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BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
DPgc 1ap - Tw do - Hanh phic

S$6: 23/2010/TT-BYT Ha Ngi, ngay 20 thdng 5 ném 2010

THONG TU
Ban hanh Quy chuan k§ thuit quéc gia
vé phu gia thyc phim - Chit chéng oxy hoa

Can c&r Ludt Tiéu chudn va Quy chuén k thudt ngay 29 thang 6 nim 2006 va
Nghi dinh sb 127/2007/NB-CP ngay 01 thang 8 nim 2007 cta Chinh phu quy dinh
chi tiét thi hanh mét sé diéu ciia Luat Tiéu chuin va Quy chuén k¥ thuat;

Cén clr Phip 1¢nh V& sinh an toan thuc phdm ngay 07 thang 8 nam 2003 va
Nghi dinh s6 163/2004/ND-CP ngay 07 thang 9 nim 2004 cua Chinh phu quy dinh
chi tiét thi hanh mét sé diéu ciia Phép Iénh V& sinh an toan thuc pham;

Can cir Nghi dinh s6 188/2007/ND-CP ngay 27 thang 12 nim 2007 ctia Chinh
phi quy dinh chitc nang, nhiém vy, quyén han vé co cAu & chirc cia Bo Y té;

Theo dé nghi cia Cuc trudng Cuc An toan vé sinh thyc phdm, Vu truéng Vu
Khoa hoc va Dao tao, Vy truong Vu Phap ché,
QUY DPINH:

Piéu 1. Ban hanh kém theo Thong tir nay:

QCVN 4-6: 2010/BYT - Quy chuan ky thuat quéc gia vé phu gia thuc phim -
Chét chdng oxy héa.

Piéu 2. Théng tr nay c6 hidu luc tix ngay 01 thang 01 nam 2011. -

Piéu 3. Cuc trudng Cuc An toan vé sinh thwe pham, Thu truéng cac don vi
thude BS Y t€, cde don vi truc thude Bo Y té; Gidm dée S& Y & cde tinh, thanh

phé truc thudc Trung wong va céac td chirc, c4 nhan ¢6 lién quan chiu trach nhiém
thi hanh Théng tu nay. /. )

KT. BO TRUOGNG
THU TRUONG

Trinh Quin Huin

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



CONG BAO/S6 524 + 525 ngay 02-9-2010 71

QCVN 4-6: 2010/BYT

QUY CHUAN KY THUAT QUOC GIA
VE PHU GIA THUC PHAM - CHAT CHONG OXY HOA

National technical regulation on Food additives — Antioxidant agents

Loi néi du

QCVN 4-6: 2010/BYT do Ban soan thao quy chudn ky thudt quoc gia vé Phu
gia thuc phdam va chét hé tro ché bién bién soan, Cuc An toan vé sinh thuc phﬁm
trinh duyét va dugc ban hanh theo Thong tu s6 23/2010/TT-BYT ngay 20 thang 5
nim 2010 ctia B trudng B Y té.
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QUY CHUAN KY THUAT QUOC GIA
VE PHU GIA THUC PHAM - CHAT CHONG OXY HOA
National technical regulation on Food additives — Antioxidant agents

I. QUY PINH CHUNG
1. Pham vi diéu chinh

Quy chuén k¥ thuét quoc gla (sau day goi it la Quy chuén) nay quy dinh cac yéu
ciu k¥ thuét va quan Iy vé chét lugng, vé sinh an toan ddi voi cac chat chéng oxy hoa
dugc st dung voi muc dich 1am phuy gia thye phim.

2. Déi twgng ap dung

Quy chuan nz’iy ap dung d'ofl_vo‘r

2.2.Co qua,n quan ly nh‘_‘t__ 'm*)'c co l1en _quan;

3. Giai thlch tu' ngu' va chlr v:et ta"" A

3.1. Chét chong oxy hoa 1a phu gla thuc pham /duogc st dling;vorl muc dich

chong lai sur hu hong cua; thuc pham do bi oxy héa,
mau sic) nham keo dal thcn han' st dung cua thu'c: pham

3.2. JECFA monegraph T Vel 4 (JECFA monogra',,;‘e 1 - Combined
compendium of food add1d1£1ve spemﬁcatmns Joint FAO(WHC) szpert committee on
food additives; Volume 4 - Analy’ucal methods" “tes proeedm‘es and laboratory
solutions used by and referenced in:the food addmve specifi aﬁons FAO, 2006): Cac
yéu cau ky thuat déi véi phu gia’ ’thuc pham,( Tap 4 Céc ph‘lxe‘ng phap phan tich, quy
tnnh thu ngh1em dung dich thir nghlem‘duere S dung {heac tham chiéu) trong yéu
cau ky thuat déi voi phu gia thuc pham JECFA bien soan; FAO ban hanh nam 2006.

3.3. Mi s6 C.A.S (Chemical Abstracts Service): Ma s6 ding ky héa chit cia
Hiép hoi Héa chat Hoa Ky.

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

f‘-"“(

Dl ;_khet eua md, thay ddi

3.5. ADI (Acceptable daily intake): Lwong dn vao hang ngay chip nhin duge.

3.6. INS (International numbering system): Hé thong ma sb quéc té vé phy gia
thyc pham.

IL YEU CAU KY THUAT, PHUONG PHAP THU VA LAY MAU

1. Yéu cau k¥ thuat va phurong phap thir d6i véi cac chét chéng oxy hoa dugc
quy dinh tai cac phu lyc ban hanh kém theo Quy chuan nay nhw sau:
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1.1. Phy luc 1: Yéu cu k¥ thuat va phwong phap thir déi véi acid ascorbic.
1.2. Phy luc 2: Yéu cu k¥ thuat va phuong phap thir dbi véi natri ascorbat.
1.3. Phu luc 3: Yéu ciu k¥ thuét va phuong phap thir d6i véi calci ascorbat.
1.4. Phu luc 4: Yéu céu k¥ thuat va phuong phap thir dbi véi ascorbyl palmitat.
1.5. Phu luc 5: Yéu ciu k§ thuét va phuong phép thir d6i v6i ascorbyl stearat.
1.6. Phu luc 6: Yéu cau k¥ thuét va phuong phép thir d6i véi acid erythorbic.
1.7. Phu luc 7: Yéu cau k¥ thuat va phuong phap thir d6i v6i dl-a-tocopherol.
1.8. Phu luc 8: Yéu cau ky thuét va phuong phap thir d6i véi propyl galat.
1.9. Phu luc 9: Yéu cdu k¥ thuat va phucng phap thir d6i v6i nhua gaiac.
1.10. Phuy luc 10: Yeu cau ky thuf'ttgr \thggﬁg ph@p thir d6i véi tert-butylhydroquinon.
phu&ngﬁlap ﬂl?{’rdfagum butylhydroxyanisol.

1.12. Phu lyc 12: ..Yg".

\tﬁu dm VOl dllauryl

vy ~ = "" T
1.13. Phy 1uc€/13 Wagplgum; p\g@h
thiodipropionat, & js /&5 N ,' 5 ”? _é., N 2
2. Céc yéu’gﬁu; ﬁ .‘"."" nh  Quy. % m&a ﬂ;u theo JECFA

luc. Cac phu'qng phﬁp ~th1‘;; dl.{crc; hu(mg din &oné_Quy naj khong bt bucic
phai 4p dung,’ %o {hﬁ*slp dp g d\ac‘aghugng phap‘ 1;htsr k}’fac tu*Q'n

B h s / -\-f:?'n Iii? i I" I
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1.1. Cac chat chdng oxy hoa phal dwoc cong bo phu hop voi1 cac quy dinh tai
Quy chuin nay.

1.2. Phuong thuc, trinh ty, tha tuc cong b hop quy dugce thuc hién theo
Quy dinh vé& chimg nhén hop chuén, ching nhan hop quy va cong bb hop chuén,
cdng bd hop quy ban hanh kém theo Quyét dinh sé 24/2007/QD-BKHCN ngay
28 thang 9 nim 2007 cua Bo trudng B Khoa hoc va Cong nghé¢ va cac quy dinh
cua phap luat.

