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Abstract

The objective of this research was to develop the guidelines on claims and claims
substantiation for herbal products which was suitable for the context of Thailand.
Documentary research was used by reviewing and comparing the guidelines on claims and
claims substantiation for herbal products in the selected countries. i.e., ASEAN, Australia,
Singapore, Malaysia and Thailand. The results showed that “ASEAN Guidelines on Claims
and Claims Substantiation for Traditional Medicines and Health Supplements”, the standard
guidelines for ASEAN countries, was more comprehensive and flexible than the guidelines of
other ASEAN countries including Thailand. However, the ASEAN guidelines did not cover all
herbal products. The Australia guidelines was the most comprehensive when compared to
the other countries but did not have the specific criteria of traditional medicines and herbal
supplements. Therefore the ASEAN guidelines and some parts of the Australia guidelines
were used as the references to develop the guidelines on claims and claims substantiation
for herbal products in Thailand. The drafted version of the guidelines on claims and claims
substantiation for herbal products in Thailand was prepared, consisting of the followings :
1.) Introduction 2.) Objective 3.) Types of herbal products 4.) Key principles of claims and
claims substantiation for herbal products 5.) Guidance of claims and claims substantiation for
herbal medicinal products 6.) Guidance of claims and claims substantiation for herbal health

supplement products 7.) Notes and 8.) References.

Keywords: Claims, Herbs, Herbal products
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Uszwaluawdou 2 Uszna tonn denlusdadulsemannauindl wazuta@edadulssmanids

U 1 a U
WauwudgInuUssnalne

4.1 1nan3i38d “National policy on traditional medicine and regulation of herbal medicines:
13)

‘ o (
Report of a WHO global survey” lagasanisouisielan

NTIENUVIRAnTauIdelannudl ssuunsAvRuitiuguandnfusiayulnsianiy
wansnaiululuudagUseing wu nsivuameuwazsnisiaussianadndaiayulng Inondndue
ayulnsviafertueradaluemns (food) emnsileritu (functional food) HaAmAtueiLaIEIMT
(dietary supplement) #3o8131nayulns (herbal medicine) luwsiasUseinesiiagiu Fuifuszuums

o w =

auAuiiugua nguane ngszileuvesusazlsenadailnduniseindenisivuawuinianis

(%
o w v

AIUANMINUAKE SaunaviilAnAuduaudegiguazfuilanaiy anuvimend1Ayign Ae
Uszihuneaiuaiulasnde Ussdnsain uagAuninvesenainayulnsivaidaeiuiunising

= a o
ﬂ{]igLUHUWLWQQW@LL@%LV@JWS?‘N

ssAnmseunsielanlsvihnsdsaussmaandn 131 Ysema eafunsauauifuguasn
anayulng lnedadsziannieszdunisarvauntadu 7 Ussianldun ordmminganludasn
(prescription  medicines), g1sminelnglddesiludeen (over-the-counter medicines), 817
Uszvrsudenlylaies (self-medication only), e131nayulng (herbal medicines), wansnuLasy
91113 (dietary supplements), 8171380 (health foods), gmsfleidulfunctional foods) uag
3 InswiarUssmaanunsadentduinndt 1 Useinn nudn endminelaglidesiiludeen (over-
the-counter medicines) l#§unsidenunniign (97 Useina) sesasuaudfude erdmnena
Tudaen (prescription medicines) (50 Useine), nAnSnTiasue g (dietary supplements) (47
Uszina), enfivszamudentdliios (self-medication only) (40 Uszine), g1anayulng (herbal
medicines) (25 Uszina), 91913gUNW (health foods) (15 Usgine), o silardu (functional
foods) (9 Useme) uayliifinnsaiuay (23 Useine) uenantuil 13 Uimmﬁm’fwizm‘mmimuau
LLU‘U?}uq wenandisvuals laun HANSuIgunIN (health products), \A30981919 (cosmetics), &1
wiulusia (traditional  medicines),  #1@yulns (herbal — remedies), gl UsEAUUIEADS
(supportive medicines), lgilaw15 (homeopathic) miaaﬂﬂmémﬁamwLLazIIJ{LUT,@aﬂ

