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1 Qs

2yunjyonucenes1u (DOCUMENT INFORMATION)

(7}

tonzawgnll WESusey WnejurguesjnruriurnuSnruindgbuce) way urdn
nefiucdugeswis (ATSC) 835 15 avndey Sufi 25-27 Dqu 2012, § S3nelU way sxy
Hngusey Tunergu &35 17 eegnejuzguesinuiy vdnnzdivgsducde) way vl
nefiudugesww  29jnrusMUNWADNIEWLINLTI €AY QUUILW 2999135V
(TMHSPWG) 96 17 azndeg Sufi 29-30 Jgu1 0;12 fivzinn S3nein.

Yrndnasimues Sy way nusSussy

xdugnii wndivesIniuduy)
ATSC usuSuSud TMHSPWG Suse3ui
nejrgu 531?1 9 293 ATSC nargu 531?1 14th 283 ACCSQ
1 Sy Sk TMHS PWG azmd1) 24-25 ws3n
22 -23 we3n 2010 2010
Urgu 3 15th Urgu f36 171 299 ACCS e
nsAJTS?:UaTuT:'m 5u;sj ?;Ls%;v:émn:méisjzgso ﬁc_; ?Uuuugn'tu‘fgmm “m)'o/u?maous}ujagu:(cmc;(nat‘iona\tctl)/ntrol ‘aLtAthon'ty)”
25-27 DI]]J'I 2012 11 2012 Lﬂ.)OGJ‘:)'IL)QOUQD aUedI289ur N0 (National control/regulatory
2 authority)”.

nejuzgw &35 191 ATSC nergy &3 19th ACCSQ
AN TMHS PWG azoid1g 28-29 Dmun q ient
24-27 T 2013 2013 and excipients)

Jugsaunumadiu cay moUz8u (Update the list of adopted additives
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90Uz89 (PURPOSE)

1. ol Wedifin way diw S¥umadiv car noUzdy Welsuudnnsiivgatucley way Eug
s egoulzinngzBneigiu unmulgnofiuemin Hidandsfiy wWedndeyiddlun way e
$1oun2IUITNONNIYE NS WO GehA.

2. wuomigl Hidaoudimuliidngin (flavoring agents?).

SinnucuzU1 (GUIDING PRINCIPLES)

. . P & ' as o by o o ) ° 2 & o~ o
tw (Criteria) (3Nt woy gnnwcuzdn 017 sduniumdo nuintgmowy cay ;mndzdu Wwesdnng
diuewucde) war wrlnnsdiy (dugerwiu.

o 2 a o
1. aBuzeInuligninly s 110U=&u (JUSTIFICATION FOR THE USE OF

ADDITIVES AND EXCIPIENTS)
nmuignindy war movzdu mnduesinuignace Duslnundiniy, d0no1wggdgewvwyyl 2933

a 20O I @ 2 2 o o b o o a @ ¥ Py
twn «ar §1003nuny § gresidiniungdwudinin Mo oaindin (Codex)/§i Nud1383INQIfiu

P Ao o 2 o 2 & 5 o o & Py ocoad &
waz nowwdisgMmuiinilnts in (A) i) (C) £13501, ez UWINTU UGN Whoudisy tigun
1118 (Buztidinn1dimunugl cag Ginintulas:

A. ienzousuEna (preserve)guuzwiugsjz3nnzivy.

B. eevnuiy way Sngguuzwiy 8 e01wiydiv 299uzdnnsdiy § Juyiguuzwivesiguiudn Ingy
vresiy, oo Wiggldyjucdphuegin, s § quuzwwesiuzdnnziiy cay nenaolddtwn.

C. egoumuurdn, 2ruoumy, NMuUNgNJU, nwdadn, nwdun, nusuds § NMufiusng rIn
aziiy, Townindo awdin?g dedndofunydivennuigsanduitn § nudeddniitduzE
(Routisgsidfingerdnesuity) § inlin azndynuuzddioRnaintodib.

a o
2. aowdantwesgninwl e 1InUz&U (ADDITIVES AND EXCIPIENTS

SAFETY)
MmO «ay nInULdL diplo destnWitRndunzaty § nowsyhiusugudtd & gezww eeydd3tun. Uy
SumesmniiuinIndydy B8 wdt § ardudindaztiulgiiggn war azfudgn deiiugBunigém
EinTnenuUitien.

! There is no restriction/prohibition on the use of any substance as flavouring agents for as long as
their use can be supported by international references.
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3. 2MI0AIUNIWODIUINWIL (AT JIAFN 29910 €z SPECIFICATIONS

FOR THE IDENTITY AND PURITY OF ADDITIVES AND EXCIPIENTS

& o Py @ A o~ 2 '
MO €T NI0YERU dogduunnznu (grade) guuswweeiny § driiiouizdy 1y foigenao)ny

o ° . T o o Ao ope . . ° O by

990001 Hiunownwe (Identity) 2o32miiiniilg (Specifications of Identity) «az ao1d3g0N téhcus
o o o as . . . . @ & @ o
11 lnamusifinazdingwniu (Codex Alimentarius Commission) @ wwilny dunimy §, Tunae
Qb o o 4 v2T o o A P Ay va o P P @ o~
Yodenilntimo, loutdidemiodionmedu fHtdSunudionzyr loudinmudunsizeidzann § fiv. U
' 2 ' & o b T o o
Sou9jndUYsn i, LINNsnIuuUzLIu2eI9Iy, ¢1 Gglgenngizejninly (r nInd=du afugniio
2g930ulnuaou.

O o o da
4, nud=Adnniueznind (Goob MANUFACTURING PRACTICE?)