2. Kiém tra d6i v6i chat chong oxy hoa

Viéc kiém tra chét lugng, v¢ sinh an toan ddi voi cac chat chéng oxy hoa phai
thyuc hién theo cac quy dinh cua phap luat.
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IV. TRACH NHIEM CUA TO CHUC, CA NHAN

1. T6 chirc, c4 nhan phai cong bo hop quy phu hop v6i cac quy dinh k¥ thuat
tai Quy chuin nay, dang ky ban céng bé hop quy tai Cuc An toan vé sinh thuc
pham va bao dam chét lwong, vé€ sinh an toan theo dung ndi dung di cong bd.

2. T chirc, c4 nhén chi duge nhép khau, xuét khiu, san xuét, buén bén va st dung
céc chét chéng oxy hoéa sau khi hoan tat ding ky ban cong bb hop quy va bao dam chét
lugng, vé sinh an toan, ghi nhan pht hop véi cée quy dinh clia phap lut.

V. TO CHUC THU'C HIEN

1. Giao Cyc An toan vé sinh thuc pham chu tri, phdi hop véi cac co quan chirc

ndng c6 lién quan huéng dén trmnkﬁaiv%‘ftﬁhch&c‘l,%c thue hién Quy chuén nay.

~Funt - . =
o R

By

2. Can cr vao yéu.ca

sinh'thuc phim c6 trach nhiém

A BT 2 i o
kien nghi B Y t€ sitaidoi, bo-sung: hifan nay )

Fawr
£

3. Trudng hqg{hupngf fi ¢l quoc t&-vé-phuong phép:thir va céc quy dinh cua
r n = A :}'{‘f ;ji & Y .‘\::;f M r.-’- T 1"’" '5'.': lﬂf < a N
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Phu luc 1
YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI ACID ASCORBIC
1. Tén khéc, chi sé Vitamin C

INS 300
ADI “kh(‘mg gidi han”

2. Dinh nghia

Tén hoa hoc

,_3 didehydro-L-threo-

Masé CAS.
Cong thuc phan m

Cong thurc cau fao

—

Khoi luong phan m 76,13 .
& ; -khﬁng mili, diém néng

3. Cam quan Trang Roac ALy
""'7chay khoang 190 _C ke.mtheo phﬁn ‘huy.
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4. Chire niing Chét chong oxy hoa

5. Yéu cau k¥ thuit

5.1. Pinh tinh

Do tan Dé tan trong nudc, it tan trong ethanol, khong tan trong
ether.

Phan ing méu Dat yéu cau (mo ta trong phin phuong phap thi).

Phan timg khir Dat yéu ciu (m6 ta trong phin phuong phap thir).

5.2. Po tinh khiét

Gidm khoi huong khi lom  Khéng duoc quéa 0,4%.
khé
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Géc quay cue riéng []°,5 trong khoang +20,5° va +21,5°.

pH 2,4 — 2,8 (Dung dich 1/50).
Tro sulfat Khéng dugc qua 0,1%.
Chi Khéng dugc qua 2,0 mg/kg.

5.3. Ham lugng C¢HsOs  Khéng thap hon 99,0% tinh theo ché phim d4 lam kho.
6. Phwong phap thir
6.1. Pinh tinh

Phan vng mau Lay 2 ml dung d;c_h mau thir 2,0% trong nuée, thém 2 ml
nuée; !?alrfgxﬁﬁ% hﬁ salrh “natva khoang 0,02 ¢ sat Il sulfat.

Phéin img khir

i

6.2. DO tinh kﬁqu*rr i
Gidm khdi tm;:gzg{' )
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lam kho
Chi
_ding ﬁ{-wfﬁ’;mau thir va phu'orng
al[g "ai tréﬁ“qu ’.’,_.“,en tic clia phuong phép
mgr;@graph 1 - Vol. 4 phan cac
phuong pﬁé}i ﬁhﬁﬁ ﬁ"c‘ﬁ cong cu).
6.3. Dinh lugng Cén 0,4 g (chinh x4c dén mg) méu thir d3 duoc lam kho

trong binh hit 4&m méi trudng chén khéng trén acid
sulfuric trong 24 git, hoa tan trong 100 ml nu6c khong
co6 carbon dioxyd va 25 ml dung dich acid sulfuric lofng
(TS). Chuan d6 dung dich nay véi dung dich iod 0,1 N,
khi gin dat diém két thic chudn d6 thém chi thi 1a vai
giot dung dich hd tinh bdt (TS) va chuin do tiép dén khi
dat diém két thuc.

Moi ml dung dich iod 0,1 N trong dwong véi 8,806 mg
CsHgOs.
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Phu luc 2

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI NATRI ASCORBAT

1. Tén khéc, chi so INS 301
ADI “khong gi6i han”
2. Dinh nghia

Tén hoa hoc Nam Lascerbar,, l‘slam/asoorbat Natri 2,3-didehydro-L-threo-
- Q i 3-keto-L-gulofuranolacton

Maso CAS.
Cong thirc phdn_,.-tiﬁf‘! y

3. Cam quan
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4. Churc nang
5. Yéu ciu k¥ thuat
5.1. Pinh tinh

Do tan D& tan trong nudc, tan rat it trong ethanol.
Ascorbat Phai ¢6 phan ung dic trung cua ascorbat.

Natri Phai ¢6 phan ting ddc trung cua natri.

Phan vung khuwe Dat yéu cau (mo ta trong phan phuong phap thir).

5.2. 6 tinh khiét

Giam khoi lwong khi Khong duge qué 0,25%.

lam khé

Géc quay cuc riéng Dung dich mau thir trong nuéc nong d6 10% (kl/tt) co
[o]P;5 trong khodng +103° va +108°.
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pH 6,5 - 8,0 (Dung dich 1/10).

Chi Khong dugce qua 2,0 mg/kg. )

5.3. Ham luong Khong thap hon 99,0% tinh theo ché phdm da lam khé.
CcH;04Na

6. Phuwong phap thir

6.1. Dinh tinh

Natri - Thir theo JECFA monograph 1 - Vol. 4

- Chuan brdich thur; nung mau thir, acid héa cin bing
__ dung d1chamd a-.cet?____:_\_:._loing (TS) loc néu can.

Phan vung khir

_u thu‘ Se l‘c’tm m;at mau cua dung dich

- Thit theo JECFA monographl v\, L4

E*5'-"L-an*1 kho tren ac:1d sulfurfc trong bmh chan khong,

[y aong 24 glcr SSAAL TR N

\ U/ This theo JECFA monograph 1 vm 4

| Xéc dmh bang k? thuat hap thu nguyen Hir thich hop cho
ham lucmg quy dmh Luya: chon 0 mau thir va phuong

| phap chuan bl mau dua trén nguyén ti‘c cua phuong phap
mo ta treng JECFA monog aph ﬁ}'ilf'_.'-’— Vol. 4 phan cac

Giam khéi I u‘dng k?z; -‘
lam khé ’

Chi
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6.3. Pinh luong Can 0 4 g (chmh xac den mg) mau thir da duge 1am kho,
hoa tan trong 100 ml nuée khéng c6 carbon dioxyd va
25ml dung dich acid sulfuric lodng (TS). Chudn d¢ dung
dich nay v6i dung dich iod 0,1 N, khi gén dat diém két
thiic chuan d¢ thém chi thi 1a vai giot dung dich hd tinh
bot (TS) va chuan do tiép dén khi dat didm két thuc.

M&bi ml dung dich iod 0,1 N twong dwong véi 9,905 mg
CeH;04Na.
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Phu luc 3

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI CALCI ASCORBAT

1. Tén khac, chi s6 INS 302
ADI *“khdng gidi han”

2. Pinh nghia

Tén hoa hoc Calci ascorbat dihydrat; Mubi calci ctia acid 2,3-didehydro-
L-threo- hexono"i' 4- lacton tlchydrat s
Mai 56 C.A.S. _._;__.,_;_;-.,:-‘-5743 Py R E
Céng thirc phdn ru' C12H14012Ca ZHzO | g
Céng thirc cau mg . [ . %
| ek E
’ 0 Ca** .
RO U 7\
Khéi luong phénm -§'__426 35 : G i, %
3. Cim quan ) .iBQ‘t tmh the khon g rmfu mau tl:ﬁng hoae h(n vang. ?
4. Chirc ning .: "ﬁCh&t r‘hong ny hoa T =
5.Yéu cAu ky thuat . ° B z

5.1. Dinh tinh

D¢ tan Tan trong nudc, rit it tan trong ethanol, khong tan trong
ether.

