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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

Sb: 25/2010/TT-BYT Ha Noi, ngay 20 thang 5 nam 2010
THONG TU
Ban hanh Quy chuén k§ thuit qudc gia vé phu gia thuc phim -
Chit ngot tong hop

Can ctr Luét Tiéu chuén va Quy chuén k¥ thuét ngay 29 thang 6 nam 2006 va
Nghi dinh s§ 127/2007/NP-CP ngay 01 thang 8 nim 2007 cua Chinh phu quy dinh
chi tiét thi hanh mdt s6 diéu ciia Luat Tiéu chuin va Quy chuéin k¥ thuat;

Can ctr Phép 1énh Vé sinh an toan thuc phim ngay 07 thang 8 nim 2003 va
Nghi dinh s§ 163/2004/ND-CP ngay 07 thang 9 ndm 2004 ctia Chinh phua quy dinh
chi tiét thi hanh mot sé diéu ciia Phép 1énh V& sinh an toan thuc pham;

Cin ct Nghi dinh sé 188/2007/ND-CP ngay 27 thang 12 nidm 2007 cta Chinh
phu quy dinh chirc ndng, nhiém vu, quyén han va co cAu td chirc cia BO Y té;

Theo d& nghi cua Cuc truéng Cuc An toan vé sinh thuc phfim, Vu truéng Vu
Khoa hoc va Pao tao, Vu truéng Vu Phap ché,

QUY DPINH:

Piéu 1. Ban hanh kém theo Théng tur ndy:

QCVN 4-8: 2010/BYT - Quy chuén k¥ thuét qubc gia vé phy gia thyc phém -
Chét ngot téng hop.

Piéu 2. Thong tu nay c6 hiéu lyc tir ngay 01 thang 01 ndm 2011.

Pidu 3. Cyc truong Cuc An toan vé sinh thuc phdm, Thu trudng cac don vi
thude B6 Y té, cac don vi truc thude Bo Y té; Giam dbc S& Y té céc tinh, thanh
phé truc thude Trung wong va céc td chirc, ca nhan c¢6 lién quan chiu trich nhiém
thi hanh Théng tu nay./.

KT. BQ TRUONG
THU TRUONG

3 A ‘
Trinh Quan Huan
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QCVN 4-8: 2010/BYT

QUY CHUAN KY THUAT QUOC GIA
VE PHU GIA THUC PHAM - CHAT NGOT TONG HQOP

National technical regulation
on Food additives - Artificial sweeteners

Loi néi dau

QCVN 4-8: 2010/BYT do Ban soan thao quy chudn ky thudt quéc gia vé Phu
gia thuc pham va cde chét hé tro ché bién bién soan, Cuc An toan vé sinh thuc
phdm trinh duyét va dugc ban hanh theo Théng tu sé 25/2010/TT-BYT ngay 20
thang 5 nim 2010 cia B truémg Bo Y té.
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QUY CHUAN KY THUAT QUOC GIA
VE PHU GIA THU'C PHAM - CHAT NGQT TONG HQP
National technical regulation on Food additives - Sweeteners

I. QUY DINH CHUNG
1. Pham vi diéu chinh
Quy chudn k¥ thuat quéc gla (sau day goi tat 1a Quy chuan) nay quy dinh cac
yeu ciu k¢ thuat va quan ly vé chit luong, vé sinh an toan dbi véi cac chét ngot
tong hop dugc sir dung véi muc dich 1am phuy gia thuc pham.
2. Pbi twong 4p dung
Quy chuan nay ap dung dOl vm

compendlum ojf fOiDd addﬁhtwe ﬁpgciﬁcatlons,
on food addltwes*‘“ﬁ{phlm 4 3 Ana}ytlcal rgleﬂ?

hanh nam 2006. ol
3.3. Mi s6 C.A.S (C‘ﬁ'é‘gug,
Hiép hoi Hoa chit Hoa Ky. 2 -
3.4. TS (test solution): Dung dlCh thuoc thu
3.5. ADI (Acceptable daily intake): Lugng an vao hang ngay chip nhan duoc.
3.6. INS (International numbering system): Hé thong mi s6 quéc € vé phu gia
thue pham.
IL. YEU CAU KY THUAT, PHUONG PHAP THU VA LAY MAU
1. Yéu cau k¥ thuat va phuong phap thir dbi véi céci chét ngot téng hop duoc
quy dinh tai cac phu luc ban hanh kém theo cta Quy chuin nay nhu sau:
1.1. Phu luc 1: Yéu cau k¥ thuét va phuong phap thir d6i v6i Manitol.
1.2. Phu luc 2: Yéu céu k¥ thuat va phuong phap thir di voi Acesulfam kali.
1.3. Phu luc 3: Yéu cau k¥ thudt va phwong phép thir ddi véi Isomalt.
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1.4. Phu luc 4: Yéu ciu k¥ thudt va phuong phap thir d6i vi Saccarin.