& o~ @ o A oo P ' Py O o da o Lo &
MINWU (R 0UzdU digelin 1118 dojdwretu@eute mudzAdonwezdnid fojdsnoutygauil:

@

A. guuzmwesny § nodrdu B8 Wwerdnnsivgrtiude cay Bugerww vxdieytddiio
i) Wwardutngn thiiiezdutuld e lWidugduniuaoludsinay.;

B. Urduwespnndiu § ninuzdu fnmudugoudrdusejusdnnsiivgitucde) way @ugeruy &)
duBuurannugiu wmueedn, exuouniu § nwdiun esuuzInnsiindimo wax HiEInUs
83 e WitiugBulagnéwmeszwu § Gunigdwdinin ?umzﬁnmzﬁuﬁugnﬁj, uesueniicdiu
WG JnRumnd iy

C. mniiy Ay MNULEU CIuIINNENIUOUULLIUSSI9II § €1 ey ESunuNynIU ey Son1w
WdngzuLdfivfivnmnyzdues)sniu wy ¢,

& o AQ o s
5. Quwnmunmny  «z mndsduntneaann (LISTS OF RESTRICTED

ADDITIVES AND EXCIPIENTS)
uNMUNINU €z mndrdu Hl8ugrtule) way Gugerww tWilsuafiufivariunwgiigizn. avdu
nugigIzn dinfiugy oSt madiu § oz coufndiuls.

Py P ) E A < P & Py A o a & o A a
210018 MuS13392991 RN LY (Weduduniusaudunindlu/nmndzduE1Tudug mnu/mndzdu BHn
970

1. fAoavdinuinnzniudiotd $3unmindiusimiu Codex General Standard for Food Additives (GSFA)
Bydusyuiiseua (Online Database)guindutEly
(http://www.codexalimentarius.net/gsfaonline/index.html?lang=en)

2. alnjofiumnuzduzelea (Handbook of Pharmaceutical Excipients)

3. wninwy ;mmymugigelia (Al Official Pharmacopoeias)
3.1 iny eojutiazdzann (National Pharmacopoeia of each country)

3.2. W iny 2938970 (British Pharmacopoeia (BP)

' Qe o da 2o < o as o @ 2 ey
2 QugovesnudzBindinnuunwuz30iid degtdSunwdnowwmeniu vnnzn GMP $duwsdnnziive. dogtdd
s S o o dao o 2 & P o a ¥ A b S i@ S o Py o~
nowMmUginNuUzidonesAniitdFIunigmaauimodzd. SFveyulutiu 3gldebingeimusiniuinas
o ' 2 ' ° o v ° ~ & &
fingnu.  A01UNJ0E9IREmdaLULMUENIWELE €Ay axuzMUznIUiiotu-mniy ez nuswdudou.
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3.3. waninugznzdo/aneyzin (The United States Pharmacopoeia/National Formulary
(USP/NF)

3.4.wawlnwy gJSu (European Pharmacopoeia (Ph.Eur))

3.5. 0Ny 2933u (The Pharmacopoeia of China)

3.6.0winwy 8udu (Japanese Pharmacopoeia (JP))

3.7. W inwu 8ucos (The Pharmacopoeia of India)

tene1U$138903000 Getdduiensuszdudign

UMY Ry Gunjofivaztunmulggizn  2andnwdjucdyle tdImudivnoy  Wedz iauznugl)s)
- A 2 o 4 2 o Ao o 2 o
293277y lnudzntidudin. 2yunitwdnsyiin BE30IRNdznngsliZngigiy 0 Winwidag

11 Weduyydug

I o O o as va QO & - b o o .
NzauAten=UEntn 3 sFunwgivgeemnily waz nndsdu Bafin (Please refer Appendix 3
for Adopted List of Restricted Additives and Excipients).

5 O av o ¥ 2 <"i o (o) s (%. (o]
6.2um9uUzmuogﬂaunnﬂamunwuuazunnUzau?uwzanmzwuﬂwnnUSj

(r (3ug2swiy (PROCEDURES FOR DETERMINATION OF THE USE OF

ADDITIVES AND EXCIPIENTS IN TRADITIONAL MEDICINES AND HEALTH

SUPPLEMENTS)
& b 1l & Py Ao v & @ a f | o &
Suneufi 1 - nongeudt nInuINYLaL RIETuatiude) way Bugezww cluneudWiug mndiu
war mnU=du Hifindfind.

% ' o o & o~ v@a o 2 b ' s & o~ Q\ v
oy, YrAun/auou 293nmnu/mnd=du WGHnDTE0IN0Y/ugIgn293 nanlu/mnInd=du Uit
miatudus.

% 5 & A
1 U W gunsuii 2

O & ' & o~ va o 2 ' P
gunsudl 2 - nonISUIIMNINWL/NNYERU IEHNDITE g90a931UNwE198).

2 ' o & Py va & 2 o as 2 o b & 2 2 I

Hacly, Yzduies) mnwu/mndzd WEHntu Geyafin Wid luastungn Hcdututd Touniutdicnndy
% s ado by

nEwEintuladniady Abudugmunarudinnzo.

10 Womgunsy i 3

< a & o~ ' b\ o Py ) 2 o v & @ o v
guneuli 3 — mnwu/mndzduTol awUtdSugsyeIn wWeldiin g Tuerdnnziivgitucde) waz wednnzdy
a o & ' a & o Py a a & 20
Bugerww dnouet mudziiunowdsntugsgmaiu/nndzd WhSumudziiy way sxyln wWeldilg
0 moupunougU/dungigegzmna.

' a & Py ' ¥ a o »y o b o o ' < L

AzndIMUUzclunoysn wesninu/mindzduol, nusdnd) uwntnlg fudwuIfiungg Sy O
= o & a % g & % .

mnUzduzeld scduduyy 930 5 (tonsxgauding 1), mu geww r Fjwondeu (Environmental
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. . o ° as a o as & &

Health Criteria (EHC70%))- dinniusndunudzciunorudsntu shdumadiuoini way ududey
2 2 @ 1@ e o b o~

91my (tancgwgauding 2) 9 al/duuzmuioziu.

