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Abstract

The objectives of this study were to compare Thailand’s regulations under
the Food Act B.E. 2522 that related to dietary supplements versus the draft ASEAN
Agreement on Regulatory Framework for Health Supplements and to study the preparation
procedure of the government and the manufacturers for the ASEAN Agreement
implementation effect whereas the ASEAN Agreement is in the negotiation process for the
single market and production base. Comparison of regulations of Thailand and ASEAN was
carried out by content analysis of the secondary data obtained from document study
without interpretation of the regulations being compared. The comparative study showed
that 5 guidelines and health supplements definition of the ASEAN agreement and Thai
regulation share some similarities. Seven Thai regulations have to be revised and the new
regulation which is the guidelines on stability and shelf-life of health supplements has to
be established. The government and manufacturer’s readiness study for the revised and
new regulations revealed that Thai Food and Drug Administration have to arrange the
support system and provide the basic factor for the similar understanding and legality. For
example; the readiness and potential of analysis laboratories, the SOP guideline
establishment, the capacity building, the development of manufacturer’s supporting team
and health supplements safety monitoring system and the cooperation with the

outsources.
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Ussine aorun1TalnAugua e
‘Ug‘l‘u nauang: Document GD24: 2010, 1" Edition, “Health Supplement” means any product that is used to supplement a diet

May 2010. Brunei Darussalam : Guidelines for | and to maintain, enhance and improve the healthy function of human body

Manufacturing and Handling of Halal Medicinal | and contains one or more, or a combination of the following:

Products, Traditional Medicines and Health (a) Vitamins, minerals, amino acids, fatty acids, enzymes, probiotics and

Supplements other bioactive substances;

amuzm'ﬁﬁﬁuaua: ﬁWﬁU@LLafiauaaﬂﬁma’lmﬂu (b) Substances derived from natural sources, including animal, mineral and

Medicinal product : General Sale List Medicine | botanical materials in the forms of extracts, isolates, concentrate, metabolite;

(GSL) (c) Synthetic sources of ingredients mentioned in (a) and (b) may only be

M8U: Brunei Darussalam Medicines Control | used where the safety of these has been proven.

Authrority (BDMCA) It is presented in dosage forms (to be administered) in small unit doses such
as capsules, tablets, powder, liquids and it shall not include any sterile
preparations (i.e. injectable, eyedrops).

ﬁuw‘flﬂ NHMNUNE: —iiiwu%/@;ﬂa— Health Supplement are the product which have been derived from plants,

gnugmsminuaua: MAuguanaueengnain
9#128971U: The Department of Drugs, Food,

Medical Devices and Cosmetics (DDF)

animals, with a physiological effect alone or in combination with vitamins,
protein, enzymes, extract from organ, minerals.

Health supplement can also be marketed in various forms such as tablets,
capsules, soft capsules, pastilles, ampoules of liquid, powder, drops
dispensing bottle and other forms designated to be taken in measured small
unit quantities.

Health supplement means products the purpose of which are :

a). to improve and maintain healthy condition,

b). to supplement the normal diet
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Usend ﬁﬂﬂ‘l«!ﬂ'ﬁﬂjﬁﬂﬁ’ﬂﬂ%a Ug
). to use for patient under dietary regime such as obesity, diabetic patients,
hypertension, slimming, etc(lo)
dulallige NHNUNY: “Health Supplement” is product that is meant to complement the

- Regulation of the Head of National Agency of
Drug and Food Control of the Republic of
Indonesia, No. HK.00.05.41.1381 On Procedure
of Food Supplement Registration

- Regulation of the Head of the Agency of Drug
and Food Control, Republic of Indonesia,
Number 27, Year 2013, Concerning Importation
Control of Drug and Food into the Territory of
Indonesia.

anuznImiugua: Miuguaneuesngnaindu

Drug and Food (Drug and Food is drug,
traditional medicine, quasi medicine, cosmetics,

health supplement, and processed food.)

#1128971: National Agency of Drug and Food

Control

nutritional need, maintain, increase and improve health function, containing
one or more ingredients in the form of vitamin, mineral, amino acid or other
ingredient (originating from plant or non-plant) that have nutritional value

and/or physiological effect, not intended as food.

811

aguane: -linudaya-
gnugn1siiugua: -linuteya-
e -lainudeya-

Health Supplement means products intended to supplement the normal diet

for improving health, whose ingredients consist of one or more vitamines,

minerals, amino acids or other substances eg: plant, herbal, animal origin,

enzymes, metabolites, and extracts, with a nutritional or physiological effect
(10)

(drafted)
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Usend ﬁﬂﬂ‘l«!ﬂ'ﬁﬂjﬁﬂﬁ’UﬂLLa Uy
ALY nvag: Drug Registration Guidance Document | “A Health Supplement (HS)” means any product that is used to supplement
(DRGD); 7 edition, January 2020 is issued by a diet and to maintain, enhance and improve the health function of human
the Director of Pharmaceutical Services under | body. It is presented in small unit dosage forms (to be administered) such as
The Control of Drugs and Cosmetics capsules, tablets, powder, liquids and shall not include any sterile
Regulations 1984 (Regulation 29) preparations (i.e. injectables, eyedrops). It may contain one or more, or the
gougmsmnuaua: Miuguanaueengmatn as | following combination:
pharmaceutical product containing non- (i) Vitamins, minerals, amino acids, fatty acids, enzymes, probiotics, and
scheduled poisons other bioactive substances;
#891U: National Pharmaceutical Regulatory (i) Substances derived from natural sources, including animal, mineral and
Division botanical materials in the forms of extracts, isolates, concentrates,
metabolite;
(iii) Synthetic sources of ingredients mentioned in (i) and (ii) may only be
used where the safety of these has been proven.
Weuuns aguune: Lufidermuadunisiane 1¥nse1eds | - ldfifenudunisianis wavsingrenanslu A Guideline on Drug Registration

Tu A Guideline of Drug Registration (February,
2018); The National Drug Law 1992
anuznsmiugua: Miuguaneuesngnaindu

dUnilaune Pharmaceuticals
9142897%: Food and Drug Administration

Application (February, 2018), Registration of Food Supplement/ Over The
Counter Medicine %mﬁ “Definition: Whether a product should be regulated
as a drug or a food supplement depends on the claims the manufacturer
makes for the product on the product labels, leaflet or promotion materials.
Claims that relate to the mitigation or treatment of disease entail that the

product be regulated as a drug.”
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anrunsalinugue

TTIREY

NHME: Administrative Order No. 2014-0029
(or the Rules and Regulations on the Licensing
of Food Establishments and Registration of
Processed Food, and Other Food Products, and
For Other Purposes)

anurn1siitugua: Mivguanewsengnainduy
RRYER)

#2897 Food and Drug Administration

“Food/ Dietary Supplement” refers to a processed food product intended
to supplement the diet that bears or contains one or more of the following
dietary ingredients: vitamin, mineral, amino acid, herb, or other dietary
substance of botanical, animal, artificial or natural origin to increase the total
daily intake in amounts conforming to the latest Philippine recommended
energy and nutrient intakes or internationally agreed minimum daily
requirements. It is usually in the use as a conventional food or as the sole

item of a meal or diet or a replacement for drugs and medicines.

ne

NONINE: WIETIVUYRDNT WA 2522
anurn1situgua: Mivguanewsengnainduy
913

MBI 10NNUANLNITTUNITONITHALE

“Dietary Supplement” means a product used for consumption other than
conventional consumption which contains nutrients or other substances as
ingredients, and is in the forms of tablet, capsule, powder, flake, liquid, or any
other forms, which is not of conventional food, and it is a kind of food that
the consumers expect to obtain health promotion result.

Other nutrients or other substances mean;

(1) vitamin, amino acid, fatty acid, mineral and produce from plants or
animals;

(2) concentrated substances, metabolite substances, ingredients or extracts
of substances in (1);

(3) artificial and synthetic substances under (1) or (2);

(4) any single or several admixtures of substances in (1), (2) or (3); and

(5) other substances or articles prescribed by the Food and Drug

Administration as approved by the Foods Board.
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Usend ﬁﬂﬂ‘l«!ﬂ’liﬂjﬁﬂﬁ’UﬂLLa Ug
denlus NHNNNY: “Health Supplements” mean Products that are used to supplement a diet,
- Health Product Act (Chapter 122D), Revised with benefits beyond those of normal nutrients, and / or to support or
Edition 2008) maintain the healthy functions of the human body.
- Health Supplements Guidelines, Revised Health supplements contaion one or more, or a combination of the
September 2019 following ingredients:
amuzmﬁﬁﬁuaua: ﬁﬁuauawﬁﬂaamjmamﬁ‘]u a. Vitamins, minerals, amino acids (natural and synthetic);
Health product b. Substances derived from natural sources, including non-human animal
UL Health Sciences Authrority and botanical materials in the forms of extracts, isolates, concentrates; and
c. Are presented in any of the following dosage forms to be administered in
small unite doses: e.g. capsules, softgels, tablets, liquids, syrups, and any
other dosage forms deemed suitable by the HSA.
Exceptions: Health supplements shall not include any of the following;
a. Any product as a sole item of a meal or diet;
b. Any product that is defined otherwise in the legislation; and
c. Any preparation required to be sterile such as injections and eye drops.
LUAUIN nNMUI8: Decree : Elaboration of some Articles “Dietary supplement” means a product used as a supplement to the daily

of the Law of Food Safety; No. 15/2018/ND-CP;
February 02, 2018

anuznsmiugua: Miuguaneuesngnaindu
91T

AUILU: Vietnam Food Administration,
Ministry of Health

diet to improve user’s health and immunity. Dietary supplement may contain
one or more of the following substances:

a) Vitamins, minerals, amino acids, fatty acids, enzymes, probiotics and other
biologically active substances;

b) Substances derived from animals, minerals, plants in the form of extracts,
isolates, concentrates or metabolites;

) Sources of the substances mentioned in Point a and Point b above.

Dietary supplements may be in the form of soft gels, pellets, tablets,
granules, powder, liquid and other dosage form divided into smaller doses.
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UNN 3
AsnnsAnw

UssnnsAnen : n13Anw@ennnIn (Qualitative study)
WnsAnwuaziaTaiianly :
1. maiuteyadunisnuannienans (Document study) lnedudunassiusiy

v

YoyanAegianonansiiieadostungrunensondninamiivnennsgIunsanuaznTgL
HanSuIlETLMNIVeIUSEWALNY Way (Draft) ASEAN Agreement on Regulatory Framework
for Health Supplements
2. '3mezﬁsﬁagaé’astﬁmeﬁL%aL'ﬁam (Content analysis) (\Bouns NAULDIQY,
2555)""
2.1 tusUszdurendemiligiisudfisusswiiiaesnasgu Tagldsns
AnuanasenTeudusing
2.2 Andeyavinionarsisiusinly danguieyaniudszifuiidimunuay
WisuisumdeTiuuazdessluansedngvesundyamlaglifing lngldwdninasivesondeu

Duindlunisiiansan MINUUMUAUANNgNABIUBINAN1TIAT e iloyan1838N15Useyuidl
drufetes
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UNN 4
Nan1sAnNEkazafUs1gNa
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Iuﬂgmmaaﬁ’uﬁﬂﬂa'nﬁwﬁ’zyajﬁﬁLﬁwﬁaaﬁ"umiﬁwﬁ"ug}LLawémﬁmeﬁLﬁ%mmmmﬂ:ﬁa U 62
athu (Teya  Juil 7 wownnau wa. 2563) wiaduuszniAnsevsaIssagusnau 42 adu
U3gn1AdinauANAIINNITEIISHAZ eI 13 20U s2idsudinauAuenITNNIT1AN3
uazendnny 3 oty Adsdinnunuznsinsemsuaze1su 1 atu uazdileuszvvudld
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913
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N3¥N9NE5150UEY (RUUN 293) WA, 2508 1309 HARAeILATHDIMNT Lay (QUUT 294) wa. 2548
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(3) UseniAnsensansnsaiay UUfl 405) wa. 2562 309 Hanfuiaiy
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assaguIThendnfasiasios @Rl 3) way (Uil 4) Ussnna s Suil 27 Aunoy wa
2562

(@) UsznIANTENTNEIBITUEY (atfufl 411) wa. 2562 ponamAly
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(5) UsgnANTENITNAIGITUEY (atfufl 294) n.a. 2508 1309 TedalEadLAY
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2549
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(10) UsEn1Ad1dneaunnznIsun1seImIsLasen 1309 sredefiaiildlaly
NANSUTIES NS @OUT 2) Ussne s 22 Bavinau w.d. 2561
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ANUNNUANZATIUAITIMISHAZEN ANAIFIUNIUANENTSUANTDINITHAZEN LLaz@;ﬁanmﬂw 919

62 AUUT9AY F1U150LANLANTUII0ALLDUAVDINANA IS UM THALTNSITDILARIT
12-18)

0.2.1 AuAMVERINesgUYe ANy aTue1MT |
(1) finudnvasenigausiavoamdniusitue
(2) asranugauvgivhlmAalsaldliAuumudtelud
(2.1) analdnvausnillanenfa eoliea (Staphylococcus aureus) 7o
HARAN 0.1 NTY
(2.2) ssralinupasaniiiisy (Clostridium spp.) Aonandne 0.1 n5u
(2.3) ssraldnudaluiuaan (Salmonella spp.) Aenandae 25 n5u
(3) asranunuATIReTin LWoawesITy lala wse 8. lola (Escherichia coli)
Uosnin 3 enanduet 1 nsu 1neds 1w A 1OU (Most Probable Number)
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(@) asranuansudounndndldlaliAuuinugeandwiolud

(4.1) Ayn 250 Tadnsusendnsine 1 Alansy

(4.2) dngd 100 TadnTusendnsiom 1 Alansy

(4.3) oA 20 TadnTusonansine 1 Alansy

(a.4) e 1 DadnFusondndoel 1 Alandu Luudemnsidaisngi
Judoumusssumilutinags Waldmuildsuanuifureuandninnuanenssunisems
age
(4.5) ansvylugUeliun3d (Inorganic  arsenic)  iifiu 2 fadn3usie

l

NAMAI 1 AlaNTU @ USUNARAUIILESUDNSNAEILNUSENOUTBIENIULALDIMNSNLLA KI50E1T

siyttavin (Total arsenic) Ty 2 Sadnfudendndus 1 Alandy dwundnsuriaiuemnsdu
(@.6) Usom 0.5 Taansunendnine 1 Alansu d1nsue1msneia way
T3ty 0.02 fadnSusondndndt 1 Alansy dvsuomisou
@.7) avawmendu 20 lulasnsunenande 1 Alansy
(@.8) ansUuloudy muildsumnudiureuandinnuauenssunig
DIMNSHATEN
dnSunan Saudiasuemisifidassimanniin vevden newr LR
sauviavesnu Uan waramsendeuuslnaludiulsyneu drulseneudiedudosiivsunn
wanonvuideulalaiAuifmunlulsyniadidnauanenssunIseNm sware 15ee AU
U%mmmiﬂmﬁauqaqmaameﬁﬂﬂummimwﬁm
(5) smralimunsuiionvesaaiinduudnesinfiad (Beta-Agonist) waw
Lﬂﬁamaaniﬂduﬁ sudsaslunsruIunsas1aazaats (metabolites) YoaansAINa"
(6) nsaalsinunsuiouvesansiadl saudsanslunszuaunisadauazeaans
(metabolites) vosansdanan sl
(6.1) pasusuidnoauazindeveansi (Chloramphenicol and its
salts)
6.2) Tulnsihslsunazindoveansd (Nitrofurazone and its salts)
(6.3) Tulnsiusulndunazindovssansi (Nitrofurantoin and its salts)
(6.8) Tnsledlaunazindevesansi (Furanzolidone and its salts)
(6.5) Fhusanlaunasindovesasi (Furaltadone and its salts)
(6.6) wanlad n3unavindevesanst (Malachite Green and its salts)
(7) asranuenderinnAnsgean (Maximum Residue Limit, MRL) Tudlede efow
wiondnnavasdniusazadeflddudiulsz nouremandusiasuomslaldiuusnadimnunls
TutiyBuuuyeUsenanssnseansisaa (iudl 303) w.a. 2550 1389 01vsTisledninndng
(8) amanuansiwansluingiveiafviltiludulsenauvesnaniae
La'%mmms”l,éﬂziLﬁuﬂ‘%mmﬁﬁmuﬂlﬂuﬂizmﬂﬂizmaammmqm L@l 387 W.A. 2560 way
@it 393 (w.a. 2561) eonmuanulunsyswdadfonms w.a. 2522 $e1 eunsiifasfivandns
(9) asranvarsiduiivaingdunigldliiAuvsunaidmualulsznia