Calci Phai ¢6 phan g dac trung cua calci.

Gdc quay cuc riéng Dung dich mu thir trong nuéc ndng d6 5% (klkl) co

[a]5 trong khoang +95° @én +97°.
5.2. Do tinh khiét
pH 6,0 - 7,5 (Dung dich 1/10).
Florid Khong dugce qua 10,0 mg/kg.
Chi Khéng duoce qua 2,0 mg/kg.
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5.3. Ham luong Khong thi'ip hon 98,0% C,H,0,,Ca.2H,0.
C2H1401,Ca.2H,0

6. Phwong phap thir -

6.1. D tinh khiét

Florid - Thir theo JECFA monograph 1 - Vol. 4, phuong phap L.
Chi - Thir theo JECFA monograph 1 - Vol. 4.

- X4c dinh bang k§ thuat hip thy nguyén tir thich hgp cho
ham hrgng quy dmh Lya chon ¢& méu thit va phuong

Uf“@ ﬁzﬁb %ﬁjﬁ nig )nia&ﬁ\%?ggm vio binh 250 ml,
mI “u"c kh"flgé rhion Chuan do ngay

qut hic

K .
" A
=
/"f:’ ‘“C? ) A
) v’(} YT, ¥
- AN :

.;-\"‘n_ -

J‘v-_ﬂ‘“ ._‘

2

31
SN ] EN
4 -
\ . X,
- A, T

g dich ho tmh

ycn 10,66 mg
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Phu luc 4

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI ASCORBYL PALMITAT

1. Tén khéc, chi s Vitamin C palmitate

INS 304

ADI = 1-1,25 mg/kg thé trong
2. Pinh nghia

Tén hoa hoc L-ascorbyl palmltat Ascorbyl palmitat; Natri 2,3-
~threoshe xono—l A4- lacton 6-palmitat; 6-palmitoyl-

Cong thirc phan tie 7
Céng thirc cau fgg;

Khéi lugng phdn tir-

3. Cim quan

_._J,.-

4 mn_ _mauﬂang de \ tring
i, fhanh'
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4. Chirc nang
5. Yéu ciu ky thuat
5.1. Dinh tinh

D¢ tan Rét it taﬁ”frong“ﬁiféc, dé tan trong ethanol.
Khoang nong chay 107°C - 117°C.
Phan ing khir Pat yéu cau (mo ta trong phan phuong phap thir).

5.2. Do tinh khiét

Giam khoi lwong khi Khong dugce qua 2,0%.

lam kho

Goc quay cuc riéng Dung dich miu thir trong nuée nong d6 10% (kl/tt) co
[0t]°,5 trong khoang +21° va +24°.
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Tro sulfat
Chi

5.3. Ham luong
CyoH3sOy

6. Phwong phap thir
6.1. Dinh tinh
Phan vung khir

6.2. Do tinh khiét

lam kho
Chi

6.3. Pinh luon

i Ll 1. -. J\
" 4ghutong phip phin
v - ) X ‘Eu,,.,rgfﬁ_lj ]

ay, 3 0 i :_le .-: f .af’ o \

by e AT

Khéng dugc qua 0,1%
Khéng dugce qua 2,0 mg/kg.
Khéng thip hon 95,0% tinh theo ché phidm d lam kho.

Dung dich mau thir trong con s& 1am mét mau coa dung
dich 2,6- dlclorophenol mdophenol (TS).

u va phu'cmg
g phuorng phe’ip

! ra-tren, gggﬁﬂga--;_
JECFAx rhpnograﬁx F\“

. ta wong,
( t:lch cong cﬁ'}v""

)
A-.-2==w
£
o
=
g:v
o
L@

-
ey
oy

?ﬂf @' gﬂf;hlhhxac n i g Ch(}.i’ 1@11 hop goém 50ml =

NG

:nu&fﬁ" H}*ﬁ 3 ::CaI;bO,t’;L dlﬁvxyﬁ{ ﬁﬂ ml qiéroform va 25 ml
fdkiﬁg dfchiaéf’éufﬁmgﬂ /K\f{,TSj/&huan d6 ngay dung
dich nay voi dur g 'od.@*f{%ﬂ(chuy can lic déu hén

] g&ﬁé&a’% fkeﬁﬁiﬁcf ¢huén do thém chi thi 1a
"fﬂﬁ@ﬁh&’ﬂh bot (TS) va chudn do tiép dén
khi dat diém két thic.

Mobi ml dung dich iod 0,1 N twong dwong véi 20,73 mg
C22H330.
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Phu luc §

YEU CAUKY THUAT VA PHUONG PHAP THU
DPOI VOI ASCORBYL STEARAT

1. Tén khéc, chi s6 Vitamin C stearate

INS 305

ADI =1 - 1,25 mg/kg thé trong
2. Pinh nghia

Tén hoa hoc

. .._A.-’-"—

4. Chirc néing Chat chﬁng ﬁxy hf)a Wﬂ

5. Yéu ciu ky thuat

5.1. Dinh tinh

Do tan Khéng tan trong nudce, tan trong ethanol.
Khodng néng chay Khoang 116°C

Phén iing khir Pat yéu cau (md ta trong phan phuong phap thir).
5.2. P4 tinh khiét

Giam khoi luong khi Khéng dugc qua 2,0%.

lam kho

Tro sulfat Khéng dugc qua 0,1%.
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Chi Khong duge qué 2,0 mg/kg.

5.3. Ham lugng Khéng thip hon 95,0%. -

C,5Hy, 04 '

6. Phwong phap thir

6.1. Dinh tinh

Phan vmg khir Dung dich mau thir trong cdn s& lam mét mau cia dung
dich thudc thir 2,6- -diclorophenol indophenol (TS).

6.2. D6 tinh khiét

Gidm khoi Iuong kh: e |
Ly »‘F‘J“‘

lam kho
Chi

th ‘fIECEAfmo,mégrapm

. *\..S\-" i'-.\‘».

?}:ﬁ&mh bﬁng ky thu ; ”’g Wy pgu‘fe;l tir thich hop cho

e

N _ 1y Ay _ on“;\%&_‘g@u\ thir va phuong
' :,zf?f*"‘;t * ~r%5@33h3’;ﬁ chuan b1 mﬁu 'ﬂua .)Ereu f?éq”fﬁé ciia phuong phép
g’ i M ‘; ke rm(? t;'i\ trong JECFA__ monqg;gphih “g;{é V%ol 4 phan cée
| *k R ‘humlgfphap phan tick;f c@ng%u) s N

[

Y i
i
e s

/"’I' xacf‘ éﬂ mg} fie«&zég pén hop gf’im 50 ml

khe;tg o, dmbon/dwi yd; 3 0 ral, gforoform va 25 ml

Fomeqr S)I_ Chtidn do ngay dung

01N j;z‘hu ¥ can lic déu hdn

fat.c e chiudn do thém chi thi 1a

¥ _: )h l;tg;*tmh bbtf (T S) va chuin d6 tiép dén
kﬁl dat f_j_'_;_.jf'__'m\ﬁiﬁ

Mbi ml dung dich iod 0,1 N twong duong véi 22,13 mg

C24H405.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phu luc 6

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI ACID ERYTHORBIC '

1. Tén Khéc, chi sé Acid erythorbic, Ac1d D-araboascorbic
INS 315
ADI “khong gidi han”

2. Pinh nghia

Tén hoa hoc

Ma s6 CA.S

) B -
 ———.

3.Md ta

4. Chikc ning
5. Tinh chét
5.1. Pinh tinh

Dj tan Dé tan trong nudc, tan trong ethanol.

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

Khodng nong chdy Khoéng 164°C - 172°C, kém theo phéan huy.

Thir ascorbat Phai c6 phan mg dic trung cua ascorbat.
Phan vng khir Pat yéu cdu (mé ta trong phan phuwong phép thi).

5.2. D6 tinh khiét

Gidm khoi heong khi Khong dugc qua 0,4%.

lam khé

Géc quay cuc riéng [a]P,5 trong khoang -16,5° va -18,0°.
Tro sulfat Khong dugc qua 0,3%.
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Chi Khéng duge qua 2,0 mg/kg.