* (nu gerww «ar Fondsu (EHC 70) cluenysiidudocy fnjodeyfiunudionou aotwucdiunig
3unwSonwdndu (decision-making) toenzusimusngIozWsoU Njofiumadiutusni (Joint
Expert Committee on Food Additive ) «az SIniuswniu Az nzd@ngojgznzd=g1g10 (FAO) waz 89
muszutulan (WHO).
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o o L P & PN & @
ONNIJ MUCUSU 28391334 NJjoanuy T]'IU?%U]'IOEUJ.U (Cz Mndzau ‘ZUU"I?.UUE.USj (e e

& o o ' o 2 & oy o o & @ o
ceivoIn 1: 2unsunIunaln njanunﬂl}?amﬂﬂﬁwl.l/mﬂﬂuzgu ?Uth;mszJUEJ’IUJUI:.USj (e (/U

2cWWY

o a &
TUUU%U'I'IQEI.UJJ Qe

mndzdu fifindrio Uy

Widigplisuiensamwumonzniiiotuss)
finautin Sdvsmbomnduswnmusdue,
muidw (13.6)

a
gDmnuzduesih § wwatniodicdiunmg
nw mwuiazyluwni 4

oy

oy
maduimnUE8u o

»vd o a dho o 2 2
UWicdsding sivrio aaz diwls
& o
299l KAz nnUsdu

8 unwssy

nmudzcDunowayg tiegtdusaiin aaz
Suszylin S3unwlg lnudnwdnzes
08 tdSunwedsdiy. miounuaoy
Qu/duns) suncSacSaoting ucius
Dy war WisyuddnwSnzensaitd
Sunecndy
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NwsrinuwnIFu (GLOSSARY)

finasdin (Codex) - MmusBimufinazdineniy WSumudndBud 1963 toediniu 1wy way nedm
(az §gnwezwitwlan (FAO «az WHO) edinmnzn vnngnweioy, adng w éaawi}’mjoésﬂ
Su: avfinesImudshiin wwldcuumusol UnnsTIuey 2938inIuesutulan Qe SINIwemIy
war nedm. 0Usdgdinesgcuuul coudenudndsigeswivesy GO3tun war SudrfiumuusBitoniy
gaticdun Wwnwditingofiveimiy, way 8unwsoud eginwEnognnIofiuunnynwsmIgigia 39
gulny miouPuIanzun war SNwindindBufivIonzumn.

& o iae .. o Py otL,va oo ~
Ny e mnds8U (Additives and Excipients) sutect)y 21009 idnnzfatdinddtlun tnafodue)
o\, ¥ o 2 ' o @ o & - P ' o @ & @
(ay Utailg dugoud=dudiow § wsendn, muwy tnundzd) weldluuzdnnzdvebucle) was
o @ o h - 2 o I o P T Y o e o o Ay e
wednnsdivdugeswiy wWendrdinmgdwdiniulag Tunwerdn, Musut) § niuciuSnurInnzduintd

o
@

@ @ ' Yas o Ao o - @ 2 a o @ @

Su, § 20 GSuBy NEUmnIuEy (3R § vydeu), Twwonluwey § wedonzdivlouwondy ne
(Junmndsduee) § U0y nediundngzuresjusdnnzdy.  IUGIMO 9109Ts2UT): KIVIF, KUTTU
Y0, gy, Uiifio, swldinowouio, autliy, Godunoruunig (pH adjusters) waz Su9).

o 2 . & Py ' & 2 & a
az(ulg9930 (Maximum Use Level) 2930iiu/mndsd clunoiueusugIgn 2symniumnuzEu
Ay v o o A P o o 2 2o o Q a o o P
Hndnito o WhusSofuwwmusindniy «az WdSumudivdor wdnoiudenty lnuMmusiniuinay
9 @ ’=3 2
fingwnu § wiwalnwe Hdumignucdo.
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tonzgwsniin (APPENDICES)

Appendix 1 muU::cijuaawUsm‘cw%jmmcﬁ.u (R N0
JedL 831ag029gnndsdud1due 3zTUi 5 (SAFETY
ASSESSMENT OF ADDITIVES AND EXCIPIENTS BASED ON
HANDBOOK OF PHARMACEUTICAL EXCIPIENTS 5TH
EDITION)

enilinzegninUsdusduel (Specifications of Pharmaceutical Excipients)

1. 8idicdummuzdo (Nonproprietary names)

SnULBUitE Wty 293 3380, YU, HYU war wnzdo/Mainuinigdumigan (Excipient
names used in the current British Pharmacopoeia, European Pharmacopoeia, Japanese
Pharmacopoeia, and the United States Pharmacopoeia/ National Formulary (USP/NF))

2. 887 (Synonyms)

3. §cﬂﬁ 1y tannzujy (CAS) (Chemical name and CAS registry number)

auENdAnNnonjoiugwnd Nduensdn [umndzdu deufiugeld (The unique Chemical
Abstract Services number for an excipient along with the chemical name).

4, gntuanu uag Yolintuanu (Empirical formula and molecular weight)
5. galaydy (Structural formula)

6. UztweeinuuiSnojn (Functional category)

o o ' 2O ' o S
AumugegindinIndzdu wou Whhnatoudiotw swdzido.

7. muin?glugndnardizeiintulad (Applications in pharmaceutical formulation of technology)

nulEyes) nndzdu.

8. mussiiuiu (Description)

A1UALIN29IINFEULMIMULEIWIN22JNINULEL.