NIYNTIEAITITUAVIINILNITUY
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4.2.2 mskaruusenaulundniueiasuavig
(1) nsldanfunazussigudiulsznovdmsundndudiasue i sid
Togusvasdiiabiiniunienssiy sedivsunalddesnitdesas 15 waslifuduagegai
MvualudaydansemisiuusihliusinadssdriudmsuaulneergnausnnUauly (Thai RDN) any
: - - - L (19)
IUaTdYATRLATUTINUAIEAYRINNNUNTRI TR LaAlUA1AKLIN N
2) misldnsneviily deelivsunalifulsuuasaanuriinvensnoziily
A a Ql' 1 dl' a YV FZ a £ %4 a a a %
wsonsaeziilufeglusuuuudu lnelitandiimindnisidviinvensnesilunareyidasiuiu
Usuausinveansaesiluynuuuuilusidadediulusdazsinagdeslifuisuagaganu
AMuua Al uUsENIAF TN UANMEATIUNITOMITWAZEN WU NARSuIUTENOUAIENIABLI LU
lagu 3 sUuuy e wea-ladu, uea-ladulululalasmaslsn wazuea-ladu uea-ngaun Hansue
a S v A a ~ A o ] ~ o | a A a o P
Esuomnstusasivsunaladuliomuianduwea-ladusiuvanualaiiu 600 Tadnsu sndu
nsnordlunquildaszarfusiudungulnlsdu vienauulsledusiuiunguiaiiu vsenguiuls
letlusauiunguidawndu visengulsledunuiungudaiuwasngudawmdu ninsivuausuu
geansuiulilagianiglusenie musivaziBenveuasUsuiugeaavainsnesiluwansly
20)
AANWIN ¥
(3) Mstvaruusenausdaiy TAlglaanuin 238 vl AUSI9aLRUAWAY
A va o 0o w % = A A A
WaulunslanmvualilulsenedinauAnzNsTUN1T IS LAZENIMIEE 9518 TN AL Lo Lu
NANANEASUDIMNS aUUUSENA 4 TUT 7 F9AU W.A.2560 WaLIUN 22 F9V1AN W.A.2561 L
dulzsn (Pineapple) HAoINeMa@n$I1 Ananas comosus (L) Merr. Tglaamgdruilonanlin
0w A . . = o v H ] A v
asanneyfe loomns (Dietary fiber) annsguIuNsUARISaaianIsuwntuy tnedReulunsld
AavUsunadleamnsnlasudasluiu 25 nSuseiu
(@) n1sldgaunsdinsluledin sygiaenizgdunsdinslulefndiuiu 23
a = o A & a = A o ) v
wianusedelulydsereogdunsdinslulefnd mitldlue s wuuyneyseniAnsengd
asnsguiseansiiydunidinslulefnlueims atuuseniea o Jun 27 Jquiew w.A.2554 ue
mnUszasAldaaunsdinslulefnduuenmilonniidmualy dudnvseguniidesdeeunang u
wansnanisUsziliuaudaendy  wazauaudinisilugdunsdlnslulefin  mundnnislu
Guidelines for the Evaluation of Probiotics in Food, Joint FAO/WHO Working Group Report
on Drafting Guidelines for the Evaluation of Probiotics in Food, U a.A. 2002 SHUNaReuN
a S v A A a a a | A Ay ada | P VoY ' 6
SR IHudRlivTINAundinslulefnusaselinndlidinegaanieeglitdosnit 10° CFU
sondnsiuel 1 n3u raenetan1siuinwemnstu dmsutenrunandalseavinareqauvsd
a | v | a o & aal A Y v (21-22)
Inslulefinseguninseaiiunisusediunuvaninae 35013 wazReulululsenaadutnesiu
(5) mislddudsznevdidguiinilisglusienisdelivsenialiuds uiidu

o w

druvsznevddnlundndusiaiuomnsiagldiueynn WiuszneunsBundngrunislasu

ounweINAnfuTaIDNIUTINgMemsduUszneuiatulsznaunisfissannislide
(6) msldingiidrineduemslminameutnede (6.1) wag (6.2) deslédy

M3UsEEIUANUUABANYAUUTENIANTENT WA ITUGY (atfuil 376) W.f.2559 1309 9195 lul

(Novel food) Aauni1stunldidundniuanasuetvsvseiludiuisenauvendniuaiasyotnis
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(6.1) YmgRusngudngrumalnnsiiisyiansuilaaduemsdes
nin 15 U w3

(6.2) Yol upvnsvideidudiuusznovresensildannszuiunis
wAnfidldnszurunmsnaniaeialuvese iy fvilidudsenou Tassaiavesemis sUkUY
vosomnsHuUAsuuadluegedifoddy denasiaAuAINIlATEINTg NszLIUNIMaAiinigly
$19M8Y09AITTI0 (metabolism)  veszduvesansilifisuszasd (level of undesirable

substances)

7 7
v

il lalsamfsemmsildanmadianisdauusiusnssy wisamdeemnsd
venilonntrefudsdrinanuanznssunisonsuazenddliingoyannslidundnsusiad
onIniotludiuUsznevvesnan fusiasuemnsusnmioaniiagldueyymduemis
Uszanduliud videndndusiaiuomisiiaunmtenasgiuuanssaniiagldiueyyinui
vidomaiiuvuiafulsemu esndsmaieUiinunsuilaavteandmislaruins vieadn
Uaoadosefuilna

(1) mslddutsznevanniilelauasnanfusidelafifinrundssninlsata
U sARSsiun il wanAuuazasaanaudlinuils iWudu dosuftRnuuszniansengag
a5150ugY (UUT 377) W.A.2559 (Fos AmuandninasiuazFoulunsiidien msfifinnmides
nnlsntach ™

(8) Ml ingiievusesfiRnasenmansessassuguitieEesingide

(9) wAnfuaiasuomsfasliinaindiulsenovviiniiv d0l wsedruvoiy
viodn ImuUsEnANTENT s sEY (@UUT 378) W.A.2559 3esimundiy dn viediuvesily
viodnifiviuldluewns Gellagtuimualidiuu 73 i

(10)  wAnAnsiaSuemnsFeslivhandiuusznevildanmaianisfauys
WugN33u (Genetic modification) 3aWugIAINTSU (Genetic engineering) Tllansiugiminssy
As16luiid (Cry9C DNA Sequence) waailduusznaufildanmadiniifudiunay auuszne
N3ENTNENSITRUAY (RUTUT 345) WA 2555

4.2.3 MYULUTIPWEANWINETUDINS
FoaU HURMILUTENIANTENTNESITUEVINFIBIT0INUULUTIY WaENTS
ussqAsdunTldemslunvuruss
0.24 MIUAREANYDINAN ST LAT DS

8-31)

NNSULENIRAINYBINARNUIATUDIMNTANNITAT U UNANS N WULNITINNUNY
oonidu 2 uuu Ao nsuananKEnfasilEiue TS mineTnenssd offuslnavideruuaussg
LaYNISUARIRaINNAR STlaSueMNsIionsdseen TngaanieassLuuilsuazidunvosde
fmunnMsuaRsaaInALAneafy Sl

(1) nsuansaanwansusiasusmsisminslaunssaduilnansetus
U39y Fosidonruuanineandenetietionfolud

(1.1) 3091913 foaiifd1 “Nandanasuems”  Wudunilswesde
pnsieriuioo s annsolddoemnsethmilsedndle fuielud
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(1.1.1) ¥oLan1zv0991117 Voady Jonlansuszsinniiovila
w3adeildsenuanduaiasuomsnuund Wy ndadusidiuemnsansadnudnedu wse @13

v

afnanUdenausiiadin (nEnduaiasuemis) vse HandusasuomIsans 1 (ABaalIuNaY
Foniug) Judy
(1.1.2) TFenensin 1wy duds (Endusiiaiueins) vie dufs
(nAnfauaasuemsINInnTunazussinyiaualga) [Wudu
Tnefidoulvimndondnsusiaduemsiu e1aviliguilaa
dlafiniatudnuasenizvesndnsusiaduomnsiug yuturderidn Foeszydonnumils
FomnulaUszneudese Fsenaduasiiliussg vienssuisnisuan viegudnunsvesuanius
WESURIMT Ve UvRINYVTednT viseuwnaIilnvawanSueliaTIe NS
(1.2) Wwwansuuewns 13 nénlunseuiniesmne L/ ¢
Fiaviidddnfuaniurenanuasioualiinnt 2 fadues Avewmnsoudniudiuresaan
(13)  Souasfinsvosfudnviofuisussgriediing viodinaulvg)
wdusinsdl dwiolud

2 3

(1.3.1) HANAUNMASUDNTNNAR L UUTENA
=

Y a

&, v A oo Y a Y Ay
- ﬂﬁmL‘UuQNam IWLLaWQSU@LLagV]G]QGUBQQNa@ I@Uﬁ@ﬂﬂm@ﬂ’ﬂﬂ

auazifwesatingulng Adulisme
- nedhBufudeussy TWuansdeuasiiavesiuiussy Tnodoad
oAU “HUUIUTIY” YIS “WlwTIleg” viseenauansteninudt “ddnaulvg” dwiul
ultusTafivsrasdaruansdeunsiivavasdriinadug) Aulise
(1.3.2) wandusiaiuovsithaneseme liansdouay
ffsosindlnesdosidoniudr “Gundr  vie “dudlae” iy ussuanddodudouas
e GRRNAIAGE e
(1.4) USinauveswdndusiaiue1vsiuisg lnouandlusumad
sl ddouay ddl
(1.4.1)  uanadwiuussy nsdlinandusiaduemsegluguiie
vIBLAUYA LU UTTY 60 wAUYa
(1.4.2) uanaFuasavsluszuuaein nsdiindnsaumiaiiems
Jurewniad wu Usunsans 250 Taddns
(1.4.3) uansiwidngnslussuuaen nsdfindesusiadues
Huvesudedodun wu thwiinans 100 nfy
(15)  TouavUSunauuasdinusenoud fauenaniusiasuems way
dauvsznouiifinisnandrsassman auusylen luaanvesndnfusiasuemslagliuana
BegannulsunuannuInlutes Wy 1 Lmﬂsgaﬂszﬂaué’amfwﬁuﬂm 1000 §aansy, 1 Youldy
Usnaufeinduugndnatadu 15 n¥u vie 1 Foumeusznouonsdulzanun 10 niu uus
pwnsfiamnifuiiaududosnd 35 maeuians uiiiagdesditemuuantdusznaud
é’wﬁ’aﬂ"ﬁuuﬁuﬁmmmmiﬁu
(1.6) Toanudmiuguienms wuadu 2 nadl leun
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(1.6.1) nsdliimsldemmsnuedelunauinn a udmuszney
yosHAnfasiEsue s dosuansiin “Yeyadmiuguieng: &1 .7 vie “@l .7 (A
Fulilkssyussinmvseniinvesevnsfitlansiegiuwivieansiinennz giilafu)
(1.6.2) nsdifimsuudouresomsnusedelumanuin oy
NILUINIHER BauansATI1 “Togadmiuduionns: 1ail .7 vie “enadl .7 (Awiliu
Wikszyussinmseniinveseomnsiiiansiegiusivieasiinennygiluiv)
n1skanstennud miuduiemsaudssusewanslilunsau
TneAvesisnusdesiaiuaiiuresnseunardvesnseudatudiuresaain wuaisnusdodliibn
nihsnysTuansdiuUsznou uazdesuanslifdnuaiswesnisuansdinUszney
nskanstoyadmsuguionmsmutissuldlddsduiunandoe
\@3uemsifiansnenfiuiviearsiinennegiiliiududiutszneuiidrdguasiinisuang
FoemsfiszydoasneniiuivioasiinenizgiluAulidaaunds wu wdadusiaiuems
AoAAILIINUAMEIA ansarnand IR oA IATUNAIMTILT (NEnstusTaTue1mg) (Judu
(1.7) uansdenguuiniivesingiisvusmssiiudelans videuansio
nauvthilvesingideuuemnssaniusilauna International Numbering System: INS for Food
Additives nsdiinisl#ingietuemsvieiiingidouuemsanniuingiuiililunisuaavierdu
dulsznevvemaniusiaduemslutiinaiifananuingussasivesnsldingidovusims
(1.7.1) nsdindud vioTmgususssanims vietngliaumiu
uwnuthaliuansdeaudeteluil udusinsd
- “Hoysuni” vide “AduaTwi” museTolams videdia
m73 International Numbering System: INS for Food Additives Laalsinsel
- Fongunthiimusedelanis nsalduinguisusasasimns
wazTmgiiliammuumuiina
(1.7.2)  dwsuingievusmsngunhiiduiifilyingiude Saq
Jgausssaens Tagliamvmuunuiinia wasd enauanstennut “Yagidetuems” unu
Fengumthilvesingideuuomsle
(1.8) doAuin “UdsndusssumA” “Ursndudeusssumia” “udsndy
duAT1ER” “UsaTasTsuIR” vie “udsafeustIun@” adinnsly uwaudnsdl
(1.9) msuansegvasmansiueiasuoms wunlu 2 nsdl loun
(1.9.1) wAnSamiaBuemmsAfiengnniulsiiiu 90 Yu Tans Ju
waukarl lnedivaniudi “msuslaaneu” vise “vuney” mnulisae
(1.9.2) wanfusnaduemnsitongmaiuiu 90 fu  Tuaasiu
Wwouuazl viaiiouwazl lnelitoruin “Asuslaanew” w3s “wuneny” miulime
s miosdadudiaduemsivuimun Tununeny
visomsuslnaneunuiuandiluaain
nsuaneiu tiounayd vioifeuunazl Tiuansliludumisi
anunsomiulataa nedewmnudduiu Weou U uderauans “wew” Jusiuauniedidnusila
nsdifimsuandliBosmmdiiy desldomnuviemsnusiidelifuilaadilesdstaauiitns
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wansdorudsnaniiulise  uazvinuansiu Weuuardivuney viemsuilaaneu 137
shuanazedndu desdifernuiiaaniidelddnauinazgiu iteunasd iielfounazUiinune g
videasuilnaneuldila uazerauansdomnuiduiu Wouuayl vielfeulazdinuneny vie
Asustaaneu Limednuselinls
(1.10) Yomudniiouniodeniudy uiadu 2 nsdl leun
(1.10.1) damnuiidosuansdmiundnsumiaduomsnein dail

- daAudn “Anieu”  meddnwsvuialiidnnin 1.5
fadwns lunseudivasy dvesisnusiniudvssitunseu uasdnseusniudvesiiuaain

- 4aANIN “AnuaransiAsIAllAITSUUTENILT ARefeNYs
Fifvunatuladaau

~ Fomnudn “ashuesnmsiivannvats asu 5 Y Tudndud
winzaudulsesn” mesnusiidvunadiuladnay

