BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
——————— boc lap — Twdo — Hanh phtc

Sb: 19/2010/TT-BYT Ha Noi, ngay 20 thang 5 nam 2010

THONG TU
BAN HANH QUY CHUAN KY THUAT QUOC GIA VE PHU GIA THU'C PHAM - CHAT LAM AM
BO TRUONG BO Y TE

Cé&n cwr Ludt Tiéu chudn va Quy chuén ky thuat ngay 29 thang 6 ndm 2006 va Nghi dinh sé
127/2007/ND-CP ngay 01 thang 8 ndm 2007 cta Chinh phd quy dinh chi tiét thi hanh mét sé diéu cia
Luét Tiéu chudn va Quy chuén ky thuat;

Cén ctr Phap 1énh Vé sinh an toan thuc phdm ngay 07 thdng 8 ndm 2003 va Nghij dinh sé
163/2004/NP-CP ngay 07 thang 9 ndm 2004 cua Chinh phd quy dinh chi tiét thi hanh mét sé diéu cia
Phap Iénh Vé sinh an toan thuc phém;

Cén ctr Nghj dinh sé 188/2007/NB-CP ngay 27 thang 12 ndm 2007 cda Chinh phd quy dinh chirc
néng, nhiém vu, quyén han va co céu té chirc cia BO Y té;

Theo dé nghj ciia Cuc truréng Cuc An toan vé sinh thue phdm, Vu truéng Vu Khoa hoc va Pao tao, Vu
truéng Vu Phéap ché,

QUY DINH:
Diéu 1. Ban hanh kém theo Théng tw nay:
QCVN 4-2:2010/BYT - Quy chuén k¥ thuat qudc gia vé phu gia thwe phdm - Chat lam am.
Piéu 2. Thong tw nay c6 hiéu lyc tlr ngay 01 thang 01 nam 2011.

Piéu 3. Cuc tredng Cuc An toan vé sinh thuc phdm, Tha trwéng cac don vi thugc BS Y té, cac don vi
trwc thudc Bo Y té; Giam dbc S& Y té céc tinh, thanh phd truc thudc trung wong va céc td chire, ca
nhan c6 lién quan chiju trdch nhiém thi hanh Thong tw nay. /.

KT. BQ TRUONG
Noi nhan: THW TRUONG

- VPCP (V&n xa, Cong bao, Cdng TTDT Chinh ph); THU TRUONG
- Cac BO, co quan ngang B9, co quan thudc CP;

- B6 Tw phap (Cuc Kiém tra VBQPPL);

- B6 trwdng Nguyén Quéc Triéu (dé bao cao);

- UBND céc tinh, thanh pho triec thudc TW;

- Vién Kiém sat nhan dan tdi cao; i
- Toa an nhan dan téi cao; Trinh Quan Huan
- S&'Y té cac tinh, thanh pho trec thude TW;

- Chi cuc ATTP céc tinh, thanh phd tryc thudc TW;

- TTYTDP céc tinh, thanh phd trwc thude TW;

- Céac co quan KTNN vé thuc pham nhap khau;

- Téng Cuc Tiéu chuén - Do lwdng - Chat lwong;

- Website BO Y t&;

- Lwu: VT, K2DT, PC, ATTP.
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Loi ndi déu
QCVN 4-2:2010/BYT do Ban soan thdo quy chudn ky thuat quéc gia vé Phu gia thuc phdm va chét hé

troy ché bién bién soan, Cuc An toan vé sinh thwc phdm trinh duyét va duoc ban hanh theo Thong tw
s0 19/2010/TT-BYT ngay 20 thang 5 nam 2010 cia B trwdng Bo Y té.

QUY CHUAN KY THUAT QUOC GIA
VE PHU GIA THU'C PHAM - CHAT LAM AM

National technical regulation on food additive - Humectant

I. QUY DINH CHUNG

1. Pham vi diéu chinh

Quy chuén ky thuat quéc gia (sau day goi tat la Quy chuan) nay quy dinh cac yéu cau ky thuat va
quan ly vé ghét lwgng, vé sinh an toan doi v&i cac chat lam am dwoc s dung véi muc dich lam phu
gia thyc pham.