1.5. Phu luc 5: Yéu ciu k¥ thut va phuong phap thir dbi voi Sorbitol.

2. Céc yéu cau k¥ thuat quy dinh trong Quy chuén nay dugc thir theo JECFA
monograph 1 - Vol. 4, ngoai trir mot s6 phep thit riéng duge mod ta trong cac phu
luc. Cac phuong phap thir dugc hudng dan trong Quy chudn nay khong bit budc
phai ap dung, co thé st dung cac phuwong phap thir khac tuong duong.

3. Liy miu theo hudng din tai Théng tu ) 16/2009/TT BKHCN ngay 02
thang 6 nam 2009 cua Bd Khoa hoc va Cong nghé vé huéng dan kiém tra nha
nudc vé chit lugng hang héa luu thong trén thi truong va cac quy dinh khac cua
phap ludt c6 lién quan.

IIL. YEU CAU QUAN LY g

1. Cong bo hop quy. -«

1.1. Cac chat ngotz‘xﬁ%ﬁ Hop
Quy chuén nay. 5 > . CANN S

1.2. Phuong, ﬂ;umé atrmh ; ‘-'\tﬁu tuc cong bwﬁ, SGUY.
dinh vé ching nh;m; ‘ -ﬁqhu@g fl ’ﬂ"hbp q\ﬁy“f‘t}a oo g

\ 4_ 4y

H.P.l

bd hop quy ban},»hafﬂ Izg § alg = CN ngay 28
thang 9 nam 2( 07@3;9: Bé{trufngBeﬂthoa hogv@fCﬁﬂgﬁlghé V,fj;H ¢ quy dinh ciia
phap luat. \ i }‘--;}ﬁ :ﬁ ;1 | gj“,x 7 A ‘l.;j L %Ew B, N [

2. Kiém tl"ﬂsfk i chit ngot ténghop .\, ae

Viéc kiém tra chat Iué}ig,\ve "giii 7 an to;m &51 Vmcﬁc @t tong hop phai
thyc hién theo caoéq d”inh_ Gaphap luaty Sy

IV. TRACH NHIEM{G;&&T@

1. T6 chirc, ca Iﬂaﬁi} pl}m coﬁja : | hoEvO _,,,Cac quy dinh k¥ thuat
tai Quy chuén nay, dang Iy ban ong, ¢ y tairCuc An toan vé sinh thuc
pham va bao dam chit lugng; v@mpy@lﬂ, @hﬁw dtmg noi dung da cong bé.

2. Té chirc, c4 nhan chi dugc nhip khau, xuét khau, san xuét, budn ban va sir
dung cac chét ngot tdng hop sau khi hoan tat dang ky ban cong bd hop quy va bao
dam chét lugng, vé sinh an toan, ghi nhin phtt hop véi céc quy dinh cia phap luat.

V. TO CHUC THUC HIEN

1. Giao Cuc An toan vé smh thuc pham chu tri, phdi hop véi céc co quan chirc
nang co lién quan hucmg dn trién khai va t6 chirc viéc thuc hién Quy chuin nay.

2. Cin cr vao yéu cau quén ly, Cuc An toan vé sinh thuc pham ¢ trach nhiém
kién nghi Bo Y té sira ddi, bd sung Quy chuén nay.

3. Trudng hop huéng din cua qubc & vé phucmg phap thir va cac quy dinh cua
phap lujt vién dan trong Quy chuén nay dugc sta dbi, bd sung hoic thay thé thi ap

dung theo véan ban moi.