- gaanudn “liinalunislesiu usesnenlsn” MAwsonys
wunitu lunseudivasy Svesiisnusiniudvesitunseu uasdvesnsousiniudvesituaain

(1.10.2)  YoANUALADUNITNARNANIES LD IMITUTENOUAIY
duusEnauUNla LU m%mﬁm%ﬁﬂizﬂaué’wmz@ﬂa'auﬂmamm AOILEANITBAININ TalUUNE
ﬁmﬁ"w:iﬂwimﬁﬂ%LLazéﬁﬁﬂﬁumﬂmim&f@ W30 wAnfaiasuensiivsznousmeluindeemn
AU (Gymnema inodorum (Lour.) Decne.) ABduanstoninudl “inn ansinsss uwasyinnig
dmnaludonmilainssudsynu” “WUrglsavummumsdSnuunmdneusuusemu” uae “linas
fuUsemudasefulunaniy 1 Weu” WlnANuIN 1 wanIsIvasEunvedEIuUsEnaUs LY
26 %iin wazdenuAIFoufideuansuuaain

(1.11) Yowuzailunisifiusne @)

(1.12) Busailofudszmu (hid

(1.13)  99ANUNA1I819NNEVAIN (Health  claim)  daaluluniy
Formunlugiodmsuuszamu shide “msveuszifiunisnangnamsguam” Aldduundnuas
NSNEID19BBNLUL 3 ANWAE LA

(1.13.1) N15na19819uTTivesd1591915 (Nutrient  function
claims) drifnaunmznssunsomswaze ieanUszniaEesnsuanstornunasmtiives
a1301915 LleTuil 2 NawAAN W.A.2562 AruadenuNa1IEMTNvetEnTeIMITIINIL 29
¥in 593 136 Tonw flawnsanansuuaainidlaslifesdurveUusyidiudonunanisng

(1.13.2) M3nandramindiay (Other function claims)

(1.13.3) N13na17819n15anANLLEI8INSLAALSA (Reduction of
disease risk claims)

MsnamssasInausnmileaINAINa I M Tve AT
AusEnadtinnuddnauaugnIsinmseskareUsenaliuga dedddienansudngiumis
Ingneansusznounsiiansaneygniiuanssiulunudnuasusnianaiens 1wy lenansnis
NUTUITTAUNTINeE 108 UsEU (Systematic review) warn1sAsIieRuias (Meta-analysis)
H1un1safinilursarsiiundede nIedednfiunidmnisiiufiveususazunisioan



30

s 8eAns  videRnzilduIngmaineimansildsunmseeusulasana  viesenuna
msAnulusywdifinisesnuuueead (Well-designed human intervention study) filéi$unns
Afnslunsansiindede waslonasatiuayy wunsanwiludainaass (n vivo) Mion1sAnu
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uenmileaneazideaiifesuansuuaanudn fausiaiueims
s Salfeulvvesnisuansaanudndueiasuomsismielulssmandes jifnusn
LU NSAVUATUIARIBNYT NITAINUARILALIVBINITHAAIRAIN TBIUNITUANITEAIN FU
sUn seuUsERYg IASesvine videlesesanensin Wudy dieaziBonluniaauin 9
(2) mIuansemnesikAndiodseen azuanstornudunnlafls us

pgMDYADITEY
(2.1) Uszimnauan
(2.2) W@UAITUUOWNT ViielavanTuTinGnD1MS wieTeuasfidiues
anuiindnegrmvilsedislafily
4.25 aanuinAnnEnsasieiueivis
wAnSuriiETuov THemAnINan AR AU TR LvANN e BN AR Y
MIHAMMILUTEAANTENTNASSUAUIIIBE RS TBnsHEn ndesilaindosldlunisudn uaznns
Ausnwens - eseneudeisnisiimlumandndidesdilsi 6 vana ldun
(1) vanpaouiiduazensudn
) MnaAIealle 3esdng uavgunsallunisndn
) MHINNITATUANNTLUIUNITNGR
(4) MIANTFVIAUIA
) MIAN1SUNTSNIRAENNTYINANNETDIN Ay

(6) mnAyAAINILaravanYMEULURNY
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anuidunsam wazrlinfunse* fewmanananuindnfiufiRnamdninasiisnisialunisnae
PuUTEAMANTENTINENENSEY (RUUT 309) WA, 2556 1509 Tn3HEn edosdleintedllunisndn

wagnsiushwemsiunwugussyitnatinelinnfinnudunsed wazliaiiviunsn lnegudn

* pnslunmeurussyeiaiiferudunsas vinefls onsiiunssudsildiaeviedudinis
Y18 NUFVIRAUNTIAILAIUTOUNENT M aNoUUTIINTRUANTN Tfsemsduid
nsvuauMsHanTuhue iRt fitey 11nnd 4.6 wasiidnewmesuenddn (Water activity)
wnni 085 Fufiufnulilunivurussyivaainiiulaveviengduiinaguniolinegy
fannsadeafuiliornmanisusnitilulumeuzussgldwazannsafiuinulildlugnmgiiung

omslumvuzussyidaainvdafiuiunse naneds psfHunssaldianeniedudanis
veeiugueIgAunIdfemnuieumendmionouussyvdelanin  safsemsidnssuiuns
wasluhussieatuiiffenudunsasd wasdinssuiunsusuafiiedliifu 4.6 uasidnemos
LaARAR (Water Activity) 1nnnn 0.85 dufusnulilunsusussyitaainiidulangvideTngdu
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Fosdalviiigmununissdn uazgfmuanssuiunmssindedasauioulumananemnslunivus
vssiitnaineledifinnudunsaduazednfiuiunsn  Fuiunstineusunuvdngnsilisunis
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neUsEnIe
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uazQAunIsTvinlMAslsA aoufianededtudeiisng intesdeiedlumsaisded uaznisfu
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4.3 A1TIATIIAMNUANAIYBIDNTIUTIRIUNTDUNISANUALAKEANUILETNDIMT (ASEAN
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UyBasddniivialdlundnSusiadue1vs (ANNEX | - ASEAN Guiding Principles for Inclusion
Into or Exclusion from the Negative List of Substances for Health Supptements)(34)
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(1.1) dwil 1 Guiding Principles \uwwimmensiansanitasdnuaele
msusryilutylansdrdnyivialflundefausiaduemnsvesendou fndnnsae douduansii
nangIumaAIng maniiisitesiuanudasaseiifigaindainnislilundn fusiasuomsas

rolAndunseseguamueayed JoyailiUszneunisiansanedlesdesznoufede
Anendans (genus WA species) Toansfay YARILAYUTEINRIV0E15LAIl (Chemical  Abstract
Service Registry Number; CAS No.), Waii1989a13 W 5558917 daunsgdt dlavesfivnie
&nd, arandufiv 1wy mavesarsdenudufivdsundy vieiFes viedestoanilnune uas
0na1581989 1 Lnduidu Tuluns srsaumsinermans (udu el arsfivialdly
HARSILETIMNTANUNINETRAasUsEINAaNNTN aunsathuusslilusenisansvinudld
v301dould mnmravesnsiulfdulumudeimualuniasuant wiaisilisuly
aarand 1 fegidetu arsermsfiendoudmuauiinunisldgean arsvudoudufivg
Antuesmusssd wavansdesiunelingmneduasesdn it veusazUssmeaunn

(12) daufl 2 Sofasddgivuldlundasuiiasie1ns (Negative
Lsit of Substances for Health Supplements) USzﬂaué”mﬁmmsmﬁé’ﬁmﬁﬂwmmm%ﬂ
gaususwiulnduansddaiivuldlundnfasiasuemsvesendeusiui 76 wfin wuuing
A1ARWIN FaUsenauiiedeivenmand deanty drufivuldvesiivndednd Fovesansusenay
wieUszianvesasUstneuiilusunseluiaviedniviaty wazanuensiuldlundn s
w@Suens deseendlunmd 4-1
Al 4-1 fhegadaTansddniivhaldlundnsusiasuemsvesendou

Appendix 1 NEGATIVE LIST OF SUBSTANCES FOR HEALTH SUPPLEMENTS

Harmful Animal/
Plant Part(s)

Scientific Name Common name(s) Name c.»:l‘ol'lnfl.rpr‘l')lll:.\“?an;g:und or Ban Status in HS

Indian Licorice,
Precatory bean, Jeguerity, Mutual
love Bean (China), Kudhd Mani
Tamil), Guru Ginja (Telegu)

Abrus precatorius L. Alrin, which consists of abnus

Seed agglutinin, and foxic lecting
abring

Banned

Aconitum spp. containing aconite

alkaloids Morfshood, Aconite

Whole plant Aconite alkaloids Banned

Cardiac glycosides, (e.g.

adonitoxin) Banned

Adonis vernalis L. Pheasant's eye Whole plant

Growth homone,
prolactin, adrenocortico-fropic
hormaone,

Animals parts containing hormones

Parts that may contain
hormones: Fituitary gland,
Thyroid gland,
Parathyroid glands, Adrenal
glands, Pancreas, Thymus

and,
Ovary, Testes, Placenta

Thyroid-stimulating hormone,
Follicle-stimulating
hormone, luteinizing
hormaone,
oxytocin,
antidivretic
hormnone, thyreid hormone,
calcitonin,
parathyroid
hormone, mineralocorti-coids,

Banned

50f 18 I Wersion 4.0
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2)  aewwn 2 - nann1saluredandeudifiensleing e uulagans

Ustuaslundnineiasueinis (ANNEX II - ASEAN Guiding Principles for the Use of Additives
35)

and Excipients in Health Supplements)(
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A Badlniens wiomvazais TneflsneaziBunvasiioans INS No/ CAS No. Fawes Usua
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IMLUHVLUMWNL@ﬂﬁ’]i@’N@mUUa’]ﬁﬂ“U@fl Codex General Standard for Food Additives (GSFA)
Online Database, Handbook of Pharmaceutical Excipients, All Official Pharmacopoeias mu
National Pharmacopoeia vadisiazuUszing, British Pharmacopoeia (BP), The United States
Pharmacopoeia/National Formulary (USP/NF), European Pharmacopoeia (PH.Eur), The

Pharmacopoeia of China, Japanese Pharmacopoeia (JP) Waz The Pharmacopoeia of India
wimnuduiagideuunioarsusausiivialml asdudeswiunisussiiunudasafonaglds
ousianslilnemienusgiinihiinuauviedifugua mundnnisusuidiurnuvasadsing
\W@ouulu Environmental Health Criteria 70 (EHC 70) 9@ Principles for the Safety
Assessment of Food Additives and Contaminants in Food %3881484N13AMUAAMAINTTE
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Al 4-2 fhegliy¥ingideuunarasusuisidiansldlundndueiaiuovisuesonden

Appendix 1 THE LIST OF RESTRICTED ADDITIVES AND EXCIPIENTS FOR HEALTH SUPPLEMENTS

Reference Note
(Scientific rational
and/or
technical reference)

Limnit
Synenym(s) (mg/kg
product)

INS No./

ltem Common name CAS No.

Coloring agent

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

- CI(1975) No.16035
1 Allura Red AC 129 - ClFood Red 17 300
- FD&C Red No.40

- CI(1975) No. 42900
2 Brilliant Blue FCF 133 - ClFood Blue 2 300
- FD&C Blue No.1

Codex GSFA Provisions
Ccrcme.l - 150 _ Ammonia caramel 20,000 for Food Category 13.6
Ammonia process updated up to 34m
CAC (2012)

Codex GSFA Provisions
Caramel IV - Sulphite 1504 _ sulfite ammonia caramel 20,000 for Food Category 13.5
Ammonia Process updated up fo 34m
CAC (2012)

- Carmine Codex GSFA Provisions
- CI(1975) No. 75470 for Food Category 13.6
- Cl Ngtural Red 4 vpdated up to 34m

- Cochineal carmine CAC (2012)

3 Carmines 120

10 of 29 I Version 2.0
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(3) AIAKNUIN 3 — WUINIIVDIDYHUINAETDANUAYBIEIU W D UAINSU
NANAUILESUDIMIS (ANNEX Il - ASEAN Guidelines of Limits of Contaminants for Health

Supplements 2(36)
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wulglaiiu 5x10°

wulglaliiu 5x10°

- WU Escherichia coli 16 i
10 Teladlso 1 ndu wSe 1
Hanang

- laiwu Salmonella Tu 25 nu
139 25 Hadans

v, wanfusiaiuensi
Usgnaunieingauanivy
yeiinsolufiansusausanig
Al Banszuunisuannie
miLLUiEﬂLﬁy’e}ﬂﬁumﬂﬂiaaﬂ
Usunauqaunidlisinini
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- laiwu Salmonella Tu 25 n3u
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NANNUNLESUDING

NAFINTERNTUAMSUAMATWAIUREUNSY

o a a dada
MUIUIAUNIYUVIN

=<

NMUAY LS nY

v

NAURANTLIU*
lalatisansinisellaaans)

uubaALaz
Naviain**

(aladnonsumse
Uagang)

Qauvsdutiadunig

(Specified microorganisms)

A, NANAUNLASUDINTA
UsgnaumegIngauanniy
a G el 1 v
Jeiivelufiansusausanie
Ale FanszurunIswannse
msuusguivesduldaninsa
anU3uagaunsdlinduly
ANUNAIAUALUNLIA V. b9

wulglaiiAu 5x 107

wulglaliAu 5x 10°

- WU bile-tolerant gram-
negative bacteria llsiAu 10°
Taladllu 1 nSu v30 1 Uaddns
- laiwu Escherichia coli Tu 1
nsu 130 1 Uaddns

- laiwu Salmonella Tu 25 nu
130 25 Hadans

1. wdnfueiaiuoinisi
UsenaudigingAuann
sysuvAdelianunsoniiu
nsruluniIsandiulu
9AUNIIl wazntheaui
MAuguageusulviiuum
TAMC  lumgduiu 10°
lalatidonsuvseliadans

wulglaliAu 2x10°

wulglaliAu 2x10°

- WU bile-tolerant gram-
negative bacteria lélaiiAiu 10°
Taladllu 1 nSu v30 1 Uaddns

- laiwu Escherichia coli Tu 1
nsu 130 1 Uaddns

- laiwu Salmonella Tu 10 n3u
139 10 1adans

- laiwu Staphylococcus aureus
Tu 1 0%y v30 1 Uaddns

9. NARAUIESUBIMTVTA
WA bl iU NARN S e b
PUIN N, V. A. K39 3.

wulglaliiu 2x10°

nulaldiiu 2x10

-'laiwu Escherichia coli T 1
AU Y30 1 Nedans

2. wAnSueasueInisi
Lailgvdamaidildidntne
HARAUALUNLIN N. 2. A.
VEORE

wuldlaliiu 2x10°

wulglaiiu 2x10°

-'laiwu Escherichia coli T 1
AU Y30 1 Nedans

* 1UIURAUNIINTINNINATRTYlnea dEaanTlay = Total aerobic microbial count - TAMC

** JIUIUBEALAZIININUA = Total yeasts and moulds count - TYMC

(3.3) @asLAsinaIndnsie (Pesticides)

nsmuAnansiniimindesivlundndueiiasuemsvesondeuly

WUINNITAUANUTUIANANAIUIRQAUANLINTTIUNTORUININEING LU DIANTOIMITHAY

nERsWIanUsEn@/esn1seundislan (FAO/WHO) ssdnsUswLiiundndusiewisannmneglsy
(the European Medicines Evaluation Agency - EMEA) %3 BP @auuzininmisiluluniels
VANNUIILAETTNITNANNAN1NITINEAT (Good Agricultural Practices — GAP) wnun1sAIuAY

