BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

S6:31 /2020/TT-BYT Ha Noi, ngay 31 thdng 12 nam 2020

THONG TU
Ban hanh 10 Quy chuén ky thuit quoc gia
doi véi phu gia thuc pham

Can cit Ludt an toan thwc pham sé 55/2010/QHI2 ngay 17 thing 6 ndm
2010y

Can cir Ludt tiéu chudn va quy chudn ky thudt soé 68/2006/QH13 ngay 29
thang 6 nam 2006,

Can cir Nghi dinh s6 127/2007/ND-CP ngay 01 thang 8 nam 2007 cua
Chinh phit quy dinh chi tiét thi hanh mot s6 diéu cua Ludt tiéu chudn va quy
chudn kj thudt va Nghi dinh 56 78/2018/ND-CP ngay 16 thang 5 nam 2018 cua
Chinh phii sira déi, bo sung mot sé diéu cia Nghi dinh so 127/2007/ND-CP

ngay 01 thang 8 nam 2007 cua Chinh phu quy dinh chi tiét thi hanh mét soé diéu
Ludt tiéu chudn va quy chudn kj thudt;

Can cur Nghi dinh so 15/2018/ND- CP ngay 02 thang 02 nam 2018 cua
Chinh phii quy dinh chi tiét thi hanh mét sé diéu ciia Ludt an toan thire pham;

Can cir Nghi dinh s6 75/2017/ND- CP ngay 20 thang 6 nam 2017 cua Chinh
phit quy dinh chitc nang, nhiém vu, quyén han va co cau té chirc ciia B4 Y té;

Theo dé nghi cua Cuc truong Cuc An toan thyc pham;

Bé trucng Bé Y té ban hanh Théng tw ban hanh 10 Quy chudn k3 thudt quoc
gia doi voi phu gia thuwc pham.

Picu 1. Ban hanh quy chuin k¥ thuit qudc gia
Ban hanh kém theo Thong tu nay 10 Quy chuan ky thuat qudc gia ddi voi
phu gia thuc pham bao gom:
1. QCVN 4-24:2020/BYT - Quy chuén k§ thudt quoc gia vé phy gia thyc
pham Calci cyclamat;
2. QCVN 4-25:2020/BYT - Quy chuan ky thuat qubc gia vé phu gia thuc
pham Natri cyclamat;
3. QCVN 4-26:2020/BYT - Quy chuan ky thuat qubc gia vé phu gia thuc
pham Calci saccharin;
4. QCVN 4-27:2020/BYT - Quy chuan ky thuat qubc gia vé phu gia thuc
pham Kali saccharin;
5. QCVN 4-28:2020/BYT - Quy chuan ky thuat qudc gia vé phu gia thuc
pham Natri saccharin;
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6. QCVN 4-29:2020/BYT - Quy chuan ky thuat qudc gia vé phu gia thuc
pham Sucralose;

7. QCVN 4-30:2020/BYT - Quy chuan ky thuat qubc gia vé phu gia thuc
pham Alitam;

‘8. QCVN 4-31:2020/BYT - Quy chuan k§ thuat quéc gia vé phu gia thyc
pham muoi Aspartam-acesulfam;

9. QCVN 4-32:2020/BYT - Quy chuén ky thuat qudc gia vé phu gia thyc
pham Siro polyglycitol;

'10. QCVN 4-33:2020/BYT - Quy chudn k¥ thuat quoc gia vé phu gia thyc
pham Siro sorbitol.

Piéu 2. Hiéu lyc thi hanh
Thong tu nay c6 hi¢u lyc thi hanh tir ngay 01 thdng 9 ndm 2021.
Piéu 3. Piéu khoan chuyén tiép

1. Céac phu gia thuc phdm quy dinh tai Diéu 1 cua Thong tu nay da dugc cap
Gidy x4c nhan cong bd phu hop quy dinh an toan thue pham trudc ngay Thong
tu nay c6 hiéu luc dugc tiép tuc san xudt, kinh doanh dén hét thoi han hiéu luc
ghi trong Gidy xac nhin va hét thoi han st dung cta san pham.

2. Céc phu gia thyc pham quy dinh tai Diéu 1 ctia Thong tu ndy da thuc hién
tu cong bd san pham va dugc san xuét, kinh doanh trudc ngay Thong tu nay c6
hiéu Iyc thi tiép tuc dugc luu thong dén hét thoi han st dung cia san pham.

Piéu 4. Trach nhiém thi hanh

Cuc truong Cuc An toan thuc pham, Thu trudng cac don vi thudc, truc thudc
Bd Y t€; Giam doc S¢ Y té cdc tinh, thanh pho truc thude trung wong va to chie,
cd nhén lién quan chiu trach nhi¢m thi hanh Thong tu nay.

Trong qua trinh thuc hién néu c6 kho khan, vuong mac, cac co quan, td
chtrc, cd nhan phan dnh vé BO Y té (Cuc An toan thuc pham) dé nghién ctru, giai
quyét.

= Uy ban vé cdc van dé xa hoi ciia Qudc hoi;

- VPCP (Céng bdo, Cong TTDT Chinh phi);

- Céc B9, co quan ngang B9, co quan thuge Chinh phu;
- B6 Tu phap (Cuc Kiém tra VBQPPL);

- Bo trudng (dé ble);

- Cac don vi thudc Bo Y té;

- UBND cic tinh, thanh phé truc thudéc TW;

-S& Y té céc tinh, thanh phd tryc thude TW;

- Téng cuc TC-bL-CL (dé déng ba);

- Cong thong tin dién tir BO Y té; e p .
_Luu: VT, K2DT, PC, ATTP. Truong Quoc Cudng

Noi nhn: KT. BQO TRUONG
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-24:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VOI PHU GIA THUC PHAM CALCI CYCLAMAT

National technical regulation of Calcium cyclamate

HA NOI - 2020
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Loi néi dau

QCVN 4-24:2020/BYT do Ban soan thdo xay dwng Théng tw
ban hanh cac quy chuan kj thuat quéc gia vé& phu gia thuc
pham bién soan, Cuc An toan thwc pham trinh duyét, Bd Khoa
hoc va Céng nghé tham dinh, B6 trwdng Bo Y t& ban hanh theo
Thong tw sd 31 /2020/TT-BYT ngay3 1 thang 12n&m 2020.

QCVN 4-24:2020/BYT
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QCVN 4-24:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI vOI PHU GIA THUYC PHAM CALCI CYCLAMAT

National technical regulation of Calcium cyclamate

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau ky thuat déi véi phu gia thuwe phdm Calci cyclamat.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. T chirc, ca nhan san xuét, kinh doanh phu gia thuwc phdm Calci cyclamat
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwe pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu cau ky thuat déi véi phu gia thue pham Calci cyclamat dwgc quy dinh tai
Phu luc ban hanh kém theo Quy chuan nay.

5. Phuvong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh ca phap luat hién hanh.
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QCVN 4-24:2020/BYT

Il. YEU CAU QUAN LY

7. Cong bd hop quy

Té chire, ca nhan phai thuwc hién céng bd hop quy dwa trén phwong thire tw
céng bd sdn phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh pht quy dinh chi tiét thi hanh mét sb diéu cda Luat an
toan thuc pham va Didu 3 Nghi dinh s& 155/2018/ND-CP ngay 12/11/2018 cua
Chinh pht vé sira dbi, bd sung mét sd quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thwe phdm Calci cyclamat thyc hién theo quy dinh tai
Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cGa Chinh phd vé nhan hang hoa va
cac quy dinh ctia phap luat co lién quan.

9. Kiém tra déi v&i phu gia thwec pham Calci cyclamat

Viéc kiém tra chét lwong, an toan dbi véi phu gia thwc phdm Calci cyclamat
thwe hién theo quy dinh ctia phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU’C, CA NHAN

10. T chirc, ca nhan chju trach nhiém vé san phdm, ddm bado san pham dap
(ng v&i cac yéu cau ky thuat tai Quy chudn nay va cac quy dinh cta phap luat hién
hanh.

11. Té chirc, ca nhan thwe hién cong b hop quy theo quy dinh tai Piéu 7 cla
Quy chuan nay.

V. TO CHU’C THU'C HIEN

12. Giao Cuc An toan thwc phadm cha tri, phdi hop véi cac co quan chirc ndng
c6 lién quan tb chirc huwéng dan, trién khai thuwe hién Quy chuén nay.

13. C&n c& vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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QCVN 4-24:2020/BYT

Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUC PHAM CALCI CYCLAMAT

1. Tén khac, chi s6

2. Pinh nghia

Tén hoéa hoc

Mé sé C.A.S.
Cébng thtre héa hoc

Céng thirc céu tao

Khéi luong phén tor

3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Pinh tinh

Do tan

Tao két tia

Ther calci

5.2. Do tinh khiét

Hao hut khoi lvong sau
khi say

Cyclohexylamin
Dicyclohexylamin
Chi

Calci cyclohexylsulfamat; calci cyclohexansulfamat
INS 952(ii)

ADI: 0 — 11 mg/kg thé trong dbi v&i acid cyclamic va cac
muoi calci va natri ctia né (tinh theo acid cyclamic)

Calci cyclamat, calci cyclohexylsulfamat; calci
cyclohexansulfamat

139-06-0
C12H24Ca N20682 2H20

(}N”H
A

- S0,

432,57

Tinh thé hodc bot tinh thé trang. D6 ngot cao gap khoang
30 lan sucrose

2933.59.90

@
ca’® . 2H,0

-2

Tan trong nwoc, it tan trong ethanol
Dat yéu cau theo phwong phap thr
Dat yéu cau theo phwong phap thir

Khéng thdp hon 6,0 % va khéng vuwot qua 9,0 % (140 °C
trong 2 h)

Khéng vwot qua 10 mg/kg
Khoéng vuwot qua 1 mg/kg
Khéng vuwot qua 1 mg/kg
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QCVN 4-24:2020/BYT

5.3. Ham luvgng Calci Khong t,hép,ho’n 98,0 % va khéong vuot qua 101,0 % tinh
cyclamat theo ché pham khan

6. Phwong phap tho

6.1. Dinh tinh

Do tan Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phuwong phap danh gia ngoai quan va xac djnh cac chi tiéu
vét ly (muc 3.7).

Tao két tia Thém 1 ml dung dich acid hydrocloric 10 % (khdi lwgng/thé

tich) vao 10 ml dung dich méau th&r 1 : 100 (thé tich), tron
thém 1 ml dung dich bari clorid (BaCl,.2H,0) 12% (khdi
lwong/thé tich). Dung dich van trong nhwng khi thém 1 ml
dung dich natri nitrit 10 % (khdi lwong/thé tich) thi tao thanh
két tua trang.

Ther calci Xac dinh theo TCVN 6534:2010, Phu gia thuc phédm —
Phép thtr nhan biét (muc 4.1.2).

6.2. Do tinh khiét
Hao /’]l_.lt khéi lwong sau Xac dinh theo TCVN 8900-2:2012, Phy gia thuc phém -
khi say Xac dinh cac thanh phéan vé co - Phan 2: Hao hut khoi

lwong khi séy, ham luong tro, chat khéng tan trong nuéc va
chat khéng tan trong axit (muc 5.1), thwc hién & 140 °C

trong 2 h.

Cyclohexylamin Xac dinh theo TC\/N 9052:2012, Phu gia thuc phém - Xac
dinh cac thanh phan hiru co (muc 2.3)

Dicyclohexylamin Xac dinh theo TCVN 9052:2012, Phu gia thuc phdm - Xéc

dinh céc thanh phan hitu co (muc 2.4)

Luu y: Quy trinh ndy danh cho sac ky khi ding cét nhoi.
Néu khéng c6 san cot nhdi cho sac ky khi, co thé dung cét
mao quan cho sac ky khi. Can phai thiet lap diéu kién sac
ky, c6 thé tham khao diéu kién sau day:

- Cét Agilent DB-5 (30 m x 0,25 mm x 0,25 pm)
- Chuwong trinh Gradient:

Thoi gian (phat) | Nhiét do (°C) Thaoi gian gilr (phat)
0,0 40,0 1,0
10,0 260,0 2,0
20,0 300,0 2,0

Th&i gian lwu cua dicyclohexylamin va nitrobenzen khoang
8 phut va 13 phut

Chi Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phdm —
Xéc dinh cac thanh phén vé co — Phan 6: Dinh luong
antimon, bari, cadimi, crom, déng, chi va kém béng do phé
hép thu nguyén tr ngon Itra; hodc
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6.3. Binh lwong

QCVN 4-24:2020/BYT

TCVN 8900—8:2012, P/:)l_,l gia thuc phdm — Xac dinh géc
thanh phan vé co — Phan 8: Dinh lwong chi va cadimi bang
do ph6 hap thu nguyén t& dung 1o graphit.

Can chinh xac 0,4 g mau thir, hoa tan trong hén hop 50 ml
nwéc va 5 ml dung dich acid hydrocloric 10 % (khdi
lwong/thé tich).

Chuén d6 dung dich th& bang dung dich natri nitrit 0,1 M.
Khi gan dén diém két thic chuan do, thém tirng giot dung
dich natri nitrit 0,1 M cho dén khi dung que thdy tinh chadm
mot giot dung dich d& chuan do |1&n gidy thir tinh bot iod thi
tao thanh vét mau xanh lam. Diém két thic chuan dd ciing
c6 thé dwoc xac dinh bang do dién thé. Khi két thuc chuan
do, diém két thuc co thé tai lap sau khi dé yén hén hop
trong 1 phut.

Ham lwong phan trdm (%) calci cyclamat trong mau tho
theo ché phdm khan tinh theo cong thirc:

3 V><19,83><
w x1000

100

Trong dé:
V la thé tich dung dich natri nitrit 0,1 M da dung dé chuan
dg, tinh bang mililit (ml);

19,83 la s6 miligam (mg) calci cyclamat twong dwong véi 1
ml dung dich natri nitrit 0,1 M;

W 1a khéi lwgng mau thir tinh theo ché pham khan, tinh
bang miligam (mg);

1000 la hé sé chuyén dbi tr miligam (mg) sang gam (g).
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-25:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VOI PHU GIA THUC PHAM NATRI CYCLAMAT

National technical regulation of Sodium cyclamate

HA NOI - 2020
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L&i néi dau

QCVN 4-25:2020/BYT do Ban soan thdo xay dwng Thoéng tw
ban hanh cac quy chuan kj thuat qudc gia vé phu gia thuc
ph&m bién soan, Cuc An toan thyc pham trinh duyét, B Khoa
hoc va Céng nghé thdm dinh, B6 trwdng Bo Y t& ban hanh theo
Thong tw s6 31 /2020/TT-BYT ngay31thang 12nam 2020.

QCVN 4-25:2020/BYT
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QCVN 4-25:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VOI PHU GIA THUYC PHAM NATRI CYCLAMAT

National technical regulation of Sodium cyclamate

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau kj thuat déi véi phu gia thuwe phdm Natri cyclamat.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. TS chire, ca nhan san xuét, kinh doanh phu gia thwec phdm Natri cyclamat
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwe pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu cau ky thuat déi véi phu gia thuc pham Natri cyclamat dwgc quy dinh tai
Phu luc ban hanh kém theo Quy chuan nay.

5. Phuvong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh ca phap luat hién hanh.
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QCVN 4-25:2020/BYT

Il. YEU CAU QUAN LY

7. Cong bd hop quy

Té chire, ca nhan phai thuwc hién céng bd hop quy dwa trén phwong thire tw
céng bd sdn phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh pht quy dinh chi tiét thi hanh mét sb diéu cda Luat an
toan thuc pham va Didu 3 Nghi dinh s& 155/2018/ND-CP ngay 12/11/2018 cua
Chinh pht vé sira dbi, bd sung mét sd quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thwc phdm Natri cyclamat thwc hién theo quy dinh tai
Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cGa Chinh phd vé nhan hang hoa va
cac quy dinh ctia phap luat co lién quan.

9. Kiém tra déi v&i phu gia thwc pham Natri cyclamat

Viéc kiém tra chat lwong, an toan dbéi véi phu gia thwc phdm Natri cyclamat
thwe hién theo cac quy dinh cua phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU’C, CA NHAN

10. T chirc, ca nhan chju trach nhiém vé san phdm, ddm bado san pham dap
(ng v&i cac yéu cau ky thuat tai Quy chudn nay va cac quy dinh cta phap luat hién
hanh.

11. Té chirc, ca nhan thwe hién cong b hop quy theo quy dinh tai Piéu 7 cla
Quy chuan nay.

V. TO CHU’C THU'C HIEN

12. Giao Cuc An toan thwc phadm cha tri, phdi hop véi cac co quan chirc ndng
c6 lién quan tb chirc huwéng dan, trién khai thuwe hién Quy chuén nay.

13. C&n c& vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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QCVN 4-25:2020/BYT

Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUC PHAM NATRI CYCLAMAT

1. Tén khac, chi s6

2. Pinh nghia

Tén hdéa hoc

Ma s6 C.A.S.
Cébng thtre héa hoc

Céng thirc céu tao

Khéi luong phén tor
3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Binh tinh

boé tan

Tao két tda

Ther natri

5.2. Do tinh khiét

Hao hut khéi lvong sau
khi séy
Cyclohexylamin
Dicyclohexylamin

Chi

5.3. Ham lwgng natri
cyclamat

6. Phwong phap tho
6.1. Dinh tinh

Do tan

Natri cyclohexylsulfamat; natri cyclohexansulfamat
INS 952(iv)

ADI: 0 - 11 mg/kg thé trong ddi voi acid cyclamic va cac
muoi calci va natri ciia né (tinh theo acid cyclamic)

Natri cyclamat, natri cyclohexylsulfamat; natri
cyclohexansulfamat

139-05-9
C6H12N N3038

NH—SO3 Na°

201,22
Tinh thé hoéc b6t tinh thé trdng
2929.90.10
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Tan trong nwéc, hau nhw khéng tan trong ethanol
Dat yéu cau theo phwong phap thir
Dat yéu cau theo phwong phap thr

Khéng vwot qua 1,0 % (105 °C trong 1 h)

Khéng vwot qua 10 mg/kg
Khéng vuwot qua 1 mg/kg
Khéng vwot qua 1 mg/kg

Khong thap hon 98,0 % va khong vuot qua 101,0 % tinh
theo ché pham da say khé

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phwong phap danh gia ngoai quan va xac dinh cac chi tiéu

5



QCVN 4-25:2020/BYT
vat ly (muc 3.7).