4
i |

f‘|.
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Phy luc 1
YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI MANNITOL

1. Tén Kkhdc, chi so D-Manitol, manit, Mannitol
INS 421
ADI “khéng gidi han”

2. Pinh nghia

Tén héa hoc D-Mannitol

Ma s6 C.A.S. 69-65-¢ 8

~ ! I3 'r.rfé’ tﬂ. A "‘-.-:"«.‘
Céng thirc hoa hoc Q@i\ 14067725 Wﬂ s, 'I.Flﬁ_ T

A r o ] -iw._ : . \'\_‘
Céng thirc cau tao i/yj ‘FHEOH 5 B
AR HO —CII-~I-I

L {y_};

,;} iy /- HO—C—H

[ A |

(S, . B—C—OH

L] i fg

b 5..-‘-‘"'; = H—CHOH

15 5?‘3

/i CHQOH
L

Khéi lwong ph 7 1
3. Cam quan
4. Chirc nang

-1--\(
5. Yéu ciu k¥ thuat
5.1. Dinh tinh

F.-
Iﬂ”n‘ (=3 _.—-““\r}ll & 4

M‘J&Iy,

Do tan Tan tro :‘ﬁéﬁ‘é? \’fan 1%1 it trong ethanol, thuc té khong
tan trong ether.

Khodng nong chay 164° - 169°C.

Séic ky l16p mong Pat yéu cau.

(Tién hanh theo chi din & phén Sdc ky I6p méng cia cdc
Polyol tai JECFA monograph 1 - Vol.4)

Str dung nhu sau:

Dung dich chuén

Hoa tan 50 mg Mannitol chudn d6i chiéu (USP) trong
20 ml nuée.
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Dung dich thir

Hoa tan 50 mg mau thir trong 20 ml nuéce
5.2. D0 tinh khiét
Giam khéi lwong khi Khong duoc qua 0,3%. (sdy & 105°C trong 4 gid)
lam kho
Néng sudt quay cuc [at]20,p: trong khoang +23 va +25°,
pH Trong khoang 5 - 8
Tro sulfat Khong dl.IO’C qua 0 1%
Clorid WO Gu4 700 mg
Sulfar
Nickel
Duong khwr

Duong to;ng.séi' Sl
Chi

| i,n -‘ ocaquailﬁ_lmgfkg
5.3. Ham luroqg €6H14é’6

f ..:—_ s '*_,..,r—

i(hpng dlwc nho k

: khong Jon hon 102,0%

‘ ﬁf?i;’ta,l,- :}"ECP .-kmonograph 1 - Vol 4-

‘ehin ¥a hoa ta@?&{ Lfnau thir va 2,6 g dinatri

Irgt o, flﬁfl@ang 2031111 nuéc da dugce lam néng
trude tﬁ'j kl&h@é:ﬁgf 30°C; Téc lién tuc trong 15 - 30 phaut,
khéng lam néng thém. Pha lodng dung dich trong nay
t61 25 ml véi nude.

pH Thir theo huéng dan tai JECFA monograph 1 - Vol.4 -
Thém 0,5 ml dung dich kali clorid bdo hoa vao 10 ml

dung dich mau thir 10% (kl/tt), sau d6 do pH.

Tro sulfat Thir theo huéng dan tai JECFA monograph 1 - Vol.4 -
Phuong phap I - Thir trén 2 g mau thir
Clorid Thir theo huéng dan tai JECFA monograph 1 - Vol.4 -Thir

trén 10 g mu thir bing Phép thir gidi han clorid, ding
2,0 ml acid hydrocloric 0,01 N 1am dung dich déi chimg.
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Sulfat

Nickel

Duong khir

Duong rc';ng 50

Chi

6.2. Dinh lugng

Thir theo huwéng dan tai JECFA monograph 1 - Vol4 -

Thir trén 10 g mAu thir bing Phép thir gidi han sulfat, dung

2,0 ml acid sulfuric 0,01 N lam dung dich di chimg.

Thir theo huéng din tai JECFA monograph 1 - Vol.4 -

Tién hanh theo chi ddn & phan Nickel trong Polyol

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

Tién hanh theo chi din ¢ phan Cac chét khir (tinh theo

glucose), Phuong phap II. Khéi lugng cia ddng (I) oxyd

phai khong vuot qua 50 mg.