USinaumnenslundndueiiasuemisileiniinnudsswinainnissuussmudnndesuazgn

Y} A av oA 1 No U U A& A Ua o a )
Nallﬂ‘U?ﬁi@umlmﬂﬂqﬁﬂULU@uaqiLﬂﬂJﬂ'mﬂﬂ@EW% @ﬂ%ﬂmﬂqiﬂﬁUﬂNLLagﬂqﬁﬂqLUUﬂqiﬂiUﬂiga"lu

Jammualuseivana lnegnanndndueiasuomnsaisivanuddyiuingauidaeuaingue

[ a £ =) A o XY - a A o Y < ¥ o & Qy = ¥
A wazdoaliuinsnisivivdulaindngauiuiunlddulumudenivue el edeuly

AuuzideUssmAaudnlniugWraanaa sueiasue I suas MssuingAuniiansiaifinge
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dngiivanAaliidulumuderimun saufemsiinnsvinuedelnddaseninansensiassuge
LaznIENTHATUARTeUMUNMsMUANasIdmdadagiiviay GAP

(4) menwIn 4 - wNMweEEFIuRdensanANudesEnss
yaslsaiioadlunindineiaiuenns (ANNEX IV - ASEAN Guidelines for Minimising the Risk of

Transmission of Transmissible Spongiform Encephalopathies in Health Supptements)m)

menuInilFsunsoud@lag TMHS PWG Tun1sussyundedt 23 Juil 12
- 16 maeN A, 2558 o e UssmetauTud anszdrduesmanuaniifio msldiuus
Mamsumsanisandsddunisananudsswesnisindevedlsaiiieas :1ndniine s
TagiamzTioad (Bovine Spongiform Encephalopathy) lutnng (cattle) lHiduingiunie
Judoulundnsusiaiuemsmudeuurinmes  WHO  esdn1seuviaaninglsy (European
Medicines Agency — EMA) LazedAn1slsnszuIndniseninguseina (Office International des
Epizooties - OIF) auuumnsagafimeunsluduleduasmihenuian Taonisanamudedds
WATUIIN

(a.1) unasiinvesdainazdnwazynanimaniveauvaaiiiia

(4.2) sysuvAvesIngRvaNdniThianly uas

(4.3) n3zvIUMIHARTIRTOUARUTINITAUANTNgAuLAZAT TN YT
prUulouannszuiunsnannaenauasaililifiiuasiiidanndnfineides

Tnouugihinguanuazgininmsdenldngiviisnandssmadilainy
AnudBToliadsseIn1sazuInvedlsafl ALLNUSIN TLUINANUTENANLANIA DY
OIE T Appnedix 1: BSE-Risk Classification Systems wiuienanuanil dewddleidu 3 nay Ao
(1) Usenafigalsifnisuseduanadsnlsaiath (Undetermined BSE risk) (2) Useinadiil
auidssanlsatatifinuasld (Controlled BSE risk) wa (3) Usemaiiianuidssannlsaiath
183110 (Negligible BSE risk)

e‘fm%’vmﬁmﬂ'gjma"’fmﬁiL?%awiamiamL%@ﬂiﬂﬂg%’aaﬂﬂu Appendix  2:
Levels of Tissue Infectivity 7161989910 WHO Tables of Tissue Infectivity Distribution in
Transmissible Spongiform Encephalopathies, updated 2010 wiudu 3 ngu laun
(1) Category IA; High infectivity tissues (2) Category IB: Lower-infectivity tissues wag (3)
Catecory IC: Tissues with no detectable infectivity or PrP’ LLaz%’ayJa%aai'mﬂuLwiazﬂq’m
AnuiAseIsintonuiinde

vt ondeudauugilifusznounslfionatsnisussidunuiomiy
Ag1lu Appendix 3: Sample of TSE Declaration Form %ﬁﬁﬁi’fa;ﬂaﬂm%aLLazmiﬁmamﬁm%Lﬁm
919115 dulsznauiild Usuna vfindn Foatensiild Infectivity Catecory Usswadurinda way
meamﬂ% kay Appendix: 4 Sample of Checklist for Self-Assessment

(5) Q1ANWIN 5 —  LUINNVAIDUTAUIIAIEAIUAIANINKAZDIYAITLAY

SN¥1URINARAMILESUB1YS (ANNEX V — ASEAN Guidelines on Stability and Shelf-Life of
(38)

Health Supplements)

manunillasuniseudalag TMHS PWG lunsusyyuasan 24 Tuil 15
- 16 WOAANIBU W.A. 2556 @ LiIwaneIN15n Ussmedulatidy wumnieswesedeuniuali



41

yhmsfnwnLAsEn MYeIHAnSeilETIe I Ae NI e RAR S sl ie A vuAegNS
AusnvwdndusidniosulumsuzussgivinnimeseunisldaniiznisiAviuuzi e
wanfueifinsdnuninnienienin il wagedunididuluaudeimuanuamiiimuald
(Specification) et fRuuEIINTERNRUUNSANYIAITRANTANINGTSU AT INAR T LAY
Arilefialadusineg musigavidenvediimsdndunsinwiuazdmuneigaisiivinuly
mannifinseunquiidedstitenlneasy dail
(5.1) msidenjundn (Selection of Batches)

Fregeiildluns@nuiaisidainiunisndniflgnsuagsuuuy
(Dosage form) fiUssglunvurusTyuiafeaiufiazdminedeluslnnegades 2 jundn Gse1a
\Juguneaoman (Pilot Scale Batch) ﬁum%m%ué’u (Primary  Scale Batch) Jun@nd g
(Production Scale Batch) v3onawiufiu Inejunaaesnanuaziundniusudesdivuinatieon
yilsluAuvesiundndming uagdosiinunimanasgutudertuiuiundaiied e wazly
nsdilallfidenyinisfnwinuunusnineaienuueniiuiegdlifnwinnuasanimundiu
(Bracketing) MIBUUUININTINT ok UvNL TN a1 luNSduRI98 1981 Y1 (Matrixing)
nsfnwmsiluldazanuusiviennadudurewdnine uay/visviavesnivurussgild
UTTNARA N9 LaellA1uugdiuardl9g19n159N1sAnwILUURUTNINARAzLINSnTeeg Ly

Appendix 1 Reduced Design (Bracketing and Matrixing)
(520  doMUUARMAINYTEUINTFIUYDINEATUI/TaN1SNAdaY

(Specification/Testing Parameters)
nINAABUANNINYBINARSLTARTATaUARUTATUNENIW LAd
uazqAuvEdUeImaAnfusluensfiiedenisUAsuuasenimsiiuinuuaz daadenann
YoInAnfnel dmsundnsusiasuemsiivsznausediuuseneuitlinsivansdifey (Markers)
TiihmsUszifiunnuasaniwinunienmiazdunid Tnaldonaaautinisnenmilannnsald
Jushinanuasanmuosandasild warenaldnsnageudnuasmessamdudanill wieds
naIngrmaniduiauvnannald 1wy auuds aunseu nsazats nsuenda lunsdld
nanAusiddiulsenaulazarsdrryatssianauniu (Combination) wdilifinusndudeamn
Ysunuansdnfnnnaie wiasUstdiuauasan nvaafianasddudiladmilawazes
1nndmis weruUsinaansiifdanulrenisdsuntadusenintansifuinw wariinansenu
sonunnvaskdnsuadudunulunisfineianunsanin (Surrogate marker) Falu Appendix 2
Tabulated List of Stability Indicating Parameters for Health Supplement LUUINEAIAKNLIN
WAAIITENTNAGBUNINNEANILAL YT UNTIVRIHANAATLATU M TLENMUFURU UGN
(5.3) anwdlunisnagey (Testing Frequency)
MsAnIALAAN TNz araNITISREd BB arase
NSMUATOYARARITNYULLANIEFUNNTAIANN (Stability profile) YesHaAnsaue Tnsaruives
nMavaaoUNan fusasuesAuTianizeta imaaeuieudl 0, 3, 6, 9, 12, 18, 24 uagynd
udsengmaifuinuniiaaazild dwiuanuivesnsveaeundndasiaiuomaiiuiianiozise
Tiadeuiiiowd 0, 3, 6 MNKAINANTIZITNUTNERSTARNTUAs UL UategdiTed iy avs
éfmLﬁmﬁ’wmuéfﬁaemﬁamf?:uqmaammmau vioufingail 4 Tun1snaaeu udvinnunIg
Wasuuasegnadfoddynsly 3 Weuwsnveanisneaey lddndusesinisanuse warlild
nansAnwegmaAuilsndeyatildananiozass
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(5.4) gnnznsiusnuiinegeu (Storage Condition)

Tagvhluudr msfnwianuasanmazdositngldannznisifv
Snvvewaniasitug funsaanwsionudou ATy vIeNTsgaydedninazane Alsiaen
anznniuinvnarsyssnadnuiiismeuarasounquiannAuNY Nsvuds uay
n314lun1evids (Subsequent use) LHu nsnhazanevFeldonnsmumuuziihiisyyuuaain
dmsvgamgiiuaranududuivsiameingasdmiunafuinuiiulilunsinyanues
NS TLANYUTUTIY %{uagujﬁmismwasuaﬂwﬁmﬁmsﬁuamﬁmaam%uzusmﬂgugﬁ (Primary
container)  Gsfasapnndasiuannzmaiiuinuiuugihuuaainuaniam anngnsifiuing
yhluuandlilumsei 4-2
A51971 4-2 an1ENEAUINYILENALYTAYEIN VUL UTTIUAENNSANYIANLAIANNLAZATLY

SN ARSI TUR T

YUAVIINIVULUTTY / N1TANEA dn1aznmsiiunu

(Type of container closure system / Study) (Storage condition)

N13ANYINEN1IZ39 (Real Time study)

LY s

- NARANNUTIIUNYULUTIINLRUNEIINTTY | ounll 30+2 BeAEALTEE NANTUTUNNS
Hu-eenla 7545 %

- nandueiussglunsugussnletliaunse | eamgll 3042 e waLTya
Fusdr-eanle

(% s

N13ANYINENIELI (Accelerated study) QoY 40+2 M LTALTYE NANTUFUING
7545 %

MsAnwIANuAsEnNTianEidunntesnit Wy gamgll 30
psmgaBea aruTuduing 65 % fuevzdosduanarsuiedeyaatvayuniainemans
Usgnaunisionsandiaiy Jadeiidesiansansissuiunsifinanulinanmusingliiu
yi3olil deyafidutudunanimaseunelianzsiol uassiavesnivurussy dmsy
nsAnufianmgnsfuinvueniniienniiszylunise awnsaeyganinfuineniuléming
wiNaaTiUaYULED LU

(n)  wAnfusilinudornuiou  msiuinuiigumgisiniii
fsualilumsns il

- nanfusiusznaueansddniline uazgaslivanzand

£

DIINNISANYIAMUASENINULUUENIZATY

[

2 o A aa ad
%LﬂUiﬂH’mqmﬁgmﬂ/@wu NIEUU

'
[y

andueinfewihnfnyiNigaumgisn MsANYIAUAIENIN

z
WUUANTIZST 6 Lhauadsvifiguugligaugiiegieos 15 esrwaided aandigamginisiiy

Y
v sa

fnwadeiinald wionfuardudinivsioansautugumglt  wu wdessifidedulugiby
Hunamu mavagoufianiisisenisinf 25 eseisaila aruiudiivg 60+5 % annizns
FudnwidmuelunsfnwinuuanngataagdesssylTuuaannionfumuneng lagansnad 4-3
wansan AU Ui lunsfnunanunanwdmiunansusisedeaiusnulugifu
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A13199 4-3 danizmsiuinuigamaiidilunisfnwanuasanmuaretensiiusnvindnsdoe

Y

LESNOIMTVDID T
n1sAnE (Study) dn12zn1sinuine (Storage condition)
#n11%339 (Real Time) QUNNN 5+3 BIALYALTYA
an17z139 (Accelerated) qmug 2l 2542 semailua FATUTUSUTTS 6045 %

(% ¢

(¥) WA U9 LﬁmmiLUaEJuLLanmamamwmaLﬂmammum
LU A5UYIUAENBU (Suspension)  wsediladi (Emulsion) Feorafnnisanazneunieusndu
yienAnfnusiussamady ity warvosiauds Ssonvdwmaronumiinfifinguls

foyanisinuannziseamsalilunisussidiunansenuresns
WAsuuasssszdunenmiieanannefissylfuuaann wu Tusswitenisvuds sy doyaan
MIANYIAN1I2LIUAZAN1IZATUUY Ongoing real time stability anunsalfiundngruativayu
a’lamimmﬂmwmmﬂ Lul’sl,ﬂumimm’rﬂm agalsiny onTeunuzininegnsiuinwIass
mstuegifudeyanisnmilaniizatemufiuuzinlfuuaan

(5.5) n1vuzUsTy (Container Closure System)

AruzUsIRaAnAeiflflunisAnwinuasaniwde aduniuus
ussUgugfiflismneseduilng uiansuzussgnRsgd munnumanga

wAnSusidnSaguiivssseglunsurussiinududuiudioon
Tilé 1y aluminum/aluminum  blisters vianaafneiin High Density Polyethylene (HDPE)
viemnuindadeilavgvidormanadinudia HOPE laiffemaasumeldannefifiniuiuduing
a9 vuziindnsurifusslumeurussgiienutuluiiudieenld wu unsudamosaia Polyvinyl
chloride vananafnaiia Low Density Polyethylene aiaufniavinnatainydin HDPE Aite
meimaafinuila Polypropylene 1 Uudu mﬁﬂmmdéfamazﬁﬁﬂmm%ué’uﬁwéqa flosann
AuTuRdHAAd A NAT AN INTE A kAT IATvaanEn SusidSagUls 1ieanin
AuavTRveIUIIRAMITNAIMaINanefana T Femsszymuuzihmsifuinulivuaan

(5.6) a1sUsLiuNE (Evaluation)

naInN1sAnANLAEnazianlflunstmuafudueng
(5.7) msudnsRaIn
TuansannzmafuinuniiAeadesiunanisdnwauasanim
#un gamndl uas uazardy 019szydonuniewialy Wy msfulunsusiitostuuas vie
Auliluiiuds  sifemstlestundnsisiannarudu (Hudy wasndndosnislidi gungiivies
(Ambient conditions %38 Room temperature)

(6) AN 6 - ninmshluresedeuirthunsiigadaisuyasnds
YBIHANSUIESUAINIS (ASEAN VI - ASEAN Guiding Principles on Safety Substantiation of
Health Supplements)(39)

menunil@sunsoutilag TMHS PWG Tun1sussaundsd 22 $ufl 13
- 14 $umau wa. 2557 o dleadsedumi Yssnaan Sanselnedanusil
(6.1)  UssLamveswdndusiiasuemsiidosddoyatiiefigaaiy

JannNy
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(6.1.1) nanAIUsTNOUAIBENY/daulsznaulul (New ingredient)

(6.1.2)  wAnfawiUszneumeduUszneuiildainnssilmives
nsviliuda vidonisarin viensadSnsndnll

(6.1.3) wanfmsiusznaumedLUszneuTiiley Auusnans iy
anslwd vsedzuuuunislilml viselinsldlunquussvnaidmngludidunisiane

(6.1.4) nAnfsiduusienadiamisesulaondovendndoe

wAndusiuenviionntd  vedimsldluvimadmninduens
Lidndussdadeyanisuszdfiuanudasndey viuwaiidulumunisieseveamhenuiiugua
RERLTIGE L b

(6.2) Yeyafidosduiofigainuuaonsoveswandae fail

(6.2.1) Usz3insld/uslam (History of use) W Lonasenededi
idefe o1vldiduenansigaumiuvaendeld uaz/mio