(bioactive and probiotic substances) wag WanAMTLEINUTENILEDN (complementary products)

yenantussAniseuiolanldinisdisaiaieafunsnanidrawandas (claims) Fesuvadu
naeUsEnn Lawa N13Na13919m1en1knng (medical  claims), 113N18138719M19g80 0 (health
claims), A19181919UTUIUAITOIMT (nutrient content claims), N19N@19719LATIATIY/N15917
Wil (structure/function  claims), laifinsnana87e (no  claims) wag n1sna138198uY (other

claims) wu31 UsewAanndulvgjSevay 73 (103 Ussina) aug1alidniind1iensld laen1snan
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STNUNINTGARAD N1INA19819M19N15UNNE (medical claims) (Faag 87) N1INEIONNAUNMN
(health claims) (308ay 60) N15NE13919UTUIUAITBIMNST (nutrient content claims) (Seeaz 48)

A15NANDLASIASI/NANSYINUTNT (structure/function claims) (508ay 38)

42  @na1sised  “Potential  information  sources on  market  authorization  of

complementary/herbal medicine ingredients” lag) Therapeutic Good Administration e

897U Therapeutic Good Administration Usginrieaaiasiae laanvienans “Potential
information sources on market authorization of complementary/herbal medicine ingredients”
Version 1.0 theunguniay 2558 iWunissiusiudeyalavasuidrdgiieriussuuniseyqsli

Imhggnainveininsdueigtayulns/smiaien (complementary/herbal medicines) luusgine

'
&

199 Lawn aaaLnsidy Ju anamglsy 8a1d Lusasuaud gy tnnald wensnald dealus

o

AINLYDIHAUA UaTansTaLENT

4.3 N13An®ILSes Legal regulations of complementary and alternative medicines in different

countries Ipg Ajazuddin b8y Shailendra Saraf 1)

Junis@nwsiusiusiedeniisauarvauiiduguasiayulng nfeudientinfiaiy
v a o A O 1 i | a =
SuravoUnaNUAUNNeAIMUIBUYRIUTEMAR9953 43 Useina \u paamsiay lualded uauin
wosudl Wiuaa duladi@s QUu 1n1md wazandgowsn Wudu 570919590503 18T0UUINIG

wannaaneInuenayulnsvesesinmsewselan 1w

- Guidelines for the Regulation of Herbal Medicines in the South-East Asia Region
- WHO guidelines on Good agricultural and collection practices for medicinal plants
- Quality control methods for medicinal plant materials Dudu

16-21)

o 1 1 1 1% o U a v U a (
4.4 ms%aaummmmmaqmmmLLasmiﬂanmqm‘vﬁumamﬂm%agﬂwﬂuﬂimmﬁmgame

ludsemaanigewsni nandamnayulngisendn “Botanical  products 38 Botanical
preparations”  aglun13AIUANMAUALAYBIMIUIENY “US. Food and Drug Administration
(USFDA)” Botanical products wuailu 2 Uszinnudn 1aun Botanical drugs wag Botanical dietary
supplements ﬁau“lmy'mamﬁm%agulwﬁaeﬂuﬁmmmmﬁuaaam%’gam%ma‘]’mLi‘]u Botanical dietary

supplements

4.4.1 N13U0UNYINTINUIUEAAIALALNISNA1IINEMSUNER T Botanical drugs

saa 1

Wansiua Botanical drugs \undnduandynyuneldlunisitady Snwn ussn Josiu
Tsn Fsdmfueimungmune Federal Food Drug and Cosmetic Act (FD&C Act) 1938 (and revised
edition) Faoradmdu nonprescription drug (OTC drug) %38 prescription drug N13Y2BULYIN

Idggnainuazn1snaIesdmiuningduel Botanical drugs d518azidean1u Botanical Drug
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Development, Guidance for Industry (December 2016) dn¥inlae Center for Drug Evaluation
and Research (CDER), USFDA glaUszasAazdnniienansins Botanical drugs siplnisosiurve
Funzidouuszam NDA (New Drug Application) luguuuu Electronic Common Technical
Document (eCTD) uazdasldsuoynyinain USFDA roudsagsmendnsusitusongnainld Tng

wangIutayad Ay fsduanIeNansiugl Botanical drugs laun

Y

- dnwgHAnduswazonanstayaUsraunisainisleluau (Description of Product and
Documentation of Prior Human Experience)