Thir theo- hucmg d"n tal JECFA monograph 1-Vol4 -

Ch Ai“fgrmiutg& %‘in@,,,zso ml 1ip khit véi mot éng

“Ao1 thiiy thém ';'mldgcld hydroclorlc 0,1 N
i &un hél

eyt

]dlgl;g/\l() ml nuorc/,

trung,-t/f:ﬁh bang n&‘tn hydmxyd 6N

gfapﬁ] 1-Vol4. Str
tu' ﬂna’éh horp cho ham

St dung Sac ky_ long de xac dinh ham lwgng Mannitol
ctia mau thir (xem JECFA monograph 1 - Vol.4)

Thiét b

Sic ky 1ong (HPLC)

Phat hién: detector do do khic xa duy tri & nhiét do
khong doi

May ghi tich phan

Cot: AMINEX HPX 87 C (nhua ¢ dang calci), dai 30 cm,
duong kinh trong 9 mm
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Dung méi rira giai: nu6e cit hai 1dn dwoc loai khi (loc
qua mang loc Millipore 0,45 um)

Diéu kién séc ky

Nhiét d6 cot: 85 + 0,5°C

Luu luong dong: 0,5 ml/phit

Dung dich chuin

Hoa tan mdt lugng can chinh x4c Mannitol chuin dbi
chiéu trong nudc dé thu duge dung dich ¢6 ndng do
khoa.ng l0,0 ;(% Mannitol trong 1 ml.

L ‘f‘%f /;-1' e

;f z—riﬁ_’“’ '13‘»-1’r«-

§ , %11%%@913 ﬂgﬂ’ ﬁuﬂﬁf‘CﬁI’l chinh xac vao binh
k l{ﬁﬂgm@qden vach va lic déu.

“ -,'V t{) >
1 'tﬁrﬁmng dung d;ch chuin
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Phu luc 2
YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI ACESULFAM KALI
1. Tén khac, chi s6 Acesulfame potassium; Acesulfame K;

INS 950
ADI = 0 - 15 mg/kg thé trong

2. Pinh nghia

Tén hoa hoc

Khoi luong phéi

""Hn.-w"“.-

3. Cam quan 'ufi\ 1 o/

4. Chirc niing ,m,_. . e “’l;,Ig _qp,,chagﬁfsﬁ"fm

5. Yéu cﬁukj’rthuéﬁf_ ANl "
~,

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

5.1. Dinh tinh NG IR
Do tan Déta
Quang pho
dich nay c6 cyc dai hip thu tai 227 £ 2 nm
Kali Phai c¢6 phan ing dac trung cua kali.
(Tién hanh thir véi cin thu duge khi @bt 2 g mau thi).
Tao két tia Thém vai giot dung dich natri cobaltinitrit 10% vao dung

dich 0,2 g ché pham thtt trong 2 ml dung’ dich acid acetic
(TS) va 2 ml nuée. Trong dung dich cd két tha mau vang.
5.2. Do tinh khiét
Giam khoi lwong khi  Khéng duoc qua 1,0% (105°C; 2 gid).
lam kho
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pH 5,5 - 7,5 (dung dich 1%).
Tap chat hitu co Dat d6i v6i 20 mg/kg thanh phan dap img véi UV.
Xem m6 ta trong phan phuong phép thir
Florid Khong duoc quéd 3 mg/kg.

(Phuong phép IIT; sir dung ¢& méu thir thich hop va thé
tich dung dich chuén phu hop dé thiét 1ap dudmg chudn)

Chi Khong duoc qua 1,0 mg/kg.

5.3. Ham lugng Khong dlrorc nho h0’n 99 0% va khéng 16n hon 101,0%
CsHKNO,S

6. Phuong phap thir

6.1. Po tinh khiét

Tap chat hitu co

13 theﬁ Cm a‘gn ﬁ. ﬁgggh&i\ﬁhumlg phap sac ky

XP 5) theo didu kién sa
) c éﬂi\y‘]&‘ eﬁ%gr lam chat

i 'lf ] ‘\. _ A
NBAENGS o 5:'
i .'.“' ~"r‘-\.r é r

“'~-—-::3a~m }fpat;ﬁﬁg;%ud?(m*ﬁﬁ) |

Thé tich tiém: 20 ul dung dlCh ché pham thir 10 g/L trong
nude khir ion

Hé théng sac ky phai cé kha nang tach kali acesulfam va
acid 4-hydroxybenzoic ethyl esther véi d6 phan giai bang 2.

Néu pic khac ngoai kali acesulfam xudt hién trong
khoang 3 1an thdi gian rira giai cua kali acesulfam, tién
hanh phén tich 1an thit hai v6i 20 pl dung dich ché phau.
thu 0,2 mg/L.