(6.2.2) vdnguMTIeImansiiguauUasniy (Scientific
evidence of safety) afsdeyannudufivildanmsnuludninnaes was/vieluuyudie
Fitlsfunsseuiuluseduaina 1wy wumiswes WHO videesdnisiloanuiuileniaasugia
WazN1IWRIUI (Organization for Economic Co-operation and Development — OECD) n15An®A
fldoradunanisinmanudufivdoundy erudufiviaFes uaz/vieauduiuwiods uas
yndundu eraldnans@nwanuduivdu wu deyanisnensnisy maneuzise wag/vienns
fonaneug uenainil Ssenalddoyadiuniuuasndedude Wy deyaniuvasndeain
nsAnwludnd/ayed TenueInsiiiicUsean nansieuduiunulasnds nan1siise
HAnSTAeangaan viieteyarussuninen [Wusuy

(7)  21AKUIN 7 - LUINNYBIDUTLUIIAILNITNAIID WATINAMLALNIS

TigvassnAUDNEnTMILEINaIMT (ANNEX VIl - ASEAN Guidelines on Claims and Claims
(@0)

Substantiation for Health Supplements)
manunillasuniseuddlae TMHS PWG lunisussyuasan 21 Tuil 27
- 28 {QuUIBU W.A. 2557 ol Weudeusng Usswmenunyn dansedrfnyAon1sna1ieeassnauves

nAnduaEsIo ISR dsuunisoygmanizsoinisdaasugunn ldldnsundn ussm
doafuvidesnuilsn uazdedivdnguaivayumaingimaniuszneunisiuvesyyn Tnguus
NINASNETINAMYINAnfueEIeMIanily 3 sEAU uiazszAuraInIsnaTldienals
atfuayuiiuaneneiu TneflanszdfgyagUlunsnsi -4

M597 4-4 sERUMInaMSLazienasaiuauTeAINaIURarsTiUTese LT

FTAUNIINAIITN nasaEluayNtaANNE1IE9

1. msnandrainlunienannsns | Wenasedhates 1 Fuswelud

N19LATUINTT (General or | - lnaNseeBsiiundedio Wy d1seneds  ndusnsu Tuly
Nutritional Claims) U @4L@3y | N5 U39 NTANTNIOING NGRS
n15asgAvlakagWauINIg | - ANUALAINEIRNITINAINeIAERsTsemeuiiugua

1 = a va o/ a ] o :JJ a a a ¢
DYNIFUNING - Usgdansld/uslan 1ou d151a9ds enasafiuiain

UNIYINIVIOELTEYNTI891UN5 I IUUTENOULARLAY




a5

FTAUNIINEIDN lenasaduayutan1ung1819

2. n1snanid1endn | lenarsatuayuindestiuegratas 1 Jumuniivualay
(Functional claims) Lu @Sy | mihenuiiuguavesusasysemaaundn desialuil

HUN N0 - pdngrunisingamansainnisdnulunyud* Jadud
Undedeuazsausu
_enasensdfiudete Wy Mgt ndudniu Tuly
N3N

- ANALAUINBIANTNINGIMERSUTENUIBUMTUAUE
onansatuayudiufuetiatian 1 fu felud

- NANFIUMAINYIFNANTIINNITAN Y LUFRIVAaDY

- sg¥Anasld/uslae iy i enatsifusiann
dnimnmaviedidenmgiinenumslidulssneuuitad

- AN Aan LA U SRR

3. N13NE1981N158AANLESY | Llenasatuayuideddu lawn

a

Y8IN5kinlsA (Disease  risk | - MaANgIUNIINGIMIEAATIINNITAN B LULYEE* voeTngFiu

q

reduction  claims) U anAY | IBNENsI
doavadlsanseanniulaewiiy | lenasaduayuiiiiives1ates 1 3y fewisluil

AYIULDIUTIVDINTEAN - lenanssBeTTeTio 1wy fsundy, Tuluns

- ANUIAINBIANTIINE AR TS enUIB U UgUA

- MENFILIINATNIUIIUNI DA T TRy AN TINe A aR ST
Lgsumssfiun

* nsAnwilunyedliannnisfnyilaenisdne (Observational  studies) w3elauni1snaasa (Intervention
studies) floNLUUNTANBINAMENAING WU WUIN1ANITUFTRANTITEN19RATNTFYeY International
Conference on Harmonization — Good Clinical Practice (ICH-GCP Guidelines) wazwanisanwniuns
UsgiliunnatinuaziitedAgn9as

vl vdngrumeinemansfldlunisatuayudennunandiansin
nnmsanwluayed udenaiideyaatiuayuainnisinuitlildnatinld Tasnsdnundilildnadn

dunisfnuiludnivaassuazuasnnaass THdudoyaessudeusnisdnuluuywd s

dninpasailddnudeadumunuvemyudliuaziinudiiusiunsnanasmauiituse

(8) MAKWIN 8 — uwuIMuesLdsuindevannueiLayiBnsfialunis

NARHANAUILESHB1YS (ANNEX VI — ASEAN Guidelines on Good Manufacturing Practice for
Health Supplements!(m

manunillasumseysidlagauy TMHS PWG  Tunisussyuasan 24
TN 15-16  gaAy w.A. 2558 o njsuzilan Useinelaudud dansslasduvunuiuiniewes
=~ v @ ¢ ax i a a o & a = = -
DUBIUTINIYNTNNUILALITN1TNALUNTHAANANTUIATUDIMNT Y0 UTEUTIUN (Asean
GMP) uustaruuneanilu 10 mu9n waz 2 AN Lawn
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(8.1) yA#l 1 N15UIMIAUAIMN (Quality Management)
WUMANNITUIMITAMAINTATUNTUTEAUAAIN NaNLNAIN

T3 TAUNINEN NIAIVAANNIN NMTNUYNLAMNINTBIHARAsTINANIIATIRAIIAIA
AN NMsdsAuLazSunAuALA Toteaiou iRBafunmnIn naeRIUNTIUMALANIALTUNNT
JuilAgtostunmuninnan st
(8.2) vanail 2 yrans (Personnel)
wunsnseesdng davh Organization chart LeNAMNTUHAVOU

seninsendnuaziheniunugun mdudaszainiu 90y Job description AadnwazYBILAAL

AutefealiauIvinzaLLasiIUN SN UTUAIY GMP Lazauvitiniiegaiiesnauazsaiile
Fuwrmsdaiuiuiinn1seusuwarmsssliunayprauazlusunsunisiineuss

(8.3) wNAT 3 ©1ATANIUN LazlATedle (Premises and Equipment)

91A1sanUNABIYUIANWILIZEY avadndon1TUURMY N5

ANUaren karn13Ungesnw gunsalmsndsdedlasunisaeuiisuuazingesnulviegluaning

A a v oo 9 & o a a wa v o o L A

anunnandeaiiuinnisdesiunisiuidound uavuenusnauljiRaulndudadiudaau wui

ﬁm%’uLLGiazﬁﬁmsimﬁaﬂLﬂmwaﬁiamiﬁﬂmu ﬁms%’ﬂmamm:ﬁﬁmmzauaﬂiummeﬁﬁaau%’um

a

Fousnituidnsufntuingiv ussyiust wassdesustgainefidaaunasmnzaulnseyanli
dnldangdldsuneumneoiitu sudeiuitaiuiitluindommun nantusiGenauide
d9AU ol URN1INAABUNTOUTIINAIUALAMAINABILENBBNIINUTIIUNEN Laglen
vipsFiRn1siugatainersonaniesl foRnsiudy dealiesnsnianzdmiviedeiio/
punsaifiladensduaziion nssumuvesnszualifin Aty wagdug feuudsuyganiiney
Foudeusefuiuiindnuazusnoonaniubudnan

insesiladasliiunsesnuuuliianuazeindionaginis inns
Ustsrunrieuaziianianisiva wdesds sae 3a Fesditnansldauiivnzanuazuiueg neldsu
nsaeuifisulutisnanfifmunfmeiBimnzauuaziivinniuiinnmesaou dosdgilennnsgu
n15UfUReU (Standard  Operating Procedure) wagUfjUfnuegiansendn dnsdeuuvunag
thssinwiatesiionurimun

(8.4) vanail 4 N38AUA Uarguanwaly (Sanitation and Hygiene)
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auvinvizenineagury 1 UaUn uazseswinfmmzaniuau desldfunisilnousuiies
sunslsdmyanaialidlauasUfiinmedianinia ayanaiiioinaduteniouwnailodn
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AedilanalsuInsgIun1sufunau (Standard Operating
Procedure - SOP) fifisgasidenvasunul iy Uiy FldeTelouasviauazen
FaniiluazAsdnomnuazmndu lnodesUfifnu SOP srunssain dvesauiuazieausianie
wiinnulusinafvnzauasiingssuisonaiin dgivvesiodnfudeduasmindauvos
wiinauluusnafivinzan fufanzdmsudngu wien waruslanems wazdsnnening
agmningg wazdedliidensofuuinasmaningiuuasnanisidisagulnenss
wdeadiefinunisianuarerauddesdaivluanigfiazenn
fnsUaTannuruazasvaeuauareranounislduLazase Foddisvhanuaretauuy
anyIna (Vacuum cleaning) %anidsan1sdnoiniauazmsliulss ansilivhanuazeindes
Lifuunasfudanmsuudeu
(8.5) anait 5 m3sufiun1sduenans (Documentation)
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(8.6) 1197 6 NSAWBLUNISHAR (Production)
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919 warlslinnansanasutilnsyaraduilldfuseumneifiedusuniugniesasiuf nua Wi
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st muAkKUNNTUTIIREIanA BT s Uuoud1y nns
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wmsnstiostunsuudeudia iy nmsuenituilunisudn vie
P318M1MEN o uaNInINTheuazaaviedTefiungay fueideanionizgn
917 (Air extraction) finsvitnennia mafuiedesudimedmiuliugirnuliluiosiing
wanfidieandes Samgunsaiuagiinisduinedns msdadmin niswan waznisuandinsu
IngAunsssuvARS sl ssUienaneliAndun
(8.7) ymnnd 7 N13AIUANAAIN (Quality Control)
U5Enaumensailun1sduaIeg1 N15NAaeU N1TAAAINAIY

AENNTBINERSUTTOE19RaLEaa (On- going stability test) wé’qmﬂﬁ'}wmai@jmmmLLé”JLﬁaﬁLﬁﬁﬂa
NuAndueifinsanmasdifuanaentszeznaInsiuinvnssylivuean wazdesinig
Jnifiueg1a81984 (Reference sample) agnatios 2 U iteiduiunusuvesingiivuazsanfus
wardniundaduailunsurgarigliegiaies 1 Yiuaniununey

(8.8) nu2afl 8 Aqyg14919n13680 Larn153LAT12% (Contract

Manufacture and Analysis)

o v Y (Y o o v a (Y [ 5Y = o v

Avualidesdnindyyrdnaniiluatednyaldnysgenmuaning
ANUSURAYOUADHERN T VRIR NI arHTUIRE TN HINI9deeUssiduauaInTaveE
Fudene

(8.9) vuan¥l 9 T93pu38U Warn15i3unAUNARSuI (Complaints and

Product Recalls)

AU LARBINNSTUTNTDS DS I ULALABINUINTNITNITIANTTTD
v = ] A a ) | ¢ & A ' ) = v ° a
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(8.10) 12A9 10 A13ATIIEDUAULD (Self-Inspection)

ATUANANNITUATYBUYIENITANTUNITATIVADUAULBIAY
Franafifmuaseanuiimnzasludusiie Wy e1msaniuil mssiunisuan mseue
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(8.11) mAxwan 1 : M18¥eenanssnsdaitseniulusyduamnadmiunis

naaau (List of Internationally Accepted References for Test Methods) L% Internationally

accepted Ptarmacopoeia including European Pharmacopoeia US Pharmacopoeia, British
Pharmacopoeia, Japanese Pharmacopoeia, I1SO ICS — Food Techonology, I1SO ICS 67.050 -
General methods of test and analysis for food products, American Herbal Pharmacopoeia,
Food Chemical Codex, Standard of ASEAN Herbal Medicines (SAHM) Volume | & II Wuduy

(8.12) mANwIN 2 : msviuasy : lduA Msmuaeulaeile gunsal
warISn13uaEn (Verification)

uananil a1ggudaladnvivangnIniseusu ASEAN  TMHS — GMP
Training wisliusazuszmeldiluenarsusznounmseusuliinanudilafinssiu awnsadiia
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LONAITLAAIN  https://asean.org/asean-economic-community/sectoral-bodies-under-the-
purview-of-aem/standards-and-conformance/policy-and-guidelines/ #11# Harmonisation
of Standard & Technical Requirements Guidelines U9 11 Traditional Medicines and Health
Supplements Product Working Group (TMHSPWG)

(9) a1ANUWIN 9 — LUINNVDI T WIS UDATNUANSLEAIRANNFINSU

NANSUINETUDIMT (ANNEX IX — ASEAN Guidelines on Labelling Requirements for Health

Supplements 2(42)
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9) FouarNAsEtn
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£) AnFaY (073)
9) WIAUTIY LUUSTUUIASN USRI IWIUY
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?N) TOANNUALANIZVDILAALUSLINAZUITA A1USI8NT LY
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Appendix 1 19U Uszinalngldanin Dietary supplements wnuA111 Health supplements Way
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daduivmzanduuszdr” “lifnalunistlesiu viesnwilsa” Wusu Usemaaudnanunsa
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voIniuarussnildlundndueiiasuenis (ANNEX X - ASEAN General Principles for
@3)

Establishing Maximum Levels of Vitamins and Minerals in Health Supplements)
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(2) nauil 2 defvuaifimiuaenadesiuiisdiu deauuansisiuly
aseddy enadesuulsssnansenrassagluiomiiiendes S 7 Bos 1Hud
(2.1)  Hewveemdn “aaadneiasuens” luusenIanIenINaIsI e
(aUfufl 293) w.a. 2508 (309 WANSUTIATUOIVS
(2.2) msradlindesneenandylaisdfnyi
TnenisiinsienisansddaiivulFlunds faiasuenis ludauuuineuseniansensig

o

vV

gl unAn A ESUeANT

=

815715008 (aUUT 378) W.A. 2559 1389 Amuaity d0 visediuvesiivrsednd nvuldlueims



53
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N3ENTNESITUAVIWNLF0mANLNUIIUAEIB ST UN THARNAN Aueileae1ms Wumsiame

(2.6)  nsuan@aIndmTuRdaduaEsNewnT  Inen1susulTeUsene
N3ENTATITUGUINYF0INTLANIRAIN YIS TUNTULUTTY lenzanseAgTesiuns
LanIRaINTBINANAeIENDIMS  viFedmindulsnansenensisaguinseiieanisuand
aanveNanduaaste s dunsianig

2.7 msfmualinagsaavesiniiuasuisigildlundndueiaduems
TnsmsusuueszmadinauauenssuNTemIsLazen 13ee defmuanislidiulsznoud
dfuemanfueiaduemsyledmiunasuistg Ussnia o Tudl 1 Squieu wa. 2549

(3) nguil 3 dordmuniiussmalneglid Fsiednduresing (Gap) Terdmuaves

Uszwnrlve Ao MsfinyimnuasanImiazenensiunandniasuemis Jesemealnedosdnii
Usenensenswansisasaviul



54

M99 4-6 N15LUSEULTEUTENINTMUUARUKNERA LA LD STRIUTEWALNIAUNTZ S URaRDMIS W.A. 2522 AUAUANAIUDINTIUIINILNTOUNIT
MiuQUARAATUIETU IS

UszinuUSeuLiieu JanuunvasaLTeu Janviunvasuszindlng nan1silSeuiisu
1. gy Founil 2 fena UsEN1ANTENTIE51TUEY (RUUT 293)  w.e. | dasau: finnuaenndesiude
HARSUTESUEIMNT (Health  supplements) | 2548 399 nanAmuaiaiuaIms 1. TgSuusgnIuaIuaInnIg
WNEALIT WAASTRLESUUSEWES LIS | WARSMTLES LN MuNeRI1N9) KRS | Suusemiuemnsund

fudszniuemsmuuni ieldgua 1iin way
YU gegunInueesaneuyed tnedldiunasogng
Tnegranils wionatsetne nesauiuvesans
Saolu

n. Iy uss19 nInezdlu nsnludiu wuleyd Tns
Tulefin uwazanseengrinmnadanindus);

¥, @slunaInunassTsNvA 9amfednd wism
waziiy Tuguuuuesansain asafndifinnsauny
AMAN Aty ansuailulan;

A. a59IndLUsENaUAIY N. v3e 1. fildannns
dunsen

fafigunuumsldeglunhsrundn 1wy watya
in se voawan 1udu uarlisufsguuuuiisinng
W3BLLULUTIAINTE LHu 81dn FesmEann
Dusiu

FUUTEMIUUDNLULDA1NNITTUUTENIUDIUNS
auUnf Feflansemsnieassudussduszneu
aglugUuuuilin uadga ne Lnda YounaInIe
Fnwardu F9il93Uuuve uisaiuund
(Conventional foods) & wmiuguilaaiininn’s
Usglomimesnudaasuguam

Feansevsuieansdu muneds

n. 3m8u nsnesdilu nsnludu ussn uasndnua
AMNNINIOERI

. @siudy asiuanlulayt daudseneu wisedns
annuesasiy n.