9. £rlion1y whwtnee (Pharmocopoeial specifications)
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DInnEnINguUUzIURcdunn SM3uvmindedu coutdornn tatndues) 950, 29998y, B tar U
nlnugsggznzdo/farenigin.  (British  Pharmacopoeia (BP), European Pharmacopoeia
(Ph.Eur), Japanese Pharmacopoeia (JP) and the United States Pharmacopoeia/ National
Formulary (USP/NF))

10. quiudin fiotu (Typical properties)

11. a01U3RY uar Geutenuiusnal (Stability and storage conditions)

h 2 S ' 2 ) Ay vas 2 2 ¥ e o a o~
(ovtewsld 235nnnsunwdiun (Bulk) HitdSy ¥indgzoue) Aot way MuUiusn way 0016
o &b o o~

fiuegjsutuy NJUMINUERL.

2 :
R o b

12. aoruEiuotd (Incompatibilities)

b R o o o~ P T ~ G @ P o % R o byw b\ va
nowdRMIuASugIuUzdudyngdigoly funinuz&u8us § mndzdutisenin, Hnowuifivdid UitsSu

o o o & P s a & L e b\ vas @ o A e vas o~ &
nuMidouaenmy, Nooudduazdfin2y weaddul Sunuein § Jduidius Indidy. ungn
6121 (Formulation) noutdSunwiingeunoludiiv neues 1EurdnnzduTungniuéi.

13. 3finmuwzdn (Method of manufacture)

oa e o & < & v 2 o e 2 o o~
Stinwdiotd 299MmuuEln ez 2ruoumuiuldy Bezlgiie ligududnonfiumeassdwinnindzdues)
Ju. Tuunagl aoudutd tdesinowddIgn sasyTudinuu=do.

14. aoruustu (Safety)

@

o Ao v o 4 Ao 2 ' o a coo = Qo
Jzwn2939n1R1 HIEmmodzdy 1y fsinjgyuiingogs) njofivaowsunzaty, JeAndeadu finw
1097, €Rr 20uNWduBnntn Hinjoges.

15. nmuinmuganouard) (Handling precautions)

a & v % a s o o 2 o o a O o oo
nowsunzuidutd Whinjogeyfiunmuinnuiiviivnnd=du «ay WinuuezinFudnmuivg waz i
o A o & Q  a Qo v O e Ao O
nudndsyfiviiconzdy. aowguduiiuniudsiidodiosfdonuid (GLP) war mudzbdagnniuniues

o _ da s & s o a &
000 (GMP) Tudzady waz Sunsumuinmuiivgiund Hduuinnznu.

16. sznuusntuazugumu (Regulatory status)

o P Ay vas s Ay vas o 5 o S A
muingn1yg Ndsunususeyluomy ey diiitdSuszyain, fj3gilonnu nIvuznInUz 00090
' s & a = @ o ' g & Py A oo o
wonci1g Fiudznndus aoruinudngintd fusioupugungjiinzdy Wesauzii.

17. gnucingy fingogey (Related substances)

18. édinacdiucigg (Comments)
k4 & Q Y Ao 2 ) o~ o~ 2 & ' o~
QQU2YUDUIOU (AT 289N0NNJoes) ONIndeRU. MUN1UENIRY TIUUI00TTIUNCEONA1I2eI0U s U
v 2 @ o O _ o _a @ b 2 A v o ' a ¥y aQ @ &t~ ay A
A AINWIngwd. afinaadiudun@ently 2gidieuiiazytd SnSutaazinwéndy § J18d138u9).
19. nwddigzwiz (Specific references)

umuSBginIoctsue tuenygniudngl (A list of references cited within the monograph).
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20. nudtS3tiotu (General references) 1D

» a & a¥ o + o o~ @ o o~ o~ &
muén8ydeyudioty njofiudzwnzgenind=du § Jzwngsjsutuy (Snnndz Ui

21. ¢j23u (Authors)

diieguniudng Yzt (The current authors of the monograph).

22. Suii duyy (Date of revision)

SuRTumuduayy AidSadigading difudnoruesinmudnar (The date on which changes were last
made to the text of the monograph.)
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Appendix 2 mudziiunoiudsaty 10983 tamudiung
o 2 (1, § %4
NUNIYGIUF2LWIU (AT FJ00N39U (SAFETY ASSESSMENT

OF ADDITIVES AND EXCIPIENTS BASED ON ENVIRONMENTAL
HEALTH CRITERIA 70 (EHC 70))

o o o o & &
U;]nn'll]ﬂ’lE]Uﬂ"IUUSUJUﬂo‘IJJUSO\EU.J?Sjmﬂﬂﬁwuccllgﬂmﬂll (az gwdudouiusiniv.

1. sowvzdunidwmd war nuiinnzudmiourSonrdiu (CHEMICAL COMPOSITION AND THE
DEVELOPMENT OF SPECIFICATIONS)
1.1.001ucdutenzan Az a0wdIR0 (Identity and purity)

1.2.U8R3098Y tar avnm njofiumausdusmniy way saududsutusimu (Reactions and fate
of food additives and contaminants in food)
1.3.&Mmineejusdnnziiu (Specifications)
2. Sunsunwnsunuusitionwdiogsy cay nwdvdy (TEST PROCEDURES AND EVALUATION)

2.1.'@0§1ng0 293nm%nmamucﬁm‘fmcﬁemjmuﬁnasj (End-points in experimental toxicity
studies)
2.1.1.  Guomugzeaisennigoiininiu (Effects with functional manifestations)

2.1.2. duludiejen Higczxajsmunigoinginiu (Non-neoplastic lesions with morphological
manifestations)

2.1.3. cflejsn (Neoplasms)

2.1.4. nwtensa/aouduliofidionzur (Reproduction/developmental toxicity)

2.1.5. mudnlugsn finaeg (In vitro studies)

2.2. mutgnwdngnignudiunmuidieny, Qnguee], MuUNgy, T NMUSUTIULI9eNINSIINIY
Tunidzcdunowdsntw (use of metabolic and pharmacokinetic studies in safety
assessment)

2.2.1. muazysruiivesidniingyossy (Identifying relevant animal species).