Tong dién tich tit ca cac pic dugc rira gidi trong lan phan
tich thir nhét véi thoi gian chay gdp 3 14n thoi gian ria
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Chi

6.2. Pinh luong

giai cua kali acesulfam, trir pic cua kali acesulfam khong
duoc 16n hon dién tich pic cua kali acesulfam trong lan
phén tich thir hai. :

Thir theo huéng dan tai JECFA monograph 1 - Vol.4. St
dung k¥ thut hdp thu nguyén tir thich hop dé xac dinh.
Lua chon ¢& mau thir va phuong phap chuin bi mau dua
trén nguyén tic clia phwong phap mo ta trong JECFA
monograph 1 - Vol.4 phan cic phwong phap phan tich
cong cu.

g (,ghmh Xac dén mg) miu thir kho, hoa

|.J]- p

'm ___'amd ac’eitlc bang (qua trmh hoa tan co
% ¢ X

g _bg‘&oﬁg v6i 20,12 me
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Phu luc 3
YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI ISOMALT

1. Tén khic, chis6  Isomaltulose hydro héa
INS 953
ADI “Khong xac dinh”

2. Dinh nghia La hén hgp cta ciac mono va disaccharid hydro hoa ma

thanh phan chinh 14 cac disaccharid sau:
Tén hoa hoc 6-O-a- D Glucopyranosyl D-sorbitol (1,6-GPS) va

e
g

H—é—OH
HO~C-—-H

H—J}—OH
H—(|3— CH

i
.

: o tinh thé)
Khoi heong phdn it 6-0-a-D- Glucopyranosyl D-sorbitol: 344,32
1-O-a.-D-Glucopyranosyl-D-mannitol dihydrat: 380,32

3. Cam quan Tinh thé tring hoic khong mau, hit 4m nhe.
4. Chirc nang Chat ngot tong hop, chit don, chit chéng déng vén, chét
lam bong.

5. Yéu ciu ky thuat
5.1. DPinh tinh
D¢ tan Dé tan trong nudc, rat it tan trong con.

Sdic ky lop mong Dat yéu cau (mb ta trong phan Phuong phép thi).

; -mannitol dihydrat (1,1-GPM)

iGPM (khong ¢ nudc trong
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5.2. Do tinh khiét

Nucc Khong dugc qua 7,0% (phuong phap Karl-Fischer)

Tro sulfat Khéng duge qua 0,05%. (Can 5 g mau thir).

D-mannitol Khong dugc qua 3,0%.

D-sorbitol Khéng dugc qua 6,0%.

Puong khw Khong dugc qua 0,3%.

Nickel Khoéng dugc qua 2,0 mg/kg.

Chi Khong dugc qua 1,0 mg/kg.

5.3. Ham lugng Khong dugc nhd hon 98,0% mono- va disaccarid hydro hoa

va khong nh& hq‘n 86 0% hén hop cua 6-O-alpha-D-

-rf»

121 S‘I'f_‘;;‘?_-',} O—alpha—D- glucopyranosyl-

\

6. Phuong phap th@f."
6.1. Binhtinh /<
Sée ky Iép mong: _

&al ~ 12 cm phit
\55$4 Merck hoac

-inGlucopyranosyI D-
l,u(;wpyranosyl-D-mamtol

LA .
A
3 A e
PRl x Y - ~
e N T :
3 . "'._.
=
;
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Hoa tan 500 ﬁg AU trong'l()(} ml nuéc.
Dung moé1 A:

Isopropanol/n-butanol/dung dich acid boric (25 mg/ml)/acid
acetic/acid propionic (50/30/20/2/16 - tt/tt/tt/tt/tt).

Dung méi B:

Ethyl acetat/pyridin/nudc/acid: acid acetic: acid propionic
(50/50/10/5/5 - tt/tt/tt/tt/tt).

Dung dich thudc thir hién mau:

S6 I: Dung dich natri metaperiodat 0,1% (kU/kI).
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6.2. Do tinh khiét
Duong khve

S II: ethanol/acid sulfuric/anisaldehyd/acid acetic (90/5/1/1 -
tt/tt/tt/tt).

Tién hanh

Chim ~ 0,3 pL mdi dung dich chudn va dung dich thir 1én
vach xuit phat cia ban mong. Sdy khé vét chdm trong
khong khi néng. Tién hanh khai trién sac ky trong budng
khai trién d4 bao hoa hé dung méi A hodc B, dén khi chiéu
cao tuyén dung méi dat ~ 10 cm. P& ban méng khd trong
khong khi nong, sau d6 ngdm ban moéng trong dung dich
thudc thir hién mauso Itrong 3 gidy.

Lay banﬂ;hann ta,dé kh : tmqg khong kh1 néng. Chu y: ban

I\/Ialtltol“J g

Lactilol Xanh olive 0,23 0,14

Gia tri R c6 thé thay ddi chut it khi sit dung ban méng
silicagel tir cac ngudn khac nhau.