2. DBéi twong ap dung

Quy chuén nay ap dung dbi voi:

2.1. T6 chirc, ca nhan nhap khau, xuét khau, san xuét, buén ban va st dung cac chét lam &m lam phu gia
thwc pham (sau day goi tat la td chire, ca nhan).

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

3. Giai thich ttr ngir va chir viét tat:

3.1. Céc chét lam &m: 1a phu gia thuc phdm dwoc s dung véi muc dich ngan nglra sw mat nwéc cla
cac san pham thyc pham.

3.2. JECFA monograph 1 - Vol. 4 (JECFA monographs 1 - Combined compendium of food addiditive
specifications; Joint FAO/WHO expert committee on food additives; Volume 4 - Analytical methods,
test procedures and laboratory solutions used by and referenced in the food additive specifications;
FAO, 2006): Cac yéu cau ky thuat dbi v&i phu gia thwe phdm, Tap 4 Cac phwong phap phan tich, quy
trinh thtr nghiém, dung dich th& nghiém dwoc st dung (ho&c tham chiéu) trong yéu cau ky thuat dbi
v&i phu gia thue pham; JECFA bién soan; FAO ban hanh nam 2006.

3.3. Ma sé C.A.S. (Chemical Abstracts Service): Ma sb ding ky héa chat cta Hiép hoi Héa chat Hoa
Ky.

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

3.5. MTDI (Maximum Tolerable Daily Intake): Lwong &n vao hang ngay tbi da chiu dung duoc.

3.6. INS (International numbering system): H& théng ma sé quéc té vé phu gia thuwc pham.

Il. YEU CAU KY THUAT, PHUONG PHAP THU? VA LAY MAU

1. Yéu cau ky thuat va phuong phap thtr déi véi chat lam &m 1a calci dihydro diphosphat dwoc quy
dinh tai phu luc ban hanh kém theo Quy chuén nay.

2. Cac yéu cau k¥ thuat quy dinh trong Quy chuan nay duoc thir theo JECFA monograph 1 - Vol. 4,
ngoai trlr moét s6 phép thir riéng dwoc md ta trong cac phu luc. Cac phwong phap thir dwoc hwéng
dan trong Quy chuan nay khong bat budc phai ap dung, c6 thé sir dung cac phwong phap thir khac
twong dwong.

3. L4y mau theo hwéng d‘én tai Thong tw 16/2009/TT-BKHCN ngay 02 thang 6 nam 2009 clia Bo
Khoa hoc va Céng nghé vé huwdng dan kiém tra nha nwéc vé chat lwgng hang hda Iwu théng trén thi
trwdng va cac quy dinh khac cta phap luat coé lién quan.

lll. YEU CAU QUAN LY
1. Céng bd hop quy
1.1. Céc chét lam &m phai dwoc cong bd phu hop véi cac quy dinh tai Quy chun nay.

1.2. Phwong thire, trinh tw, tha tuc cong bbé hop quy dwoc thye hién theo Quy dinh vé chirng nhan
hop chuén, chirng nhan hop quy va céng bd hop chuan, cong bbé hop quy ban hanh kém theo Quyét
dinh s6 24/2007/QD-BKHCN ngay 28 thang 9 ndm 2007 cta Bo trwédng B6 Khoa hoc va Cong nghé
va cac quy dinh cta phap luat.



2. Kiém tra déi véi chat lam dm

Viéc kiém tra chat lwong, vé sinh an toan dbi véi cac chat lam dm phai thye hién theo cac quy dinh
cua phép luat.

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

1. Té chire, ca nhan phai cong bb hop quy phi hop voi cac quy dinh ky thuat tai Quy chuan nay, dang
ky ban cong bo hop quy tai Cuc An toan vé sinh thyc pham va bao dam chat lvgng, vé sinh an toan
theo dung ndi dung da cong bo.

2. T4 chirc, ca nhan chi dwoc nhap khéau, xuét khau, san xuat, buon ban va st dung cac chét lam am
sau khi hoan tat dang ky ban céng bé hop quy va bao dam chat lwgng, vé sinh an toan, ghi nhan phu
hop véi cac quy dinh cla phap luat.

V. TO CHUC THUC HIEN

1. Giao Cuc An toan vé sinh thuc phdm chi tri, phdi hop voi cac co quan chirc nang c lién quan
hwéng dan trién khai va td chire viéc thwe hién Quy chuan nay.