Tao két tia Thém 1 ml dung dich acid hydrocloric 10 % (khdi lwong/thé
tich) vao 10 ml dung dich mau thtr 1 : 100 (thé tich), tron,
thém 1 ml dung dich bari clorid (BaCl,.2H,0) 12% (khéi
lwong/thé tich). Dung dich van trong nhung khi thém 1 ml
dung dich natri nitrit 10 % (khdi lwgng/thé tich) thi tao thanh
két tua trang.

Th natri Xac dinh theo TQVN 6534:2010, Phu gia thuc phém -
Phép thtr nhan biét (muc 4.1.10).

6.2. Bo tinh khiét
Hao hut khéi lvgng sau  Xac dinh theo TCVN 8900-2:2012, Phu gia thuc pham -
khi say Xac dinh cac thanh phéan vé co - Phan 2: Hao hut khoi

lwong khi séy, ham luwong tro, chat khéng tan trong nuéc va
chat khéng tan trong axit (muc 5.1), thwc hién & 105 °C

trong 1 h.

Cyclohexylamin Xac dinh theo TC\/N 9052:2012, Phu gia thuc phém - Xac
dinh cac thanh phan hiru co (muc 2.3)

Dicyclohexylamin Xac dinh theo TCVN 9052:2012, Phu gia thuc phdm - Xéc

dinh céc thanh phan hitu co (muc 2.4)

Luu y: Quy trinh ndy danh cho sac ky khi ding cét nhoi.
Néu khong c6 san cét nhoi cho sac Ky khi, cé thé dung cét
mao quan cho sac ky khi. Can phai thiet lap diéu kién sac
ky, c6 thé tham khao diéu kién sau day:

- C6t Agilent DB-5 (30 m x 0,25 mm x 0,25 pm)
- Chuwong trinh Gradient:

Thaoi gian (phat) | Nhiét do (°C) Thoi gian gilr (phat)
0,0 40,0 1,0
10,0 260,0 2,0
20,0 300,0 2,0

Th&i gian lwu cua dicyclohexylamin va nitrobenzen khoang
8 phut va 13 phut

Chi Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phém -
Xéc dinh cac thanh phén vé co — Phan 6: Dinh luong
antimon, bari, cadimi, crom, déng, chi va kém bang do phé
hép thu nguyén tir ngon lira; hoac
TCVN 8900-8:2012, Phu gia thuc phém — Xac dinh cac
thanh phan vé co — Phan 8: Binh lwong chi va cadimi bang
do phé hép thu nguyén ti& dung 16 graphit.
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6.3. Binh lvong

QCVN 4-25:2020/BYT

Can chinh xac 0,4 g mau thl, hoa tan trong hén hop 50 ml
nwdc va 5 ml dung dich acid hydrocloric 10 % (khoi
lwong/thé tich).

Chuén d6 dung dich thir bang dung dich natri nitrit 0,1 M.
Khi gdn dén diém két thic chuan do, thém tirng giot dung
dich natri nitrit 0,1 M cho dén khi dung que thdy tinh chadm
mot giot dung dich da chuan do 1&n gidy thir tinh bot iod thi
tao thanh vét mau xanh lam. Diém két thuc chuén d6 ciing
cé thé duwoc xac dinh bang do dién thé (phwong phap
chuén dé dién thé). Khi két thic chuan do, diém két thuc c6
thé tai lap sau khi dé yén hén hop trong 1 phut.

Ham lwgng phan trdm (%) natri cyclamat trong mau thir (X)
tinh theo ché phdm da say kho theo cong thirc:

_Vx2012
~ wx1000

100

Trong dé:

V la thé tich dung dich natri nitrit 0,1 M d& dung dé chuén
do, tinh bang mililit (ml);

20,12 1a s6 miligam (mg) natri cyclamat twong dwong véi 1
ml dung dich natri nitrit 0,1 M;

W Ia khéi lwgng mau thir tinh theo ché pham da sdy kho,
tinh bang miligam (mg);

1000 la hé sé chuyén dbi tr miligam (mg) sang gam (g).
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-26:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VOI PHU GIA THU'C PHAM CALCI SACCHARIN

National technical regulation of Calcium saccharin

HA NOI - 2020
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L&i néi dau

QCVN 4-26:2020/BYT do Ban soan thdo xay dwng Thong tw
ban hanh cac quy chuén ky thuat quéc gia vé phu gia thwe pham
bién soan, Cuc An toan thwc pham trinh duyét, B6 Khoa hoc va
Co6ng nghé thdm dinh, Bo trwdng Bo Y t& ban hanh theo Thong
twsé 31/2020/TT-BYT ngay31thang 12nam 2020.

QCVN 4-26:2020/BYT
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QCVN 4-26:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI vOI PHU GIA THUC PHAM CALCI SACCHARIN

National technical regulation of Calcium saccharin

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau ky thuat déi véi phu gia thuwe phdm Calci saccharin.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. T6 chirc, ca nhan san xuét, kinh doanh phu gia thwe phdm Calci saccharin
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.2. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thye pham.

3.3. TCVN: Tiéu chuén quéc gia.

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

4. Yéu cau ky thuat déi véi phu gia thuwe phdm Calci saccharin duwoc quy dinh
tai Phu luc ban hanh kém theo Quy chuan nay.

5. Phwong phap thtr dwoc quy dinh tai Phu luc ban hanh kém theo Quy chuan
nay. Phwong phap thtr khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh cla phap luat hién hanh.

ll. YEU CAU QUAN LY
7. Cong bd hop quy
Té chire, ca nhan phai thuwc hién céng bd hop quy duwa trén phwong thirc tw
céng bd sadn phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh pht quy dinh chi tiét thi hanh mét s diéu cda Luat an
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QCVN 4-26:2020/BYT
toan thwc phdm va Diéu 3 Nghi dinh sb 155/2018/ND-CP ngay 12/11/2018 cla
Chinh pha vé sira ddi, bd sung mét sé6 quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc cia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thyc phém Calci saccharin thwc hién theo quy dinh tai
Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cta Chinh phd vé& nhan hang hoa va
cac quy dinh cua phap luat cé lién quan.

9. Kiém tra déi v&i phu gia thwe pham Calci saccharin

Viéc kiém tra chat lwong, an toan déi véi phu gia thwe phdm Calci saccharin
thwc hién theo cac quy dinh ctia phap luat hién hanh.

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

10. T6 chirc, ca nhan chiu trach nhiém vé san phdm, ddm bdo san pham dap
(rng v&i cac yéu cau ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién
hanh.

11. T chirc, ca nhan thuec hién céng bd hop quy theo quy dinh tai Diéu 7 cua
Quy chuan nay.

V. TO CHU’'C THU'C HIEN

12. Giao Cuc An toan thwc pham cha tri, phdi hop véi cac co quan chirc ndng
c6 lién quan té chirc hwéng dan, trién khai thuwe hién Quy chuan nay.

13. Can clr vao yéu cau quan ly, Cuc An toan thwc pham cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thlr va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay duoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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QCVN 4-26:2020/BYT

Phu luc
YEU CAU KY THUAT VA PHUONG PHAP THU
DOI VO'I PHU GIA THUC PHAM CALCI SACCHARIN

1. Tén khac, chi sé INS 954(ii)

ADI: 0 - 5 mg/kg thé trong ddi voi saccharin va cac
muoi Ca, K, Na cua no

2. Pinh nghia
N Mudi calci hydrat (2:7) cta 1,2-benzisothiazol-3-one-
Tén hoa hoc 1,1-dioxid,  3-oxo-2,3-dihydrobenzo[dJisothiazol-1,1-
dioxid, 2,3-dihydro-3-oxobenzisosulfonazol;
calci o-benzosulfimid
Céng thirc héa hoc C14HsCaN20¢S; - 372H,0
Céng thirc céu tao i .
|50:
N@ Ca@:})
0 2
Khéi long phén toe 467,48
3. Cam quan Dang tinh thé&, hodc bot tinh thé trdng, khéng mui
hoac c6 mui thom nhe.
4. Ma HS 2925.11.00
5. Yéu cau ky thuat
5.1. Dinh tinh
D6 tan Dé tan trong nwérc, tan trong ethanol
Khoang néng chay 226 °C —230°C

DA&n xuét héa tao acid salicylic ~ Dat yéu cau theo phwong phap thir

D&n xuét héa tao hop chat c6 Patyéu cau theo phuong phap thiy
huynh quang

Thir calci Pat yéu cau theo phwong phap thtr

5.2. Do tinh khiét

Hao hut khéi long sau khi sdy ~ Khong vuot qua 15 % (120 °C trong 4h)
Acid benzoic va acid salicylic Pat yéu cau theo phwong phap thtr
Céc hop chét dé bj carbon héa  Pat yéu cau theo phwong phap thiy

Toluensulfonamid Khong vurot qua 25 mg/kg

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn



Selen
Chi

5.3. Ham lwgng calci saccharin

6. Phwong phap thir
6.1 Dinh tinh

Do tan

Khoang néng chay

Dé&n xuét héa tao acid salicylic

Da&n xuét héa tao hop chét cé

huynh quang

Ther calci

6.2. Do tinh khiét

Hao hut khéi lurong sau khi séy

Acid benzoic va acid salicylic

QCVN 4-26:2020/BYT
Khong vuwot qua 30 mg/kg
Khoéng vuwot qua 1 mg/kg
Khong thdp hon 99 % sau khi siy kho

Xac dinh theo TCVN 6469:2010, Phu gia thuc pham -
Phuwong phap danh gia ngoai quan va xac dinh cac
chi tiéu vat ly (muc 3.7).

Thém 1ml dung dich acid hydrocloric dac vao 10 ml
dung dich m&u thd 1:10 (thé tich). Két tda tinh thé cla
saccharin dwoc hinh thanh. Rira ky két tia bang
nwéc lanh va lam khé & 105 °C trong 2h.

Xac dinh khoang noéng chady cla saccharin theo
TCVN 6469:2010, Phu gia thuc phdm - Phuong phép
danh gia ngoai quan va xac dinh cac chi tiéu vat ly
(muc 3.2).

Hoa tan 0,1 g mau tht trong 5 ml natri hydroxyd 5%.
Cho bay hoi dén khé va nung nhe can trén ngon Itra
nhé dén khi khéng con mui amoniac thoat ra. Sau khi
dé ngudi, hoa tan can trong 20 ml nwéc, trung hoa
dung dich bang dung dich acid hydrocloric 10% (khdi
lwong/thé tich) va loc.

Thém 1 giot dung dich sat (lll) clorid (FeCls.6H,0) 9%
(khdi lwong/thé tich) vao dich loc, dung dich cé mau
tim.

Trén 20 mg mau the véi 40 mg resorcinol, thém 10
giot acid sulfuric dac, dun cach dau hén hop hén hop
trong bé chét 16ng tai 200 °C trong 3 phut, sau khi lam
mat, thém 10 ml nwédc va lwvgng dw dung dich natri
hydroxyd (4,3 g natri hydroxyd trong 100 ml nwéc).
Dung dich nay cé huynh quang xanh luyc.

Xac dinh theo TCVN 6534:2010, Phu gia thuc pham —
Phép thtr nhan biét (muc 4.1.2).

Xac dinh theo TCVN 8900-2:2012, Phu gia thurc pham
- X4c dinh céc thanh phén vé co - Phan 2: Hao hut
khéi lvong khi sy, ham lwong tro, chat khéng tan
trong nwéc va chét khéng tan trong axit (muc 5.1),
thwe hién & 120 °C trong 4h.

Thém tirng giot dung dich sat (Ill) clorid (FeCls.6H,0)
9% (khdi lwong/thé tich) vao 10 ml dung dich mau th
nong, da bao hda. Dung dich khéng dwgc cdé mau tim
hodc xuét hién két tta.
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Céc hop chét dé bj carbon héa

QCVN 4-26:2020/BYT

Hoa tan 0,2 g mau trong 5 ml dung dich acid sulfuric
nong do tr 94,5 % den 95,5% (khoi lwgng/thé tich).
Gilr & nhiét do 48 °C - 50 °C trong 10 phut. Mau cula
dung dich khéng duwgc dam hon mau vang nau nhat
cua dung dich d6i chirng A (Matching Fluid A).

Dung dich déi chirng A:

Thuéc thr

1. Dung dich acid hydrocloric lo&ng:

Pha loang 25 ml acid hydrocloric dac (ndng do tir
36,5% dén 38 % khoi lwgng/thé tich) trong 975 ml
nuwoc.

2. Dung dich cobalt (ll) clorua:

Hoa tan khoang 65 g cobalt (1) clorua ngam sau phan
t&¢ nwéc (CoCl,.6H,0) trong moét lwong dung dich
acid hydrocloric loang, thém dung dich acid
hydrocloric lodng dén 1000 ml.

Chuan hoa nong do dung dich cobalt (Il) clorua da
chuan bi nhuv sau:

Dung pipet 14y 5 ml dung dich cobalt (II) clorua da
chuén bi, cho vao binh nén 250 ml cé nut mai, thém 5
ml dung dich th&r hydrogen peroxyd (néng dd t 2,5
% dén 3,5 % khdi lwgng/thé tich) va 15 ml dung dich
natri hydroxyd (khodng 20% khéi lwgng/thé tich), dun
s6i trong 10 phut, d& ngudi rdi thém 2 g kali iodua va
20 ml dung dich acid sulfuric loang (khoang 20% khéi
lwong/thé tich). Sau khi két tha da hoa tan hét, chuan
dd lwong iodua gidi phong dwoc bang dung dich natri
thiosulfat 0,1 N, st dung 3 ml chét chi thj ho tinh bét.

Tién hanh phép thir trdng véi cung lwong thube thir.

M&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong vaéi 23,79 mg CoCl,.6H,0.

Chinh thé tich cudi cung clia dung dich cobalt (1)
clorua bang cach thém lwgng vira du dung dich acid
hydrocloric lodng sao cho mdéi mililit (ml) dung dich
cobalt (1) clorua chira 59,5 mg CoCl,.6H,0.

3. Dung dich sat (l11) clorua:

Hoa tan khodng 55 g sat (Ill) clorua ngam sau phan
ter nwée (FeCls.6H,0) trong mét lwong dung dich acid
hydrocloric loang, thém dung dich acid hydrocloric
lodng dén 1000 ml.

Chuédn hoéa néng d6 dung dich sat (Ill) clorua da
chuan bi nhv sau:

Dung pipet Iy 10 ml dung dich sat (lll) clorua da
chuén bi, cho vao binh nén 250 ml c6 nat mai, thém
15 ml nwéce, 3 g kali iodua va 5 ml acid hydrocloric
d&c (ndng do tlr 36,5 % dén 38 % khdi lwong/thé
tich), d& yén hén hop trong 15 phat. Pha loang voi
100 ml nwéc va chuan d6 lwong iodua gidi phéng

7

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn



QCVN 4-26:2020/BYT

dwoc ,béng dung dich natri thiosulfat 0,1 N, st dung 3
ml chéat chi thi ho tinh bot.

Tién hanh phép thir trdng véi cung lwong thube thir.

M&i mililit (ml) dung dich natri thiosulfat 0,1 N da si
dung twong dwong vaéi 27,03 mg FeCl3.6H,0.

Chinh thé tich cubi cung cla dung dich sat (l1l) clorua
bang cach thém lwong vira d0 dung dich acid
hydrocloric lodng sao cho méi mililit (ml) dung dich sat
(1) clorua chwra 45,0 mg FeCl3.6H,0.

4. Dung dich déng (l1) sulfat:

Hoa tan khoang 65 g déng (I1) sulfat ngdm nam phan
t&r nwdc (CuS0O,4.5H,0) trong mot lvgng dung dich
acid hydrocloric loang, thém dung dich acid
hydrocloric lodng dén 1000 ml.

Chuan hoa nong d6 dung dich dong (Il) sulfat da
chuan bi nhw sau:

Dung pipet lay 10 ml dung dich dong (ll) sulfat da
chuan bi, cho vao binh nén 250 ml‘c() nut mai, thém
40 ml nwoc, 4 ml acid acetic dac (nong do khong nhd
hon 99,7 % the tich), 3 g kali iodua va 5 ml acid
hydrocloric dac (nong do tw 36,5 % dén 38 % khoi
lwgng/thé tich). Chuan do lwong iodua giai phong
duwoc ,béng dung dich natri thiosulfat 0,1 N, str dung 3
ml chat chi thi ho tinh bét.

Tién hanh phép thir trdng véi cung lwong thube thir.
M®&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong voi 24,97 mg CuSO4.5H,0.

Chinh thé tich cudi ciing cta dung dich dong (I1) sultat
bang cach thém lwgng vira du dung dich acid
hydrocloric loang sao cho moi mililit (ml) dung dich
dong (I) sulfat chra 62,4 CuSQO,4.5H,0.

Pha dung dich déi chirng A:

Chuén bj dung dich so mau tlr dung dich cobalt (1)
clorua, dung dich sat (lll) clorua, dung dich dong (Il)
sulfat va nwéc theo ty 1€ 0,1 : 0,4 : 0,1 : 4,4 (phan thé
tich).
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QCVN 4-26:2020/BYT

Toluensulfonamid Xac dinh theo TCVN 9052:2012, Phu gia thuc phém -
Xac djnh cac thanh phan hiru co (muc 2.16)
CHU THICH: Quy trinh nay danh cho séc ky khi dung
c6t nhoi. Néu khéng cé san cot phéi cho sac ky khi,
c6 thé dung c6t mao quan cho séc ky khi kiéu khong
phan dong. Can phai thiet 1ap dieu kién sac ky, co the
tham khao diéu kién sau:
- Cét Agilent DB-5 (30 m x 0,25mm x 0,25um)
- Chuwong trinh Gradient:
Thoi gian Nhiét d6 (°C) Thoi gian giltr
(phut) (phut)
0,0 180,0 1,0
10,0 260,0 5,0
20,0 300,0 2,0
Thoi gian Iwu cua o-toluen sulfonamid, p-toluen
sulfonamid va chuén néi n-tricosan lan lwot |a khoang
5; 6 va 9 phut.
Selen Xac dinh theo TCVN 8900-5:2012, Phu gia thuc phdm

— X4c dinh céc thanh phan vé co — Phén 5 : Cac phép
thee gidi han (muc 2.8).