5.3. Ham luong CsHgOs  Khéng thip hon 99,0% tinh theo ché phim d lam kho.

6. Phuong phap thir

6.1. Dinh tinh

Phan g khir Dung dich mau thtr trong nuée s& khir ngay dung dich

kali permanganat (TS) ma khong can dun néng, san phim
thu dugc 13 két tha mau nau.

Dung dlch m}gu thu. trong cdn s& 1am mit mau cua dung
W H;’
i

. £ “”/’
6.2. D¢ tinh khiét ?

Giam khoi Zwong i oy
lam khé ' 7

Tro sulfat

i
Chi |

styn 07 thich hop cho
@ thu va phuong

.’Vol 4 phin céc

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

13 mgg}‘gﬁu thir ¢ duoc 1am khé

Sadanr """199“1"1’;1}’11110{: khéng cé dioxyd carbon
va 25 ml dung dich acid sulfuric lodng (TS). Chuén do
ngay dung dich nay bang dung dich iod 0,1 N, khi gén
dat diém két thic chuin d¢ thém chi thi 1a vai giot dung
dich hé tinh bdt (TS) va chuén do tiép dén khi dat diém
két thic.

MOoi ml dung dich iod 0,IN twong dwong véi 8,806 mg
C¢HgOs.
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Phu luc 7

YEU CAU KY THUAT VA PHUONG PHAP THU
pOI VOI di-o-TOCOPHEROL |

1. Tén khac, chi sb Vitamin E
INS 307¢
ADI = 0,15 - 2 mg/kg thé trong dbi voi dl-alpha-, &
d-alpha-tocopherol, don chét hoac két hop.

2. Dinh nghia

Tén héa hoc &1-“24,:7 Btetramethyl-2-(4,8'12-

Masé C.A.S. mh gon I¢ doi véi che

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

Khéi lwong phdan tir -~ 430,71

3. Cam quan D?ng dau sanh, trong, gan nhu lfhf:‘mg mui, vang nhat tm
hé phach (Khi bi oxy héa, den dan trong khong khi va dé
ngoai anh sang)

4. Chirc ning Chat chéng oxy héa

5. Yéu cAu k§ thuit

5.1. Pinh tinh

Pj tan Khéng tan trong nudc, dé tan trong ethanol, hda 14n dugce

vl ether.
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Géc quay cuee riéng [a]}): 0° +0,05° (dung dich 1/10 trong cloroform)

Quang phé Dung dich trong ethanol tuyét dbi cé cuc dal hép thu &
khoéng 292 nm.

Phan vmg mau Dat yéu cau (md ta trong phan phwong phép thir)

5.2. P9 tinh khiét

Chi 56 khiic xa n (20, D): 1,503 - 1,507

QOuang pho E (1%, 1 cm) (292 mp): 71 - 76 (dung dich 0,01g trong
200ml ethanol tuyét doi).

Tro sulfat Khoéng duoc qua 0,1%.

Do acid Pat yéu cau (md ta trong phin phuong phép thir).

Chi Khong dugce qua 2,0 mg/kg

5.3. Ham lugng
dl-alpha-tocopherol

6. Phuong phap thu:,,"" |
6.1. Pinh tinh '

Phan teng mau /.

6.2. B6 tinh kiu
Tro sulfat '

Do acid

' £ ' ¢ J g, ’

em STS)‘bang natrr l'rxdrnxyd 0,1 N, thém 0,5 ml
pheﬁ@’lph%a/}em ';ES') VR phu n do bang natrihydroxyd
0,1 N t6i khi (-fung ﬁich duy trl mau hdng nhat sau khi lic
30 gidy. Luong dung dich natri hydroxyd 0,1 N tiéu thu
khéng duge nhidu hon 1,0 ml.

Chi - Thir theo JECFA monograph 1 - Vol. 4.
- Sir dung k§y thuat hdp thy nguyén tir thich hop véi ham
legng quy dinh dé xac dinh. Lua chon c& mau thtr va
phwong phép chuin bi miu dua trén nguyén tic cua

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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phuong phap mé ta trong JECFA monograph 1 - Vol. 4
phan cac phuong phap phén tich cong cu.

6.3. Dinh lugng Phuong phap séc ky khi long

Thubc thir va dung dich

Dung dich chuan ndi: Chuan bi dung djch trong n-hexan
chira 3 mg hexadecyl hexadecanoat, cdn chinh x4c, trong
mot ml.

Dung dich chuédn: hoa tan khoang 30 mg Alpha Tocopherol
chuin d6i chiéu USP hay twong duong, cin chinh xic,
trong 10,0 ml dung dich chuan noi.

}\\i@l%a ngon Itra va hé
E iy &3-\\\

_' t1em rﬁéu vao thang cot.
thitt \bilg _\\cot thuy tlnh

’:a tém 2%

i
il

i d@

ano -_,0‘ khoang 18 torl

Chay sz‘lc ky mot sb vira dd mau tiém hdn hop trong
n-hexan cua 1 mg/ml mdi chit Alpha Tocopherol chuin
d6i chiéu va Alpha Tocopheryl Acetat chuin ddi chiéu,
nhur chi dan trong phan chuin héa, d& dam bao ring do
phén giai, R, khong duge nhoé hon 1,0.

Chuan hoa

Chay sic ky lién t1ep nhirmg luong 2- tdi 5-uL dung dich
chuén t&i khi hé sb dép ung tuong d6i F khong ddi (tirc

aw Oft * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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la, thay d6i trong khoang 2%) ddi voi ba 1an tiém lap lai
lién tiép. Néu dung tich phan, diéu chinh thiét bj dé thu
duge it nhét pic hexadecyl hexadecanoat nam trong
khoang t6i da 1a 70% thang ghi. Do dién tich céac pic
chinh xudt hién tai thoi gian luu twong d6i khoang 0,51
(alpha-tocopherol) va 1,00 (hexadecyl hexadecanoat) va
gh1 gia tri 1an luot 1a A, va A,. Tinh hé sé dap ung tuong
d6i, F, theo cong thic:

(AJA) X (C/Co)

dﬁ\cﬂ@h x4c, tinh bing mg/ml,

) tva A ha Tocopherol chuédn

o .r':::"'_ ﬂ?
-togo@herol trong mau

72
\ | s"i{é-s ;
- /</ vl
s
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Phu luc 8

YEU CAUKY THUAT VA PHUONG PHAP THU
POI VOI PROPYL GALAT

1. Tén khéc, chi sé INS 310

ADI =0 — 1,4 mg/kg thé trong

2. Dinh nghia

Tén hoa hoc

Mésé CAS.

Céng thirc hda gz’ sHi98
Cong thirc cau é‘%’f
f' ) A

+ 3. Cam quan
4. Chirc niing \@\X

5. Yéu cau ky thuat N

5.1. Pinh tinh

Do tan

=

) o

I‘?\:\ P
PN AN (a5} P

| /
s - e : 7 oy K7
y At AN S N Y : J.’
N /f///f(@%\ff? & ARy, WS
= N { | \{.\ -‘F[-—F"'/";’:r 4 "'-‘-’ i/ ¢ / j r
\ N\ A f Sl s g ¢ g-a!t trang nga.
1\ @Rt chibtg-oxy hoR 2 A0
J L = : -7 ,.--/.'. . _.
Nl N a & o <37
LN et
A - Al
% TAvATA e

ybenzoic, propyl 3.,4,5-

| cua acid gallic, ester n-propyl

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

Tan it trong nuéc, dé tan trong ethanol, ether va propan-

1,2-diol.

Khodng nong chay 146° - 150°C sau khi 1am khd.
Dat yéu cau (m6 ta trong phan phuong phap thir).

