao binh 200 ml, hoa tan mau
thir trong 20 ml dung dich acid acetic (1:4). Pha loang
dén khoang 150 ml bing nuéc cit, lic déu. Két tua
hoan toan kém bang dung dich amoni sulfid (TS), pha
lodng dén thé tich bang nude cat. Loc qua gidy loc kho,
loai bo dich loc cua giai doan dau, tiép theo lay 100 ml
dich loc. Thém vao dich lgc thu dugc vai giot dung dich
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5.3. Dinh luong

acid sulfuric. Cho bay hoi dén khé trén bé cach thuy va
trong mot dia da can bi. Nung chén cho dén khi mubi
amoni bay hoi hét, sau dé nung tai 800°C + 25°C, dén
khéi luong khéng dbi va can. Khéi luong cin khéng
dugc qua 5 mg.

- Mau thtr: Can 1,5g ché pham méi nung.

- Phan tich: Hoa tan mau thur va 2,5g amoni clorid trong
50 ml acid sulfuric IN, dun nhe néu can. Khi mau thi
tan hoan toan, thém vai giot dung dich da cam methyl
(TS) va chuan do acid sulfuric du bang dung dich natri
hydroxyd 1 N. Mdi 'ml acid sulfuric IN tuong duong
v6i 40,69 mg ZnO.

6. Bao géi va biao quian  Gitwr trong bao bi kin.
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