A. ENTHUATIZAAULUUAN N. U138 .

9. drunanetslnegwdmiovatsog1evesans
Tu n. 2. 39 A.

3. @SR UM UM NTTUNITOIMNS
Waze1UsSYNIAAINUALAYAIIULAUYB U
ANMYNTTUNITONNNS

2. SuUssmuileusslovideguamn

3. MnuAULUY Y din wadga ke
\nan veuvad [udu
a9 dANuLAnA19 UAD

1. onFeudneulviidunandueiasy
9111135 wilnedaduingFedueims

2. udsunnuaviadiulsznou
windisamuslufonuwiniy vaeiilne
gouiunNIsAINuAaIsSn0dedu
wonineflensududiudsyneuves
AN Saueiasuosfindiule Tneay
WILYOUYBIANENTTUNNTEIMNS

3. eudgudninguiuunisidvserunn
vownheuilaalieglumiievwiaiin
wirdu wazldsiunisimseunuy
Usennide wilnglafidoulad
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JanunvasUsemalng

nan1stUSeuLigu

2. mMssadnlinse
fnaanainUeyd
ansdRnyiivinuldly
NARAUILEINDINNS

Faunil 4 manuan 1 nénnsmaluvasendeudn
frenssmtliviedneanantydarsdrdni
inuldlundnnaeietuems
nsfinnsanussyanslalilutydansddniviu
T4 fosdivdngrumimemaniiinetesiuay
Uaensviifigatiudrinnsldlunanfusiaduems
wnolAnSunTIEogUNNUBINYYE wailiiTauis
Tl 15019 arsfivillAntuiesan
535UYF wazasfewunelangruIuAuATeY
daivnvesusazUseineaundn wasondeuladnyin

UTeNIANTENTINEITITUEY (Uil 378)  w..
2557 1309 fviuaiy dnd uledruvasiiey w3e
dnifivinuldluamns

Usgmatndsede wazdruvesiaviednifiry
THluemannuszinndesiuianansneiatueinis
#e Sy 73 wila TomanseusayTansinalde
V999U sniuiey 3 vila laun Artemisia spp.
containing artemisinin, Mucuna pruriens (L.) DC.
way Zolanum americanum Mill. fifesnsiadou
Usgdamsliduemsegaazideniilosnniideya

dasau: deudenmassiufe 519013

ansddayiivialdnsatu 73 vin

Jaena:
s1ensansddayfivhaldvesendeud

FwunnnIine 3 vl laun

1. Artemisia spp. containing

artemisinin

2. Mucuna pruriens (L.) DC. lLa

3. Solanum dulcamara L. Solanum

americanum Mill. Syn. Solanum

UgyBarsdrdgiinnldlundndusiasueinis | luenaisdrsdauisatussyinldSuussniuduy | nigrum L.
417U 76 viln 913
3. n19ldingiiavu | Youndt 4 mawwan 2 nann1sluveseandewdn | Ussmdlne: UsznAnsensaeansnsage (adui | desiu:

wazarsugunelu
NARAINLETNDINNT

¥

arensldingiavunazarsugeusslundndoe
L3NS
Aruanann1shiingasUunazaisusausislu
wAnfusilasuomns Inqussasdiiiodnwinunimn
wazfivihidumumnudndunmamaluladidimue
Tng Codex uagviounmagiudnedeanadu lngans
Alddosiaudasade uazldluuTuinldiAud
AmuanIoldludiinaliosigafiannsalinals
pufeanis deududununimszdueimisany
1M557U Codex 138EINTIINNNUINTTIUONBNNY

o w A

81 uaziin1sInrinUndingaeduiazasusaudad

a (% 3

N5l URER A U9LES IS ANNNUINVBY

281) W.A. 2547 (atufl 381) W.A. 2557 uaz
(atfufl 389) w.a. 2561 1309 Taqiiauuamns
Amualinisldingievuemslundndodiiasy
smstendulumuieulalulsznirnszngs vie
Tu GSFA  atudign deingidevuemnsildsosd
ANV erRsgIUALiiivualag JECFA 3o
F11INIUANZNTINNITOIMITUAZEIUTZNIA LANIN
sl ing douesteguninvionnsgiu wie
Feulvn1sld ldidulumutinun fesniunis
Uszifiurmutaendouwazniadoulunsldnou

n1sldingiisvueinisiniiy
aonndosfiu fie fudnnisuazideuly
nslndloudu 1wy lisuingudanay
sa ftugnmseiuewstull seslv
in1sUszifiuarulasndis LaznIo
Feulunsldmundnnisaina lunsdlil
lafivonmualudyd wieusenia n3e
GSFA
Fasia:

Inglioyyinnisldingiiavuniy
NIV RNETISULERLUR Fa
HunsUssdiudiervunideulunisld
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wihiienag nsiiusenisanstudadlnduluny
LONaA1591989RUUEER LU GSFA Online Database,
Handbook of Pharmaceutical Excipients, BP,
USP/NF, PH.Eur  usivnniluimgailaivy fioaniu
n1sussfiumnulaendeuaslisueydfnisldlag
wihgauigiinifiniuauviediduguaniy
nannsussLiiuaNUanne

4. Feuwdoudmsu
NARAINLESIUDINNT
lavignin (Heavy

metals)

Foundi 4 aanwan 3 wuInevesedeuindae
Farvunvesdslulouduiunansuaiasy
2IMN5

fvuaviiauazUsinagegauedlansvinieesly
VuddeuldlunanAnsiasuoms s1uau 4 vie
Taun

i laiiy 10 un/mdndue 1 nn.
a1y Ly 5 un/mdndue 1 nn.
uAALEE Ly 0.3 un/wandue 1 nn.
Usen laiiy 0.5 un/mandue 1 nn.

UTENIANIZNITIETITUEY (Uil 293)  w.a.
2548 1309 nAnSMIETUMNS waz (avufi 98)
W, 2528 uae (avufi 273) w.A. 2546 18
399 mmgwmmsﬁﬁmsﬂmﬁau

i Ly 1 un/mdndue 1 nn.
avsvystovn | TaiAu 2 un/wdnstoust 1 nn.
arsvylugy | LAy 2 un/edadue 1 nn.
oflunsg (fidhudsynauvesdniiuas
9IMINZLA)

uARLI el laimviun

Usen oAy 0.02 un./mansue 1 nn.
Ayn L3iviu 250 un./wansiawt 1 nn.
fangd TailAu 100 un/mandei 1 nn.
NOIUAY Loty 20 un/mandue 1 nn.

dasau: - 14dd -

Japna:

1. 9wdsunvunsimuaviinveslans
niinteuninlne

2. onFouimuaUsutalwdoures
wantlen vausdilngldfivue fedu
astanvuanioulundniusiiasy
DIMNS

3. 9uFsusenSuUSINRE GREVGY
LLazUiawUuLﬁauqﬂﬂjﬂm
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UszihulSeudiou JonmunvaI LU Farnunvaslssinalng NanIUIBuWEY
5. Aewuidoudmiu | onduu: doundl 4 atemuan 3 uuamnevas | UsniAnsensasansisugy (adudl 293)  wa. | dasau: - il -
wAnSusiiauemis : | ondeuiifaetasuuavesieluidoudniv | 2508 Fes wAndmaiiaSueomns  uas Uszna | dadne:
L8098 unTd| winsusiatuems FinauamznssunsewnIHaTe (309 néng | endeudiuunwdniusiaiueins
(Microbial) nssmuardauazUimnandeqdunisvuien | uazianasusznaunistuvasygialdaninuas | u 6 mnm farsanmuanuuandg

s a q'

wANAAULUPIUNUINVDINEN A UINLATUDINT

[ a

wUeponidu 6 wuan mmﬁmammqmuéﬁ%ﬁu
NFINIDNIINER LazITN135UUTENIU Tnw19dean
BP fafudernunisenatdsunvatldniunis
Uiuugeves BP faiusazUssimaanunsafmun
auniduiaduiiufnlfnunnumuizanves

SITUVIMINAUAINU WASNTLUIUNITHER

HAAAINLETHDINITUAZAMAINUIBUINTFIUA 1Y
YdunFdiinlviAnTsn
ldinausinisarvausilanasUSuiaqiunsd
Yuiloufisunmsidesunanfusiasueimann
sin Tawn Lﬁ'ﬂl}ua Staphylococcus aureus,
Clostridium spp., Salmonella spp., Escherichia

coli

Y949nAU NITUTTNTHEN uaguie
BnswsuuiioSuUseny uRasnuan
fﬁ’mumﬁmLLﬁxiJ%MW@SW%E?WL%M
iy vausilnglisuunnuinves
HAMAUINLESUDINS LTineuainig
ATUANRAUNTOL NN IR EINY
ARSI TYNYIN

6. dsluloudmiu
NARAUIETHDIMNS
d15013adAngiN Y
AnA19 (Pesticide

residues)

oWTpu:  doundl 4 A1ANLAN 3 WUIMNIBS
andyuindaedodmunvasisvudoudniy
HAANMIILERNDINNS

ldfmuanisauanasmiadngivlundn due
WESH0M5 wildhwananisauaNyIaaanaaly
TAQAUAINNINTFIUNTOWUINIIEING LYY
FAO/WHO, EMEA %38 BP meldndaninnsi GAP
TaglimnuddniuingAuiidaeuanguieingau
BaguAnnAnAueiiaiuemIeauinsnsfivili
fuladndngavidiulddaunimduluniy
Formun wazmsufasingividansidadngiie
Liulumudammnun

UsENANTENTE51TUEY (RUUT 293) WA
2548 (399 wAAANILETNRIMIS, (aifuil 387)
WA 2560 uaz (aUufl 393) WA, 2561 1399
pWnsislansieAnAg

ladmavqunisanAsvesarsiadindndngialy
HARAINETUDIMNT wiAtuANN1IAnASluNYTTe
Fn it duingAureawdndusiaiue1s s
WINIFIUAING

Ja3u: fANdonARDIiUuRD

1. lifnunvdauazuSua Pesticide
residues Tundnsauaiiasuenis

2. lndnnmisavauluingdiuaiy
WIN9ENA

¥ 1

Famna: - Ll -
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7. n15anATNLEY
Y84nN15AnRavaelsAd
LOHD MINARA LA
9VS

andew: doundl 4 anAmuan 4
anFauindenisannnuissvasnisindavas
Tsafiead lunanduaiasuannis
THuwmienisudmsdnnisanudsslunisan
ALABIveInIsRnsevelsaTioadlundn Sl
@SN 1INIANTDLULIIYEY WHO, EMEA wag OIE
Tnglia1501910 (1) wnasfiunvesdniuazdnues
naniaansvesunasinia (2) 535Y1AV09
FngAvandnifiiunld wae (3) nszurunsndnds
mamquﬁamimmﬁmqﬁuLLazminﬂ%ﬁmﬁaw
Vuouannssuiunsnannasnauansiaiileng
wigsnandmineses

LUININUBY

UsENIANIZNIINENEITEUE (Uil 377) WA
2559 FaamvuandninaeinaziRoulunisineg
ansiianudesainisadath
THuumninisUszdiuanudsdves OF wagsyuy
MsnTeisunTsLazAUALInIngaiidvualag
CODEX LﬁE]LLU'\‘iﬂEjQJUi%LWﬂW%@ﬁuﬁm’]uﬂ’J’]mgﬁN
P039n1547015A oFerfidussanisiinlsn fnun
Feulunistidvdetrundn s

Ja39u: fanuaenndesiufe 19
NANASUTLLAUAINULELIAIULUINIG

ANnaLyuny

¥ 1

Jamna: - Tl -

8. AYNNAYENINLAY
918N15NUSN 1D
NANNUINLEIUDINIT

Faundl 4 pAruan 5 wUIMNYBIENTUIIEE
AUASENINKAZDIYNISAUSN B YD INAN sl
L3NS

AvualsinnisAnuinuasanIny e sHaniaeif
usslunuzusTTRslaszdmheneldan g
fvualied1muneguazan1znIsiuin
ARSI lednsivunseasdunnIsAnwIaga
azden

LiflsznadivuaEosnsfnwiamnunsanmuas
918N15.AUSNYIVRINAN S uaaSuD IS uei L
LuINIUHTRN1sRRITUII8ATAUT Y9
Fngaulundnfasianengmaiiuinwingiuviad

o '
v a

dunan

v [ ="
Ya59u: - bl -
v 1 a
Jasna: - Tl -
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9. A1sHgaIUAQIY
Uaannevaanannua
LSRG

Founit 4 nanuan 6 nénmsialuvesendeuin
dqen1siigadadulasafsvaIndndindiiesa
313
Usginnvesndndnsiiadue v siifos szl
Auvasndefiansaiaindseianisldiduans/
dausznovlmi viedmusznoudildainnssuds
Tviveansviliuians msadauionssuisnisuan
Tl nsyanugestva nsfigyuuunisldlnl wie
Wasunguifuilna viowdnsiaueinddymidesany
Uaenne
foyafidesduilofigaimnudasniovesudnsiosi
W Uszianisuilan ndngrumeingimansd
Aeafuanuvasnde feyannuvasnfosiuds
Yoyannudufiviliannisdnuludnineass
waz/vdeAnwlunyudieisilasunseeniulu
sEAvaIna warnindndusialduanisfneiniy
L iufwdu L9y 4 8ya Teratogenicity
Carcinogenicity a¥#3e Mutagenicity

UTENIANIENTINES1TUEY (atiuil 376) w.a.
2559 (394 8115l (Novel food)

Usslnnveswdnineiauemnsidesssiduni
Yasady fiarsananuszifnisuilaaluems
nsrvIuM KAl ivilfdmUsznou Tassaia
w%agﬂqusuaqmmsﬁ?um?{ﬂmmaql"daEJ'Nﬁ
WodAey denasionmuAIm1laruInig nTeUIUnIs
maadangluienievesdeddin viesefuvosans
AlaifsUszasd mafinvunndudseniu diu/iae
nguiuilnn 1undnAasiniedrutszneuiiag
Iisuaunansliluomsussiandu 9duniding
lulefnlusiuisiivenniionnvyduuuiine
UsznAnTENII9a1s1Iaguindaeiienisld
gdunidinslulefnluenns omsfifiannimmie
WAspILUAnesnTiagliuaya A