- NMIAVANAUNIN (Quality Control)

- nsUssiiuaudasasesudilifleaddn (Nonclinical Safety Assessment)

- MsAnwIAUAdYIng1adiln (Clinical Pharmacology)

- doyandngrusundinifAsafuuszaniainuazanutasads (Clinical  Evidence  of
Efficacy and Safety)

- deyandngiuiilefigaiainunsfivesssdnsuanisinel (Evidence To  Ensure

Therapeutic Consistency)

- IMINTUNIIMUIEEBNgRan (Post-marketing Considerations)

4.4.2 n13380YYInTIIegnalaLarn13na1I8edmiunindue Botanical  dietary

supplements

M1UNgMIY Dietary Supplementary Health and Education Act (DSHEA) 1994 fn@nfaa
SuRasounansue dietary  supplements NNAAWTOT1MUI8I1UaDANY LazdDAIIUNEIID
. IS Y LY ] = 1 o LA a v 3 a v 6 . (-4
(claims) waﬂgmauuaqmwmwaﬂwﬂmmﬂamm AetU wand dietary supplements laidesve
AUNINIIN USFDA  neudmiegnatnuazlidesdudoyananguatduayuainulaondevse

Usdvinavesndndadiliineuvsendadmiiusengnain

dmiundnsine dietary supplements 1Usgnousie new dietary ingredient NN
MvualidesUszdiudeyannulasndouatayasug neudmuieeangnainlagnanvsegdving

Y

AD99ALI (notify) sia USFDA uazfpiuanideyaninuuasnsievesasningi?

MNNYVINY ANERaNNTaNa1I819eUdlY/AuUsElevivemansiue dietary supplements
19 3 wuufe N13n1819919M19890 1N (health claims) N15N813819LATIA319/U119

(structure/function claims) wWaEN15NANIDNIUSUIUE1TDINS (nutrient content claims)

N13NA1I819N NGV (health claims) AparuN1TUsEEILLAZOUY NN USFDA faulay

USFDA ladnvinUay@isemsnandnmeauniniilasueysn (authorized health claims) d@uns
na1eeeulasIai1y/ming (structure/function claims) liidesveauginain USFDA sl fudn
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a 6

wazdmiefesdindngrufigaiiieduiuindennunandtuiuaiusduaslivihlidlaie  Taed

Y

YAy (disclaimer) szU1 “darnunisnanianadlilaniunisusediuain USFDA wavnansiaed

]

feuyminglalunisitades Snwn visedesiulsn”  MAuARfUToAUNE1IDNTULALADINIY

(notify) #ia USFDA anglu 30 Jumdsaindnniigesndnainasauwsn

A19Na179719U5U10@15919115 (nutrient content claims) L HUTaAUNLANITLIUAITDIMNS
Tun@nsiug USFDA 1adnyvinUeyfisnan1snisnanenelinnaianse s (nutrient content claims) &4

NARLAZIINUIYA DI LTV AINUAIUNA NN UNAINET?

eXe

)

° ' | 1 v 0 ) a o ¢ (22-26
4.5 ﬂqﬁmaawmqmﬂqﬂuqﬂqmaqﬂLLa3ﬂ'1iﬂa'nE)']Qa'ﬁ/ﬁ‘UNamﬂm%ﬁﬂ!u\lWiﬁLuaWﬂqWEﬂiﬂ

o w a [ 6 1 Y @ (% =
n1sarvAuifuauandndunayulnsluanaimglsvenauddlaidu 2 Ussianudn fe

nanuieayulng (Herbal medicinal products) waznansiniasuemns (Food supplements)

4.5.1 MIYeaYYINMIIUEAaIALarN13NaNSEInTuEnSuateayulng

nsveauaNANARAAiEayulng (Herbal medicinal products) tiles1viinegnatnlungy
UszinaannBnanainglsy dndunisaiunguuisuazngseideuiisadesldud Directive
2004/24/EC, Directive 2001/83/EC, Regulation (EC) No 726/2004 Iaeuuadu 3 Yasmslaun