Acid galic

Sdc ky lop méng - tach Pat yéu ciu (md ta trong phan phuwong phap thr).
cdc ester galat

5.2. D6 tinh khiét
Mat khoi lueong khi lam  Khong duoc qué 0,5%.

kho
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Tro sulfat Khéng duge quéa 0,1%

Hop chét hitu co Clor  Khéng dugc qua 100,0 mg/kg tinh theo clor.
hoa

Acid ty do Khéng duoc qua 0,5% tinh theo acid galic.
Chi Khéng dugc qua 2,0 mg/kg.
5.3. Ham luong Khong dugc nho hon 98,0% va khéng 16n hon 102,0%
Ci0H 205 tinh theo ché pham khé.
6. Phuong phap thir G :
6.1. Dinh tinh N :
Acid galic thu ﬁjbt;ng 10 ml dung dich =
= OEN @
tropg 3 ,phut dudi lubng E
01 hdn hop va &
dHuria (I'8), Loc tia qua E
phéu lge :@PY‘ 'tiﬂh“)ﬁ’" S Tga F-mot g ng toi thi€y 2
Ty ";: éaﬁs&uﬁo lam kh@q ?llff)‘f"; i¢, Piém chay b
aé{dgailic 1hu duo‘i; lﬂ;roaflg Pan hay, - ©
Whe Ban mongt el GECH A ‘ung dich thir %
'F',. 0 ml ethanol. =
(;é@‘/h hoa tan 10 mg 4:

ﬁ?m?@ﬂ‘lﬁmé@% L‘,rlfii%g dich d6i chimg B 2
i mg progﬁ/éﬂé%ﬁa 10 mg octyl galat =

_'_M@ung,fdlch ]en bin méng. Trién khai
sic ky khoang 15 cm ké tir diém xudt phat dung dung
moi trién khai gém acid acetic bang, ether diu hoa va
toluen (1:2:2).

Dé khé ban méng ngoai khong khi. Phun 1én ban méng
dung dich chi thi acid phosphomolybdic 20% (kl/tt) trong
ethanol t6i khi nhuém mau vang bén.

Kiém tra dudi anh sang thuong. Sau vai phat, c6 su
chuyén mau dén thinh mau xanh lo. Sau 5 t6i 10 phit dé
ban mong thdm hoi amoniac téi khi nén cé mau trang.
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Kiém tra duéi dnh sing thuong. V&t chinh ctia dung dich
thir twong tmg voi vét propyl galat clia cac dung dich doi
chizng. Do phén giai thich hgp giira vét cia propyl va octyl
galat dugc xac dinh dya vao dung dich d6i ching B.

6.2. B¢ tinh khiét

MGt khéi heong khi lam - Thir theo JECFA monograph 1 - Vol. 4

kho - Sy tai 110°C trong 4 gid.
Chit y: Nén cho thong gio trong qud trinh say.

Tro sulfat - Thir theo JECFA monograph 1 - Vol. 4, Phuong phép I
-Can2 g mau thr. -

. YA \_\E‘j\k >
Hop chat hitu co Clor Haafchlzﬁ‘l'iﬂiI &mati%__,ﬂ_l{mdflig ‘g_qjml natri hydroxyd 0,1 N.

hoa /«ﬁﬁgg’wﬁ&afb@g gguf hltl;& (TS -%a\loc liy tia. Tron taa

/57962, g cale] eabORAL AT kho hohop va nung. Hoa tan

<2;Q Iﬂlaﬁtdmtm%ﬁ Ang: '\‘, va loc. Tron dung

; vm QSrml baﬁ‘ itcats “N @0 duc cua dung :
A SN v,

' ,B( “d],lﬂghé*ﬂ /§§ ﬁug i ﬂ@ucrc ctia 20 ml

i 1 Nva 0,3 ml

------

1, Wd mjrictoﬁgg (T$Y chita Gz 05 ol
/ f‘”" Y acdhyfﬁ‘@cﬂl-’m&combg 7 .!“f-a;

I‘
4

Acidtwdo | % @{m A \ ﬁ}ém i gmt xanh luc, brpmac# ﬁ‘@j (%%)\Jﬂ(% hén hop gbém
\%_jﬂ 56 ﬂqﬂkntmrc khengﬁ:ﬁ ca,rboﬁ 1.C3 0 ml aceton,

1: +84-8-3845 6684 * www. ThuVienPhapLuat.com

\;‘i Ao
em 301 % (Qﬁarbon dioxyd, 5 gu;)t A
xﬁnh IuQ?romoc:reseF{TS) g acid hydrocloric =

“‘Ci* .._sﬁ‘x:atefgn ﬁ&%ﬁém 50‘1?1 'Iﬁfﬂ?ic kh

\6§Bﬁ5}§:ﬂhu i tt:@_ﬂ% phéﬁj tlitr truorc dé dua dung méi
vé pH 57 Chuana 'ffﬁl'ﬁlg -dich nay t6i pH 5 bang natri

hydroxyd 0,05 N “601 chiéu véi dém (pH 5) (TS).

Mbi ml natri hydroxyd 0,05 N twong tmg véi 8,506 mg
acid galic.

Chi - Thir theo JECFA monograph 1 - Vol. 4.
- Sir dung k¥ thudt hap thu nguyén tir thich hgp cho ham
luong quy dinh de xac dinh. Lya chon cd mau thtr va
phuong phap chuin bi miu dua trén nguyén tic cua
phuong phap mé ta trong JECFA monograph 1 - Vol. 4
phan cac phuong phap phén tich cdng cu.



94

CONG BAO/S6 524 + 525 ngiy 02-9-2010

6.3. Dinh lugng

S —

Cén chinh xac khoang 0,2 g miu thir da sy kho vao céc
400 ml. Thém 150 ml nuéc va dun nong téi s6i. Sau do,
vira khudy manh lién tuc, vira thém 50 ml bismuth (1)
nitrat (TS). Tiép tuc khudy trong vai phut tgi khi tia hoan
toan, sau d6 @& dung dich ngudi t6i nhiét do phong. Loc
tia vang qua phéu loc thiy tinh x0p da can bi, diu tién
ria véi acid nitric 0,05 N lanh va sau d6 b?mg nudc da,
t6i khi hét acid. Sdy & 110°C t6i khéi lugng khong déi.
Tién hanh nhu chi din trong tiéu chuin déi véi dodecyl
galat. Tinh ham lugng propyl galat theo con g thic:

—

— g
e AN ARG AT
e T O

g két tha x 48,63

1
ik’

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phu luc 9

YEU CAU KY THUAT VA PHUONG PHAP THU
POI VOI NHUA GAIAC

1. Tén Khéc, chisé  Gom Guaiac, Gum Guaiac, Gum Guaiacum, Guaiacum
INS 314
ADI =0 - 2,5 mg/kg thé trong -
ﬁayhajacum officinale L., hodc cay
T4 -ophyllaceae) chira khodng =
1 2, 10% acid guaiaretic
: _ nho guaiac vang,

2. Dinh nghia La nhu'a r- Tgu,

g\..--‘

»
www. ThuVienPhapLuat.com

"nad olive khi de -

i

e
4. Chirc ning \ *

=
5. Yéu ciu k¥ thuﬁt =
5.1. Dinh tinh z
D¢ tan OnpHdde fﬁ}r’trong chit béo, dé tan nhung tan

kho6ng hoan toan trong ethanol, ether va dung dich kiém.

Khodng nong chay 85° - 90°C.

Phan vmg mau Pat yéu cau (mo ta trong phin phuong phép thi).
5.2. D¢ tinh khiét
Tro toan phan Khéng dugce qua 5,0%.

Tro khong tan trong ~ Khong dugc quaé 2,0%.
acid

Cdn khong tan trong  Khong dugce qua 15,0%.
ethanol
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Rosin Dat yéu cau (mb ta trong phan phuong phap thiy).

Chi Khong duge qua 2,0 mg/kg.

6. Phwong phap thir

6.1. Dinh tinh

Phan ung mau Thém 1 gwt dung dich sat (III) clorid (TS) vao 5 ml dung

dich mau thu trong ethanol (1/100). Dung dich co mau
xanh lam va dan chuyén thinh mau xanh luc cudi clng
chuyén thanh mau vang xanh.

dgh miu thir trong ethanol

;t Yen, th\anh mau xanh lam khi
i x (5N

g, dlch va chia d6i dich

& mit mau nhung

hle;n Thém vai

AN \vao phén dich

| ¢ nghién min
4 chdyén -; gde chlet),
F

: § /vl dung moi

Rosin

el lﬂay v6i dong lugng dung dich
ddng (II) acetat O 5%, hén hop c6 mau xanh Iuc nhung
mau khéng dwugc ddm hon mau cia hdn hgp gém dung
dich ddng (I1) acetat tuong tu trong ether ddu hoa.