2.2.2. mumiofivtngsymuingn (Determining the mechanisms of toxicity)

2.2.3. nuwudheuitudeneugeisymudnngd  (Metabolism  into normal  body
constituents)
2.2.4. 3nddiues)dzudluartd lumudzcunorudsatw (Influence of the gut microflora in
safety assessment)
2.2.4.1. Bunzivesyadudanls dnd (Effects of the gut microflora on the chemical)
2.2.4.2. Sunzivind 238114 (Effects of the chemical on the gut microflora)
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2.3.800fuge391y, Fzw10snIWILLINMY, ([T FLwIDnFRLww TUMUesnNEuy «az muinowu
swi2eIMudnga (Influence of age, nutritional status, and health status on the design and
interpretation of studies)
2.3.1. 9y (Age)

2.3.1.1, Uzdion (History)

2.3.1.2. uUzlmunzegnmudnzingoiivtulolan (Usefulness of studies involving in
utero exposure)
2.3.1.3. wozugngeunjofiusty (Complications of aging)

2.3.2. szwwoznylwszwiny (Nutritional status)
2.3.3. gzwnznygezwiy (Health status)
2.3.4. mussnuuunmudng (Study design)
2.4.nu7% munnfvuzyn  Wunudzddunowdsntw  (Use of human studies in  safety
evaluation)
2.4.1. mudnadwazuindnze (Epidemiological studies)
2.4.2. nmuadeiniu (Food intolerance)*

2.5. mudgen nwd3tundrduiiusuSuld (Setting the Acceptable Daily Intake (ADI)*

2.5.1. nmufmdongofiuddynadivardudungtiu (Determination of the no-observed-effect
level (NOEL)
2.5.2. muinignjofivdnlanowdsntw (Use of the safety factor)

2.5.3. mugzouensuntndnzer fu zdazdonzen (Toxicological versus physiological
responses)
2.5.4. 1nu ADIs (Group ADIs)

2.5.5. znwuznwin (Special situations)

2.5.6. mudunju ADI fiu nutdSugausiniu (Comparing the ADI with potential exposure)
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Appendix 3 unmunInlU €z mndedo TuusInnsdivdiucde) was (dugeswiu (THE
LIST OF RESTRICTED ADDITIVES AND EXCIPIENTS FOR TRADITIONAL MEDICINES AND
HEALTH SUPPLEMENTS)

& v o P o o 2 & @ a & A ' o o b o
UMV hSuseI g TunguzgunzuzMmurnmudnseiindivgiiivcle) way (dugezwwiyin 19 azmd1Sui 24-27 Dqua 2013 8 wafiy dernn Uuw
e 2 ' o o & @ o o a & ' o o b Y
waz sxydnSuse)lg Tungjurguesinuu trinnsdivetivcde) (ay wednnziy Bugeswiu 3R 19 azmdy Sui 28-29 Dyua 2013 & wafiy, Yzinn

Uy
70 Ln/nn o (Note)
Ay INS No./ wrAnnziiy $1333 (Reference
mu | 8=y (Common name) CAS Nc; 88187 (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
2100138 (Coloring agent)
Codex GSFA Provisions
Cl (1975) No.16035
1| Allura Red AC 129 Cl Food Red 17 300 for Food Category 13.6
FD&.C Red No 40 updated up to 34t
: CAC (2012)
Codex GSFA Provisions
Cl (1975) No. 42900
2 | Briliant Blue FCF 133 Cl Food Blue 2 300 for Food Category 13.6
FD&.C Blue NO. ] updated up to 34t
' CAC (2012)
Codex GSFA Provisions
3 Caramel Il - 150C Ammonia caramel 20,000 for Food Category 13.6

Ammonia process

updated up to 34th
CAC (2012)
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ §:HIJ'1J (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
APPENDIX 3 product))
Codex GSFA Provisions
4 Caramel IV - Sulphite 150d Sulfite ammonia caramel 20,000 for Food Category 13.6
Ammonia Process updated up to 34th
CAC (2012)
5 Carmine Codex GSFA Provisions
. Cl (1975) No. 75470 for Food Category 13.6
Carmines 120 Cl Natural Red 4 300 updated up fo 34t
Cochineal carmine CAC (2012)
Carotenes-natural Codex GSFA Provisions
6 Carotenes, beta 160a(il Cl Food Orange 5 400 for Food Category 13.6
(vegetable) Mixed carotenes updated up to 34t
Natural beta-carotene CAC (2012)
Codex GSFA Provisions
Carotenal, beta-apo- for Food Category 13.6
g 160e Cl. Food Orange 6 300 updated up fo 34
CAC (2012)
Codex GSFA Provisions
beta-Carotenes (B. for Food Category 13.6
, frisporal 160a((iii) Cl. Food Orange 5 300 updated up fo 34
CAC (2012)
Codex GSFA Provisions
beta-Carotenes . for Food Category 13.6
(synthetic) 160a(i) Cl. Food Orange 5 300 updated up fo 34
CAC (2012)
Carotenoic acid, ethyl 160f Cl. Food Orange 7 (Ethyl Ester) 300 Codex GSFA Provisions
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ §:HIJ'1J (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
ester, beta-apo-8'- for Food Category 13.6
updated up to 34th
APPENDIX 3 CAC (2012)
C.l. (1975) No. 75810 Codex GSFA Provisions
Chlorophylls, Copper 141(i) Cl Natural Green 3 500 for Food Category 13.6 Surface treatment
Complexes Copper chlorophyll updated up to 34th
8 Copper phaeophytin CAC (2012)
Chlorophyllin copper C.l. (1975) No. 75810 Codex GSFA Provisions
complexes, potassium 141 (i) Potassium copper 500 for Food Category 13.6 Surface treatment
and sodium salfs chlorophyllin updated up to 34th
Sodium copper chlorophyllin CAC (2012)
C.l. Food Green 3 fi ?Sgg dGéI;/?ePrgvm]o ;Z
9 | Fast Green FCF 143 CI (1975) No. 42053 600 gory 1o.
FD&C Green No. 3 updated up fo 347
’ CAC (2012)
Codex GSFA Provisions
. . ENO for Food Category 13.6 .
10 Grape Skin Extract 163(ii) Enociania 500 updated up fo 34 Expressed as anthocyanin
CAC (2012)
C.l. Food Blue 1 Codex GSFA Provisions
n Indigotine (Indigo 132 ClI (1975) No. 73015 300 for Food Category 13.6
carmine) FD&C Blue No. 2 updated up to 34th
Indigo Carmine CAC (2012)
C I Piament Black 11 Codex GSFA Provisions
12 Iron oxide, black 172(i) 119 7,500 for Food Category 13.6 Surface freatment