1. mstunsdoundndusiorayulnsidnisldnuesdanuiunilusa (Traditional use
registration) fndninausinIstuienans e

- lidesBudeyanisinvmsaddnmniifeyannuasnsouazusavsamudn

- dhulvgiussiiuandeyadedenuanulasadeuasused@nsam (bibliographic safety
and efficacy data)

- fosdimslidunaegrsiesiian 30 U lnedeulunsldlu EU Hunaedsiesfian 15 U

2. MsveruIndvegnaInkanduseayulnsnivangudeyanisldnlasuniseeusu

Wueened (Well-established use marketing authorization) fiudninueinisiulenans fe

v = [y ¥

- foyanisfinwiuansindendrdgiindngrudeyanislinlasuniseensuuegsiniely

X

a a

EU Junanegtesdian 10 U lnefiuszdninmuazanudasasioifuiiveusu
- diulvgusziiuandeyadnedswnuanulasasdielasUsednsain (bibliographic safety

and efficacy data)

3. nsumveluuliedlag WiswuUnNay (Stand-alone or mixed application) oA
nandugieayulnsmiluayulnsvlinlnidviesnnsoulni (new  herbal  substance/herbal
preparation) HAANUNIATTULNATT A

[ ;Y

- YayarmuUsEAnSnmuarauUasnieannsITeIALIVRIUTENLEY Yi3e



20

- YOYATY 2 WUUAD INATITYWMUIVBIUTENLEY Uazdoyas1edanunulasndoway

UszanSnw (bibliographic safety and efficacy data)

weanINUU nARSTeayulng (Herbal medicinal products) NnUsean fesdulenaIsn
AMNIMANULUU (Full quality dossier) sauvisdarinundus lown nannaueiIsnisnalunsuan

(Good Manufacturing Practices : GMP) Fariuuniienfiuniwuzussyuasaan s

4.5.2 M3YeaUNInMggaaInLarn1INaNeNEmTuRandueEuaIMS

n1seugIndiiegnatnd miundnduiiaiueimsanayulnsasiuiungvungusias
Uszina Feoraunnsnsiuluusiazuszme Tnaliladingvunefldsindu (not EU harmonized) d@1wsu
nsnaeuUsElevivewmandugiasuoms anamglsuingseileunldsiuiume “Regulation

1924/2006 on nutrition and health claims made on food”

n13nandnulsslevidiualsemiswasgunindeslasuayninneudailuldld Tod
s19n13nasnaUsEleviduaseunsildsusygnnazdeulunisldusnglunanuines
Regulation 1924/2006 Yay@snensnamdnnulsylovidugunmiiAeaiunifivesianieildy
oygauazioulunisldusinglunianuinves Regulation  432/2012  Uny@s1en1snanisns
Adstlovtifuguamiiisnfunisananudsanisifnlsanldsueyyinusinglu Decisions uon
f1emn uenantiudall EU Claims Register titelddumnmsnandsanuslevifuaunmilézu

UMYV

msiindadariayulnseradiviedndueviendadueiaiuomis wariudinasiideui
Tguiuluannmglsy winUsngiusazdseinaonafiarsandnussnnuandunii eafuiananaiy

[N a [ ¢ a [ v & a o &  a | v & @V v
VLG]LGU‘L! NANAUILALINUB1ITAT UNER SUTET LIS IUUIUSEINA LLG]UNiJi%LVlﬂEJ'W"\]@L‘U'L!Eﬂﬂl@

MINNGMLIE Directive 2002/46/EC Mviuadn ANUsEaIAdzINdmgnaninaaTuoms
TAUYDIALAWONUIBITUAIUANATUALAYBIUTEIMATUNTBUAILRAINVBINAN A ua

(27-31)