Chi Xac dinh theo TCVN 8900-6:2012, Phu gia thurc pham
— Xéc dinh cac thanh phén vé co — Phéan 6: Dinh
lgng antimon, bari, cadimi, crom, déng, chi va kém
bang do phd hdp thu nguyén tir ngon lira; hodc

- TCVN 8900-8:2012, Phu gia thuc phdm — Xéc dinh
cac thanh phén vé co — Phéan 8: Binh luong chi va
cadimi bdng do phé hép thu nguyén ti dung 1o
graphit.

Can chinh xac 0,5 g mau thr va chuyén dinh lvong
sang bo chiét bang cach s dung 10 ml nwéc. Thém
2 ml dung dich acid hydrocloric 10 % (khdi lwong/thé
tich) va chiét saccharin da két tiia bang 30 ml, sau doé
v&i ndm lan, méi 1an 20 ml hén hop gébm 9 phan thé
tich cloroform va 1 phan thé tich ethanol. Loc méi
dich chiét qua gidy loc da lam &m vé&i hén hop dung
moi chiét. Gom dich loc va cho bay hoi trén bé hoi
nwdc dén khd véi dong khéng khi chay qua. Hoa tan
phan con lai trong 75 ml nwéc néng, dé ngudi, thém
dung dich phenolphtalein va chuan dd bang dung dich
natri hydroxyd 0,1 N.

Tinh két qua
Ham lwong phan tram (%) calci saccharin trong mau
thir (X), tinh theo céng thirc:

6.3. Binh lvgng
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_Vx2022
~ wx1000

100

Trong do:
V la th,é tich dung dich natri hydroxyd 0,1 N da dung
dé chuan dg, tinh bang mililit (ml);

20,22 1a sb miligam (mg) calci saccharin twong
dwong v&i 1 ml dung dich natri hydroxyd 0,1 N;

W la khéi lwgng mau thi, tinh bang gam (g);
1000 & hé sb chuyén ddi tlr miligam (mg) sang gam

(9)-

10
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-27:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI VO'I PHU GIA THU'C PHAM KALI SACCHARIN

National technical regulation of Potassium saccharin

HA NOI - 2020
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L&i néi dau

QCVN 4-27:2020/BYT do Ban soan thao xay dwng Théng tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thuc
pham bién soan, Cuc An toan thwc phdm trinh duyét, B6 Khoa
hoc va Céng nghé thdm dinh, Bo trudng Bd Y té ban hanh theo
Théngtwsé 31 /2020/TT-BYT ngay31 thang 12nam 2020.

QCVN 4-27:2020/BYT
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QCVN 4-27:2020/BYT
QUY CHUAN KY THUAT QUOC GIA
POl vOI PHU GIA THUYC PHAM KALI SACCHARIN

National technical regulation of Potassium saccharin

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuan ky thuat quéc gia (sau day goi tat Ia Quy chuan) nay quy dinh cac yéu
cau quan ly va yéu cau ky thuat déi véi phu gia thuwe phdm Kali saccharin.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. Td chirc, ca nhan san xuét, kinh doanh phu gia thwc phdm Kali saccharin
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwe pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu cau ky thuat déi voi phu gia thwe phdm Kali saccharin dwoc quy dinh tai
Phu luc ban hanh kém theo Quy chuan nay.

5. Phuvong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh cia phap luat hién hanh.
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lll. YEU CAU QUAN LY

7. Cong bd hop quy

T chire, ca nhan phai thwe hién cdng bbd hop quy dwa trén phwong thire tw cong
bd sa&n phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP ngay
02/02/2018 ctia Chinh phu quy dinh chi tiét thi hanh moét sé diéu cta Luat an toan thuc
pham va Pidu 3 Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 ciia Chinh phii v&
stra dbi, bd sung mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudc
pham vi quan ly nha nwéc clia BO Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thwe phdm Kali saccharin thuc hién theo quy dinh tai Nghi
dinh s6 43/2017/ND-CP ngay 14/4/2017 cta Chinh phd vé nhan hang hoa va cac quy
dinh cta phap luat co lién quan.

9. Kiém tra déi v&i phu gia thwe pham Kali saccharin

Viéc kiém tra chat lwong, an toan dbi véi phu gia thwe phadm Kali saccharin thuc
hién theo cac quy dinh cua phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU’C, CA NHAN

10. T chirc, ca nhan chju trach nhiém vé san phdm, ddm bado san pham dap
(ng v&i cac yéu cau ky thuat tai Quy chudn nay va cac quy dinh cta phap luat hién
hanh.

11. Té chirc, ca nhan thwe hién cong b hop quy theo quy dinh tai Piéu 7 cla
Quy chuan nay.

V. TO CHU’C THU'C HIEN

12. Giao Cuc An toan thwc pham ch tri, phdi hop véi cac co quan chirc nang cé
lién quan té chirc huwéng dan, trién khai thwe hién Quy chuén nay.

13. C&n c& vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc
YEU CAU KY THUAT VA PHUONG PHAP THW
POI VOl PHU GIA THUC PHAM KALI SACCHARIN
1. Tén khac, chi s6 INS 954(iii)

ADI: 0 - 5 mg/kg thé trong doi v&i saccharin va cac
mudi Ca, K, Na cua n6

2. Pinh nghia

Tén hoa hoc Mudi kali ctia 1,2-benzisothiazol-3(2H)-one-1,1-dioxid
monohydrat, 3-oxo-2,3-dihydrobenzo[d]isothiazol-1,1-
dioxid monohydrat, 2,3-dihydro-3-oxobenziso-
sulfonazol monohydrat; kali o-benzosulfimid

M4 sé C.A.S. 10332-51-1

Cong thure hoéa hoc C7H4sKNO3S - H,O

Céng thirc céu tao

S|Cb
0

Khéi luong phén tor 239,77

3. Cam quan Dang tinh thé ho&c bét tinh thé trdng, khéng mui hoac
c6 mui thom nhe.

4. Ma HS 2925.11.00

5. Yéu cau ky thuat

5.1. Dinh tinh

Do tan Dé tan trong nudc, it tan trong ethanol

Khoang néng chay 226 °C — 230 °C

Dé&n xuét héa tao acid salicylic ~ Pat yéu cau theo phuong phap thiy

Dan xuét héa tao hop chat c6 Patyéu cau theo phuong phap thiy
huynh quang

Ther kali Pat yéu cau theo phwong phéap thir
5.2. D6 tinh khiét

Hao hut khéi long sau khi sédy ~ Khong vuwot qua 8 % (120 °C trong 4 h)
D6 acid va do kiém Dat yéu cau theo phuong phap thi

Acid benzoic va acid salicylic Dat yéu cau theo phuong phap thi
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Céc hop chét dé bj carbon héa
Toluensulfonamid

Selen

Chi

5.3. Ham lwong kali saccharin

6. Phwong phap thir
6.1 Dinh tinh

Do tan

Khoang néng chay

Dan xuét héa tao acid salicylic

D&n xuét héa tao hop chat cé
huynh quang

The kali

6.2 Do tinh khiét

Hao hut khéi lurong sau khi séy

QCVN 4-27:2020/BYT
Dat yéu cau theo phwong phap tht
Khong vuwot qua 25 mg/kg
Khong vuwot qua 30 mg/kg
Khoéng vuwot qua 1 mg/kg

Khoéng thép hon 99 % va khdng vwot qua 101 % tinh
theo ché pham da say kho.

Xac dinh theo TCVN 6469:2010, Phu gia thurc phdm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi
tiéu vat ly (muc 3.7).

Thém 1 ml dung dich acid hydroclohydric dac vao 10
ml dung dich mau thir 1 : 10 (thé tich). Két tda tinh thé
cta saccharin dwoc hinh thanh. Rira ky két tia bang
nwéc lanh va lam khé & 105 °C trong 2 h.

Xac dinh khoang nong chay cua saccharin theo TCVN
6469:2010, Phu gia thuc pham - Phuwong phap danh
gia ngoai quan va xac dinh cac chi tiéu vat ly (muc 3.2).

Hoa tan 0,1 g mau tht trong 5 ml natri hydroxyd 5 %.
Cho bay hoi dén khé va nung nhe can trén ngon Itra
nhé dén khi khéng con mui amoniac thoat ra. Sau khi
dé ngudi, hoa tan can trong 20 ml nwéc, trung hoa
dung dich bang dung dich acid hydrocloric 10% (khbi
lwong/thé tich) va loc.

Thém 1 giot dung dich sét (Ill) clorid (FeCl;.6H,0) 9%
(khdi lwong/thé tich) vao dich loc, dung dich cé mau
tim.

Tron 20 mg mau thr véi 40 mg resorcinol, thém 10 giot
acid sulfuric d&c, dun hén hop trong bé chét l6ng tai
200 °C trong 3 phut, sau khi lam mat, thém 10 ml nwéc
va lwgng dw dung dich natri hydroxyd (4,3 g natri
hydroxyd trong 100 ml nwéc). Dung dich nay c6 huynh
quang xanh luc.

Xac dinh theo TCVN 6534:2010, Phu gia thuc phém —
Phép thtr nhan biét (muc 4.1.9).

Tién hanh thr véi can thu dwoc khi dbt 2 g mau thi.

Xac dinh theo TCVN 8900-2:2012, Phu gia thurc pham
- Xéc dinh céc thanh phén vé co - Phén 2: Hao hut khéi
lwong khi sy, ham lwong tro, chat khéng tan trong
nuéc va chat khéng tan trong axit (muc 5.1), thwe hién
@ 120 °C trong 4 h.
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Do acid va dé kiém

Acid benzoic va acid salicylic

Céc hop chét dé bj carbon héa

QCVN 4-27:2020/BYT

Hoa tan 1 g mau thr trong 10 ml nwéc maéi dun sbi va
lam lanh. Thém mét giot dung dich phenolphthalein
(hda tan 0,2 g phenolphthalein trong 60 ml ethanol
90% va thém nwéc dén 100ml). Dung dich khéng xuét
hién mau héng. Thém moét giot dung dich natri
hydroxyd 0,1 N. Dung dich mau thtr xuat hién mau
hong.

Thém 3 giot dung dich sét (Ill) clorid (FeCl;.6H,0) 9%
(khéi lwong/thé tich) vao 10 ml dung dich mau thdr 1:20
(thé tich) (trwéc d6 da acid héa bang 5 giot dung dich
acid acetic). Dung dich khéng dwoc cé két tha hodc
mau tim xuat hién.

Hoa tan 0,2 g mau trong 5 ml dung dich acid sulfuric
nong doé tr 94,5 % den 95,5 % (khoi lwong/thé tich).
Gilr & nhiét do 48 °C - 50 °C trong 10 phut. Mau cua
dung dich khéng dwoc dam hon mau vang nau nhat
cua dung dich doi chirng A (Matching Fluid A).

Dung dich déi chirng A:

Thuéc the

1. Dung dich acid hydrocloric loang:

Pha lodng 25 ml acid hydrocloric dac (ndng do tir
36,5% dén 38 % khoi lwgng/thé tich) trong 975 ml
nwoc.

2. Dung dich cobalt (ll) clorua:

Hoa tan khoang 65 g cobalt (1) clorua ngam sau phan
t& nwéc (CoCl,.6H,0) trong mét lvgng dung dich acid
hydrocloric loang, thém dung dich acid hydrocloric
lodng dén 1000 ml.

Chuén hoéa ndng d6 dung dich cobalt (Il) clorua da
chuan bj nhw sau:

Dung pipet l4y 5 ml dung dich cobalt (ll) clorua da
chuén bi, cho vao binh nén 250 ml ¢ nat mai, thém 5
ml dung dich thir hydrogen peroxyd (néng do twr 2,5 %
dén 3,5 % khdi lwong/thé tich) va 15 ml dung dich natri
hydroxyd (khodng 20% khéi lwong/thé tich), dun sbi
trong 10 phat, d& ngudi roi thém 2 g kali iodua va 20 ml
dung dich acid sulfuric lodng (khodng 20% khdi
lwong/thé tich). Sau khi két tha d& hoa tan hét, chuan
do lwong iodua gidi phéng dwoc bang dung dich natri
thiosulfat 0,1 N, st dung 3 ml chét chi thi ho tinh bét.
Tién hanh phép thir tréng véi cung lwong thube thir.
M&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong véi 23,79 mg CoCl,.6H,0.

Chinh thé tich cudi cuing ctia dung dich cobalt (I1) clorua
bang cach thém lwong vira da dung dich acid
hydrocloric lodng sao cho mdi mililit (ml) dung dich
cobalt (1) clorua chira 59,5 mg CoCl,.6H,0.
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3. Dung dich sét (lll) clorua:

Hoa tan khoang 55 g sét (I1l) clorua ngdm sau phan to
nwéc (FeCls.6H,0) trong mét lwvong dung dich acid
hydrocloric loang, thém dung dich acid hydrocloric
lodng dén 1000 ml.

Chuén hoéa ndng d6 dung dich sét (lIl) clorua da chuan
bi nhw sau:

Dung pipet 1ay 10 ml dung dich sat (Ill) clorua da chuan
bi, cho vao binh nén 250 ml cé ndt mai, thém 15‘ ml
nwéc, 3 g kali iodua va 5 ml acid hydrocloric dac (ndng
do tlr 36,5 % déen 38 % khoi lwong/thé tich), dé yén hon
hop trong 15 phat. Pha loang véi 100 ml nuwéc va
chuan do lvong iodua giai phdng dwoc bang dung dich
natri thiosulfat 0,1 N, st dung 3 ml chat chi thi ho tinh
boét.

Tién hanh phép thir trang v&i cung lwong thube thir.
M®&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong véi 27,03 mg FeCl3.6H,0.

Chinh thé tich cudi cting cta dung dich st (Ill) clorua
bang cach thém lwgng vira du dung dich acid
hydrocloric loang sao cho moi mililit (ml) dung dich sat
() clorua chra 45,0 mg FeCl3.6H,0.

4. Dung dich déng (l1) sulfat:

Hoa tan khodng 65 g déng (Il) sulfat ngdm nam phan
t& nwéc (CuS0O,4.5H,0) trong mét lwong dung dich acid
hydrocloric lodng, thém dung dich acid hydrocloric
lodng dén 1000 ml.

Chuan héa néng dé dung dich déng (Il) sulfat d& chuan
bi nhw sau:

Dung pipet 14y 10 ml dung dich déng (Il) sulfat da
chudn bi, cho vao binh nén 250 ml cé nut mai, thém 40
ml nwée, 4 ml acid acetic dac (néng dd khéng nhé hon
99,7 % thé tich), 3 g kali iodua va 5 ml acid hydrocloric
d&c (nbéng do tir 36,5 % dén 38 % khdi lwong/thé tich).
Chuan d6 lwong iodua gidi phéng dwoc bang dung
dich natri thiosulfat 0,1 N, st dung 3 ml chét chi thi h6
tinh bot.

Tién hanh phép thir trdng v&i cung lwong thubc thir.

M®Gi mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong voi 24,97 mg CuSO4.5H,0.

Chinh thé tich cudi ciing ctia dung dich dong (Il) sultat
bang cach thém Ilwong vira du dung dich acid
hydrocloric lo&ng sao cho moi mililit (ml) dung dich
dong (I) sulfat chra 62,4 CuSQO4.5H,0.

Pha dung dich déi chirng A

Chuan bj dung dich so mau tir dung dich cobalt (Il)
clorua, dung dich sat (lll) clorua, dung dich dong (Il)
sulfat va nwéc theo ty 18 0,1 : 0,4 : 0,1 : 4,4 (phan thé

8
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tich).

Toluensulfonamid Xac dinh theo TCVN 9052:2012, Phu gia thuc pham -
Xac dinh cac thanh phan hiru co (muc 2.16)
CHU THICH: Quy trinh nay danh cho sac ky khi dung
cot nhoi. Néu khong c6 san cot nhdi cho sac ky khi, co
thé dung cOt mao qyén cho‘séc ky khl’ kiéu khc“)ng phan
dong. Can phai thiét 1ap dieu kién sac ky, cé thé tham
khao diéu kién sau:
- Cét Agilent DB-5 (30 m x 0,25mm x 0,25um)

- Chuwong trinh Gradient:

Thoi gian Nhiét d6 (°C) Thoi gian gir
(phut) (phut)
0,0 180,0 1,0
10,0 260,0 5,0
20,0 300,0 2,0

Th&i gian Iwu cla o-toluen sulfonamid, p-toluen
sulfonamid va chuan ndi n-tricosan lan lwot l1a khoang
5; 6 va 9 phuat

Selen Xac dinh theo TCVN 8900-5:2012, Phu gia thuc phadm
— Xac dinh cac thanh phan vé co — Phan 5 : Cac phép
thte gidi han (muc 2.8)

Chi Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phdm
— X4c dinh céc thanh phén vé co— Phén 6: Binh luong
antimon, bari, cadimi, crom, déng, chi va kém béng do
phé hap thu nguyén tir ngon lira; hoac
TCVN 8900-8:2012, Phu gia thurc phdm — Xac dinh cac
thanh phén vé co — Phén 8: Binh lwong chi va cadimi
bang do phd hép thu nguyén ti& dung 16 graphit

6.3 Pinh lwvong Can chinh xac 0,3 g mau thr da sy khd, hoa tan trong
20 ml dung dich acid acetic bang. Thém 2 giot dung
dich tim tinh thé 1 % trong acid acetic bang lam chat
chi thi va chuan dé bang acid percloric 0,1 N. Két thuc
chuan d6 khi mau cla dung dich chuyén tr mau tim
sang mau xanh la cady qua mau xanh nhat. Tién hanh
song song mau trang va hiéu chinh néu can thiét.