CI (1975) No. 77499

updated up to 34t
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ §:HIJ'1J (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(ltem) ' (mg/kg technical reference))
product))
CAC (2012)
APPENDIX 3
. Codex GSFA Provisions
- C.I. Pigment Red 101
Iron oxide, red 172(i) | - C.I. Pigment Red 102 7,500 | forFood Category 13.6 Surface treatment
- CI(1975) No. 77491 updated up fo 341
‘ CAC (2012)
. Codex GSFA Provisions
- C.I. Pigment Yellow 42
Iron oxide, yellow 172(iii) | - C.I. Pigment Yellow 43 7,500 for Food Category 13.6 G E LU
- CI (1975) No. 77492 updated up fo 347
' CAC (2012)
Codex GSFA Provisions
- Cl Food Red 7
13 Poncegu 4R 124 _ Cochineal Red A 300 for Food Category 13.6
(Cochineal Red A) _ New Coccine updated up fo 34th
CAC (2012)
Codex GSFA Provisions
Riboflavin from 101 i) i 300 for Food Category 13.6
Bacillus subtilis updated up to 34t
CAC (2012)
Codex GSFA Provisions
14 Riboflavin 5’ - 101 i) - Vitamin B2 Ester Monosodium 300 for Food Category 13.6
phosphate sodium Salt updated up to 34th
CAC (2012)
- Riboflavin 5'-phosphate ester Codex GSFA Provisions
. . . . monosodium salt for Food Category 13.6
Riboflavin, synthetic 101 (i) 300

- Vitamin B2 phosphate ester

monosodium salt

updated up to 34t
CAC (2012)
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ émﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
Cl (1975) No. 15985 Codex GSFA Provisions
PPE Cl Food Yellow 3 for Food Category 13.6
1@‘ g{mg(éYe”OW FCF 10 Crelborange S 300 updated up to 34th
FD&C Yellow No. 6 CAC (2012)
Sweetener
Not to exceed the
Codex GSFA Provisions maximum use level for
. for Food Category 13.6 | acesulfame potassium (INS
1 Acesulfame Potassium 950 Acesulfame K 2000 updated up fo 34 950) singly or in combination
CAC (2012) with aspartame-
acesulfame salt (INS 962)
Not to exceed the
APM Codex GSFA Provisions maximum use level for
. for Food Category 13.6 | aspartame (INS 951) singly
2 Aspartame 951 ::Jr%?r’ryl phenylalanine methyl 5500 updated Up fo 34 or in combination
CAC (2012) with aspartame-acesulfame
salt (INS 962)
Codex GSFA Provisions
. . . . . for Food Category 13.6
Cyclamic acid 952 (i) Cyclohexylsulfamic acid 1250 updated up fo 34 As Cyclamic acid
3 CAC (2012)
Codex GSFA Provisions
Calcium cyclamate 952 {ii) - 1250 for Food Category 13.6

updated up to 34th
CAC (2012)

As Cyclamic acid
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ny
(Item)

82401 (Common name)

INS No./
CAS No.

882085 (Synonym(s))

W0 un/mn
vrdnnziiy
(Limit
(mg/kg
product))

£1989 (Reference
(Scientific rational and/or
technical reference))

v (Note)

APP

Sodium cyclamate

ENDIX 3

952 (iv)

1250

Codex GSFA Provisions
for Food Category 13.6
updated up to 34th
CAC (2012)

As Cyclamic acid

Neotame

961

90

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Saccharin

954 (i)

1200

Codex GSFA Provisions
for Food Category 13.6
updated up to 34
CAC (2012)

Calcium saccharin

954 (ii)

1200

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Potassium saccharin

954 (i)

1200

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Sodium saccharin

954 (iv)

1200

Codex GSFA Provisions
for Food Category 13.6
updated up to 33
CAC (2012)