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

- Xéc dinh bang k¥ thust hip thy nguyén tir thich hop cho
ham luong quy dinh. Lya chon ¢& miu thir va phuong
phap chuan bi miu dua trén nguyén tic cia phuong phap
md ta trong JECFA monograph 1 - Vol. 4 - phin céc
phuong phap phén tich cong cu.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Phu luc 10

YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI
tert-BUTYLHYDROQUINON

1. Tén khéc, chi sé  Tertiary butylhydroquinone; TBHQ
INS 319
ADI =0 - 0,7 mg/kg thé trong

2. Dinh nghia
Tén hoa hoc Mono-tert- butyl}byquumon t-butylhydroquinon;
2 (l %-@nﬁﬁ%yf E&fﬁ’iﬁl@ri@g}dlol
, & *u*’.' Sy g;mx
Ma s6 C.A.S. = L
Cong thuc hoa h

Cong thirc cdu t

4. Chirc ning
5. Tinh chit
5.1. Dinh tinh

Do tan Thure té khon;g ta.n trong nuée, tan trong ehanol.
Diém néng chay Khéng thip hon 126,5°C.
Cdc phenol Pat yéu cau (mo ta trong phan phuong phap thir).

5.2. D¢ tinh khiét
t-Butyl-p-benzoquinon Khong dugce qua 0,2%.

2,5-Dibutyl- Khoéng dugc qua 0,2%.
hydroquinon

Hydroquinon Khéng dugc qua 0,1%.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Toluen Khoéng dugce qua 25,0 mg/kg.

Chi Khéng dugce qua 2,0 mg/kg.

5.3. Ham hrong Khong thap hon 99,0% C,oH,40,.

CioH140;

6. Phuong phip thir

6.1. Pinh tinh

Cadc phenol Hoa tan 5 mg mau thir trong 10 ml methanol, thém 10,5 ml

dung dlch_ dlmethylamm (1/4) Hén hop c6 mau do dén héng,

6.2. Do tinh khiét

- 1%~«xa¥h 0 mg mono.-
(1 , ham -ae:h eu USP va
‘4&& Y uyen, € troﬁg bmh ﬁn}h IPH%

'I_;;f”gll, 0a tan trong

B ”‘*elgﬁ\(} ph’éﬂoﬁn 1y ; ‘_r “ml bing dung
ity won i '

“",I‘j_';_\ gk g i‘ £ S /.?(’.-" A
NN /ghq;@@ hay tkl*q' Cﬁn -‘hfnh,)ﬁﬁé :.g:mau da dugc nghién
.; i g rong’s y ng “}W‘toc 10i cho vao binh

,~E1 ta.n troﬁg«ﬂofoform pha lodng den

qua mang 193 'Mllhp_ore (UHWPO 1300) hodic tuong
duong trude khi tién hanh thi.

Tién hanh:

Cho cloroform vao cuvet so sanh va cho dung dich chuin
vao cuvet do mau thir. Pat 1an lugt cic cuvet nay vao vi tri
do cua may. Ghi lai phé hong ngoai tir sd séng 1600 dén
1775cm”. Trén phd, v& duong nén tir 1612 dén 1750cm™
va xéc dinh d6 hép thu (da trir nén) As cia dung dich
chuan tai sb séng 1659cm’’, xac dinh d6 hip thu Ay cua
dung dich miu tai s6 séng 1659cm’™.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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Tinh két qua: Tinh ham lugng (%) cua t-butyl-p-benzoquinon
trong mau thir theo cong thirc:

(%) = 100 x Ay/Ag x Ws/ Wy
Trong d6 :

Ws: khdi lugng chinh xac clia mono tert-butyl-p benzoquinon
chuin (mg).

Wy : khoi lugng chinh x4c cia mu thir (mg)

Hydroquinon va 2,5-  Thibt b1 o ”"’%"_\;TTX,V,
dibutyl-hydroquinon L

‘si»"“” f",g \ e

ky}qu@ ﬂ;}agtr Hé ,n01 v6i detertor dan nhiét

_" ] g&m@:gmn c6t thép khong gi
v {dudng kinh ngoai).
Ak ;‘_-;30 va 80% la

uéc vao tung
@n sau dé thu
;

Zx cho may ghi

Thubc thir va cac dung dich:

Dung dich géc: cin chinh xdc 50 mg hydroquinon (HQ),
50 mg 2,5-di-t-butylhydroquinon (DTBHQ) va 50 mg
methyl benzoat (chit ndi chuén) rdi chuyén vao 3 binh
dinh mirc 50 ml riéng biét, pha loing dén du 50 ml bang
pyridin va trén déu.

Day dung dich chuén: Lay 0,5 ml; 1 ml; 2 ml va 3 ml dung
dich géc HQ vao 4 binh dinh mtc 10 ml riéng biét, cho

awSoft = Tel: +84-58-3845 6684 * W‘W.ThuﬂenPhapLuat.com
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chat ;1@1* chu

thém 2 ml dung dich methyl benzoat (chit ndi chuin) vao
mdi binh, pha lodng cho du 10 ml bang pyridin rdi tron
déu. Tuong tu, pha 4 dung dich chuin DTBHQ. Chuén bi
din xuét trimethylsilyl cho mdi dung dich nhu sau: liy 9
giot dung dich chudn vio syring khi 2 ml, thém 250 pL
N,O-bistrimethylsilylacetamid, dun néng & 80°C trong 10
phiit. Chay sic ky hai lan, mdi [an 10 pl ctia mdi dung dich
chuén va v& d6 thi biéu thi twong quan giiia ty 18 ndng d6
ciia HQ trén ndng d6 chat ndi chuén (truc X) véi ty 1& déap
ung cua HQ trén dap frng clia chét néi chuin (truc Y).
Tuong tw, v& dﬂ thi bleu th1 tu'ong quan gitra DTBHQ va

0 dap ung cia

fong .ch = cua HQ va
DTBHQ tren chﬁt nm c:huan va tmh % cua HQ va %
DTBHQ trong mau theo cong thirc:

A=Y xIx10/S

Trong d6: A la ham lugng (%) HQ hoac DTBHQ trong
mau.

Y 13 ty 1& ndng db (truc X trén dudng chuén).
I 1 % (kI/tt) ctia chét ndi chuén trong dung dich miu thi
S 12 khéi lwong ciia mau thi (g).

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

i

l-iiong do thuc cﬁa dung’ dlch (C

Thiét bj:

May sic ky khi ghép ndi véi detector ion héa ngon lura
(loai F, M 810 hodc twong dwong) gdm cdt thép khong gi
cd kich thude 3,66 m x 3,18 mm (dudng kinh ngoai). Pha
tinh 12 10% (theo khdi lwong) sillicon SE-30 va 90%
diatoport S (60/80 mesh) hodc cac vat liéu tuong duong.

biéu kién van hanh

Céc thong s6 van hanh c¢o6 thé bién dbi tuy thudc vao timg
thiét bi. Tuy nhién c6 thé sit dung céc diéu kién sau dé thu

“atm (20 Psi) cho mdi khif

0c, thuf va. c:ac duﬂg d10h

M Dung chch chuan Chuan bl dudg:ﬂmhioluen trong octanol

chira khoang 50 pg/’ ml Tmb nong do thyrc (é:r) (%, kl/tt)

A

_-"trong"_'_;inh dmh _muc _10-ml; hog tan
_!_lgﬁng._'ifghﬁ-»’dﬁ,.. 1«"{51_";'1'1" bﬁhg- dung i treﬂ va tron déu. Tinh
‘ ;kl/tt)

D-un ' dlch mAy: Can chmh xac'?. 8 mau: .61 chuyén vao

2

’..'J"'
@
-
B
5
"-,-'.[
f’Q’
UQ .
Q
o)
p"{
- 3
.CL

s g
=
o

BO’mSpIdng i€l chuéinvao trong may sic ky va do
chiéu cao pic toluen (Hr) trén sic dé. Thoi gian luu cua
toluen 1a 3,3 phut. Nhiing pic khéc 1 khong can quan tim

dén trong phép phén tich nay.