Ham lwong phan trdm (%) kali saccharin trong mau thir
(X), tinh theo cong thirc:

V x 22,18

X= W x 1000 < 100
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Trong do:

V 14 thé tich dung dich acid percloric 0,1 N da dung dé
chuan d, tinh bang mililit (ml);

22,18 1a s6 miligam (mg) kali saccharin twong dwong
v&i 1 ml dung dich acid percloric 0,1 N;

W 1a khéi lwong mau thir da sy khé, tinh bang gam
(9);

1000 Ia hé sb chuyén dbi tr miligam (mg) sang gam

(9)-

10
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-28:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI V&'l PHU GIA THUC PHAM NATRI SACCHARIN

National technical regulation of Sodium saccharin

HA NOI - 2020
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L&i noi dau

QCVN 4-28:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thuc
pham bién soan, Cuc An toan thwc phdm trinh duyét, B6 Khoa
hoc va Céng nghé thdm dinh, Bo trwédng Bo Y té ban hanh
theo Thong tw s 31  /2020/TT-BYT ngay 31 thang j2nam
2020.

QCVN 4-28:2020/BYT
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QUY CHUAN KY THUAT QUOC GIA
POI VOl PHU GIA THUYC PHAM NATRI SACCHARIN

National technical regulation of Sodium saccharin

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau ky thuat déi véi phu gia thuwe phdm Natri saccharin.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. Té chirc, ca nhan san xuét, kinh doanh phu gia thwc phdm Natri saccharin
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwe pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu cau ky thuat déi voi phu gia thuc phadm Natri saccharin duwoc quy dinh
tai Phu luc ban hanh kém theo Quy chuén nay.

5. Phuvong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh ca phap luat hién hanh.
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ll. YEU CAU QUAN LY

7. Céng bé hop quy

Té chire, ca nhan phai thwc hién cbng bd hop quy dwa trén phwong thirc tw
coéng bd san pham theo quy dinh tai Diéu 4, Diéu 5 sé Nghj dinh sb 15/2018/ND-CP
ngay 02/02/2018 cia Chinh phl quy dinh chi tiét thi hanh mét sé diéu cia Luat an
toan thwc phdm va Diéu 3 Nghi dinh sb 155/2018/ND-CP ngay 12/11/2018 cla
Chinh pha vé sira dbi, bd sung mét sé6 quy dinh lién quan dén diéu kién dau tw kinh
doanh thuéc pham vi quan ly nha nwéc cia Bo Y té

8. Ghi nhan

Viéc ghi nhan phuy gia thyc phadm Natri saccharin thwc hién theo quy dinh tai
Nghi dinh sb 43/2017/ND-CP ngay 14/4/2017 cda Chinh pha vé nhan hang hoa va
cac quy dinh cua phap luat cé lién quan.

9. Kiém tra doi v&i phu gia thwc pham Natri saccharin

Viéc kiém tra chat lwong, an toan dbi véi phu gia thwe phdm Natri saccharin
thwc hién theo cac quy dinh ctia phap luat hién hanh.

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

10. T6 chirc, ca nhan chju trach nhiém vé san phdm, ddm bao san pham dap
(rng v&i cac yéu cau ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién
hanh.

11. T chirc, ca nhan thuwec hién céng bd hop quy theo quy dinh tai Diéu 7 cua
Quy chuan nay.

V. TO CHU’'C THU'C HIEN

12. Giao Cuc An toan thwc pham cha tri, phdi hop véi cac co quan chivc ndng
c6 lién quan tb chirc huwdng dan, trién khai thwe hién Quy chuén nay.

13. C&n c vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phéap luat vién dan trong
Quy chuan nay duoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUYC PHAM NATRI SACCHARIN

1. Tén khac, chi sé

2. Dinh nghia

Tén hoéa hoc

M3 s6 C.A.S.
Cébng thtre hoa hoc

Céng thire c4u tao

Khéi lvong phéan to

3. Cam quan

4. Ma HS

5. Yéu cau ky thuat

5.1. Dinh tinh

Do tan

Khoang néng chay

Dé&n xuét héa tao acid salicylic

Dé&n xuét hoéa tao hop chat cé
huynh quang

The natri

5.2. Do tinh khiét

Hao hut khéi lvong sau khi séy
Do acid va do kiém

Acid benzoic va acid salicylic

Céc hop chat dé bj carbon hoéa

Soluble saccharin
INS 954(iv)

ADI: 0-5 mg/kg thé trong ddi voi saccharin va cac
mudi Ca, K, Na cua n6

Mubi natri dihydrat of 1,2-Benzisothiazolin-3(2H)-
one-1,1-dioxid, 3-ox0-2,3-
dihydrobenzo[d]isothiazole-1,1-dioxid; natri
obenzosulfimid.

128-44-9
C7H4NNaO3S 2H20
30
© Na® . 2H,0

O
241,19

Dang tinh thé hodc bét tinh thé trang, khéng mui
hoac c6 mui thom nhe

2925.11.00

Dé tan trong nwarc, it tan trong ethanol.
226 °C dén 230 °C

Dat yéu cau theo phwong phap thir
Pat yéu cau theo phwong phap thir

Dat yéu cau theo phwong phap thir

Khoéng vuot qua 15 % (120 °C trong 4 h)
Pat yéu cau theo phwong phap thir
Pat yéu cau theo phwong phap thir
Pat yéu cau theo phwong phap thir

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn



Toluensulfonamid

Selen
Chi

5.3. Ham lwgng natri saccharin

6. Phwong phap thor
6.1. Dinh tinh

Do tan

Khoang néng chay

Dé&n xuét héa tao acid salicylic

Da&n xuét hoa tao hop chét cé
huynh quang

Thr natri

6.2. DO tinh khiét

Hao hut khéi lvong sau khi séy

QCVN 4-28:2020/BYT

Khéng vuot qua 25 mg/kg
Khéng vuot qua 30 mg/kg
Khoéng vuot qua 1 mg/kg

Khéng thap hon 99 % va khéng vuot qua 101 %
tinh theo ché pham da say kho

Xég dinh theo TCVN 6469:2010, Phu gia thuc
phém - Phuwong phap danh gia ngoai quan va xac
dinh cac chi tiéu vat ly (muc 3.7).

Thém 1 ml dung dich acid hydrocloric dac vao 10
ml dung dich mau thtr 1 : 10 (thé tich). Két tha tinh
thé clia saccharin dwoc hinh thanh. Rira ki két tha
bang nwéc lanh va 1am khé & 105 °C trong 2 h.

Xac dinh khoang néng chay cua saccharin theo
TCVN 6469:2010, Phu gia thuc phédm - Phuong
phap danh gia ngoai quan va xac dinh cac chi tiéu
vat ly (muc 3.2).

Hoa tan 0,1 g mau thr trong 5 ml natri hydroxyd 5
%. Cho bay hoi dén khé va nung nhe cén trén ngon
Itba nhd dén khi khédng con mui amoniac thoat ra.
Sau khi dé& nguéi, hoa tan cén trong 20 ml nwéc,
trung hoa dung dich bang dung dich acid
hydrocloric 10% (khdi lwong/thé tich) va loc.

Thém 1 giot dung dich sét (Ill) clorid (FeCls.6H,0)
9% (khéi lwong/thé tich) vao dich loc, dung dich c6
mau tim.

Tron 20 mg mau thlr véi 40 mg resorcinol, thém 10
giot acid sulfuric d&c, dun hén hop trong bé chét
I6ng tai 200 °C trong 3 phat, sau khi lam mat, thém
10 ml nwéce va lwgng dw dung dich natri hydroxyd
(4,3 g natri hydroxyd trong 100 ml nwéc). Dung
dich nay c6 huynh quang xanh luc.

Xac dinh theo TCVN 63534:2010, Phu gia thuc
pham — Phép thtr nhan biét (muc 4.1.10).

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc
phdm - Xéac dinh céac thanh phén vé co - Phéan 2:
Hao hut khéi luong khi sdy, ham luwong tro, chét
khéng tan trong nuéc va chét khéng tan trong axit
(muc 5.1), thwe hién & 120 °C trong 4 h.
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Do acid va do kiém

Acid benzoic va acid salicylic

Céc hop chét dé bj carbon héa

QCVN 4-28:2020/BYT

Hoa tan 1 g mau thr trong 10 ml nwéc méi dun sbi
va lam lanh. Thém mét giot dung dich
phenolphthalein (hoa tan 0,2 g phenolphthalein
trong 60 ml ethanol 90% va thém nwéc dén 100ml).
Dung dich khéng xuét hién mau héng. Thém mot
giot dung dich natri hydroxyd 0,1 N. Dung dich mau
thr xuat hién mau hoéng.

Thém tirng giot dung dich sat (Ill) clorid
(FeCl3.6H,0) 9% (khéi lwong/thé tich) vao 10 ml
dung dich mau thlr néng, da b&do hoa. Dung dich
khéng dwoc cé6 mau tim hodc xuét hién két ta.

Hoa tan 0,2 g mau trong 5 ml dung dich acid
sulfuric nong dé tr 94,5 % den 955 % (khOi
lwgng/thé tich). Gitr & nhiét do 48 °C - 50 °C trong
10 phat. Mau cua dung dich khéng dwoc dam hon
mau vang nau nhat clda dung dich dbi chirng A
(Matching Fluid A).

Dung dich déi chirng A:

Thuéc the

1. Dung dich acid hydrocloric loang:

Pha lodng 25 ml acid hydrocloric dac (ndng do tu
36,5% dén 38 % khdi lwgng/thé tich) trong 975 ml
nwoc.

2. Dung dich cobalt (ll) clorua:

Hoa tan khoang 65 g cobalt (II) clorua ngam sau
phan t&r nwéc (CoCl,.6H,0) trong mét lwong dung
dich acid hydrocloric lodng, thém dung dich acid
hydrocloric loéang dén 1000 ml.

Chuén hoéa ndng dé dung dich cobalt (11) clorua da
chuan bj nhw sau:

Dung pipet l4y 5 ml dung dich cobalt (II) clorua da
chuén bj, cho vao binh nén 250 ml ¢6 nat mai, thém
5 ml dung dich thtr hydrogen peroxyd (néng do tir
2,5 % dén 3,5 % khdi lwong/thé tich) va 15 ml dung
dich natri hydroxyd (khodng 20% khéi lwong/thé
tich), dun séi trong 10 phat, d& ngudi réi thém 2 g
kali iodua va 20 ml dung dich acid sulfuric loang
(khoadng 20% khédi lwong/thé tich). Sau khi két tha
da hoa tan hét, chuan dé lwvong iodua giadi phong
dwoc bang dung dich natri thiosulfat 0,1 N, st dung
3 ml chét chi thi ho tinh bot.

Tién hanh phép th trdng véi cung lwong thubc
ther.

M&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong véi 23,79 mg CoCl,.6H,0.

Chinh thé tich cudi cung clia dung dich cobalt (1)
clorua bang cach thém lwong vira da dung dich
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acid hydrocloric lodng sao cho moi mililit (ml) dung
dich cobalt (1) clorua chira 59,5 mg CoCl,.6H,0.

3. Dung dich sét (l1l) clorua:

Hoa tan khoadng 55 g sat (lll) clorua ngdm sau phan
t&r nwoc (FeClz.6H,0) trong mét lwong dung dich
acid hydrocloric loang, thém dung dich acid
hydrocloric loang dén 1000 ml.

Chuan hoa nong d6 dung dich sat (lll) clorua da
chuan bi nhw sau:

Dung pipet lay 10 ml dung dich sat (lll) clorua da
chuén bj, cho vao binh nén 250 ml c6 nat mai, thém
15 ml nwée, 3 g kali iodua va 5 ml acid hydrocloric
dac (ndéng dd tr 36,5 % dén 38 % khdi lwong/thé
tich), d& yén hdn hop trong 15 phut. Pha lodng véi
100 ml nwéc va chuan dd lwong iodua gidi phong
dwoc bang dung dich natri thiosulfat 0,1 N, st dung
3 ml chét chi thi ho tinh bét.

Tién hanh phép thir trdng véi cung lwong thubc
ther.

M&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong véi 27,03 mg FeCl;.6H,0.
Chinh thé tich cubi cung cGa dung dich sat (lIl)
clorua bang cach thém lwong vira di dung dich
acid hydrocloric lodng sao cho moi mililit (ml) dung
dich sat (Ill) clorua chtra 45,0 mg FeCl;.6H,0.

4. Dung dich déng (ll) sulfat:

Hoa tan khoang 65 g dong (ll) sulfat ngadm nam
phan t&r nwédc (CuSO,4.5H,0) trong mét lvgng dung
dich acid hydrocloric loang, thém dung dich acid
hydrocloric loang dén 1000 ml.

Chuan héa ndng dé dung dich dong (ll) sulfat da
chuan bi nhw sau:

Dung pipet 14y 10 ml dung dich ddng (Il) sulfat da
chuén bj, cho vao binh nén 250 ml ¢6 nat mai, thém
40 ml nwéc, 4 ml acid acetic dac (nbng dd khong
nhé hon 99,7 % thé tich), 3 g kali iodua va 5 ml
acid hydrocloric dac (nébng dd tr 36,5 % dén 38 %
khdi lwong/thé tich). Chudn d6 lwong iodua gidi
phéng duwoc bang dung dich natri thiosulfat 0,1 N,
st dung 3 ml chat chi thj hé tinh bét.

Tién hanh phép thir trdng véi cung lwong thubc
thor.

M&i mililit (ml) dung dich natri thiosulfat 0,1 N da st
dung twong dwong véi 24,97 mg CuS0O,4.5H,0.
Chinh thé tich cubi cung clta dung dich déng (Il)
sultat bang cach thém lwong vira dd dung dich acid
hydrocloric loang sao cho mdi mililit (ml) dung dich
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dodng (I1) sulfat chira 62,4 CuSO,.5H,0.

Pha dung dich déi chirng A

Chuén bj dung dich so mau tlr dung dich cobalt (II)
clorua, dung dich sat (lll) clorua, dung dich dong (Il)
sulfat va nwéc theo ty 1€ 0,1 : 0,4 : 0,1 : 4,4 (phan
thé tich).

Toluensulfonamid Xac dinh theo TCVN 9052:2012, Phu gia thuc
pham - Xac dinh cac thanh phan hiru co (muc 2.16)
CHU THICH: Quy trinh nay danh cho séc ky khi
dung c6t nhoi. Néu khdong cé san cét nhé[ cho sac
ky khi, co thé dung cot mao quan cho sac ky khi
kieu khong phan dong. Can phai thiét 1ap dieu kién
sac ky, co thé tham khao diéu kién sau:

- Cét Agilent DB-5 (30 m x 0,25mm x 0,25um)

- Chuwong trinh Gradient

Thoi gian Nhiét do (°C) | Thoi gian gitr
(phut) (phut)
0,0 180,0 1,0
10,0 260,0 5,0
20,0 300,0 2,0

Théi gian lwu clha o-toluen sulfonamid, p-toluen
sulfonamid va chuadn ndi n-tricosan 1an Ilwot 1a
khoang 5; 6 va 9 phut.

Selen Xac dinh theo TCVN 8900-5:2012, Phu gia thuc
phém — Xac dinh cac thanh phan vé co — Phéan 5 :
Cac phép thwr gi¢i han (muc 2.8).

Chi Xac dinh theo TCVN 8900-6:2012, Phu gia thuc
phém — Xac dinh céc thanh phan vé co — Phén 6:
Dinh lwgng antimon, bari, cadimi, crom, déng, chi
va kém béng do phé hap thu nguyén t ngon Ita;
hoac

TCVN 8900-8:2012, Phu gia thurc phdm — Xéc dinh
céc thanh phén vé co — Phén 8: Binh luong chi va
cadimi bdng do phé hép thu nguyén tr dung 10
graphit.

6.3 Dinh lvong Can chinh xac 0,3 g mau thlr d& sy kho, hoa tan
trong 20 ml dung dich acid acetic bang. Thém 2 giot
dung dich tim tinh thé 1 % trong acid acetic bang
lam chét chi thi va chuan d6 bang acid percloric 0,1
N. Két thic chuidn dd khi mau cia dung dich
chuyén tlr mau tim sang mau xanh la cay qua mau
xanh nhat. Tién hanh song song mau trang va hiéu
chinh néu can thiét.

Ham lwgng phan trdm (%) natri saccharin trong
mau thir (X), tinh theo céng thirc:
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V x 20,52

X= W x 1000 X 100

Trong dé:

V_1a thé tich dung dich acid percloric 0,1 N da dung
dé chuén do, tinh bang mililit (ml);

20,52 la sb miligam (mg) natri saccharin twong
dwong v&i 1 ml dung dich acid percloric 0,1 N;

W 1a khéi lwong mau thir da sdy khd, tinh bang
gam (g);
1000 1a hé sb chuyén dbi tir miligam (mg) sang
gam (g).
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-29:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POl VOI PHU GIA THU'C PHAM SUCRALOSE

National technical regulation of Sucralose

HA NOI - 2020
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Loi néi dau

QCVN 4-29:2020/BYT do Ban soan thdo xay dwng Théng tw
ban hanh cac quy chuan kj thuat quéc gia vé& phu gia thuc
pham bién soan, Cuc An toan thwc pham trinh duyét, Bd Khoa
hoc va Céng nghé tham dinh, B6 trwdng Bo Y t& ban hanh theo
Thong twsé 31 /2020/TT-BYT ngay 31thang [ ham 2020.

QCVN 4-29:2020/BYT
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QUY CHUAN KY THUAT QuOC GIA
P01 VOl PHU GIA THY'C PHAM SUCRALOSE

National technical regulation of Sucralose

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau kj thuat déi véi phu gia thuwe phdm Sucralose.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. Té chirc, ca nhan san xuét, kinh doanh phu gia thwc phdm Sucralose (sau
day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thwe pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu ciu ky thuat dbi vai phu gia thuc pham Sucralose dwoc quy dinh tai Phu
luc ban hanh kém theo Quy chuén nay.