2. C&n ct vao yéu cau quan ly, Cuc An toan vé sinh thwe pham cé trach nhiém kién nghi Bo Y té stra
ddi, bd sung Quy chuan nay.

3. Trwong hop huéng dan clia qudc té vé phuong phap thir va cac quy dinh cta phap luat vién dan
trong Quy chun nay dwoc stra ddi, b sung hodc thay thé thi 4p dung theo van ban mai.

PHU LUC
YEU CAU KY THUAT VA PHUONG PHAP THU BOI VOI CALCI DIHYDRO DIPHOSPHAT
Monocalcium dihydrogen pyrophosphate, Acid calci pyrophosphat

1. Tén khdc, chi so INS 450vii

MTDI=70mg/kg thé trong tinh cho phospho tir cac nguén thwc pham

2. Dinh nghia

Monocalci dihydrogen diphosphat
Tén hda hoc

) 14866-19-4
Ma so C.AS.
CaH2P207
Cbéng thure hda hoc
215,97

Khbi lvong phan tir

Tinh thé trédng ho&c bét trdng
3. Cém quan

Chét lam am, 6n dinh, bot ndi, chat nhi hoéa, chat dinh dwéng.
4. Chue ndng

5. Yéu cdu kj thudt

5.1. Binh tinh

Phai cé phan &rng dac trwng cla calci
Calci

Phai c6 phan (rng dac treng clia phosphat.
Phosphat

5.2. DBé tinh khiét

Khong dwoc qué 1,0 % (105 °C trong 4 gio).
Giégm khéi lvong khi séy



kho

Cdc chdt khéng tan trong
acid

Florid
Arsen
Chi

5.3. Ham luvong CaH2P,07
6. Phuong phdp thir

6.1. D6 tinh khiét

Florid

Arsen

Chi

6.2. binh luong

Khdéng dwoc quéa 0,4%.

Khéng dwoc qua 30 mg/kg.

Khéng dwoc qua 3,0 mg/kg.

Khéng dwoc qua 4,0 mg/kg.

Khéng duoc qué 64,0% quy ra P20s tinh theo ché pham kho.

- Thir theo hwéng dan tai JECFA monograph 1 - Vol. 4.

- Phuong phép III; st dung ¢& mau va céc thé tich dung dich chuan
phu hop dé xay dwng dwong chuan.

- Thir theo hwéng dan tai JECFA monograph 1 - Vol.4 , phwong phap
Il.

- Thir theo hwéng dan tai JECFA monograph 1 - Vol.4 .

- X&c dinh bang k¥ thuat hap thu nguyén t& thich hop cho ham lwong
quy dinh. Lwa chon ¢& mau th& va phwong phap chuan bi mau dua
trén nguyén tac cta phuwong phap mé ta tai JECFA monograph 1 -
Vol.4 phan cac phuong phap phan tich céng cu.

Can khoang 200 mg (chinh xac dén mg) mau thtr, hoa tan trong 25 ml
nuwdc va 10 ml dung dich acid nitric loang (TS) va dun séi trong 30
phit. Loc néu can va riva két tha sau do hoa tan tha bang cach thém
1 ml dung dich acid nitric loang (TS). Bun néng dén 50 °C, thém 75 ml
dung dich amoni molybdat (TS) va git* & 50 °C trong 30 phut, thinh
thoang khuéy. Dé yén 16 gio hodc qua dém & nhiét dé phong. Gan
phan dich phia trén qua gidy loc, rira tia bang nwéc 1 hoac 2 1an, méi
lan 30 - 40 ml, gan bd dich rira |én gidy loc néu trén, Cho két tia vao
gidy loc vira gan dich rira, rira toan bd bang dung dich kali nitrat
(1/100) d@én khi dich rira khéng con acid khi thir véi quy tim. Cho gidy
loc chira tda vao binh két tGa ban dau, thém 50ml dung dich natri
hydroxyd 1N, l&c dén khi tGa tan hoan toan, thém 3 giot dung dich
phenolphtalein (TS) va chuén d6 lwong natri hydroxyd dw bang acid
sulfuric 1N.

M&i ml dung dich natri hydroxyd 1 N twong dwong véi 3,088 mg P2Os.