Tuong ty, bom 5 pl dung dich miu va 5 pl miu tring
octanol vao may sic ky rdi do chiéu cao pic ctia toluen (Hs)
Tinh két qua:

Ham luong toluen trong mau thir (mg/kg) dugc tinh theo
cong thirc sau

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

//_.-'_ ‘ﬁ,,
/ 5
g, } ﬁfs:]ffat//o

N7\ o et W
\—%\7} Tl AR Te

Hs/Hg x Cg/Cs x 10°
- Thir theo JECFA monograph 1 - Vol. 4.

- X4c dinh bang ky thuat hip thu nguyén tir thich hop cho
ham legng quy dinh. Lua chon ¢& miu thir va phuong
phap chuén bi miu dya trén nguyén tic cia phuong phap
md ta trong JECFA monograph 1 - Vol. 4 - phan cac
phuong phép phan tich cong cu).

Céan chinh xdc 170 mg miu di nghién thanh bt min,
chuyén vao binh nén miéng rong 250 ml, hoa tan trong
10 nﬂ'gthanel \ﬁ@&hemlso ml nurée cat 1 ml H,SO,4 1 N
va, ylaiiin.

4°5i6 Ma;th] &gp_""‘? ‘* :

T
}\

Nf? 110315%36 ih”ﬁﬂc” cﬁ&ﬁwfg d@ﬁ %%t,:lysulfat
10 CLL

Ghi lal % chu'a ﬁleu chmh tinh dugc nhu trén 13 A. Néu
HQ va DTBHQ c6 mit trong mau, ching ciing tham gia
va0 qua trinh chuin do.

Tinh ham lugng dugce hiéu chinh (%) cia CiH;40, trong
mau theo cong thitc sau:
- (%HQ x 1,51) - (%DTBHQ x 0,75)

Str dung gid tri % HQ va % DTBHQ di xé4c dinh dugc
bang phwong phép sic ky khi & trén.
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Phu luc 11

YEU CAU KY THUAT VA PHUONG PHAP THU DOI VOI
BUTYLHYDROXYANISOL ]

1. Tén khic, chis6  Butylated hydroxyanisole; BHA
INS 320
ADI =0 - 0,5 mg/kg thé trong

2. Pinh nghia

Tén héa hoc 3-Tert-butyl-4-hydroxyanisol; hén hop cua 3- va 2-tert-
butyl 4 hydrox anisol -~

Mé s6 CAS. '

Cong thirc hoa hoc

Céng thirc cdu tao

Khdi legng phan i

3. Cam quan ing-hodc vang nhat,

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

4. Chikc nang
5. Yéu ciu ky thuit

5.1. Pinh tinh AT

Do tan Khong tan trong nudc, dé tan trong propan-1,2-diol va
ethanol.

Phan vng mau Pat yéu ciu (m6 ta trong phan phuong phap thir).

5.2. D tinh khiét

Tro sulfat Khong duge qua 0,05%.

Chi Khong duoc qua 2,0 mg/kg.

Tap chat phenol Khong dugc qua 0,5%.

5.3. Ham luong Khéng thap hon 98,5% C;;H,;s0, va khong thip hon 85%

C1H60; 3-tert-butyl-4-hydroxyanisol.



104 CONG BAO/S6 524 + 525 ngay 02-9-2010

6. Phwrong phap tha

6.1. Pinh tinh

Phan ung mau Lay 5 ml dung dich miu thir 1/10.000 trong ethanol 72%,
thém 2 ml dung dich natri borat (TS) va 1 ml dung dich
2,6-dicloroquinonclorimid 1/10.000 trong ethanol tuyét
ddi, lac déu. Xuét hién mau xanh lam.

6.2. Do tinh khiét

Tro sulfat - Thur theo JECFA monograph 1 - Vol. 4, Phuong phap 1.
- Can 5 g mau.
Chi - Thir theo JECEA m@nograph 1-Vol. 4.

- Xacf/!;nh bﬁng t-huﬁt 1ap. thu nguyén tir thich hogp cho
A Jong quy. dinh. Lga chqn «¢{y. mau thir va phwong

’ Hp uanbpnia Juatr 'n___nguye ’taq clua phurong phéap
5 trg;ngs 2 ECFA mon@fgraph“ 6% 4

Tap chat phenok’ | H\r.gng ban mong
§si N 2y

U trtmg 151) ml ether

ér val.tfép theo pha loang 1_ Lg"iu

¢ Ky Dat bann {’mg'vm trong binh séc ky
ﬁa bﬁo hﬁa dml' moi --~clor0f0ﬁn, ‘Pé dung méi khai trlen

cach Vach xuat phat 1 cm'ﬁlay ban mong ra khoi binh sic
ky, phun 1én ban méng hdn hop gébm dung dich sat (II1)
clorid 2% va kali fericyanid 1% moi pha. Trén bdn méng
xuét hién céc vét mau xanh, cac vét nay s€ hién rd hon
bang cach phun acid hydrocloric 2 N 1én ban mong.
Bat ky vét mau xanh nao xudt hién trén sic ky d6 cua dung
dich 1 (ngoai vét chinh va vet co Rp=0 35) khong duoc
dam hon so véi vét chinh xudt hién trong sic ky dd cua
dung dich 2.

6.3. Pinh luong Phuong phap sic ky khi

Dung dich ndi chudn (c6 thé tiy chon Diphenylamin hodc

4-tert-butylphenol). Can chinh xac 500 mg chat ndi chuan

hoa tan va dinh mic t¢i 250 ml bing aceton.

27 Pha loang 1 ml d ng (i]eh 1 tm 10 ml bang
dlch nay tm 20 ml':
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Dung dich chuin:

C4n chinh x4c 90 mg 3-butyl hydroxyanisol va 10 mg 2-butyl
hydroxyanisol, hoa tan va dinh muc dén 100 ml trong
dung dich ndi chuén.

Tién hanh:

Cin chinh x&c 10 mg mau thit, hoa tan va dinh mirc dén 50 ml
bang dung dich noi chuin. Bom nhiéu 14n dung dich nay
vao thiét bi sic ky khi véi detetor ion héa ngon lira. Diéu
kién lam viéc nhu sau:

A: Diéu kién gdé chatnm_chuan rira giai ra sau 3-tert-butyl-
4- hydroxyam \ - AR

"’"at 80/ 100 mesh cromosorb

Nhlet do detector -'250°C

Khi mang: Nito, téc ¢6 dong 30 ml/phut.

Dung duong chuén biéu thi trong quan giita chiéu cao pic
2- va 3-butyl hydroxyanisol v6i nong dé chuén.

Bom dung dich mau. Dua vao duong ,chuén xac dinh n{")ng
dd 2- va 3- butyl hydroxy anisol. Tong ham lugng dong
phén 2- va 3- chinh la ham lugng ctia mau thu.

C6 thé sir dung phuong phép sic ky khi khac nhu sau:
Chuan bj mAu thir: can chinh xac khoang 100 mg mau hoa
tan va pha lodng t&i 10 ml v&i dung dich chuén noi.

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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7 bang rm@‘c'i_cho den I{hl tmng Af "Enhnng kh@ng du'ofc rra

Hé thong sic ky: Hé thong sac ky khi c6 cot bang thép
khong gi kich thuée 1,8 m x 2 mm, duge nhdi chit mang
tam 10% pha tinh 1éng, c6t dugc luyén trong ché d6 dang
nhiét & nhiét do trong khoang 175° dén 185°C; ghép ndi
véi detector ion héa ngon lira, khi mang sir dung la heli.
Bom dung dich chudn vao may, di sé luong dé dung
dudng chuin dé dam bao chic chin ring do léch chuan
trong doi khong vuot qua 2% véi dong phan 3-tert-butyl-
4- hydroxyanisol va khéng vuot qua 6% véi déng phan 2-
tert-butyl-4- hydroxyamsol ghi lai p1c Hé sb phan giai
gura cac dﬁng phan‘kh(mg du’O'c thip hon 1,3 va hé so

75% methyl-

_‘yanoethyl ~.va

Sau d6 duoc rua

phu cho bé mat

| :_".g 1ch c’huan va dung dich

Tinh két qua .
Khéi lwong (mg) ciia mdi ddng phan trong mau thir dugce
tinh theo céng thirc: 10 x Cg (Ry/Rs)

Trong do

Cs: ndng do cia dong phan trong dung dich chuén (mg),
Rs: ty s6 dién tich pic clia mbi ddng phén so voi chat noi
chuan trén cung sac ky doé chuan.