5. Phuvong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh ca phap luat hién hanh.
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Il. YEU CAU QUAN LY

7. Cong bd hop quy

Té chire, ca nhan phai thuwc hién céng bd hop quy dwa trén phwong thire tw
céng bd sdn phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh pht quy dinh chi tiét thi hanh mét sb diéu cda Luat an
toan thuc pham va Didu 3 Nghi dinh s& 155/2018/ND-CP ngay 12/11/2018 cua
Chinh phu vé sra dbi, bd sung mét sd quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thwc phdm Sucralose thyc hién theo quy dinh tai Nghi
dinh s 43/2017/ND-CP ngay 14/4/2017 cta Chinh phi vé nhan hang hoa va cac
quy dinh cta pham phap luat cé lién quan.

9. Kiém tra d6i v&i phu gia thwec phdm Sucralose

Viéc kiém tra chat lwong, an toan déi véi phu gia thwc phdm Sucralose thuc
hién theo cac quy dinh cua phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU’C, CA NHAN

10. T chirc, ca nhan chju trach nhiém vé san phdm, ddm bado san pham dap
(ng v&i cac yéu cau ky thuat tai Quy chudn nay va cac quy dinh cta phap luat hién
hanh.

11. Té chirc, ca nhan thwe hién cong b hop quy theo quy dinh tai Piéu 7 cla
Quy chuan nay.

V. TO CHU’C THU'C HIEN

12. Giao Cuc An toan thwc phadm cha tri, phdi hop véi cac co quan chirc ndng
c6 lién quan tb chirc huwéng dan, trién khai thuwe hién Quy chuén nay.

13. C&n c& vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUC PHAM SUCRALOSE

1. Tén khac, chi sé

2. Binh nghia

Tén hdéa hoc

M4 sé C.A.S.
Céng thutre héa hoc

Céng thirc céu tao

Khéi luong phén tor
3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Binh tinh

Do tan

Sw hép thu héng ngoai
S&c ky I6p méng
5.2. Do tinh khiét

Ham lwong nwoc
Goc quay cuc riéng

Tro sunfat

Cac disaccharid dwoc clo
héa khac

Cac monosaccharid duoc

4,1',6'-trichlorogalactosucrose
INS 955
ADI: 0 - 15 mg/kg thé trong

1,6-Dichloro-1,6-dideoxy-[-D-fructofuranosyl-4-chloro-4-
deoxy-alpha-D-galactopyranoside

56038-13-2
C12H19Cl30g

397,64
Dang bét tinh thé khéng mui, mau trdng dén trdng nga
2940.00.00
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Dé tan trong nwédc, methanol va ethanol, rat it tan trong
ethyl acetat

Dat yéu cau theo phwong phap thir
Pat yéu cau theo phwong phap thir

Khéng vwot qua 2,0 % (phwong phap chuadn dd Karl
Fischer)

[a] 20, D: tr +84,0° dén +87,5° (dung dich 10% khbi
lwong/thé tich)

Khoéng vuwot qua 0,7 %
Pat yéu cau theo phwong phap thir

Pat yéu cau theo phwong phap thir



clo hoa
Triphenylphosphin oxid
Methanol

Chi

5.3. Ham lwong sucralose

6. Phwong phap thir
6.1. Binh tinh

Do tan

Sw hép thu héng ngoai

S&c ky I6p méng

6.2. Binh lvong

Ham lwong nwoc

Goc quay cuc riéng

Tro sulfat

Chi

Cac disaccharid dwoc clo
hoa khac

QCVN 4-29:2020/BYT

Khoéng vuot qua 150 mg/kg
Khéng vwot qua 0,1%
Khéng vuwot qua 1 mg/kg

Khong jhép hon 98 % va khéong vwot qua 102% tinh theo
ché pham khan

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phwong phap danh gia ngoai quan va xac dinh cac chi tiéu
vét ly (muc 3.7).

Phé héng ngoai’cfj‘a mau phan tan trong kali bromid
twong ng voi phd hdng ngoai doi chiéu tai muc 6.3.

Vét chinh trong sac ky I1&p méng ctia dung dich thr c6 cung
gia tri Ry nhw vét chinh cia dung dich chuan A thu dwoc
trong thtr nghiém theo mé ta tai phwong phap thir dbi voi
chi tiéu cac disaccharid dwoc clo héa khac.

Xac dinh theo TCVN 8900-1:2012, Phu gia thuc phédm —
Xac dinh cac thanh phan v6 co — Phan 1: Ham lwong nwoc
(Phuong phap chuan dé Karl Fischer).

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi tiéu
vét ly (muc 3.6).

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phdm —
Xac dinh céc thanh phan vé co — Phan 2: Hao hut khéi
luong khi sdy, ham luong tro, chét khéng tan trong nuéce va
chét khéng tan trong axit (muc 5.3.3).

Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phém -
Xéc dinh cac thanh phén vé co — Phan 6: Binh luong
antimon, bari, cadimi, crom, déng, chi va kém bang do phé
hép thu nguyén tr ngon Itra; hodc

TCVN 8900-8:2012, Phu gia thuc pham — Xac dinh céc
thanh phén vé co — Phén 8: Binh lwong chi va cadimi béng
do phé hép thu nguyén ti& dung 16 graphit.

Tam TLC:

St dung cac tam sac ky lop méng pha ddo duwoc phi 0,20
mm I&p chat hap thu gel silica (vi du: Whatman LKC18).
Pha dong:

Tron 7 thé tich dung dich natri clorid 5,0 % (khoi lwgng/thé
tich) v&i 3 thé tich acetonitril.
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Cac monosaccharid duoc
clo héa
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Thudc thir phun:

S& dung dung dich 15 % (thé tich/thé tich) acid sulfuric
dam dac trong methanol.

Dung dich chuan:

Hoa tan 1,0 g sucralose chudn tham chiéu trong 10 ml
methanol (Dung dich A). Pha loang 0,5 ml Dung dich A vOi
methanol dén 100 ml (Dung dich B).

Dung dich thtr nghiém:

Hoa tan 1,0 g mau trong 10 ml methanol

Tién hanh:

Cham 5 pl tirng dung dich A, dung dich B va dung dich thtr
nghiém vao day tdm sac ky. Dat tAm séc ky vao buong sac
ky thich hop chira pha dong vira moi dwoc chuan bi va dé
dung mdi khai trién dén 15 cm. L4y tAm séc ky ra Khoi
budng, dé& khé va phun thudc the phun. Lam néng tdm sac
ky trong td & 125 °C trong 10 phut. Vét chinh trong dung
dich thr c6 cung gia tri Ry nhw vét chinh cuda dung dich A
va khéng co vi tri nao khac trong dung dich thr nghiém
dam hon vi tri 0,5 % cla dung dich B.

Tam TLC:

S dung tdm séc ky I&p méng cé dd day 0,25 mm (Merck-
silica gel 60 hoac twong dwong).

Thudc thir phun:

Hoa tan 1,23 g p-anisidin va 1,66 g acid phthalic trong 100
ml methanol.

Bao quan dung dich & noi téi va dé trong td lanh dé tranh
mat mau. Khéng s&r dung néu dung dich da bi mat mau.

Lwu y: p-anisidin gay doc khi hép thu qua da va dwdng hod
hap nén can dugc sir dung than trong.

Dung dich chuin A:

Hoa tan 10,0 g manitol (can chinh xac dén 0,001 g) trong
nwéc dwng trong binh dinh mtre 100 ml va pha loang dén
vach bang nuéc.

Dungqg dich chuin B:

Hoa tan 10 g manitol va 40 mg fructose (loai phan tich)
trong 25 ml nwéc trong binh dinh mirc 100 ml va thém
nwdc dén vach.

Dung dich mau:

Hoa tan 2,5 g mau trong 5 ml methanol trong binh dinh
muc 10 ml va thém methanol dén vach.

Tién hanh:
Cham 5 pl tirng dung dich A va dung dich B vao tam TLC,
cham tir tir mbi 1an 1 pl va dé khé gitra cac lan cham.

7

* Tek +84-28-3930 3279 * www.ThuVienPhapLuat.vn



Triphenylphosphin oxid

Methanol
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Cham 5 pl dung dich mau vao TLC theo cach thirc twong
tw. Ba diém nén cé kich thwéc twong tw nhau. Phun thubc
thtr phun 1&n tAm séc ky va sy & 100 °C + 2 °C trong 15
phut. Ngay sau khi sdy, quan sat tAm TLC nay trén nén tbi.
Vét séc ky tlr dung dich mau khéng dam mau hon vét tao
thanh tir dung dich B (twong dwong véi gi¢i han 0,1 % tdng
s6 monosaccharid dwoc clo héa téi da).

(Néu vét manitol tir dung dich chuan A bi sdm mau chirng
t6 tam sac ky Iop mong bi dé qua lau trong ta say va can
thwe hién lai véi tam sac ky I&p mong th hai).

Hé thénqg sac ky:

S dung hé théng sac ky 16ng hiéu ndng cao, van hanh tai
nhiét dé phong, véi bom cao ap va bubng chira cot pha
dao C18 Rad Pak (10 cm x 8 mm). Pha dong dwoc duy tri
& ap suat va téc do dong (thwong la 1,5 ml/phat) dé thu
dwoc thdi gian rira gidi yéu cau. May sac ky dwoc trang bi
dau do UV (220 nm).

Pha dong:

Thém 67 thé tich acetonitril (loai HPLC, UV, dwoc loc qua
bd loc Millipore 0,45 um hoéc twong dwong) véi 33 thé tich
nuwéc (da duwoc cat bang dung cu thiy tinh va dwoc loc qua
b6 loc Millipore 0,45 um hoac twong dwong). Tron va khir
khi hoan toan.

Dung dich chuan:

Can chinh xac 100 mg triphenylphosphin oxid cho vao binh
dinh mirc 10 ml. Hoda tan va dinh mic dén vach bang pha
dong. Ly 1,0 ml dung dich thu dwoc va thém pha dong dé
thu dwoc 100 ml. T dung dich nay, chuan bi dung dich
pha loang thém 100 Ian v&i pha déng va str dung lam dung
dich chuén. Loc qua bd loc Millipore 0,45 ym hoac tuwong
dwong.

Dung dich thtr:

Can chinh xac khoang 100 mg mau vao binh dinh mic 10
ml. Hoa tan va dinh mirc dén vach bang pha déng. Loc qua
bd loc Millipore 0,45 ym hoac twong dwong. Ghi lai khoi
lwong clia mau la W; (mg).

Tién hanh:

Bom lap lai cac lwgng 25 pl dung dich thir va dung dich
chuan vao may séc ky. Theo cac diéu kién néu trén véi thoi
gian lwu cua triphenylphosphin oxid la 6 phat. Ghi lai dién
tich pic trung binh déi v&i dung dich chuan va dung dich
thlr twong &ng la As va A.. Tinh ndng dé triphenylphosphin
oxid (TPPO) trong mau tr céng thirc sau:

TPPO mg/kg = A/As x 1000/W;

Thiét bi: ] ]
S dung thiét bi sac ky khi thich hgp dwoc trang bi detector
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6.3. Binh lwong

QCVN 4-29:2020/BYT

hydrogen ion héa ngon Itra véi cot nhdi bang thay tinh kich
thwéc 2,1 m x 4,0 mm (dwdng kinh trong) chia hat
porapak PS 80-100 mesh hoac vat liéu twong dwong.

Piéu kién van hanh:

Cac diéu kién hoat ddng co thé thay ddi tuy thudc vao thiét
bi cu thé dwoc s dung nhung sac ky dd phu hop cé thé
thu dwoc bang cach st dung cac diéu kién sau:

- Nhiét d6 cot: 150 °C (dang nhiét)

- Nhiét d6 dau vao: 200 °C

- Nhiét do detector: 250 °C

- Khi mang Nito: 20 ml/phut

Dung dich chuan:

St dung pipet chuyén 2,0 ml methanol vao binh dinh muc
100 ml, pha lodng dén vach bang pyridin va trén. Chuyén
1,0 ml dung dich nay vao binh dinh m&c 100 ml, pha lodng
dén vach bang pyridin va trén.

Dung dich mau: )
Can chinh xac khoang 2 g mau cho vao binh dinh mtrc 10
ml va pha loang bang pyridin dén vach va trén.

Quy trinh:

Bom 1ul dung dich chuan vao cét séc ky khi, thu 13y sac ky
dd va do dién tich cha pic dwoc tao ra. DO léch chuan
twong déi khi bom lap lai khéng Ion hon 2,0 %. Tinh dién
tich pic trung binh cla dung dich chuan. Tuwong tw, bom 1
ul dung dich mau vao may séc ky va do dién tich cac pic
dwoc tao b&i methanol. Tinh dién tich pic trung binh va xac
dinh néng dd methanol st dung céng thirc sau:

SAXCSXVS

% Methanol =
AS X Ws

Trong dé:

Sa 1a dién tich pic ctiia dung dich méau

Cs la ndng d6 methanol trong tiéu chuan tinh bang phan
trdm (thé tich ctia methanol x hé s pha loang x Mat dé cla
dung mdi bang 2 x 104 x 0,79 x 100)

Vs la thé tich ctia dung dich mau

As 1a dién tich pic ctia dung dich chuan

Ws 14 khéi lwong ctia mau

CHU THICH: Quy trinh nay danh cho séc ky khi dung cét
nhoi. Néu khéng c6 sén cot nhbi cho sdc ky khi, ¢6 thé
dung c6t mao quén cho sadc ky khi kiéu khéng phén dong.
Can phai thiét Iap diéu kién sac ky phu hop.

Hé thong sac ky:

S dung thiét bi sic ky 16ng hiéu nang cao, hoat dong &
nhiét dé phong, bom cao ap vaéi cot pha c}éo loai C18 (10
cm, 5 um). Pha déng dwoc duy tri & ap suat va toc do dong
(thwdng 1a 1,5 ml /phat) dé& cho thoi gian rira giai can thiét
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(xem Kiém tra sy phu hop cua hé thdng). St dung detector
UV tai bwédc séng hap thu 190 nm hoac detector chi so
khuc xa.

Pha dong:

Cho 150 ml acetonitril (loai dung cho HPLC dworc loc qua
bd loc Millipore 0,45 um hoac twong dwong) voi 850 ml
nwdc (dwgce cat bang dung cu thay tinh, da loc qua bd loc
Millipore 0,45 um hoac twong dwong). Tron va khir khi ky.
Dung dich chuan:

Can chinh xac khoang 250 mg chat chuan sucralose vao
binh dinh mi&c 25 ml. Hoa tan va dinh mirc dén vach bang
pha dong. Loc dung dich qua b loc Millipore Oﬁpmﬁoéc
twong dwong. Ghi lai khoi lwgng cda chat chuan la Ws.
Dung dich thu:

Can chinh xac khoang 250 mg mau vao binh dinh mic 25
ml. Hoa tan va dinh m&c dén vach bang pha déng. Loc
dung dich qua bd loc Millipore 0,45 pm hoac twong duong.
Ghi lai khéi lwong clia mau la W..

Kiém tra sw phu hop cuia hé théng:

Bom I&p lai 20 pl dung dich chudn vao may sac ky. Thoi
gian Iwu cua sucralose khoang 9 phut.

CHU THICH: Thoi gian lwu nay 1a thich hop cho cét kich
thwéc 10 cm, 5 ym Rad-Pak C18. Néu mot cot co kiéu
dang hodc do dai khac dwoc st dung, thi can diéu chinh ty
|& acetonitril trong dich rira giai dé thu dwoc thoi gian lwu
yéu cau). Hé sbé bién thién (100 x dod léch chuan chia cho
dién tich pic trung binh) dbi vé&i dién tich pic khéng duoc
vuwot qua 2 %.

Quy trinh:
Phan tich dung dich thir trong cac diéu kién néu trén, thuc
hién bom Iap lai cac lwgng 20 pl va tinh dién tich pic trung
binh. Tinh phan trdm dd tinh khiét tr cac dién tich pic
twong déi cia dung dich thr nghiém (A, va dung dich
chuan (As) theo codng thirc sau:

AtX WS

% d6 tinh khiét =

AS X Wt
Tinh phan trdm d6 tinh khiét theo ché phdm khéng chra
nwéc va methanol st dung cac gia tri ham luwgng nwdc va
methanol da dwoc xac dinh trong cac phép thir trén dé tinh
toan.
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6.4. Phd héng ngoai ctia Sucralose

ARECABANCE

QCVN 4-29:2020/BYT

L - 1 1 I
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-30:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POl vOI PHU GIA THUC PHAM ALITAM

National technical regulation of Alitame
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Loi néi dau

QCVN 4-30:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thwc phdm
bién soan, Cuc An toan thwc pham trinh duyét, Bd Khoa hoc va
Co6ng nghé tham dinh, Bo trwdng Bo Y t& ban hanh theo Thang
twsd31  /2020/TT-BYT ngay31 thang 12 ndm 2020.

QCVN 4-30:2020/BYT
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QUY CHUAN KY THUAT QUOC GIA
POI vOI PHU GIA THUC PHAM ALITAM

National technical regulation of Alitame

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau ky thuat dbi véi phu gia thuwe pham Alitam.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. T6 chirc, ca nhan san xuét, kinh doanh phu gia thwe phdm Alitam (sau day
goi tat 1a t6 chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hoi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thye pham.

3.4. TCVN: Tiéu chuén quéc gia.

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

4. Yéu cau ky thuat dbi véi phu gia thuwe phdm Alitam dwoc quy dinh tai Phu luc
ban hanh kém theo Quy chuan nay.

5. Phuong phap th&r dwgc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap thir khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh ca phap luat hién hanh.
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ll. YEU CAU QUAN LY

7. Céng bd hop quy

Té chire, ca nhan phai thwc hién cbng bd hop quy dwa trén phwong thirc tw
céng bé san phadm theo quy dinh tai DPiéu 4, Piéu 5 Nghi dinh sb 15/2018/ND-CP
ngay 02/02/2018 cia Chinh phl quy dinh chi tiét thi hanh mét sé diéu cia Luat an
toan thwc phdm va Diéu 3 Nghi dinh sb 155/2018/ND-CP ngay 12/11/2018 cla
Chinh pha vé sira dbi, bd sung mét sé6 quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc cia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thyc pham Alitam thwc hién theo quy dinh tai Nghi dinh
s6 43/2017/ND-CP ngay 14/4/2017 cGa Chinh phi vé nhan hang hoa va cac quy
dinh cuia phap luat cé lién quan.