4.6 M3veauInTMegnaIuazn1snasdmsundaiasaulnslulssnAseansdy

ludseinmeaainside  wandunayulnsdneglundndusiuszian Complementary
medicines 1o

1) Herbal medicines wuefis snifayulnsiludiuusznoundn Tasayulng (herbal

' '
a A =

substances) ¥18fe HaRNANTY wardsddInaugndaduiiy

2)Traditional medicines 8@y efiflduusznovvesity & waz/Msoussmdaduluaiy

(% Y

BIAANHT AUWE WuULKULUTId (Traditional use) NiivdngutenansatuayuNUsEaunsainig

Iazaulurisiateniuiy 3 Jueiy visUszana 75 U 1w ouaulusnndy emuNueNgsn 81ved

YN agenayulnsaung Tumn



21

3.) Nutritional supplements NEAFMINETNBIMNTNINITNA1IBWNIGVAN

N894 Therapeutic  Goods Administration

(TGA)

lopanudnwnael “Australian

regulatory guidelines for complementary medicines (ARGCM) Version 8.0 (April 2018)” ey

v a

Tayaingdnungvung ngiedeu waznaninueisiegineItesiundn doe

medicines

Complementary

ludsewmeeaawsiie nandugnldsnuilsa (Therapeutic products) AaadngnszuIunisi

138091 “Australian Register of Therapeutic Goods (ARTG)” fiaudeazlasusugnlviind desen

a =) [ 1 4
Han M3edmUnYla

N3¥UIUNT ARTG d1mSU complementary medicines wiadu 3 damiamuseaunuLdes

YoINanSuNTUAUEAINUTENOUME Uagdaudld (N13na19819m19gunTm) Taun

1.) g1amLkad (Listed medicines)

2.) #19nL39NA09UTEIU (Assessed Listed medicines)

3.) e1UNIUU (Registered medicines)

Fousldusonsnanndamsguainwdadu 3 szaumuanudsdliun

- AU (Lower risk) lauA MsiESuai1agun1w (health enhancement) n13U154

gun (health maintenance) NMsdasiun1svine s

- AnUAssUINNan (Intermediate risk) lawn A15Ua9iu US53N #35nBL5A BINSRAUNR

a & A oy .
Vﬁ@ﬂ?qNLﬂUﬂ38W1M37§JLL3\7 (non-serious form)

- ALAIES (Higher risk) loiun nsdeaiu usain sesnwilsa e1nsiauni viendny

<@ I a v .
RUUIBTUATIBLTS (serious form)

nsztisunansnani

'
o w

F1AYVDINTTUIUNTT ARTG

medicines 714 3 Yo7 @sulanuandlunsian 1

1 UNARAWY complementary

dl a o fdl o U o o | o o a U 3
A13199 1 ngszideunaninaunidfsy d1msudeanienisveayainlu ARTG  dmsundnsdaue
complementary medicines (UszinaoaaLnsiae)

Yy ady a X a
~ o g1AALANANDIUTTIUU YIVUNSLUEU
nfIzUYY YA ) )
v . . . (Assessed Listed (Registered
wanLnN (Listed medicines) . .
medicines) medicines)
o o o 9 v o A o 9 v o A o 9 v a
281 fgfimuualinude® | deinvualinudyd | drerimvuslinudyd

(Ingredients)

“Permissible
Ingredients
Determination” Wagfa9
Leglusenislaludad

“Permissible
Ingredients
Determination” Wazf94
Lieglusenislaludad

“Permissible
Ingredients
Determination” tha g /
nIofruieogludeyd
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o Y g1 N oUsTLiiu g1FunzLey
ng szl P1AALIY ) _
o ¢ ) .. (Assessed Listed (Registered
WanLnaN (Listed medicines) . .
medicines) medicines)
“Poisons standard” “Poisons standard” “Poisons standard”
lailasnen1sn 4, 8 way 9
v 1 v v 1 Y A 1 4 £% 1 ¥ A 1 % £% 1 v oA 1 v
Jausly YaUalr3anN15Na1InNe | VoUSlINIBNITNEIDNN | VBUIINIBN1TNa1I919

(Indications)

VNIAUNINAILFE I
AU ATI9N ST UGN
oy (List of

permitted indications)

yIgUNANIEDIUL
nansTAunId
emsteudldiieygyn
(List of permitted
indications) weilyleta
yaldmmidssganazen

mmmmwmmﬁmqﬁa
Tivangiaglatuenan
WS eEanus ides
Uszilluazdaudlyseau
Urunansuasen

msBumea | N35UTeImULe (Self- N3TUTINULDY (Self- AesruNsUTER UG
(Application) | certification) 31U{U# certification) AU sUkuUNaudmUIgeeng
MUnVEne NIy | Aunw (quality) wae nam (Full pre-market
naNNNUIENIS ANUUaannY (safety) | assessment)
TnRsIunIsUTELIY
AUUTEANEA N
(efficacy) NOUTINUIE
28NgRANNA
vangrudoya | néngrudeyaifiulififiu | néngruteyas MANFIUTRLAR LA
(Evidence) | ANv® Usedndnn (efficacy) | Uaonde (safety) Au