Vét chinh trén sic ky dd d}mg dich thtr isomalt phai tuong
trng vé Ry va mau sic cla vet GPM va GPS.

Thir theo hudéng dan tai JECFA monograph 1 - Vol.4 - Tién
hanh theo huéng dan trong chuyén luan thir gidi han cac
hop chat khir (tinh theo glucose) phuong phap II. Khéi
luong dong (1) oxyd khong duoc qua 50 mg.
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Nickel

Chi

6.3. Pinh lugng

Dung dich thir:

Hoa tan 20,0 g mau thir trong hdn hop gdm dung dich acid
acetic lodng (TS) va nuéc, tron dong thé tich, sau d6 dinh
mitc dén du 100 ml bang hén hop dung méi nay. Thém 2,0 ml
dung dich amoni pyrrolidin - dithiocarbamat 1% (kl/tt) va
10 ml methyl isobutyl keton. Trén déu va dé yén tach lop,
lay 16p methyl isobutyl keton dé tién hanh thir nghiém tiép
theo.

Dung dich chuén:

Chuan b1 3 _dung. slwh c;hu_'gln (theo huorng dAn chuén bi dung
nh :,,ﬂ\' ﬂﬁﬁ}@@ 0g mau thir th1 cho 0,5 ml;

éfrqgn bl dung dich thit nhung
; % A die _methyl 1sobuty1

gkhi

S g/(i,"an tai. T}ECF“A
hap/thyngu, ptjtﬁ* th&ph i"ﬁ% §3§ %gf dmh Lua chon

c¢huén bl mﬁu dya trén nguyén

T :
= \’-’L:m’ "(]" J_/

Sradi p) Herly1=B- D-glucopyran051d va mannitol
trong nudc sao o cho thu duoc dung dich c6 nong d6 1 mg
phenyl-B-D-glucopyranosid/1g nude va 50 mg mannitol/1 g
nudc.

Dung dich chuin

Can chinh xac lwong 6-O-a-D-Glucopyranosyl-D-sorbitol
(1,6 GPS), 1-O-a-D-Glucopyranosyl-D-manitol (1,1 GPM)
tinh theo ché phim da lam khd, hoa tan riéng r& trong nudéce
thanh 2 dung dich chuén ¢6 ndng d6 50 mg/g. Pong thoi pha
mot dung dich ¢6 thanh phan gin dlng gdém 1 mg manitol/g
va 1 mg sorbitol/g.
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Dung dich mau thir

Cén khoang 1 g mau thir (chinh xdc dén mg) hoa tan trong
nuée vira du dé thu duge nong do khoang 10 g/100g.

Tién hanh

Huat 100,0 mg dung dich chuén va dung dich miu thir vao
céc 6ng nghiém cé nut, thém vao mdi éng 100,0 mg dung
dich chudn ndi. Loai nudc bang cach dong khd va hoa tan
phan con lai trong 1,0 ml pyridin. Thém vao mdi ng 4 mg
O-benzyl-hydroxylamin hydroclorid, ddy nit va d¢é yén tai
nhle,'t dd phongtro;n ‘12_g10r Sau d6 thém 1 ml N-methyl N-

A
m hinh thoang lac sau do de

o .
, T

0°C: 270°/phtt -

Cac mon(isacé 1
Mannitol 19,5 phut

Sorbitol 19,6 phut

Chuin ndi:

Phenyl-B-D-glucopyranosid 26,8 phut
Maltitol 33,5 phut

Céc disaccharid hydro héa (32 - 36 phut)
1,1-GPS 33,9 phut

1,1-GPM 34,5 phat

1,6-GPS 34,6 phut

,25 pm) hodc
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Tinh ham luong (%) cua ting thanh phan trong miu (wy)
theo cong thirc sau:
ap X m

Wy (%) % 100
F1x a;, x misomarr

Trong d6
a; = dién tich pic ciia cdu tir I (uVs)

as = dién tich pic ciia chuin ndi (uV+s)

SONSRNARY
e B
s f e
g o ‘.‘r.:

Vi

W
L%
"\

(30
!

-
=
e

|
!
I

SR rfnh ham luong

.
pE
2k

. !n'
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Phu luc 4
YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI SACCARIN

1. Tén khac, chi s INS 954
ADI = 0 - 5 mg/kg thé trong

2. Dinh nghia

Tén hoa hoc 1,2-Benzisothiazol-3(2H)-on-1,1-dioxid;
3-ox0—2,3-dihydrobenzo[d]isothiazol-l,1 -dioxid

Maé 56 C.A.S.