9. Kiém tra déi v&i phu gia thwc pham Alitam

Viéc kiém tra chat lwong, an toan dbi véi phu gia thwc pham Alitam thwc hién
theo cac quy dinh cta phap luat hién hanh.

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

10. T6 chirc, ca nhan chju trach nhiém vé san phdm, ddm bao san pham dap
(rng v&i cac yéu cau ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién
hanh.

11. T chirc, ca nhan thuwec hién céng bd hop quy theo quy dinh tai Diéu 7 cua
Quy chuan nay.

V. TO CHU’'C THU'C HIEN

12. Giao Cuc An toan thwc pham cha tri, phdi hop véi cac co quan chivc ndng
c6 lién quan tb chirc huwdng dan, trién khai thwe hién Quy chuén nay.

13. C&n c vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phéap luat vién dan trong
Quy chuan nay duoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc
YEU CAU KY THUAT VA PHUONG PHAP THU
POI VO'I PHU GIA THUC PHAM ALITAM

1. Tén khéc, chi so INS 956
ADI: 0 - 1 mg/kg thé trong
2. Dinh nghia Alitam 1a chat dwoc tong hgp qua nhiéu bwédc phan (ng

gi!a hai chéat trung gian gébm acid (S) - [2,5-dioxo- (4-
thiazolidine)] acetic va (R) -2-amino-N- (2,2,4 , 4-tetramethyl-
3-thietanyl) propanamid. San pham cudi cung duoc tach va
tinh ché bang phwong phap két tinh hén hop alitam/acid 4-
metylbenzenesulfonic va cac giai doan tinh ché khac, cudi
cung alitam dwoc két tinh lai trong nwéc & dang ngdm 2.5
phan t& H,O

Tén hoéa hoc L-a-Aspartyl-N-(2,2,4,4-tetramethyl-3-thietanyl)-D-
alaninamid, hydrated

Mé& sé C.A.S. 99016-42-9 (dang ngam nwéc)

80863-62-3 (dang khan)

Cébng thtre hoa hoc C14H25N304S. 2.5H,0
Céng thirc cau tao CH

H; '

NH, 1;1 0 :
N .
D | CH;
COOH O CH, H

Khbi long phén toe 376,5 (dang ngam nwoc)

3. Cam quan Dang b6t tinh thé mau trang, khong mii hodc co mui nhe
dac trwung. D6 ngot gap khoang 2000 lan so v&i dwong
sucrose

4. Ma HS 2934

5. Yéu cau ky thuat

5.1. Binh tinh

Do tan Dé tan trong nuwéc va ethanol

Phé héng ngoai Ph6 hdng ngoai ctia mau phan tan trong kali bromid twong
ng voi ph6 hong ngoai ddi chiéu tai muc 6.4

pH T 5,0 dén 6,0 (dung dich 5/100)

Phan (rng mau Pat yéu cau theo phwong phap thir

5.2. Do tinh khiét

Pong phéan Beta Khoéng vuot qua 0,3 %, tinh theo ché phdm khan
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Alanin amid
Ham lwong nwoc

Goc quay cuc riéng

Tro sulfat
Chi

5.3. Ham lwgng Alitam

6. Phwong phap thir
6.1. Dinh tinh

Do tan

pH

Phan trng mau

6.2. Do tinh khiét

Ham lwong nwoc

Goc quay cuc riéng

Tro sulfat

Chi

QCVN 4-30:2020/BYT
Khoéng vuot qua 0,2 %, tinh theo ché phdm khan
T 11 % dén 13 % (phwong phap chuan dé Karl Fischer)

[a] 25, D: tlr +40° dén +50°, 1 % (khdi lwgng/thé tich) trong
nuwoc

Khéng vuwot qua 1,0 %
Khéng vuwot qua 1 mg/kg

Khong dugc thép hon 98,0 % va khéng vuwot qua 101,0 %
tinh theo ché pham khan

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi tiéu
vét ly (muc 3.7)

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi tiéu
vat ly (muc 3.8)

Thém 10 mg mau vao 5 ml dung dich chira 300 mg
ninhydrin trong 100 ml n-buthanol va 2 ml acid acetic bang,
va dun néng dé héi lwu nhe. Mau xanh tim dédm dwoc hinh
thanh.

Thém 10 mg méu vao 5 ml dung dich kali permanganat
0,001 mol/l m&i chuan bi va tron ky. Dung dich mau tim
chuyén sang mau nau.

Xac dinh theo TCVN 3900-1:2012, Phu gia thuc phém -
Xac djnh cac the‘mh,phén vo co — Phan 1: Ham lwong nuwdc
(Phuwong phap chuéan dd Karl Fischer)

Xac dinh theo TCVN 6469:2010, Phu gia thuc phdm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi tiéu
vat ly (muc 3.6)

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phdm —
Xéc dinh céc thanh phén vé co — Phén 2: Hao hut khoi
luong khi sdy, ham lwong tro, chét khéng tan trong nuéc va
chét khéng tan trong axit (muc 5.3.3)

Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phdm —
Xac dinh cac thanh phan vé co — Phén 6: Binh luong
antimon, bari, cadimi, crom, déng, chi va kém bang do phé
hép thu nguyén tir ngon lira; hoac

TCVN 8900-8:2012, Phu gia thuc phém — Xac dinh cac
thanh phén vé co — Phéan 8: Binh lwong chi va cadimi bang
do phé hap thu nguyén ti dung 10 graphit.
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6.3. Binh lvong

Nguyén tic

Alitam, déng phan beta va alanin amid dwoc xac dinh bang
HPLC pha dao cap ion.

Hé théng séc ky

Phu hop véi séc ky 16ng hiéu nang cao, hoat dong & nhiét
dé phong, véi bom dong khéng dbi va cot pha dao cap ion
NovaPak C18 150 x 4,0 mm (Waters) hoac twong dwong.
Pha déng dwoc duy tri & ap suat va toc dé dong (thwong 1a
1,0 ml/phat) dé thu dugc thoi gian riva giai can thiet. St
dung detector UV dé thu dwge dd hap thu tai bwéc song
217 nm.

Pha déng

Pé pha dung dich dém, thém 0,69 g natri phosphat,
monobasic, monohydrat va 4,32 g natri 1-octansulfonat, loai
thuc“),c thtr, vao binh dj,nh mu’g 1000 ml. Thém 200 ml nwéc,
khuéy dé hoa tan mubdi va dieu chinh pH dén 2,5 bang acid
phosphoric (85 %, loai thudc thr). Thém nwéc vira da dén
vach. Loc qua bd loc Millipore 0,22 ym hoac twong dwong.
Lay chinh xac mét phan theo thé tich cua acetonitril (loai
tinh khiét LC, d6 truyén qua hon 90 % & 210 nm) va ba
phan theo thé tich dung dich dém va tron déu. Khr khi
bang chan khong.

Dung dich chuan A1

Can chinh xéc’khoéng 25 mg mbi déng phan beta va alanin
amid va chuyén dinh lvong vao binh dinh mc 500 ml.
Thém 50 ml methanol dé hoa tan va pha loang véi nuéc
dén vach mrc. Bao quan trong td lanh.

Dung dich chuan A2

Chuyén 15,0 ml dung dich chuan A1 vao binh dinh mirc
50 ml va pha loang v&i nwéc dén vach murc.

Dung dich chuén lam viéc W1

Can chinh xac khoang 50 mg chat chun déi chiéu Alitam,
chuyén dinh Ig’qng vao binh dinh m&c 10 rpl, thém 5 ml
dung dich chuan A2 va pha loang véi nwéc dén vach murc.

Dung dich chuan lam viéc W2

Chuyén 5,0 ml dung dich chuan lam viéc W1 sang binh
dinh mire 50 ml va pha loang véi nwéc dén vach murc.

Dung dich thtr S1

Can chinh xac khodng 50 mg mau, chuyén dinh lwong vao
binh dinh mirc 10 ml va pha lodng v&i nwédc dén vach mirc.

Dung dich thtr S2

Chuyén 5,0 ml dung dich thir S1 sang binh dinh mic 50 ml
va pha loang v&i nwéc dén vach murc.

Kiém tra sw phtl hop ctia hé théng
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Tiém 100 pl, 13p lai 3 1an dung dich chuén lam viéc W1 va
W2 vao may séc ky. Thoi gian lwu ctia cac ddng phan beta,
alitam va alanin amid nén lan lwot 1a khoang 6 phat, 10
phut va 15 phat. (Lwu y: Théi gian Iwu nay la phu hop voi
cot NovaPak 150 x 4,0 mm. Néu s dung loai cét khac
hodc d® dai khac, thi cd thé can phai diéu chinh ty lé&
acetonitril trong dung méi pha dong dé dat dwoc dd phan
gidi can thiét va thoi gian lwu cia cac chét ciing cé thé
khac véi cac khodng trén). Hé sé bién thién cla dién tich
pic (100 x dd léch chuén chia cho dién tich pic trung binh)
khéng dugc qua 2 %.

Tién hanh

Can bang cot bang cach bom pha déng qua cot cho dén
khi thu dwoc dworng nén 6n dinh. Phan tich cac dung dich
chuan va dung dich mau thi trong cac diéu kién dwoc md
ta4 & trén. Bom ba méau 13p lai ctia dung dich chuan lam viéc
W1 va tinh dién tich pic trung binh cta ddng phan beta va
alanin amid. Bom ba mau |ap lai dung dich chuén lam viéc
W2 va tinh dién tich pic trung binh cho alitam. Bom ba mau
|ap lai dung dich th&r S1 va tinh dién tich pic trung binh cla
ddng phan beta va alanin amid. Bom ba mau l&p lai dung
dich thir S2 va tinh dién tich pic trung binh cho alitam.

Tinh d6 tinh khiét cGa alitam theo cong thirc:

RixWsx Ps
Rs x W,

Wt% =

Trong 4§o:
Ra 1a dién tich pic chéat phan tich trong dung dich thtr S2

Ws 1a khéi lvgng cta chat chuan tham chiéu alitam da
dwoc hiéu chinh ham lvgng nuéec, tinh bang g

Ps Ia phan tram do tinh khiét cia chat chuan tham chiéu,
tre 1a, 100,00 - tOng cua tap chat

Rs 14 dién tich pic chéat phan tich trong chuan lam viéc W2

W, 1a khéi lwong cla mau da dwoc hiéu chinh ham lwong
nwaoc, tinh bang g.

Tinh phan trdm clGa déng phan beta va alanin amid bang
céng thure sau:

RixWsx Psx DF
Rs x W,

Wt % =

Trong do:
Ra la dién tich pic phan tich trong dung dich thir S1
Ws 1a khoi lwgng clia cac dong phan beta hodc alanin
amid, chwa hiéu chinh theo ham lwgng nwéc, tinh bang g
Ps la phan tram do tinh khiét clia chuan dong phan beta
hodc alanin amid (100,00 - tdng sb tap chét)
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Rs |a dién tich pic chat phan tich trong chuan lam viéc W1
W, 14 khdi lvong pl]a mau, chwa hiéu chinh theo ham
lwgng nuwde, tinh bang g
DF la hé s6 pha loang (0,003).
Lwu y: trong truong hop chi str dung chat chuan Alitam,
van co thé tien hanh phan tich mau thtr theo cac diéu kién
néu trén. Néeu trén sac ky do mau thw, trwoc 20 phdt, chi
xuat hién pic cua Alitam thi c6 thé coi mau phén tich
khéng chira dong phéan beta va alanin amid.

6.4. Phd héng ngoai ctia Alitam
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Loi néi dau

QCVN 4-31:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thwc phdm
bién soan, Cuc An toan thwc pham trinh duyét, Bd Khoa hoc va
Co6ng nghé tham dinh, Bo trwdng Bo Y t& ban hanh theo Thang
twsd 31 /2020/TT-BYT ngay 31thang ]2nam 2020.

QCVN 4-31:2020/BYT
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QCVN 4-31:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POI vOI PHU GIA THUYC PHAM MUOI ASPARTAM-ACESULFAM

National technical regulation of Aspartame-Acesulfame salt

I. QUY PINH CHUNG

1. Pham vi diéu chinh

Quy chuén k¥ thuat quéc gia (sau day goi tat & Quy chuén) nay quy dinh cac
yéu cau quan ly va yéu cau ky thuat déi véi phu gia thwc phdm Mubi aspartam-
acesulfam.

2. P6i twong ap dung

Quy chuén nay ap dung dbi véi:

2.1. T6 chirc, ca nhan san xuét, kinh doanh phu gia thuwc phdm Mubi aspartam-
acesulfam (sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. Ma sb C.A.S. (Chemical Abstracts Service): Ma sé dang ky hoéa chat cua
Hiép hdi Hoa chat Hoa Ky.

3.2. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.3. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thyee pham.

3.4. TCVN: Tiéu chuan quéc gia.

Il. YEU CAU KY THUAT, PHUWONG PHAP TH( VA LAY MAU

4. Yéu cau ky thuat déi véi phu gia thwe phdm Mudi aspartam-acesulfam duoc
quy dinh tai Phu luc ban hanh kém theo Quy chuén nay.

5. Phwong phap th&r dwoc quy dinh tai Phu luc ban hanh kém theo Quy chuén
nay. Phuong phap th&r khac dwoc ap dung trong trwedng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh cia phap luat hién hanh.
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Il. YEU CAU QUAN LY

7. Cong bd hop quy

Té chire, ca nhan phai thuwc hién céng bd hop quy dwa trén phwong thire tw
céng bd sdn phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP
ngay 02/02/2018 cta Chinh pht quy dinh chi tiét thi hanh mét sb diéu cda Luat an
toan thuc pham va Didu 3 Nghi dinh s& 155/2018/ND-CP ngay 12/11/2018 cua
Chinh pht vé sira dbi, bd sung mét sd quy dinh lién quan dén diéu kién dau tw kinh
doanh thudéc pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thwe phdm Mubi aspartam-acesulfam thyc hién theo quy
dinh tai Nghi dinh s6 43/2017/ND-CP ngay 14/4/2017 cta Chinh phd vé nhan hang
hoa va cac quy dinh cua phap luat cé lién quan.

9. Kiém tra dé6i vé&i phu gia thwc pham Mudi aspartam-acesulfam

Viéc kiém tra chét lwong, an toan déi véi phu gia thwe phdm Mudi aspartam-
acesulfam thwc hién theo cac quy dinh cta phap luat hién hanh.

IV. TRACH NHIEM CUA TO CHU’C, CA NHAN

10. T chirc, ca nhan chju trach nhiém vé san phdm, ddm bado san pham dap
(ng v&i cac yéu cau ky thuat tai Quy chudn nay va cac quy dinh cta phap luat hién
hanh.

11. Té chirc, ca nhan thwe hién cong b hop quy theo quy dinh tai Piéu 7 cla
Quy chuan nay.

V. TO CHU’C THU'C HIEN

12. Giao Cuc An toan thwc phadm cha tri, phdi hop véi cac co quan chirc ndng
c6 lién quan tb chirc huwéng dan, trién khai thuwe hién Quy chuén nay.

13. C&n c& vao yéu cau quan ly, Cuc An toan thwc phdm cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thir va cac quy dinh ctia phap luat vién dan trong
Quy chuan nay dwoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc
YEU CAU KY THUAT VA PHUONG PHAP THU
pOI VOI PHU GIA THU'C PHAM MUOI ASPARTAM-ACESULFAM

1. Tén khac, chi sé Aspartame-Acesulfame
INS 962

ADI: 0 - 40 mg/kg thé trong ddi voi aspartam va 0 - 15 mg/kg
thé trong doi véi acesulfam kali

2. Dinh nghia Mubi dwoc sdn xudt bang cach gia nhiét aspartam va
acesulfam K theo ty 18 khoang 2 : 1 (khdi lwong/khbi lwong)
trong dung dich c6 d6 pH acid va tao két tinh. Kali va dd &m
dwoc loai bd. Sdn phdm bén hon aspartam.

Tén hoéa hoc Mudi 6-methyl-1,2,3-oxathiazin-4(3H)-one-2,2-dioxid cta acid
L-phenylalanyl-2-metyl-L-a-aspartic; [2-carboxy-B-(N-(b-
methoxycarbonyl-2-phenyl)etylcarbamoyl)Jethanaminium-6-
methyl-4-oxo-1,2,3-oxathiazin-3-ide-2,2-dioxid

Mé& sé C.A.S. 106372-55-8

Cébng thtre héa hoc C1gH2309N3S

Céng thirc céu tao N )
H H, CHs O“SD;

HOOCCH;—C—CONH —G—COOCH; | N

HH; H

Khéi luong phén tor 457 46

3. Cam quan Bét tinh thé mau trdng, khéng mui

4. Ma HS 2924.29.10

5. Yéu cau ky thuat

5.1. Dinh tinh

Do tan it tan trong nwéc va rat it tan trong ethanol

5.2. Do tinh khiét
Hao hut khéi luong sau Khéng vuot qua 0,5 % khéi lwong (105 °C trong 4 h)
khi séy

Do truyén quang Ty l& d6 truyén quang cta hén hop dung dich mau thr 1 %
trong nudc, dwoc xac dinh bang cuvet 1 cm & 430 nm Vo
may do quang phd thich hop, so v&i dd truyén quang cla
nwdc, la khéng nhd hon 0,95, twong dwong véi dd hap thu
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Goc quay cuc riéng

Ham lwong acid 5-benzyl-
3,6-dioxo-2-piperazin
acetic

Chi

5.3. Ham lwgng aspartam
va acesulfam

6. Phwong phap thir
6.1. Dinh tinh

Do tan

6.2. Do tinh khiét

Hao hut khoi lvong sau
khi say

Goc quay cuc riéng

Chi

Ham lwong axit 5-benzyl-
3,6-dioxo-2-piperazin
axetic

QCVN 4-31:2020/BYT
khong vwot qua 0,022.
[a] 20, D: tr +14,5° dén +16,5°
Khéng vwot qua 0,5 %

Khoéng vuwot qua 1 mg/kg

Ham lwong aspartam tir 63,0 dén 66,0 % tinh theo ché pham
da say kho va hémrlu’c_yng acesylfam dang acid tw 34,0 dén
37,0 % tinh theo ché pham da siy kho.