NV HTETIUNEE
TGA newdmigesng
nAA

AN (quality) tay
Useansnn (efficacy)
Ao uNsUsELEulaY
TGA newdmigeeng
nan

fiun Therapeutic Goods Administration. The three-tiered risk-based framework for

complementary medicines. 27 March 2018 0

o 1 ! ! 1 o U a U 6 d 1 (
4.7 M3veaunTmegaalnuaznisna1nesdmsundndasiayulnslulssmagu

32-39)

Tudszwadu wdndnsiayulng (Herbal products) wialu 2 Uszianman loun

1.) Traditional herbal medicines

- Kampo products %38 Kampo medicines tJuansannms onauwisfivinunandiunauvesen

anulnsNsssueIA

IS o a

fidurudeanedulumanazitaunslutuuresgUuilussszaeniuiy
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- non-Kampo crude drug products Usnausigiieningauayulnsyiafeivsevaigviia

lngnssagnssisulidulunumannisves Kampo medicines widulusuganssinsugiudiu

[

HENSM9l Kampo Wag non-Kampo products Aesduliungideunauesanimiiegnain

[y

Toyananidrfylunistudvelaun YayasmuamnILazteyan NeIAANTRNUlUTI

o

2.) Food supplements

- FOSHU (Food for Specified Health Uses) ilundnsdndiasueimsiifinnsnanadng
AUsEledMuguAInLULLane (specific claims) lunsiilinnadesneanienseussmin1ens
AUNNUNYTZNT

- Non-FOSHU (#3#li3enin “Health Foods”) iunanfnsiaduemsfiuaninisna1néns
nsguamiialy wagnandmiifivesanse sl InevulanIn1snaEmIsEuAMLUUIaNE

wanfoel FOSHU 1HundndnsiaTuemsfideariunisuseifiuayldueyginnouds
Smiregnanald Tasduenarsteyadiuamnin Uszansam wazanuvasass drundnsiosi
Non-FOSHU lsifiasuaatye

o 1 ! ! 1% o U a LY & a 4 (40-42)
4.8 mwaayﬁy’lmmmaqmmmLLazﬂﬁﬂEmmqmmumammsmaagulwﬂuﬂizmﬂaqﬂiﬂi

luusginadanlus wandusayulnsdneglundndugiussian  Complementary  Health
Products laun

1) e1unuiu (Chinese Proprietary Medicines) vunefis naasausiendnsazuiiusenousiey

gndAgyrilavlavisennnimunniiy dnd veussin visenauiu Failndngruenarsteyanisidlu
gIunUlUTINAY

2) ewiulusiad (Traditional Medicines) oA NAAAUNELNUTUSINWAY hazdULRY

Tnedetaztoudltsauduluniuenanssnedeiisusunulusuietaq

3) wandalasuguaIn (Health Supplements) waneds wandaanIingUszasAldasy

onsilenuUszlevifiinnnitansevnsauniuas/Mieliiedaaiuagunmnsihmhiivesinanie

M8 Health Sciences Authority (HSA) finthiisuiinweulunmsmuauiifugua
nanAagUszLAY  Complementary Health Products lagdnususiuuidu (Chinese Proprietary
Medicines) ffUsgnaunisdesduveanudsnoudsazdmiregnaialdlasdudoyasuganin waz
wang1unsldlugunulusadu dueiunulusia (Traditional Medicines) waghanSuaLasLguAmN
(Health Supplements) &Eﬂisﬂaumﬂﬂﬁm?jumaaww TnefininfisuinveuSesnulasnioway
AN TNHAN T UDINULDS

n13na19edeuslinieanlselovivesndndneiaiuguain (Health  Supplements)