Sucralose (Trichloro-

955

- 4,1',6-frichlorogalacto sucrose

2400

Codex GSFA Provisions
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W0 un/mn oecon (Note)
ALt INS No./ vrdnnziiy £1989 (Reference
niJ §mﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
galactosucrose) for Food Category 13.6
updated up to 34th
CAC (2012)
Codex GSFA Provisions | As steviol equivalents
7| steviol glycosides 960 i 2500 forFood Category 13.6 | ¢ " c o chewable
updated up fo 341 supplements onl
CAC (2012) PP &
Presepitives 3
E218 150 - 200
4-hydroxybenzoic acid methyl (Or‘ol Handbook of
ester solutions Pharmaceutical
] Methyl paraben 218/ methyl p-hydroxy-benzoate and Excipients
99-76-3 Nipagin M suspensions) o
; 5t Ediitions, 2006
Uniphen P-23 200 - 3000
) p 466-470
(Topical
prep.)
Codex GSFA Provisions
. . for Food Category 13.6 . .
Benzoic acid 210 - 2000 updated up to 34t As benzoic acid.
5 CAC (2012)
Codex GSFA Provisions
Sodium benzoate 211 - 2000 for Food Category 13.6 As benzoic acid.
updated up to 34th
CAC (2012)
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ §:HIJ'1J (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
Codex GSFA Provisions
Potassium benzoate 212 i 2000 forFood Category 13.6 | o\ oic acid.
updated up to 34th
CAC (2012)
Codex GSFA Provisions
Calcium benzoate 213 i 2000 for Food Category 13.6 |, ¢ e oic acid.,
updated up to 34t
CAC (2012)
2-Bromo-2-nitro-1,3- Handbook of
propanediol 100 - 1000 Pharmaceutical
APPENBIXN®pOI 52-51-7 B-bromo- p- W/V) Excipients Topical use
nitrofrimethyleneglycol 6th Editions, 2009 p 70-
Myacide. 72
Alcohol benzylicus
Benzenemethanol Handbook of
Phenylcarbinol 20000 Pharmaceutical
4 | Benzyl clcohol 100-51-6 Phenylmethanol (V/V) Excipients 6t Editions,
alpha-Hydroxytoluene 2009 p 64-66
alpha-toluenol
Bromat
Cetab Handbook of
Cetavion 50 Pharmaceutical
5 Cetrimide 8044-71-1 Cetraol (W/v) Excipients 6t Editions, | Topical Use
Lissolamine V 2009
Micol p 152-154

Morpan CHSA
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90 un/nn aviwn (Note)
ALt INS No./ vrdnnziiy £1989 (Reference
niJ §mﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
Morphans
Quammonium
Sucitide
Centrimidum
E280
Carboxyethane Handbook of
Ethanecarboxylic acid Pharmaceutical
6 | Propionic acid 79-09-4 ethylformic acid 3000 - 10000 | Excipients éth Editions,
Metacetonic acid 2009
methylacetic acid
X . p 586-587
Propanoic acid
APPENDIX 3 Pseudoacetic acid
Codex GSFA Provisions
. . for Food Category 13.6 . .
Sorbic acid 200 - 2000 updated Up fo 34 As sorbic acid.
CAC (2012)
Sodium sorbate Codex GSFA Provisions
for Food Category 13.6 . .
201 - 2000 updated up to 34t As sorbic acid.
7 CAC (2012)
Codex GSFA Provisions
Potassium sorbate 202 - 2000 for Food Category 13.6 As sorbic acid.
updated up to 34th
CAC (2012)
Calcium sorbate 203 - 2000 Codex GSFA PIovIsions | ¢ <orbic acid.
for Food Category 13.6
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
mu émﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
updated up to 34th
CAC (2012)
Antioxidants

Copherol F1300
(x)-3,4-dihydro-2,5,7,8-
tetframethyl-2-(4,8,12-
frimethyltridecyl)-2H-1- 10 - 500 Handbook of
benzopyran-6-ol (used in ail Pharmaceutical

1 Alpha-Tocopherol 10191410 E307 or fat-based | Excipients é6th Edifions,
synthetic alpha tocopherol formulations) 2009
all-rac-a-atocopherol (v/v) p 31-33
dl-a -tocopherol

APPENDIX 3 5,7.8-timethyltocol
RRR- a -Tocopherolum
C-97
cevitamic acid
2,3-didehydro-L-threo- 100- ]O.OO Handbook of
. (usedin .

hexono-1,4-lactone; QAUEOUS Pharmaceutical

2 Ascorbic acid 50-81-7 E300 9 . Excipients 6th Editions,

formulations

3-oxo-L-gulofuranolactone, ) 2009
enol form (W/v) p 43-46
Vitamin C
Acidum ascorbicum

3 Ascorbyl palmitate 304 Vitamin C palmitate 500 Codex GSFA Provisions As ascorbyl stearate.

for Food Category 13.6
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370 un/nn owiamn (Note)
ALt INS No./ vrdnnziiy £1989 (Reference
mu §mﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
updated up to 34th
CAC (2012)
Codex GSFA Provisions
. . for Food Category 13.6
Ascorbyl stearate 305 Vitamin C stearate 500 As ascorbyl stearate.
updated up to 34th
CAC (2012)
- Fat or oil basis.
Codex GSFA Provisions | - Singly or in combinatfion:
4 Butylated 390 BHA 400 for Food Category 13.6 | butylated hydroxyanisole
hydoxyanisole updated up to 34th (BHA, INS 320), butylated
CAC (2012) hydroxytoluene (BHT, INS 321)
and propyl gallate (INS 310).
- Fat or oil basis.
APPENDIX 3 Codex GSFA Provisions | - Singly or in combination:
5 Butylated 301 BHT 400 for Food Category 13.6 | butylated hydroxyanisole
hydoxytoluene updated up to 34t (BHA, INS 320), butylated
CAC (2012) hydroxytoluene (BHT, INS 321)
and propyl gallate (INS 310).
Codex GSFA Provisions | - Fat or oil basis.
for Food Category 13.6 | - Singly or in combination:
updated up to 34th butylated hydroxyanisole
6 Propyl gallate 310 Propyl Gallate 400 CAC (2012) (BHA, INS 320), butylated
hydroxytoluene (BHT, INS 321)
and propyl gallate (INS 310).
7 Calcium disodium 385 Calcium disodium edetate 150 Codex GSFA Provisions | - Asanhydrous calcium
ethylenediaminetetra Calcium disodium EDTA for Food Category 13.6 | disodium
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W0 un/mn oecon (Note)
ALt INS No./ vrdnnziiy £1989 (Reference
niJ émﬁu (Common name) CAS Nc; §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
acetate updated up to 34th ethylenediaminetetra
CAC (2012) acetate.
- Calcium Disodium (Ethylene-
Dinitrilo)-Tetraacetate
- Calcium Disodium Edetate
- Calcium Disodium EDTA
S - Calcium DlSOQlum Codex GSFA Provisions | - Asanhydrous calcium
Disodium Ethylenediaminetetraacetate o
L LT . for Food Category 13.6 | disodium
ethylenediaminetetra 386 - Disodium Dihydrogen 150 Lo
L updated up to 34t ethylenediaminetetra
acetate (Ethylene-Dinitrilo) -
CAC (2012) acetate.
Tetraacetate
- Disodium Edetate
- Disodium EDTA
- Disodium
Ethylenediaminetefraacetate
APPENDIX 3 Excipients (Anticaking, Emulsifier, Glazing agent, Stabilizer, Solvent, etc.)
Codex GSFA Provisions
. - . for Food Category 13.6
1 Castor oll 1503 Ricinus oll 1000 updated Up fo 34
CAC (2012)
2 Codex GSFA Provisions
i for Food Category 13.6
Carnauba wax 903 5000 updated up to 34th Surface freatment.
CAC (2012)
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(Item)