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phwong phap danh gia ngoai quan va xac djnh cac chi tiéu
vat ly (muc 3.7).

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phdm — Xac
dinh céc thanh phan vé co — Phéan 2: Hao hut khéi luong khi
séy, ham luwong tro, chat khéng tan trong nuéc va chéat khéng
tan trong axit (muc 5.1), thwec hién & 105 °C trong 4 h.

Xac dinh theo TCVN 6469:2010, Phu gia thuc phém —
Phwong phap danh gia ngoai quan va xac djnh cac chi tiéu
vat Ii (muc 3.6).

Chuén bi dung dich tr 6,2 g mau thir trong 100 ml acid
formic 15 N; do goc quay cuwc trong vong 30 phut sau khi
chuan bj dung dich; chia géc quay cuc riéng tinh dwoc cho
0,646 d& hiéu chinh ham lwong aspartam cia mubi
aspartam-acesulfam.

Xac dinh theo TCVN 8900-6:2012, Phu gia thurc phdm — Xac
dinh céc thanh phan vé co — Phéan 6: Pinh lwong antimon,
bari, cadimi, crom, déng, chi va kém bdng do phé hép thu
nguyén tr ngon Itra; hoac

TCVN 8900-8:2012, Phu gia thuc phém — Xac djnh cac thanh
phén vé co — Phén 8: Binh lwong chi va cadimi bdng do phd
hép thu nguyén to dung 1o graphit.

Nguyén téc
Mau thr dwoc hoa tan trong hon hgp methanol : nwéc, xac
dinh acid 5-benzyl-3,6-dioxo-2-piperazin acetic bang cach so
sanh v&i chat chuén sau khi tach bang séc ki 16ng hiéu nang
cao (HPLC).

Pha ddng

Hoa tan 5,6 g kali dihydro phosphat vao 820 ml nwéc dwng
trong binh dinh m&c 1 lit va chinh pH dén 4,3 bang acid
phosphoric. Thém 180 ml methanol va trén. Loc qua bd loc
0,45 um va kh khi.
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Dung dich chuén acid 5-benzyl-3,6-dioxo-2-piperazin acetic

Can chinh xac khoang 25 mg’chét chuén acid 5-benzyl-3,6-
dioxo-2-piperazin acetic, chuyén vao binh dinh mtrc 100 ml,
thém 10 ml methanol dé hoa tan va thém nué’g den vach roi
tron. Dung pipet lay 15 ml dung dich vira chuan bi vao binh
din‘h mL'fc 50 ml, :[hém hon hop methar]ol: nwéc (ty 1€ 1:9
phan thé tich, chuan bi méi hang ngay) dén vach va trén.
Thiét bi

Thiét bi HPLC, dwoc trang bi detector UV dé do do hap thu &
210 nm va cot dai 250 mm, duong kinh trong 4,6 mm dwoc
nhoi octyldecyl silica da silan hoéa (vi du: Partisil ODS-3 10
Mm), van hanh trong cac dieu kién dang dong & 40 °C.

Chuén bi mau thiy

Céan chinh xac khoang 50 mg mau thr, cho vao binh dinh
mic 10 ml va thém hon hop methanol: nwéce (ty 1€ 1:9 phan
thé tich, chuan bi m&i hang ngay) dén vach.

Céch tién hanh

Bom riéng ré cac thé tich 20 pl dung dich chuén va dung dich
mau thlr vao hé thong sac ki voi toc d6 pha dong khoang 2
ml/phut. Ghi lai dién tich pic trén sac ki do cla chat chuan va
mau thr. Trong cac diéu kién dwoc quy dinh, thoi gian lwu
cla acid 5-benzyl-3,6-dioxo-2-piperazin acetic va aspartam
twong rng khoang 4 phut va 11 phut.

Bo dién tich pic cﬂq acid 5-benzyl-3,6-dioxo-2-piperazin
acetic trén moi sac ki do.

Tinh két qua

Ham lwong acid 5-benzyl-3,6-dioxo-2-piperazin acetic trong
mau thr biéu thi bang phan tram khoi lwgng, tinh theo Céng
thure:

% = 1000(AU X Cs)/(AS X Wu)

Trong dé:

Ay va As la dién tich pic acid 5-benzyl-3,6-dioxo-2-piperazin
acetic twong (rng trén sac ki do6 cia mau thr va chat chuan;

Cs la nbng dd acjd 5—ben;yl-3,6-dioxo—2—piperazin acetic
trong dung dich chuan, tinh bang miligam trén mililit (mg/ml);

Wy 1a khéi lwong mau thir, tinh bang miligam (mg)
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6.3. Binh lvong

QCVN 4-31:2020/BYT

Nguyén téc
Méau thr dwgc hoa tan trong methanol va chuan dé dién thé
bang tetrabutylamoni hydroxyd.

Chuén hoa dung dich chun tetrabutylamoni hydroxyd

- Dung dich chuan tetrabutylamoni hydroxyd, 0,1M trong
hén hop 2-propanol : methanol (ti 1é thé tich 1:1)

Can lan lwot 24 mg va 98 mg acid benzoic, chinh xac dén
0,01 mg, cho vao hai binh dinh mrc 50 ml, thém 2-propanol
dén vach.

Chuan d6 ca hai dung dich bang dung dich tetrabutylamoni
hydroxyd 0,1 M va ghi lai thé tich can dé dat dén diém twong
dwong, v&i do chinh xac 0,001 ml. Thwe hién phép chuan do
trdng véi 50 ml 2-propanol. Xac dinh hé s chuan (F) dbi voi
moi phép chuan dé va tinh trung binh hai hé sé nhw sau:

F = [(Ws x 1000)/(122 x (Vs — Vo))]

Trong dé:

Ws 14 khéi lwong clia acid benzoic da céan, tinh bang gam (g);
Vs la th§ tich dung dich tetrabutylamoni hydroxyd 0,1M da st
dung dé chuan dé acid benzoic, tinh bang mililit (ml);

Vo la thé tich dung dich tetrabutylamoni hydroxyd 0,1M da st
dung dé chuan dé mau trang, tinh bang mililit (ml);

122 1a khéi lwgng phan t& acid benzoic.

Thiét bi

Thiét bi chuan do tw dong (vi du: Metrohm 670), dwoc trang
bi dién cwc pH thuay tinh (vi du: Yokogawa SM 21-AL41)) va
dién cwc so sanh bac-bac clorua (vi du: SR 20-AS521)).
Cach tién hanh

Can chinh xac khoang 100 mg,dén 150 mg mau thir, hoa tan
trong 50 ml methanol. Chuan d6 véi dung dich chuan
tetrabutylamoni hydroxyd 0,1 M d& chyén héa nong d6. Xac
dinh thé tich dung dich chuan can dé dat dén diem twong
dwong th(r nhét va diém twong dwong th hai.

Thuwc hién phép chudn d6 mau trdng dbi véi methanol.
Tinh két qua
Ham lwong acesulfam trong mau thir tinh theo cong thirc:

% = [(V4—Vg) x N x 163/(10 x W)]
Ham lwong aspartam trong mau thir tinh theo céng thirc:

% = [(V2- V1) x N x 294/(10 x W)]
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Trong 4do:
V,y la thé tich dung dich tetrabutylamoni hydroxyd 0,1M da
dung dé chuan dé tai diem twong dwong thr nhat, tinh bang
mililit (ml);
V, la thﬁ tich dung dich tetrabutylamoni hydroxyd 0,1M da
dung dé chuan do6 tai diém twong dwong thi hai, tinh bang
mililit (ml);
Vg la t}jé tich dung dich tetrabutylamoni hydroxyd 0,1M da
dung dé chuan d tai diém twong duong cua phép thi trang,
tinh bang mililit (ml);
N la néng do duwong lwong cia dung dich chuan
tetrabutylamoni hydroxyd 0,1 M da dwoc chuan hoéa;
163 va 294 |a khdi lwgng phan tir twong &ng clia acesulfam
va aspartam;
10 1a hé sbé chuyén tr gam (g) sang phan tram (%) khdi
lwong;
W la khéi lwgng mau thir tinh theo ché pham da sy kho, tinh
bang gam (g).
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CONG HOA XA HOI CHU NGHIA VIET NAM
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QUY CHUAN KY THUAT QUOC GIA
POI VOI PHU GIA THU'C PHAM SIRO POLYGLYCITOL

National technical regulation of Polyglycitol syrup
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L&i noi dau

QCVN 4-32:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thuc
pham bién soan, Cuc An toan thwc phdm trinh duyét, B6 Khoa
hoc va Céng nghé tham dinh, Bo trwédng Bo Y té ban hanh theo
Thong twsé 31 /2020/TT-BYT ngay 31thang 12n&m 2020.

QCVN 4-32:2020/BYT
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QCVN 4-32:2020/BYT
QUY CHUAN KY THUAT QuOC GIA
D01 VOl PHU GIA THU'C PHAM SIRO POLYGLYCITOL

National technical regulation of Polyglycitol sirup

I. QUY PINH CHUNG

1. Pham vi diéu chinh
Quy chuan ky thuat quéc gia (sau day goi tat Ia Quy chuan) nay quy dinh cac yéu
cau quan ly va yéu cau ky thuat déi véi phu gia thwe phdm Siro polyglycitol.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. T6 chirc, ca nhan san xuét, kinh doanh phu gia thuwc phdm Siro polyglycitol
(sau day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.2. INS (International numbering system): Hé théng ma sé quéc té vé phu gia
thye pham.

3.3. TCVN: Tiéu chuén quéc gia.

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

4. Yéu cau ky thuat dbi véi phu gia thwe phadm Siro polyglycitol dwoc quy dinh tai
Phu luc ban hanh kém theo Quy chuan nay.

5. Phwong phap thtr dwoc quy dinh tai Phu luc ban hanh kém theo Quy chuan
nay. Phwong phap thtr khac dwoc ap dung trong tredng hop bao dam dé chinh xac
twong dwong.

6. LAy mau theo quy dinh cla phap luat hién hanh.

ll. YEU CAU QUAN LY
7. Cong bd hop quy
T chire, ca nhan phai thwe hién cdng bbd hop quy dwa trén phwong thire tw cong
bd sa&n phadm theo quy dinh tai Diéu 4, Diéu 5 Nghi dinh s6 15/2018/ND-CP ngay
02/02/2018 ctia Chinh phu quy dinh chi tiét thi hanh mot sé diéu cta Luat an toan thuc
pham va Didu 3 Nghi dinh sé 155/2018/ND-CP ngay 12/11/2018 clia Chinh pha v&
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stra dbi, bd sung mot s6 quy dinh lién quan dén diéu kién dau tw kinh doanh thudc
pham vi quan ly nha nwéc ctia Bo Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thyc pham Siro polyglycitol thyc hién theo quy dinh tai
Nghi dinh s0 43/2017/ND-CP ngay 14/4/2017 ctia Chinh phu vé nhan hang hoa va cac
quy dinh cta phap luat cé lién quan.

9. Kiém tra déi v&i phu gia thwec pham Siro polyglycitol

Viéc kiém tra chat lwgng, an toan déi véi phu gia thue pham Siro polyglycitol thuwc
hién theo cac quy dinh cua phap luat hién hanh.

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

10. T6 chirc, ca nhan chiu trach nhiém vé san phdm, ddm bdo san pham dap
(rng v&i cac yéu cau ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién
hanh.

11. T chirc, ca nhan thuwec hién céng bd hop quy theo quy dinh tai Diéu 7 cua
Quy chuan nay.

V. TO CHU'C THU'C HIEN

12. Giao Cuc An toan thwc phadm cha tri, phdi hop véi cac co quan chirc nang cé
lién quan tb chirc hwdng dan, trién khai thue hién Quy chuén nay.

13. Can clr vao yéu cau quan ly, Cuc An toan thwc pham cé trach nhiém kién
nghi Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thlr va cac quy dinh ctia phéap luat vién dan trong
Quy chuan nay dworc slra dbi, bd sung hoac thay thé thi ap dung theo van ban mai.
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Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THW
POI VO'I PHU GIA THUC PHAM SIRO POLYGLYCITOL

1. Tén khac

2. Pinh nghia

3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Dinh tinh

Do tan

Thdr maltitol

Ther sobitol

5.2. D0 tinh khiét
Ham lwong nwoc
Tro sulfat

Clorid

Sulfat

Niken

Duong khtr

Chi

5.3. Ham luwong

6. Phwong phap thir

6.1. Binh tinh

Do tan

Hydrogenated starch hydrolysate, polyglucitol
INS 964
ADI: Khéng xac dinh

La mét hén hop bao gébm chi yéu [a maltitol va sorbitol
va chira mét lwong nhé hon la oligo hydro héa,
polysaccharid va maltrotriitol. Pwoc san xuét bang
cach hydro hoa xuc tac clia hén hop bao gém glucose,
maltose va polyme glucose; thwong la dang siro; cling
c6 thé & dang ran sau khi dwoc say kho

Chét 16ng nhét trong hodc khéi tinh thé mau tréng,
khéng mau va khéng mui

1702.20.00

R4t dé tan trong nwdc, rat it tan trong ethanol
Dat yéu cau theo phwong phap tht
Pat yéu cau theo phwong phap tht

Khoéng vuot qua 31 % (phwong phap Karl Fischer)
Khoéng vuot qua 0,1 %

Khong vuwot qua 50 mg/kg

Khong vuwot qua 100 mg/kg

Khéng vuwot qua 2 mg/kg

Khéng vwot qua 0,3 %

Khéng vuwot qua 1 mg/kg

Khoéng thap hon 99,0 % ham lwong cac saccharid
hydro hoa (%) tinh theo ché phdm khan; khéng vuot
qua 50,0 % maltitol va khéng vwet qua 20,0 % sorbitol
tinh theo ché phdm khan

Xac dinh theo TCVN 6469:2010, Phu gia thuc phédm -
Phuwong phap danh gia ngoai quan va xac dinh cac chi
tiéu vat ly (muc 3.7).
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Thdr maltitol

Thtr sobitol

6.2. B tinh khiét

Ham lwong nwoc

Tro sulfat

Clorid

Sulfat

Niken

QCVN 4-32:2020/BYT

Xac dinh theo TCVN 9()52:2012, Phu gia thuc phdm —
Xac dinh cac thanh phan hiru co (muc 2.10)

Dung dich chun: Hoa tan 50 mg chéat chuan maltitol
trong 20 ml nuoc.

Dung dich th: hoa tan 50 mg mau thir trong 20 ml
nuwoc.

Cho vao 5 g mau: 7 ml methanol, 1 ml benzaldehyd va
1 ml acid clohydric. Tron va lAc trén may l&c co hoc cho
dén khi tinh thé xuét hién. Loc cac tinh thé va hoa tan
trong 20 ml nwéc sbi chira 1 g natri bicarbonat. Loc
dung dich néng va dé ngudi cho dén khi tinh thé dwoc
hinh thanh. Loc cac tinh thé, rlra bang 5 ml hén hop
cua nwdc — methanol (1 trong 2) va lam khé trong
khéng khi. Céc tinh thé clia dan xuat monobenzylidin
cua sorbitol thu dwoc tan chay trong khoang nhiét do
tr 173 °C dén 179 °C.

Xac dinh theo TCVN 8900-1:2012, Phy gia thuc phém
— Xac dinh cac thanh phép vO co— Phan 1: Ham luong
nwoc (Phwong phap chuan dé Karl Fischer).

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phdm
— Xéc dinh céc thanh phan vé co — Phan 2: Hao hut
khéi luong khi sdy, ham luong tro, chéat khéng tan trong
nuwérc va chat khéng tan trong axit (muc 5.3.3), cach tién
hanh theo Phuwong phap | véi 3 g mau thir.

Xac dinh theo TCVN 8900-5:2012, Phuy gia thyc pham
— Xac dinh cac thanh phan vé co — Phan 5 : Cac phép
ther gidi han (muc 2.3).

Phép thtr dwoc tién hanh trén 10 g mau thi, dung 1,5
ml acid clohydric 0,01 N dé doi chiéu.

Xac dinh theo TCVN 8900-5:2012, Phy gia thuc phédm
— Xac dinh cac thanh phan vé co — Phan 5 : Cac phép
thee gidi han (muc 2.9).

Phép thtr dwoc tién hanh trén 10 g mau th, dung 2,0
ml acid sulfuric 0,01 N dé daéi chiéu.

Thudc thir

- Dung dich acid acetic 1 N.

- Dung dich amoni pyrolidinedithiocarbamat 1% (khéi
lwong/thé tich).

- Methyl isobutyl keton
- Dung dich chuan Niken: 10 mg/kg
- Dung dich chuén lam viéc:

Thé[n cac thé tich 0,5 ml, 1,0le va 1,5 ml dung dich
chuan niken 10 mg/kg véq hon hop dung dich acid
acetic 1N va nuwéece (ty 1€ thé tich 1:1) dwng trong binh

6
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Duong khtr

Chi

QCVN 4-32:2020/BYT

thay tinh va thém hédn hop néu trén dén vach 100 ml.
Thém 2,0 ml dung dich amoni pyrolidinedithiocarbamat
1% va 10 ml methyl isobutyl keton. Trén va dé cho tach
I&p, gitr lai I&p methyl isobutyl keton.

Thiét bi, dung cu

- May do phd hép thu nguyén t&, dwoc trang bi den
catot rong niken va ngon Itra khong khi - acetylen, do
dwoc dé hap thu & bwédc song 232,0 nm

- Can phan tich, d6 chinh xac dén 1 mg
- Pipet
- Binh dinh m&rc 100 ml

Céch tién hanh
- Chuén bj dung dich mau th

Cho 20,0 g mau thtr vao binh dinh mdc 100 ml, hoa tan
bang hén hop dung dich acid acetic 1 N va nuéc (ty 1é
thé tich 1:1) va pha loang béng dung dich nay dén vach
dinh mwc. Thém 2,0 ml dung dich amoni
pyrolidinedithiocarbamat 1% va 10 ml methyl isobutyl
keton. Tron va dé& cho tach 16p, gitv lai 16p methyl
isobutyl keton.