81 07 2
Céng thitc hoa hoc \

Céng thirc cdu tao

Khéi lrong ph ;,
3. Cam quan | ui hoac cé mul
4. Chirc nang

5. Yéu cau ky
5.1. Dinh tinh

Do tan dang 1ch kiém, it tan trong
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Tinh Acid 1
Dén xudt héa thanh Pat yéu céu (mo ta trong phén Phuong phap thr).

acid salicylic

Dén xudt héa thanh hop Dat yéu ciu (md ta trong phan Phuong phap thir)
chat co huynh quang

5.2. Do tinh khiét

Gidm khoi lwong khi  Khong dugc quéa 1,0% (105°C; 2 gid)

lam khé

Khodng nong chay 226 - 230°C.

Tro sulfat Khéng duoc qua 0,2% (Cén 2 g miu thi).
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Acid benzoic va acid ~ Dat yéu ciu (md ta trong phan Phuong phap thur).
salycylic

Cdc hop chat dé bi than Dat yéu cdu (md ta trong phan Phuong phap thir).
héa

Toluensulfonamid Khéng dugc qua 25,0 mg/kg.

Selen Khéng dugc qua 30,0 mg/kg.

Chi Khéng dugce qua 1,0 mg/kg.

5.3. Ham lugng Khéng duoc nhd hon 99,0% va khoéng 16n hon 101,0%
C;HsNO;S tinh thco che pha.m da lam kho

6. Phwong phap thir

6.1. Pinh tinh oV il

Dén xudt héa rhanh /'r/ﬁ/ "?Jiﬁmf’ién ¢ Ai bg” ) : natri hydroxyd 5%
acid salicylic E : trén ngon Itra nhd

nia¢-thoat, ra. Sau khi dé

PO\ b \b hoa dung dich
'\";) va loc. Thém
?dich loc, dung

6.2. Do tinh khiét % :

Acid benzoic va acid  Thém nho gzot dung d1ch sat (III) clorid (TS) vao dung

salicylic dich miu thir bdo hoa. Khéng duoc xuit hién két tua
mau tim.

Cdc hop chat dé bj Hoa tan 0,2 g mau thir trong 5 ml dung dich acid sulfuric

than hoa (TS). Giir tai nhiét d 48 - 50°C trong 10 phut. Mau cua
dung dich khong dugc d4m hon mau vang niu nhat cla
dung dich ddi chimg A (Matching Fluid A).

Selen Thir theo huéng dén tai JECFA monograph 1 - Vol.4 -
Tién hanh theo huéng din trong chuyén ludn thir gidi han
selen, phuong phép I, can 0,2 g mau thr.
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Chi

6.3. Dinh lugng

Thir theo huéng dan tai JECFA monograph 1 - Vol.4. Six
dung k§ thuat hdp thu nguyén tir thich hop dé xéac dinh.
Lya chon ¢& mAu thir va phuong phap chuan bi mau dya
trén nguyén tic ciia phuong phap md ta trong JECFA
monograph 1 - Vol.4 phan cic phwong phép phan tich
cong cu.

Can khoang 0,5 g (chinh x4c dén mg) méu thir d3 duoc
lam kho, hoa tan trong 75 ml nudc néng. Lam ngudi
nhanh v thém dung dich phenolphtalein (TS), chudn d6
v&i dung dich natri hydroxyd 0,1 N.

Py VA VAVAVAY Vi s - L
Moi lhat hydroxyda |, N tuong duong voi 18,32 mg
/ iy e |

- n
FE 1 Sy T

D7 Es ;
..,__h‘ !" ‘ — :/’(“_/

e i
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Phu luc 5
YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI SORBITOL

1. Tén khac, chi _sft D-Glucitol, D-Sorbitol, Sorbol

INS 420
ADI “khong gidi han”
2. DPinh nghia
Tén hoa hoc D-Sorbitol
Ma s6 C.A.S.
Céng thirc hoa hoc