Ry: ty s0 dién tich cia mdi dong phan so véi chit noi
chuén trén cung sac ky d6 mau thur.

Tinh k'héiw lugng’ (mg) cua C”H‘mOQ trong mau thir bang
cach lay tong khoi lugng cua 2 dong phan.

f * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Phu luc 12

YEU CAU KY THUAT VA PHUONG PHAP THU DOI VOI
BUTYLHYDROTOLUEN

1. Tén khac, chis6  BHT
INS 321
ADI =0 - 0,3 mg/kg thé trong
2. Dinh nghia
Tén hoa hoc 2,6- D1tert1ary—butyl~p cresol 4-methyl-2,6-ditertiary-

Mé s6 C.A.S.
Céng thirc hoa hoc o

3. Cam quan ", mim tréng, khong mui
4. Chic niing -
5. Yéu chu ky thujt
5.1.Dinhtinh

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

DG tan ong tar 16c. v propan-12-diol, d& tan trong
Khoang nong chay 69,0° - 72,5"’_("3"

Quang phé Dat yéu cau (md ta trong phin phuong phap thi).

Phan vmg mau Pat yéu cau (md ta trong phan phuong phap thi).

5.2. Db tinh khiét
Nhiét 36 déng dic Khéng duoc thap hon 69,2°C.

Tro sulfat Khong dugce qua 0,005%.
Chi Khoéng duge qua 2,0 mg/kg.
Tap chdt phenol Khéng duoc qua 0,5%.

Xem huéng dan trong phan phuong phap thir
5.3. Ham lwong CsH,4O Khong th.'fip hon 99,0%.
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6. Phwong phap thir

6.1. Dinh tinh ]

Quang phé Po d6 hip thy cua 16p day 2 cm dung dich mau thir
1/100.000 trong ethanol da loai nuGc trong ving budc
séng tr 230 nm dén 320 nm, chi cho duy nhét 1 cuc dai
hap thuy tai 278 nm.

Phan vmg mau Liy 10 ml dung dich mdu thir 1/100.000 trong methanol,

thém 10 ml nuéc cit, 2 ml dung dich NaNO, (3/1000) va 5 ml
dung dlch dlamﬁidm;;;jjgydmclorid (Can 200 mg 3,3-

HSHQ.«CIDFGfOHﬂ Va lac dfju OP,CIGM -}

E
o

“hoic ";fhbri t1a mau nay b1 pha' dén khi dl.ra~ra 4nh sang.

200 X

6.2. Do tinh khiét’
Tro sulfat |

Chi

Z." 7

Tap chat phenol Xac dmh bang sac: kylop'mong dung ban mong silicagel G.

Dung dich 1: Hoa tan 0,25 g miu thir trong 10 ml ether

Dung dich 2: Pha loing 1 ml dung dich 1 t&i 10 ml bing
ether va tiép theo pha loang 1 ml dung dich nay t&i 20 ml
bing ether. Sir dyng dung dich pha loing cudi ciung 1a
dung dich 2.

Tién hanh

Lan luot chdm 2 pL dung dich 1 va dung dich 2 trén cac
ban sic ky riéng biét. Dit ban méng véo trong binh sic ky
di bao hoa dung mdi cloroform. Pé dung méi khai trién

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



CONG BAO/Sé 524 + 525 ngay 02-9-2010 109

6.3. Pinh lugong

cach vach xuat phat 15 cm. Liy ban mong ra khéi binh sdc
ky, phun 18n ban mong hdn hop gbm dung dich st (III)
clorid 2% va kali fericyanid 1% mdi pha. Trén ban mong
xuit hién cac vét mau xanh, cac vét nay s& hién rd hon
bang cach phun acid hydrocloric 2 N 1&én ban méng.

Bit ky vét mau xanh xuét hién trén Sic ky d6 cua dung
dich 1 (ngoai vét chinh va vét) khong duoc dam hon so v6i
vét chinh xuét hién trong sac ky dd cia dung dich 2.

chuan tiry chon diphenylamin
-'-_:'xac 500 mg, hoa tan trong

b 0% tan vao ﬁung dich néi
ch,um vé dmh mirc den du 50 .m o‘rn dung dich nay vao

3— mm ﬁh% 10% XE-60

i J'

o;m mau va ﬁuafdétector tuong Ung la

Detector ion hoa agon ltra (FID)

Dung dd thi chudn biéu dién ty s chiéu cao pic bytyl
hydroxytoluen/chiéu cao pic ndi chuan tai c4c nong dd xéc
dinh khac nhau. Nong dd cta butyl hydroxytoluen dugc
x4c dinh bing nodi suy tir &6 thi chuén.

aw Oft * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com
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Phu luc 12

YEU CAU KY THUAT VA PHUONG PHAP THU POI VOI
DILAURRYL THIODIPROPIONAT '

1. Tén khac, chi sb Dilauryl thiodipropionate
INS 389
ADI = 0 - 3 mg/kg thé trong
2. Dinh nghia Ester cua amd ﬂuﬁmp;oplonlc va lauryl alcohol thue phdm
M

Tén héa hoc lf)hil@ Ester Dilauryl cua acid

Chi sé C.A.S.

3. Mo ta

4. Chirc ning
5. Tinh chit
5.1. Pinh tinh

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

D¢ tan Khong tan trong nurGe, tan trong ethanol va ete.
Diém déng dic Khéng thdp hon 40°.

Chi 56 xa phong héa 205 - 215.

5.2. D¢ tinh khiét

Acid Khéng duoc qua 0,2% (tinh theo acid thiodipropionic).
Chi Khéng duge qua 2,0 mg/kg.
5.3. Ham luong Khong thap hon 99,0%.

C30Hs304S
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6. Phwong phap thir
6.1. P tinh khiét
Tinh acid

Chi

Thém 5 giot dung dich phenolphtalein (TS) va 50 ml hdn
hop gom 1 phén methanol va 3 phin benzen, trung hoa
hén hop biang dung dich kali hydroxyd trong ethanol.
Can 2 g (chinh x4c dén mg) méu thir, cho vao hén hop da
chudn bi & trén, khuay déu cho tan hoan toan va chuén do
v61 dung dich kali hydroxyd trong ethanol 0,1 N.

Mbi ml dung dlch kali-hydroxyd trong ethanol 0,1 N

| tl.rcrng du'ong voi 8 91 mg CﬁH]_USOq,
- Thu’ theo monogmph 1 Vol 4
ki Xac dmh bang ky thuat hap thu nguyen tir thich hop cho

ol < '_'ﬁ'-ham lucmg quy dmh ‘Lua ¢hon c¢& mau thir va phuong
o phap chuén bi. mau dua tren nguyén. ! téc cua phuong phap
TURiomd) tae trong JECFA monograph I = VoM phin céc

""phurorng phap phan tlch ccmg Cu)
_..-Can 700 mg (chinh xac den mg) mau thu cho va binh nén

250 ml,. thém 100 mlacid acetic_va 50.ml ethanol, dun
e :_':._:.i_:-ifnong nhe hon ho*p dén khl mau thu tan hoan toan. Thém
Ll 3l acnd hydroclonc va 4 giot dung dich p-ethoxychrysoidin

7 (TS) va chuan %) ngay voi clung dlCh bromid-bromat 0.1 N
'fff??._-‘-?_':_--_(TS) Kh1 gan den dlem tuiong dlrﬁng (dung dich ¢6 mau

""'-hong) thém tlep 4 glot chi thi- va tiép tuc chuan do chim

(timg- gmt) dén khl dung dlch chuyer: tr mau do sang mau
vang nhat. Tlen hanh lam méu tring song song va hiéu
chinh két qua néu cén.

Mo6i ml dung dich bromid-bromat 0,1 N (TS) twong duong
vol 25,74 mg C30HsSO,. Tinh ham lugng % va tnr di
ham luong acid dithiopropionic (két qua phin thur acid)
thu duoc két qua ham lugng C3oHssSO..
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