- Chuén bi dung dich mau trang

Chuén bi m3u trang theo huéng dan chuan bi mau they
nhwng khéng c6 mau thir.

- Dwng dwdng chuan

Xac dinh d& hap thu & bwdc séng 232,0 nm clia cac
dung dich chuan lam viéc, it nhat ba Ian méi dung dich,
ghi lai sé doc trung binh cla ba 1an doc. Dung duéng
chuan do hap thu trung binh theo néng dd cliia cac
dung dich chuén.

- Xac dinh ham lwgng niken

S dung dung dich mau trdng dé hiéu chinh thiét bj do
phd vé khéng. Xac dinh do hap thu & bwéc séng 232,0
nm cta dung dich mau tht, it nhat ba IAn méi dung
dich, ghi lai s6 doc trung binh cla ba Ian doc. Gitra méi
phép xac dinh, bom dung dich mau trdng va hiéu chinh
thiét bi vé khéng.

Ham lwong niken trong mau thir dwoc tinh tlr dd hap
thu & budc song 232,0 nm cta dung dich mau thir, st
dung dwédng chuén.

Xac dinh theo TCVN 9052:2012, Phu gia thuc pham —
Xac dinh cac thanh phan hiru co (muc 2.13.2).
Lwong ddng (1) oxid khéng vwot qua 50 mg.

Xac dinh theo TCVN 8900-6:2012, Phy gia thuc phédm
— Xac dinh cac thanh phan vé co — Phan 6: Dinh lirong
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6.3. binh lveng

QCVN 4-32:2020/BYT

antimon, bari, cadimi, crom, déng, chi va kém bang do
pho hap thu nguyén tir ngon Iira; hoac

TCVN 8900-8:2012, Phy gia thuc phém — Xéc dinh céc
th?nh phan ’vé co — Phan 8: Binh lwong chi va cadimi
bang do phé hap thu nguyén tur dung 1o graphit.

Tbng ham lwong cac saccharid hydro hoé (%)

100 — (% Nwdc + % Tro Sulfat + % Dwong khir)
% = . x 100
100 — % Nuwoc

Xac dinh ham lwgng sorbitol va mailtitol

Thiét bi:

- Thiét bj sac ky 16ng hiéu ndng cao (HPLC);

- Detector: May do khuc xa vi phan, dwoc duy tri & nhiét
do on dinh; May ghi tich phan; C6t AMLNEX HPX 87 C
(hoac cbdt nhwa twong dwong & dang canxi) dai 30 cm,
dwdng kinh trong 9 mm;

- Dung méi rira giai: Nwéc cat 2 1an da dwoc loai khi
(da dwoc loc qua mang loc 0,45 mm).

- Diéu kién s&c ky

Nhiét dé cét: 85 °C + 0,5 °C;

Téc d6 dong clia dung méi riva gidi: 0,5 ml/phut
Thubc thir:

Dung dich chudn: Hoa tan trong nuéc mot lwong
maltitol va sorbitol da dwoc can chinh xac dé thu dwoc

dung dich c6 néng dé maltitol 10,0 mg/ml va sorbitol 5
mg/ml.

Dung dich m&u: Chuyén khoang 1 g mau da dwoc can
chinh xac vao binh dinh mtrc 50 ml, pha loang bang
nwdc dén vach va lac déu.

Cach tién hanh:

Bom riéng ré cac thé tich bang nhau (khoang 20 wl)
dung dich mau va dung dich chuan vao may sac ky.
Ghi lai sac ky dé va do tin hiéu cla trng pic.

Tinh két qua:

Tinh ham lwong maltitol va sorbitol trong mau, bang
mg, theo céng thirc sau day:

Ru
Rs

MxCx—
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Trong do:

C la ndng do ctia maltitol va sorbitol trong dung dich
chuan, tinh bdng mg trén ml;

R, la tin hiéu pic ctia dung dich mau;
R, 1a tin hiéu pic ctia dung dich chuan.
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CONG HOA XA HOI CHU NGHIA VIET NAM

QCVN 4-33:2020/BYT

QUY CHUAN KY THUAT QUOC GIA
POl VOI PHU GIA THU'C PHAM SIRO SORBITOL

National technical regulation of Sorbitol syrup

HA NOI - 2020
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L&i néi dau

QCVN 4-33:2020/BYT do Ban soan thao xay dwng Thong tw
ban hanh cac quy chuan ky thuat quéc gia vé phu gia thuc
pham bién soan, Cuc An toan thwc phdm trinh duyét, B6 Khoa
hoc va Céng nghé tham dinh, Bo trwédng Bo Y té ban hanh theo
Théng tw sé 31 /2020/TT-BYT ngay31thang ] 2ndm 2020.

QCVN 4-33:2020/BYT
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QCVN 4-33:2020/BYT
QUY CHUAN KY THUAT QUOC GIA
DOI V&I PHU GIA THU'C PHAM SIRO SORBITOL

National technical regulation of Sorbitol syrup

I. QUY DINH CHUNG

1. Pham vi diéu chinh
Quy chuén ky thuat qudc gia (sau day goi tat Ia Quy chuén) nay quy dinh céc yéu
cau quan ly va yéu cau ky thuat déi véi phu gia thwe phdm Siro sorbitol.

2. P6i twong ap dung

Quy chuan nay ap dung dbi véi:

2.1. Td chirc, ca nhan san xuét, kinh doanh phu gia thwe phdm Siro sorbitol (sau
day goi tat la té chirc, ca nhan).

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

3. Giai thich tir ngir va chir viét tat

3.1. ADI (Acceptable daily intake): Lwong &n vao hang ngay chap nhan duoc.

3.2. INS (International numbering system): Hé théng ma sb quéc té vé phu gia thuc
pham.

3.3. TCVN: Tiéu chuén quéc gia.

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

4. Yéu cau ky thuat dbi véi phu gia thwe phdm Siro sorbitol dwoc quy dinh tai Phu
luc ban hanh kém theo Quy chuan nay.

5. Phwong phap thir dwoc quy dinh tai Phu luc ban hanh kém theo Quy chuan nay.
Phuwong phap thtr khac dwoc ap dung trong trwdng hop bao dam dd chinh xac twong
duwong.

6. LAy mau theo quy dinh cla phap luat hién hanh.

lll. YEU CAU QUAN LY

7. Cong bd hop quy

Té chirc, ca nhan phai thuc hién cdng bdé hop quy dua trén phwong thire tw cong
bd san phdm theo quy dinh tai Diéu 4, Piéu 5 Nghi dinh s 15/2018/ND-CP ngay
02/02/2018 ctia Chinh pha quy dinh chi tiét thi hanh mét sb diéu cta Luat an toan thuc
pham va Didu 3 Nghi dinh s& 155/2018/ND-CP ngay 12/11/2018 clia Chinh phi vé sira
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ddi, bd sung mot sé quy dinh lién quan dén diéu kién dau tw kinh doanh thudéc pham vi
quan ly nha nwéc ctia BO Y té.

8. Ghi nhan

Viéc ghi nhan phu gia thyc phém Siro sorbitol thyc hién theo quy dinh tai Nghi dinh
s6 43/2017/ND-CP ngay 14/4/2017 clGa Chinh phd vé& nhan hang hoa va cac quy dinh
cla phap luat co6 lién quan.

9. Kiém tra ddi v&i phu gia thwc pham Siro sorbitol

Viéc kiém tra chéat lwgng, an toan déi véi phu gia thwe pham Siro sorbitol thuwc hién
theo cac quy dinh cta phap luat hién hanh.

IV. TRACH NHIEM CUA TO CH(’C, CA NHAN

10. T6 chirc, ca nhan chiu trach nhiém vé san pham, ddm bao san pham dap rng
v&i cac yéu ciu ky thuat tai Quy chuan nay va cac quy dinh cta phap luat hién hanh.

11. T chirc, ca nhan thuc hién cdng bd hop quy theo quy dinh tai Diéu 7 ctia Quy
chuan nay.

V. TO CHU’'C THUC HIEN

12. Giao Cuc An toan thwc phadm chu tri, phdi hop véi cac co quan chirc ndng ¢
lién quan tb chirc hwdng dan, trién khai thue hién Quy chuén nay.

13. C&n clr vao yéu cau quan ly, Cuc An toan thuwc phdm cé trach nhiém kién nghi
Bo Y té stra dbi, bd sung Quy chuan nay.

14. Trwdng hop phwong phap thlr va cac quy dinh ciia phap luat vién dan trong Quy
chuan nay duoc stra dbi, bd sung hodc thay thé thi ap dung theo van ban mai.
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Phu luc

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOl PHU GIA THYC PHAM SIRO SORBITOL

1. Tén khac, chi sb
2. Dinh nghia

3. Cam quan

4. Ma HS

5. Yéu cau ky thuat
5.1. Binh tinh

Do tan

S&c ky I6p méng
5.2. Do tinh khiét
Ham lwong nuwoc
Tro sulfat

Clorid

Sulfat

Niken

Duwong khir

Chi

5.3. Ham lwvgng

6. Phwong phap tho

6.1 Binh tinh

Do tan

Siro D-Glucitol , 420(ii)

Siro sorbitol dwoc hinh thgélnh do sy hydro hoa siro
glucoza. Siro sorbitol bao gom D-sorbitol, D-manitol va
cac saccharid khac da bi hydro hoa.

Phan san phdm khéng phai 1a D-sorbitol ch yéu bao
gdm céc oligosaccharid bi hydro hoa, dwoc hinh thanh
do hydro hoa siro glucoza nguyén liéu tho (trong trwd'ng
hop siro khéng két tinh), hoac mannitol; co thé cé mat
mot lwong khéng dang ké disaccharid, trisaccharid va
tetrasaccharid da bi hydro hoa.

Dung dich nwéc trong khéng mau
2905.44.00

Tan trong nwéec, glycerol va propan 1,2-diol

Dat yéu cau theo phwong phap tht

Khéng vwot qua 31 % (phwong phap Karl Fischer)
Khéng vwot qua 0,1 %

Khong vuwot qua 50 mg/kg

Khéng vuwot qua 100 mg/kg

Khoéng vwot qua 2 mg/kg

Khoéng vuwot qua 0,3 %

Khéng vuwot qua 1 mg/kg

Khéng thap hon 99,0 % ham lwong cac saccharid
hydro hoa (%) va khong thap hon 50,0 % D-sorbitol tinh
theo ché pham khan.

Xac dinh theo TCVN 6469:2010, Phu gia thurc pham -
Phuwong phap danh gia ngoai quan va xac dinh cac chi
tiéu vat ly (muc 3.7).
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Séc ky I6p méng

6.2. Do tinh khiét

Ham lwong nwoc

Tro sulfat

Clorid

Sulfat

Niken

QCVN 4-33:2020/BYT

Xac dinh theo TCVN 9‘052:2012, Phu gia thuc pham —
Xac dinh cac thanh phan hivu co (muc 2.10).

Dung dich chudn: Hoa tan 50 mg chat chuan sorbitol
trong 20 ml nwéc;

Dung dich tht: Hoa tan 50 mg mau thr trong 20 ml
nuwoc.

Xac dinh theo TCVN 8900-1:2012, Phu gia thuc pham —
Xac dinh cac thanh phan vé co — Phan 1: Ham lwong
nwoc (Phwong phap chuan dé Karl Fischer).

Xac dinh theo TCVN 8900-2:2012, Phu gia thuc phédm —
Xéc dinh céc thanh phan vé co — Phéan 2: Hao hut khéi
luong khi sdy, ham luong tro, chat khéng tan trong nuée
va chét khéng tan trong axit (muc 5.3.3), cach tién hanh
theo Phwong phép | v&i 3 g mau thie.

Xac dinh theo TCVN 8900-5:2012, Phu gia thuc phém —
Xac dinh cac thanh phan vé co — Phan 5 : Cac phép ther
gi¢i han (muc 2.3).

Phép thir dwoc tién hanh trén 10 g mau thir, dung 1,5 ml
acid clohydric 0,01 N dé doi chiéu.

Xac dinh theo TCVN 8900-5:2012, Phu gia thuc phdm —
Xac dinh cac thanh phan vé co— Phan 5 : Cac phép thwy
gioi han (muc 2.9).

Phép thir duorc tién hanh trén 10 g mau thir, dung 2,0 ml
acid sulfuric 0,01 N dé doi chiéu.

Thubdc thiy

- Dung dich acid acetic 1 N

- Dung dich amoni pyrolidinedithiocarbamat 1% (khdi
lwong/thé tich)

- Methyl isobutyl keton

- Dung dich chuan Niken: 10 mg/kg

- Dung dich chuén lam viéc:

Thém cac thé tich 0,5 ml, 1,0 ml va 1,5 ml dung dich
chuan niken 10 mg/kg vao hon hop dung dich acid acetic
1N va nuwdc (ty 1€ thé tich 1:1) dwng trong binh thay tinh
va thém hon hgp néu trén dén vach 100 ml.

Thém 2,0 ml dung dich amoni pyrolidinedithiocarbamat

1% va 10 ml methyl isobutyl keton. Trén va dé cho tach
lop, gilr lai I&p methyl isobutyl keton.

Thiét bi, dung cu

- May do phd hap thu nguyén t&r, dwoc trang bi dén catot
rong niken va ngon Itra khong khi - acetylen, do dwoc d6
hap thu & bwéc song 232,0 nm

- Can phan tich, d6 chinh xac dén 1 mg
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Duong khor

Chi

6.3 Dinh lvgng

QCVN 4-33:2020/BYT
- Pipet
- Binh dinh mrc 100 ml
Céch tién hanh
- Chuéan bj dung dich mau th
Cho 2010 g mau thir vao binh dinh mtrc 100 ml, hoa tan
bang hon hop dung dich acid acetic 1 N va nwéc (ty 1é
thé tich 1:1) va pha loang bang dung dich nay dén vach
dinh muc. Thém 2,0 ml dung dich amoni
pyrolidinedithiocarbamat 1% va 10 ml methyl isobutyl
keton. Tron va dé cho tach Iop, gitr lai I&p methyl isobutyl
keton.

- Chuén bj dung dich méu tréng

Chuén bj méu trang theo hwong dan chuén bi mau thi
nhwng khéng c6 mau thir.

- Dwng dwdng chuén

Xac dinh dd hap thu & buéc song 232,0 nm cua cac
dung dich chuan lam viéc, it nhat ba lan mo&i dung dich,
ghi lai s0 doc trung binh cua ba lan doc. Dung dwong
chuan dQ hap thu trung binh theo ndng dé ctia cac dung
dich chuan.

- Xac dinh ham lwgng niken

S& dung dung dich mau trdng dé hiéu chinh thiét bj do
phd vé khéng. Xac dinh d6 hap thu & bwéc séng 232,0
nm cla dung dich mau thiy, it nhat ba 1an méi dung dich,
ghi lai sb doc trung binh clia ba 1an doc. Gitra mbi phép
xac dinh, bom dung dich mau trdng va hiéu chinh thiét bi
vé khong.

Ham lwong niken trong mau thtr dwoc tinh tir dd hap thu
& bwéde séng 232,0 nm ctia dung dich mau thiy, st dung
dwong chuan.

Xac dinh theo TCVN 9052:2012 Phu gia thuc phédm —
Xac dinh cac thanh phan hivu co (muc 2.13.2).

Lwong ddng (1) oxid khéng vwot qua 50 mg.

Xac dinh theo TCVN 8900-6:2012, Phu gia thuc phdm —
Xéc dinh cac thanh phén vé co — Phéan 6: Dinh luong
antimon, bari, cadimi, crom, déng, chi va kém bang do
phé hép thu nguyén tir ngon lira; hoéc

TCVN 8900-8:2012, Phu gia thuc phém — Xac dinh cac
thanh phéan vé co — Phén 8: Binh luong chi va cadimi
béng do phé hép thu nguyén ti&r dung 16 graphit.

Tbng ham lwong céc saccharid hydro hoé (%)

. 100 — (% Nudc + % Tro Sulfat + % Pwong khir)
%= 100 — % Nuéc X

100
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Xac dinh ham lwgng sorbitol cia mau

Thiét bi:

- May séc ky 16ng hiéu ndng cao (HPLC);

- Dgtector: May do khuc xa vi phan, dwoc duy tri & nhiét
do on dinh;

- May ghi tich phan;

- Co6t AMLNEX HPX 87 C (hoac cot nhya twong dwong
& dang canxi) dai 30 cm, dwong kinh trong 9mm;

- Dung méi rira gidi: Nwéc cat 2 1an da dwoc loai khi (da
duwoc loc qua mang loc 0,45 mm).

Diéu kién sac ky

Nhiét dé cot: 85°C + 0,5 °C

Téc d6 dong ctia dung méi rtra giai: 0,5 ml/phut.

Thubc thiy

Dung dich chuén: Hoa tan trong nwdc mét lwgng sortgitol
da dwoc can chinh xac dé thu dwoc dung dich ¢6 ndng
do da biet khoang 10,0 mg sorbitol trong 1 ml.

Dung dich mau: Chuyén khoang 1 g mau da duoc can
chinh xac vao binh dinh mtrc 50 ml, pha loang bang
nwdc dén vach va lac déu.

Cach tién hanh

Bom riéng ré cac thé tich bang nhau (khoang 20 pl) clia
dung dich mau va dung dich chuan vao may sac ky. Ghi
lai sac ky do va do tin hiéu cla trng pic.

Tinh két qua

Tinh ham lwong sorbitol trong mau, bang miligam, theo
cbng thire sau day:

soxcx Re

Rz

Trong dé:

C la nbng dd cla sorbitol trong dung dich chuén, tinh
bang mg/ml;

Ry la tin hiéu pic cha dung dich mau;
Rs la tin hiéu pic cia dung dich chuan.
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