Yoyafidesduiiofigainiuasnds 19y Useia
n1suslaaluens nisfinwimissnuiiyinenly
dninaaes vsensAnulunyednimdinuenis
sPUeInen wien1sAnuwdudug Mieades
QR LRI

dasqu: frudonndoiufe

1. UssunnueandnSaueifidesuseiiu
ANUUaDAfBtau

2. onansudngiuildusznounis
N lTULLINISE ALY LAY
dosng: - 1udl -
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10. N15N&12919
ATINAMUUATANS
NPIUATINAMUDY
NARAUINEI NS

Foundi 4 amanwan 7 wuanevesadeuingag
N1INE18ATINAMUALNITNFIUATINANVDY
NARAUINEINDINNS

nanduldiomedosnisduaiugunin lling
UUm ussn Jesdunsesnuilsa 9uunn1Sna
g1y 3 anwaug laun

1. nsnandralunienanndramielasuinig
(General or nutritional claims)

|9

2. 115na12819MTTvea1501M15/a158 Ay
(Functional claims)

3. 119n817819N158AAULERY 9N ANTSA
(Disease risk reduction claims)

LAAZANBEYDINITNE1IDL NN TUANF U
M9INgIFansUsTNaUNISRIITAUNTILANANS Y
W duensu lalunsul vSeANUiuaINeIAng
NINYIAENT NIONNFIUIINNTTNUNIUNI
menaansiledSunsaiuilunsaisiiundede
NIONANFIUNITINEIPENTINN1TAN B TNy
wavealideyaaiuayuanmsinwilaildnadn
Fudumsinwludninaassuaznasanaassiiold
Hudoyadestuountsnulusywd

ANBUTTUIVY 1389 N15VUSLLAUNITNANIDIINIS

v

HUN N

nanangmguaIn Suwundu 3 sedu laun

1. asnansamiindivesaisenms (Nutrient
function claims)

2. M3naEemifiau (Other function claims)

3. snaNBINIsanANUEEeINSAnlse
(Reduction of disease risk claims)

WAATAN¥UEVOINIINAIONLTena1Tndng 1Y
M9INeIansUsTNaUNISRAITUIILANAIS Y
WY LONA1SATNUNMIUITSUNTSUeE1 L lussuu
warmsimszdefua finunsiiuiluansansi
Yndede niedenndiunisdivinisiiiuiivensu
NI0AMUY

WATUNLTIRDINNNUILIIU  BIANS

ALBEvIynIeingmansnlasunissensulag
ana  vIeTIeNuUNanIsAnyluNywdniinig
| A v A a a0 A A
ponkUUBgANlATuNsAfunlusasiuLTelie
waglenasatiuayy Wunsinwludninaass w3

AMsANELUNADANARDY

v 1 a

Ja59%: AANUADAAABINUAD

1. ANWMENIBILAUNISNAIIDNG
willoudu waldaSenuazdnngy
Wllouiy

2. tonasndngrunlddsenaunis
NINTU WAL DUAY

v 1 a

Fasng; - Jaifl -
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11. NANLNUINBAY
AN1SNATUNISHER
NARAINLETNDINNT

Founii 4 nMAnuIN 8 LUINMTBIDUTBUIIG Y
waninaaiLazdsn1sfintunisuanndniueiiaiy
2115

fanun GMP d1usunisuseuiiuaniudingn
NANAUILESUIMISINEY GMP Lhien lnadwdanis
7579U58U 10 1A Lay
wuaad 1 N1SUTMITAUAIN wuIAd 2 UAAINS
Wi 3 91AsanuinazAIesile wuaad 4 n1s

2 AANUIN tawn

auAivIa warguanyng mad 5 M3diiunis
FAUENETS NUIAdi 6 NMsFdun1suan nuad 7
NSATUANAMAIN el 8 Ay1919N1INER Ly
A153LAT129 wuaadl 9 feudeu uaznisiSeniy
NARA D9 MUIAT 10 N1TATIVADUAULEY WAL
MANwIn 1 Medelonasensdefivensuluseiu
ANAFINTUNIINAADU AAKNUIN 2 1 NITNIUEDU

A A ¢ ax a
LAFDNUD Qﬂﬂim LLAEITNIINAR

UTeNIANIENTINEE1TUEY (@duil 193) w.q.
2543 1399 33mIudn w3asiiawniadldlunisudn
LazLiusn®181%15 waz UsTn1AnsENsag
sssauguatuduiiendastu GmP
anunanandnsueiiaiue1nsdesufURmL
GMP  fifuuslutszniaatudl 193 Fawvadu 6
RUINEINTUNTUTTRUANNEDAAR DINUNENLN U
Fitoun Toud muaedt 1 @audiseuarernswan
wandl 2 1n3esile 1A3099ns wargUnIain1sWan
Wanad 3 NIATUANNTZUIUNTHER Wnadi 4 N3
auAuna e 5 mathssinwkanisihng
4v019 LAZMINTI 6 UARINT
RINNARAUNNIUNTEUIUNTINAALANIL NS B
nanSuTanwuglany WU danwaeiuenmsly
AvurusIitaainedafidaudunsadvie
USunse aauiindniugoriunisnsaauseiiiy
GMP  muUszNIANTENT A5 T0EY (atfufl 349)
WA, 2556 1309 33n1snAn w3esdlewadedldlunis
wAnuaznsivinwenmslunsugussaitaain
giafifanudunsad wazadaiiufunse

dasau:
TAssas19nanve9n1RsI9UTELIU
GMP
#910U18 gUANYUY AUALDIN
UAaINg N15AIUANNISHEN LTUAY u
loAsenaneiu
Japna:
1. DUFYURTIUIUNUIALGE

WILBUNY 19U 8IANSADIUN

wazBunvemdninaeiunnnitlng ¥
vieieldinefivualy GMP vedlney
U MUIMIRAAM M3indiesdngi
AealeNiENAATURNEAIUANAMATIN
Vudasedadu n19%1 on-going
stability n15a1L3UN15A1ULENENS
Y19 msaniunisneteiossou
NINISLIUNAUNENA NI ASIVABY
AULDY LONANTONNBIANSTUNITNIAGBU
nsmauaeuanes Wudu

2. odeuld GMP  1Realun1snsae
Uszifiuaaudindn vausdilngld amp
Tun1snsrausuifivaniuiiuusany
NIZUIUNITNAALALAUAN YLD
913




62

UszihudSauiiau

YBNIAUAVDIDTLU

JanunvasUsemalng

nan1stUSeuLigu

12. 49A19UANIS
WEAIRAINEINSU
NARAINLETNDINNT

Founfi 4 manuandi 9 wuannwesandeudi
faedanuuanIsuanRaInd s uNanausEsy
2115
frvuadornuiifesuaniuuRaINAILIUIAVeN
aan W 2 dnwae Toud aannilu Sedesuans
dlewavuauuaann uavaaInuuIaLEn/ung Yay
nsuanaiiornunssemsuuean Wewnmaeln
wanaliluenasinduaainias/uun1vusussy
UBNUIBUUWNINTEAY (Catch  cover) walaifinis
Smupunaiufiiiila3ednduaannuunndn
fanuantvilduansvuaainduniudngs
LAZUIBNYININT/ANIUTET IR
fauandnnsluvesnIsuanan wu fodll
Huite Tavialdidlefinnseonanioiiaadu
AndnuzreHAnSue luiugindnfuaidudt
NNATINTONNDU NITLAPIRAINEIUAIAYADE]

3

yualngiitsnefiszuanidoyatefuagiaiuld
Faauwazeuliing Wudu

UTeNIANTENIE15190UEY (atiuil 405) w.q.
2562 waz (aUudi 411) w.A. 2562 d1dei5es
HANAUINETNDINT UTENIANTENTINEIGITUEY
(avufi 367) w.A. 2557 uaz (avudi 383) w.q.
2560  316281309N1THANIRAINVBIDINITIU
AYULUTTY
Avuateruiidesuansuuaainauinguszasd
Asevdne Wu 2 dnwue laun aanndnsu
ImielagnsaeluslnauagiluIuTIY Wagaan
ifionsdioen wasdnisiivunsuiaiuiiaain
AnSUn1sTIAUILIARISNBIUISI8ANT HaeLiie
NMSYNIUNSUARIUNTDAINULRAN
fuaneilddesdunwlvedundn
fuandnnsllvainisuansaan wu el
Huiiie wienasnarsliinanunanidelaely
aunls wseludvinliidnlaRaluanszdAy, Lines
Ao WosguiuAfidefsnmuszlevyd quain
assnaudwlunisidonn Wuia 1uase wie
nasnarsliiinmunadelnglalannis, Yonnu
Tugaindeafiuladaau e1ulddre aurnves
Frenusesduiusiurunvesitufiaain Wudu

dasau:
wdnnsilureansuannaniiainy
aonmdosiu Tnglnednisvensrnuiie
Autaaulun1sufun
Japna:
Fomnudifeuansunaainvesondeu
fiuanndalne Teun sULUURER e,
Foinermianiuazdruiildves
a'auﬂ'ﬁzﬂauéwﬁzgﬁﬂuﬁw%é’mi, U
n1sudn, Inguszasanisld/deudld,
anngmsiiusnm
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13. n1sAUAYIUN
gegnvasinnfiuuas
wssallunansint
LEIINDINS

Founil 4 ananuan 10 ndnn1sialuvesedey
1078115 ANUAUTUINGIEATRINTULAZLS
s1nildlundnfusiiaiueivis

finguszasdiiionsduasesniudaoadoun
Juslan wazyiliguslamAnaausiulalusedu
anuvasnfovesinndunazuismilésudmiu
fuilaavideuszunsinludisiaudesfiazuilae
Aulaglifisenuoinislifisdseasd Sldmiad
wlilfidutiinugsgalundnfusiiasuonsinds
IWAanasieaun1mveslszrnsondeu n1sivue
USunnigegailindnnisussidunasianisa g
[d89913 WHO  Model  uaz ERNA  Model wus
Fnfiukazussniuau 26 slineenidu 3 nguany
seauMsiinemslifisUszasd uagaadsa
vaansuilaaiunniinaudanaliiindunsese
gua lawn ngu A nqu B wazngu C

wailusazUsemaenafiansansmuaysinalaeld
Joyamelulszinala

UZNIANIENTIEISITYY (atudi 293) w.a.
2548 1309 WANAUTLEIND191T wasUsEnIA
d19n9IUAMZNISUNITOINITHAZE1LS0 970
Avuan1slddaulsznauiiddyvasndnfud
L3N ITUAINNULAZ TSR

a

AnuaUsuIuIn I iunsanssg lundndueiiasy
oSl inguszasdiiteliiniuvieussnn desdl
Litfosninfesazduiuagliiiuuiuingaand
fmualuUnyTansomnsfivusiliuilanuszsiu
dmsvaulneorgfeudnndiuly (Thai RD) Tae
§19899nUsugegavesanseInisiiaaslaiy
UszarTudmiuaulng (Recommended  Daily
Allowances for Healthy Thais — RDA) Fadu
USinafinzauiissne fuaudeanisiiienis

AN59TINvR9s 19N 8 Tummas U

Bagu: - lalfl -
Fasna:

1 o wgeumnuaUIuIMaIgaves
Infunazussinlundnduanlae 1y
ndnnisUszifiuuazdnnisainuides
lngia1sanInNAIAUUARA YA
Y83n15UTIAATNNHuLaTLIs 19 gLl
n351891ueMsliflsUsrasd vaued
Inerfimunainy3unn Thai RDI dadu
AIANABINITNIATUINAT

2. 31uuvinvesase s gy
nnilne wazUSunagaavesIniiiy
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1. | Imdiue (Vitamin A) ¥38 159u9a (retinol) %30 15iillaweding 120 - 800 lulasnsu
(retinyl acetate) #se shllaunadinn(retinyl palmitate) %58 wWi- | 8158 Awranduianiiu
wAlsAU (beta-carotene) L8
2. | 33U f (Vitamin D) #30 Astauaadinesea (cholecalciferol) #ia | 0.75 - 5 lulasniu
woslnuaaginesealergocalciferol) Auwrandudmaun
3. | Aendiu § (Vitamin E) vi3e A-upavh-nlamesea (D-alpha-tocopherol) | 1.5 - 10 fiadnsu
W50 Auoa-upari-nlawlesea (DL-alpha-tocopherol) 38 A-wean- | woan-718 Awiandy
Inlaeiauedive (D-alpha-tocopheryl acetate) 50 Auoa-koani- | In10Ud
Inlame3auadins (DL- alpha-tocopheryl acetate) %50 A-loan-
nlawoIale@ndn@ius (D-alpha-tocopheryl acid succinate)
4. | U 1A (Vitamin K) 39 Aalaadluu (phylloquinone) 12 - 80 lulasnsu
Auranduinniu e
5. | Aendiu U 1 (Vitamin B1) wide Ineziiulalasaaslsa (thiamin 0.225 - 1.5 fiaansu
hydrochloride) %38 Tnozdulalulumsa (thiamin mononitrate) Aurandudandu T 1
6. | Adu 9 2 (Vitamin B2) %39 lslunaniu (riboflavin) %3 lsluwan | 0.255 - 1.7 fiadnsy
A 5’ -veawn, lnifes (riboflavin 5’-phosphate, sodium) Auaduwinndu 7 2
7. | luexdu (Niacin) 30 nsafllafidn (nicotinic acid) 3e flaiurlug | 3 - 20 fadnsu 1Bud
(nicotinamide) %39 luaz@unlug (niacinamide) Aunduluozdy
8. | nsaunulniida (Pantothenic acid) ¥58 A-bWUINTILUA, WARLTEL 0.9 - 6 UAANTU AU
(D-pantothenate, calcium) wsof-unulniiiug, lawfeu (D- Wunsawnulniida
pantothenate, sodium) 739 Wndunuiiuea (dexpanthenol) E0)
wAALFILLNUINILUS (calcium pantothenate)
9. | Aediu U 6 (Vitamin B6) 3o Insnondulalaspaslsa (pyridoxine | 0.3 - 2 fiaansu AN
hydrochloride) %58 Tngnandu 5'-weewn (pyridoxine 5’-phosphate) | windu O 6
10. | Whan (Folate) vise nsnmmlsdalulungniiin 30 - 200 lulasnsu
(pteroylmonoglutamic acid) #3onsalw@n (folic acid) Auwrandulnian
11. | Imdiu 912 (Vitamin B12) %39 lgglulauianiiu 0.3 - 2 lalAsnsu
(cyanocobalamin) v38 leasenlalaunaiidu (hydroxocobalamin) | Aruaandudsniiu € 12
12. | wpalmeu (calcium) 30 uAalBauallulednAtas (calcium amino | 120 - 800 Hadnsu

acid chelate) 39 wAaLTEULBAABSIUA (calcium ascorbate) 130
WARLYEUAISUBLUA (calcium carbonate) 158 LAALTHULATLUA
(calcium casienate) %38 wAaLReUAaBLSA (calcium chloride) K30

(J [d =
AU ULARLT Y
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LNAOLABTBNYBINTATNIN (calcium salts of citric acid) e
wAaLgENNgLaLun (calcium gluconate) 38 uARALTELNALYLS
Woan (calcium glycerophosphate) w30 waawdelansonlen
(calcium hydroxide) 30 LAalfeu-uaa-wdnma (calcium - L-
lactate) 30 WAALTULLANIA (calcium lactate) W5e LARLTYL
panlen (calcium oxide) ¥3e waaL@oNNsaNlotun (calcium
propionate) %39 wAaLTeunaanlaLudn (calcium phosphate
dibasic) 30 uaaLByLlngIn (calcdum pyruvate) vi3e inde
wAaLFaNYBINIARRSIWeENeSA (calcium salts of
orthophosphoric acid)

13.