Céong thikc cdu tao

| f

.'" ”J"‘ _ . ,u"{‘ I JJ} {1

:
Khoi legng phén

3. Cam quan

. 2
4, Chirc néng |}
A

-
iy ™y \'
NF /F?I{ f.\

% || \ ) P _. 5 i
K o
3 - AR, P A
Ii@“ e T S
4 EF
=4 J T ](1\»' -

5.1. Pinh tinh e A
el | BlEeT £l i
Do tan s n%ﬁ_%@/ﬁ\téﬁtrong ethanol.

Khoadng nong chay 88 - 102°C e
Séc ky I6p mong Dat yéu cau (md ta trong phan Phuong phép thi)
5.2. P9 tinh khiét

Gidm khoi lugng khi Khong dugc qua 1%. (phwong phép Karl Fisher)
lam khé

Tro sulfat Khéng duoc qua 0,1%
Clorid Khong dugce qua 50 mg/kg
Sulfat Khoéng dugce qua 100 mg/kg

Nickel Khéng dugc qua 2 mg/kg
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Duong khue
Duong n:‘:"ng 56
Chi

5.3. Ham lugng

6. Phwong phap thir
6.1. Pinh tinh

Sdc ky I6p méng

Clorid

Sulfat

Duong khwe

Puong tong s6

Tido i e il i
7 Polyelai TBCEA monograph

Khéng duoc qua 0,3%

Khong dwoc qua 1,0% (tinh theo glucose)

Khong duge qua 1 mg/kg

Khéng dugc thép hon 97,0% CegH;4O¢ trong tfing cac
glycitol va khoéng dugc thap hon 91,0% sorbitol tinh theo
ché phim khé. Thuét ngit glycitol chi cac hop chat cé
cong thirc CH,OH-(CHOH),-CH,OH, n < 4.

- \g\_y?_)[&'m‘f AY k‘/\ﬁh/'l.‘-"i

2
..

i

5 »"-:@%Iu AT LAY,

e >
A A
= - "
i N :5 A\ w h: T
o, R e e e
’ Pt T Bt

tl’.’\

ngg Sﬂffﬁi ﬂ QLGhUlﬁ@féaI\ :

1,5 ml acid hydroclonc 0 01 N lam dung dich déi chu:ng
Thir theo hudng din tai JECFA monograph 1 - Vol.4 - Thir
trén 10 g mAu thir bang Phép thir giéi han sulfat, dung
2,0 ml acid sulfuric 0,01 N 1am dung dich d6i chimg.

Thir theo huéng dan tai JECFA monograph 1 - Vol.4 - phin
Céc chit khir (tinh theo glucose), Phuong phap II. Khéi
lwong ctia ddng (I) oxyd phai khéng vugt qua 50 mg.

Thir theo huéng din tai JECFA monograph 1 - Vol.4 -
Cho 2,1 g miu thir vao binh 250 ml l4p khit v&i mdt dng
nbi thiy tinh mai, thém 40 ml acid hydrocloric 0,1 N, 13p
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Chi

sinh han hdi luu, va dun hdi luu trong 4 git. Chuyén
dung dich nay sang cbc 400 ml, rira sach binh véi khoéng
10 ml nudc, trung tinh bang natri hydroxyd 6 N va tién
hanh nhw chi din trong phén cac chat khi (tinh theo
glucose), Phwong phap II. Khdi lwong clia déng (1) oxyd
phai khéng virgt qua 50 mg.

Thir theo huéng din tai JECFA monograph 1 - Vol.4. St
dung k¥ thuat hap thu nguyén tir thich hop cho ham
lvong quy dinh dé xac dinh. Lya chon ¢& mau thr va
phuong phap chudn bi miu dya trén nguyén tic cua
phl;(tl;l:g“}*fhép N”Lf’s;"r &GH%JECFA monograph 1 - Vol.4

3 ﬁap phan ﬁ‘bh. cong cu.

,m—._

Nhiét do cpt: 85 + 0,5°C
Laru lugng dong: 0,5 ml/phut

Dung dich chuén

Hoa tan mét lwong cén chinh xac Sorbitol chl{én dbi
chiéu trong nudc dé thu duoc dung dich c6 ndéng 4o
khoang 10,0 mg/ml.

Dung dich thu

Cho khoang 1 g miu thir cin chinh x4c vao binh dinh
mirc 50 ml, pha lodng bing nudc dén vach va lic déu.
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Tién hanh

Tiém riéng biét cing thé tich (khoang 20 pL) dung dich
thir va dung dich chuén vio hé thdng sic ky. Ghi sic dd
va do dap {mg cia pic Sorbitol. Tinh khdi lugng (mg) cua
Sorbitol trong phan mau thir da 14y dinh lwong theo cong
thirc sau:

50xCx Ay
A

c

Trong do:
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