82401 (Common name)

INS No./
CAS No.

882085 (Synonym(s))

W0 un/mn
vrdnnziiy
(Limit
(mg/kg
product))

£1989 (Reference
(Scientific rational and/or
technical reference))

v (Note)

Ap

Cetyl alcohol

PENDIX 3

36653-82-4

Avol

Cachalot
Crodacol C70
Crodacol C90
Crodacol C95
Ethal

Ethol
I-hexadecanol
n-hexadecyl alcohol
Hyfatol 16-95
Hyfatol 16-98
Kessco CA
Lanette 16
Lipocol C
palmityl

Alcohol

Rita CA

Tego Alkanol 16.
Alcohol cetylicus
HallStar CO-1695
Nacol 16-95
Speziol C16 Pharma
Vegarol 1695

20,000-
100,000

Handbook of
Pharmaceutical
Excipients ét Editions,
2009
p 155-156

Coating agent
Emulsifier

Diacetyltartaric and
fatty acid esters of
glycerol

472e

DATEM

Diacetyltartaric acid esters of
mono- and diglycerides

Mixed acetic and tartaric acid

5000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34th
CAC (2012)
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v (Note)

ALt INS No./ vrdnnziiy £1989 (Reference
niJ §:HIJ'1J (Common name) CAS No. §ﬁﬂuﬁﬁu (Synonym(s)) (Limit (Scientific rational and/or
(ltem) ° (mg/kg technical reference))
product))
esters of mono and
diglycerides of fatty acids; INS
No. 472f
Mixed Glycerol Esters of
Diacetyltartaric Acid and
Fatty Acids from Food Fats
Tartaric, acetic and fatty acid
esters of glycerol, mixed
Magnesium octadecanoate
octadecanoic acid
magnesium salt Handbook of
stearic acid Pharmaceutical
5 Magnesium Stearate 557-04-0 magnesium salt. 2500 - 50000 | Excipients 6th Editions, | Lubricant
Dibasic magnesium stearate 2009
Magnesium distearate p 404-407
Magnesii stearas
Synpro 90
338; 339(i)-
(iii); 340(i)-
(iii); 341(i)-
(iii); Codex GSFA Provisions
342(i), (ii); for Food Category 13.6
6 Phosphates 343(i)- i) - 2200 updated Up fo 34 As phosphorus.
450(i)- (i), CAC (2012)
(v)-(vii);
451(i), (i);
452(i)-(v);
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P

ny
(Item)

PENDIX 3

82401 (Common name)

INS No./
CAS No.

882085 (Synonym(s))

W0 un/mn
vrdnnziiy
(Limit
(mg/kg
product))

£1989 (Reference
(Scientific rational and/or
technical reference))

v (Note)

542

Polydimethylsiloxane

9200a

Dimethylpolysiloxane
Dimethylsilicone fluid
Dimethylsilicone oil
Poly(dimethylsiloxane)

50

Codex GSFA Provisions
for Food Category 13.6
updated up to 34th
CAC (2012)

Polyethylene glycol

15621

Macrogol
PEG

70,000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Polyoxyethylene (20)
sorbitan monolaurate

432

Polysorbate 20

25,000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Polyoxyethylene (20)
sorbitan monooleate

433

Polysorbate 80

25,000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)

Polyoxyethylene (20)
sorbifan
monopalmitate

434

Polysorbate 40

25,000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34th
CAC (2012)

Polyoxyethylene (20)
sorbitan monostearate

435

Polysorbate 60

25,000

Codex GSFA Provisions
for Food Category 13.6
updated up to 34t
CAC (2012)
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v (Note)

arf\PRENDIX 3 vrdnnziiy £1989 (Reference
& o INS No./ by @ . o .
ny | 810U (Common name) CAS No gawanu (Synonym(s)) (Limit (Scientific rational and/or
(Item) ' (mg/kg technical reference))
product))
Polyoxyethylene (20) Codex GSFA Provisions
sorbitan tristearate for Food Category 13.6
436 Polysorbate 65 25,000 updated up fo 34
CAC (2012)
Codex GSFA Provisions
. PVOH for Food Category 13.6 | Coatfing agent,
10 Polyvinyl alcohol 1203 Vinyl alcohol polymer 45,000 updated up to 34th Stabilizer
CAC (2012)
g;:rr:gzgiijpoc:?é?sium salt Handoook of
6100-05-6 / E330 P Pharmaceutical Alkalizing agent
11 Potassium citrate 866-84-2 - . . 3,000-20,000 | Excipients 6th Edifions, | Buffering agent
Tripotassium citrate -
2009 Sequestering agent.
monohydrate
P p 574-576
Kalii citras
Codex GSFA Provisions
12 | Sucroglycerides 474 - 2500 for Food Category 13.6

updated up to 34th
CAC (2012)
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