Tulefu (Biotin) 38 A-tulafiu (D-biotin)

22.5 - 150 hulasnsy
Auandululefu

14.

Anndiu G (Vitamin C) 58 nsauea-LeaAastn (L-ascorbic acid)
730 LAgU-Loa-waanasLun (sodium-L-ascorbate) 38 LAALTL-
Woa-LaaAesLUn (calcium-L-ascorbate) #38 IWUALGULU-lLoa-
WaaABILUA (potassium-L-ascorbate) 130 Loa-Loganasta 6-Lnad
W (L-ascorbyl 6-palmitate)

9 - 60 HadNSU AU
udeniiu @

15.

wuni@eL (Magnesium) %30 LUNT@ENLOTNA (Mmagnesium
acetate) #39 uunil@oualluLoTAALan (magnesium amino acid
chelate) 30 wunfl@anAISUBLUA (Magnesium carbonate) 38
wunil@eunaslss (magnesium chloride) %30 wunil@euginsm
WNan (magnesium citrate malate) 38 wunfi@eanglaium
(magnesium gluconate) %39 wunili@eunagolsnaaLns
(magnesium glycerophosphate) %39 wunil@esulonsonlan
(magnesium hydroxide) %39 winilifenlas@dinn (magnesium tri-
silicate) w50 wunil@eulnlaan (magnesium pidolate) %3
wunii@eunnian (magnesium malate) e wunil@eunglaiguin
16 (magnesium glucoheptonate) 3o WNABLNNTLTIUVDINTAT
130 (magnesium salts of citric acid) %50 ndoLuNTTINYDINTA
posluneanasn (magnesium salts of orthophosphoric acid) 38
wunil@euteni luarduneas (magnesium ethanolamine
phosphate) 139 wunill@uuudnine (magnesium lactate) 3o
wunfi@eneanlen (magnesium oxide) #3o winTi@uudan

(magnesium sulphate)

52.5 - 350 dadnsy
Auranduiunideu

dunsuinniunseussandalilanmvuald Tidulumufidninnueuenssunmsomisuazen

UszMANNUA 1AgAUILTDUTDIAUENTTUNITEIMS (U @5 293)
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1. | woa-53tetiu (L-threonine) ¥ise Auea-s3tetu | bty 350 faansy (Awiandy woa-sslatiy)
(DL-threonine)
2. | wea-Wilavzaiilu (L-phenylalanine) 5o laiAu 700 fiadnsu (Fuaandu wea-iidasoy
Auea-Nilaorartiu (DL-phenylalanine) antlu) %3
Isauiungulnls@u Ysunasiudaslaiiiu 700
faansy @y wea-Hilasrarily siufu
woa-lnlsgu)
3. | woa-wlslodiu (L-methionine) %3 Auaa- laiiiu 650 Tadnsu (Awanduea- wisledi)
wlslediu (DL-methionine) wse fA-wlslotiu | e
(D-methionine) Isuiunaudadiu Usunasiusaslaiiiy 650
faansu (Muwandunea-wlsledu siuiu uea-
FaAiu) w30
Tg5mfunquiamduy Ysinausiudeslaiiu 500
faansu (Fuiandu wea-wlslediy sauiu
LOA-TALNDU) 130
Tinguwlsletiu saudunquiainu uasngudawm
AU USunausiumedlaiiy 500 Jaansy (A1ua
Wy woa-wlsleliy souiv woa-3aiiu uay wea-
Fanndn)
4. | woa-gu (L-leucine) w38 Auaa-gdu (DL- T3iifin 700 fadnsu (Aurandu wea-giu)
leucine)
5. | uwea-ladu (L-lysine) w50 woa-ladulululalas | Liiu 600 Sadnsu (Fruwrandu weoa-ladiu)

Aanlsn (L-lysine monohydrochloride) %38
woa-ladulalaspanlsn (L-lysine
hydrochloride) %3 woa-ladu o%inn (L-
lysine acetate) #39 Loa-laduusa-Loanis
wn (L-lysine L-aspartate) #3ouoa-ladu
woa-ngaus (L-lysine L-glutamate)

woa-21au (L-valine)

sl 500 faansy

Woa-91534u (L-arginine) 3o woa-a153tuly
lulalnsmanlsn (L-arginine monohydro
chloride) #30 woa-a153tiulalnsraslsn (L-
arginine hydrochloride) %39 waa-01331u
woa-nantue (L-arginine L-glutamate)

T3iiAu 1000 Hadnsu (At woa-a1530w)
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8. | wea-lalagdu (Lisoleucine) w3e fAwea-lelug | Luifiu 500 fadindu (Auanulu weoa-lolegdu)
gu (DL-isoleucine)
9. | waa-ngmiiu (L-glutamine) LaliAiu 2000 Hadnsu
10. | woa-ngmlsleu (L-glutathione) sl 250 fadnsu
11. | wea-ASHAU (L-carnitine) #3e woa-Amsuiu | laiifiu 500 Aadnsu (Aulandu wea-Ansiviu)
WBA-NUNTN (L-carnitine L- tartrate) %39
Wea-ASNTUNINTN (L-carnitine tartrate)
w38 woa-ATiiiu Wulsm (L-carnitine
fumarate)
12. | uoa-ganu (L-cystine) lslifiu 650 Tadnsy (Aunaudy uea-Badiv) e
Isuiunguwlsloliu Usunasiudeslaiiu
650 fiaansu (Aulandu wea-Bafiu sauiu
wea-wwlslotiu) wie
Isuiungu@amdu Usunasiudaslaiiiy 500
feansu (Fuiandu wea-Badiu siufy
LOR-TALNDU) 130
Tnquaaiiunuiungualsleiuiasngudamdu
USunausiudaeliliiu 500 Aadnsu (@uandy
waa-lslallu TiuiuLea-TaviuLazLea-Tandy)
13. | upa-Bamndu (L-cysteine) ¥se woa-Bawndu | liifiu 500 Saansu (Awiaady woa-3awmdu) e
lalasaanlsn (L-cysteine hydrochloride) Tsuiunguwlslotiv Usunasudesliiu
e wea-tawdulululelnsmaslsa (L- 500 faansy (Furandu wea-Bawndu sauiu
cysteine monohydrochloride) uaa-wulsladiu) wie
I5miunaudadiu Usunasiusaslaiiiy 500
faansy (@wandy woa-3awmdu siuiu wea-
Faniu) ¥3o
linaugawmduriuiunguulsletiuwasdany
USunausiudedlaiiiy 500 Jadnsu (Awandu
woa-wlslofiu Taiu Lea-Baiiu uay Lea-Tawmdy)
14. | no3u (Taurine) T3t 3000 faansu
15. | woa-lnlsdu (L-tyrosine) Ay 700 fadnsu (@wandu wea-lnlsdu)
wIeldTiniunguiltiasraiilu Usunusiusosly
\iu 700 faansy (Mwandy woa-tnlsdu sau
U woa-Wilaszaniiu)
16. | woa-a0siviu (L-omithine) v3e wea-oastiyiy | Liifiu 500 Aadnsu (Aulandu wea-oasiiiv)

lelasmanlsa (L-omithine hydrochloride) 113®
Woa-0a3 U ULaNS WA (L-omithine aspartate)
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(Draft) ASEAN AGREEMENT ON REGULATORY FRAMEWORK FOR HEALTH SUPPLEMENTS
16 May 2017, 24 TFRF

The Governments of Brunei Darussalam, the Kingdom of Cambodia, the Republic of
Indonesia, the Lao People’s Democratic Republic (Lao PDR), Malaysia, the Republic of the
Union of Myanmar, the Republic of the Philippines, the Republic of Singapore, the
Kingdom of Thailand and the Socialist Republic of Viet Nam, of the Association of
Southeast Asian Nations (ASEAN) (hereinafter collectively referred to as “Member States”
or individually as “Member State);

RECOGNISING the importance of ensuring safety, quality and efficacy/claimed benefits of
Health Supplements in order to protect consumers in the ASEAN region;

NOTING the diversity of regulatory regime in consideration of the national context,
capacity, priorities and legislation;

INTENDING to harmonise and implement the technical requirements and guidelines for
Health Supplements so as to reduce technical barriers to trade in the ASEAN region and
contribute to the ASEAN Economic Integration initiatives without compromising the safety,
quality and efficacy/claimed benefits of these products;

HAVE AGREED AS FOLLOWS:

ARTICLE 1
OBJECTIVES
The objectives of the [ASEAN Agreement on Health Supplements] (hereinafter referred to
as “Agreement”) are:
a. to enhance cooperation amongst Member States in ensuring the safety,
quality and efficacy/claimed benefits of Health Supplements marketed in the
ASEAN region; and
b. to facilitate trade of Health Supplements through harmonised technical
requirements and guidelines without compromising the safety, quality and

efficacy/claimed benefits of these products.

ARTICLE 2
DEFINITION
For the purposes of this Agreement, “Health Supplements” means any product that is
used to supplement a diet and to maintain, enhance and improve the healthy function of
human body and contains one or more, or a combination of the following:
i.  vitamins, minerals, amino acids, fatty acids, enzymes, probiotics and other

bioactive substances;
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i. substances derived from natural sources, including animal, mineral and
botanical materials in the forms of extracts, isolates, concentrates, metabolites;

ii.  synthetic sources of ingredients mentioned in (i) and (ii).
Health Supplements are presented in dosage forms and to be administered in small unit
doses such as capsules, tablets, powder and liquids and shall not include any sterile

preparations such as injectables or eye drops.

ARTICLE 3
GENERAL PROVISIONS
Member States shall undertake necessary measures to ensure that Health Supplements
which conform to the provisions of this Agreement and its Annexes may be placed on the
market.

ARTICLE 4
SAFETY, QUALITY, EFFICACY/CLAIMED BENEFITS AND LABELING REQUIREMENTS
1. Health Supplements placed on the market must not be harmful to human health
when consumed or applied.
2. Health Supplements shall comply with the conditions set out in the Annexes to this
Agreement, as may be applicable:
a. Annex | — ASEAN Guiding Principles for Inclusion into or Exclusion from
the Negative List of Substances for Health Supplements;
b. Annex II — ASEAN Guiding Principles for the Use of Additives and
Excipients in Health Supplements;
c. Annex Il = ASEAN Guidelines on Limits of Contaminants for Health
Supplements;
d. Annex IV — ASEAN Guidelines for Minimising the Risk of Transmission of
Transmissible Spongiform Encephalopathies in Health Supplements;
e. Annex V — ASEAN Guidelines on Stability and Shelf-Life of Health
Supplements;
f. Annex VI — ASEAN Guiding Principles on Safety Substantiation for Health
Supplements;
g.  Annex VIl — ASEAN Guidelines on Claims and Claims Substantiation for
Health Supplements;
h. Annex VIII — ASEAN Guidelines on Good Manufacturing Practice for
Health Supplements;
i. Annex IX — ASEAN Guidelines on Labeling Requirements for Health
Supplements; and
j. Annex X — ASEAN General Principles for Establishing Maximum Levels of

Vitamins and Minerals in Health Supplements.
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3. The Annexes to this Agreement shall constitute an integral part of this Agreement.

ARTICLE 5
PRODUCT PLACEMENT
Health Supplements should only be placed on the market upon the granting of marketing

authorisation, as applicable, by the regulatory authority of the respective Member State.

ARTICLE 6
POST MARKET SURVEILLANCE
Member States shall ensure that post market surveillance is in place to handle early
warning of any adverse events and/or other product safety issues that may occur and

shall take appropriate measures to ensure consumer safety.

ARTICLE 7
INSTITUTIONAL ARRANGEMENTS

1. The ASEAN Health Supplements Committee (hereinafter referred to as “AHSC”) is
hereby established to be responsible for the implementation of this Agreement.
2. The AHSC shall develop and adopt its rules and procedures.
3. The AHSC, in performing its functions, shall make its decisions by consensus and shall
be responsible for, amongst others, the following:

a. Coordinating, reviewing and monitoring the implementation of this Agreement.

b. Amending the Annexes to this Agreement, by reviewing and updating the Annexes

to this Agreement, without recourse to the written agreement of all Member States as

stated in Article 11 (1).
4. The AHSC shall consist of one official representative from each Member State’s
regulatory authority. The representative may be accompanied by their delegation at
meetings of the AHSC.
5. The AHSC may establish any scientific body, as appropriate, to assist and provide
technical or scientific advices in connection with the implementation of this Agreement.
The scientific body shall develop its own rules and procedures to be approved by the
AHSC.
6. The ASEAN Health Supplements Industry Association may be invited to meetings of
the AHSC and may be consulted on matters concerning the Health Supplements industry.
7. The ASEAN Secretariat shall provide support to the AHSC in coordinating and
monitoring the implementation of this Agreement and any other matters relating thereto.
8. The AHSC shall, with the support of the ASEAN Secretariat, report the progress of the
implementation of this Agreement to the ASEAN Consultative Committee for Standards
and Quality (ACCSQ) who may, as appropriate, provide policy guidance and

recommendation on matters relating to the implementation of this Agreement.
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ARTICLE 8
SPECIAL CASES

1. A Member State may restrict or prohibit the marketing of Health Supplements in its
market, as it deems appropriate, for reasons specific to the protection of animal, plant life
or environment and cultural or religious sensitivity.
2. A Member State that places a restriction or prohibition on specific Health
Supplements shall notify the other Member States not later than three months after the
date on which such a restriction or prohibition is placed with the reasons thereof and
provide a copy of such measures to the AHSC and the ASEAN Secretariat within the same
period.

ARTICLE 9
IMPLEMENTATION

Member States shall undertake appropriate measures to implement this Agreement.

ARTICLE 10
DISPUTE SETTLEMENT
The ASEAN Protocol on Enhanced Dispute Settlement Mechanism signed on 29 November
2004 in Vientiane, Lao PDR, and amendments thereto shall apply to the settlement of

disputes concerning the interpretation or implementation of this Agreement.

ARTICLE 11
AMENDMENTS

1. The provisions of this Agreement may be amended by written agreement of all
Member States.

2. Notwithstanding paragraph 1 of this Article, the Annexes of this Agreement may be
amended by the ATMC in accordance with Article 7(3)(b) of this Agreement. Such
amendments shall be administratively annexed to this Agreement and shall form an
integral part of this Agreement.

3. Any amendment shall not prejudice the rights and obligations arising from or based

on this Agreement prior and up to the date of such amendment.

ARTICLE 12
ENTRY INTO FORCE

1. This Agreement shall be subject to notification, ratification or acceptance by all
Member States in accordance with their respective internal requirements necessary for its
entry into force.

2. [This Agreement shall enter into force on the thirtieth day after all Member States
have notified or deposited instruments of ratification or acceptance with the Depositary
upon completion of their internal requirements, or on [31 May 2023], whichever is earlier.

For a Member State which notifies or deposits its instrument of ratification or acceptance
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with the Depositary after [31 May 2023], the Agreement shall enter into force for that
Member State on the thirtieth day after the date of its notification or deposit of its
instrument of ratification or acceptance.]

3. The Secretary-General of ASEAN shall promptly notify all Member States of the
notifications or deposit of each instrument of ratification or acceptance referred to in
paragraph 1 of this Article.

ARTICLE 13
DEPOSITARY
This Agreement shall be deposited with the Secretary-General of ASEAN who shall provide

a certified copy thereof to each Member State.

IN WITNESS WHEREOF, the undersigned, being duly authorised by their respective
Governments, have signed this Agreement.

DONE at ...cccooreevee. on.....(date)......., in a single original copy in the English language.

FOr oo,
(NAME IN BOLD AND CAPS)

(Designation)
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