wusdu duguaIniall (general health claims) wagdunisvimiiieiuguain (functional
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health claims) Tagunuagau HSA laeannaninasl “Health Supplements Guidelines (Revised
September 2018)” WlelsifUsznounsUfoa

o 1 1 1 1% o o a U 3 (43)
4.9 mwaaqmmmqummmLLasmiﬂanmqmm‘uwammsmaagulwﬂuﬂizmvﬁmLaLG'?JsJ

ludssimeanale nandudayulnseglunismivauiiiuguavesiisu National

Pharmaceutical Regulatory Agency (NPRA) uansiausiayulnsuuadu 2 Uszianudn laun

1.) WARAUYI5TINYG (Natural  Products) laua rukulusia (Traditional — medicines)
wanSnuatayulnsdnsagy (Finished Herbal Product) uazenayulns (Herbal Remedy)

2.) nanfueiiasuaunIn (Health Supplements)

w91 NPRA ldeenndninasinisveeygiamiduluniu Drug  Registration  Guidance

Document (DRGD) iau fiugneu a.a. 2016 (w.a. 2559) uilufion nsngIaw A.A. 2018 (w.A. 2561)

2 L3

NANAUNSTIUVIA (Natural  Products)  wWunAnAusNastureTungidsunazdadlasy

augnneuizimiigesngnaalalaslddoanisnisuseliuiuuges (Abridged  Evaluation) i

. IS A A

1. fendndey (active ingredients) tHulumudndsieteneugn wnldilutydaziesdiu

o o 3 v
[

TumuUaaiuaz/MIeUszansninneuvevatiufgtulutyd«

e
®
e
[2)}
hold

2. Foudldmutaydsnenistouddfisensulddmiundndarisssumi wu Jeuddnuesd
ANU3UNULUTI (Traditionally used ...) Lﬁ@ﬁﬂ?ﬂi’]ﬂmﬂ (for general health maintenance) e
ustmtndenazndnile (for relief of joints and muscular pain) ugu

3. TaMuuUARNIUNITAIUANAMAIN Loun USunalaneniln n1snagaun1snIsatufivesy

o ac

< ° 5 g < & & [
bR/ LLﬂ‘Usga ﬂ')’]iJﬁiﬂLﬁiJE)“UENU’]‘MUﬂLN@E’J’]/LL?TU‘Q@ fﬂi‘VI@ﬂEJ‘Uﬂ?iﬂﬂLU@UL‘?ﬁ@"\!@UWiS TusSusesnis

BATEwesied@fyuazndnfarid1sa3yU dayarmnunsan nuomansioue

AN uLaSUgUN N (Health  Supplements) Hundedausiidoduretunsdouuarios
Insueygnneudeasdmuigesngnainls  lagn1snaniganausslevivesndndueiasuguain
(Health Supplement claim) wuadu 3 Uszsunnldun nsnandraiiluniefestuaisenms
(General or Nutrition Claims) n1snanidraiefiunisyimindivessiesnie (Functional Claims) uaz

A1snaMeglunsantadedsanisiinlsa (Disease Risk Reduction Claims)

HARSUILEINaYNIN (Health  Supplements) Usgianifinisna1ia1esnalunseineaiu
d1997%79 LazNUN151a129719LA82A VNIV N1999919078 98T 99In19n15UTEIHULUUYD
(Abridged Evaluation) d@aunansiuaiasugunin (Health Supplements) Usginniifinisnaniendluy

nmsaniadeidsinisifinlsa agldvomensusadiusuuinuiuy (Full Evaluation)
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NTeYANITURR YN MUNEdRaInLarN1INa1Ie N mMTUNER S ustayulnsTudsemesingg
Aananatesy aguledn Yemnanisvesygeandnduriayulnsivatsuuuuanaiad uluudasUssmna
Feanunsoutsliiiu 3 desmemdnldun Tunsifou anuds uazlidesveaynn dwiunansasien
Mnayulwsnuidwlngifeunnusanalditnstunsdeou nadillideswesyyninsdiiende
Traditional medicines vas@IrAlUs nandndiiasuomsvsatasuauamaInayulnsnuIdming

Uszimaimuudiliideswoayn1nrialdisnisanuds semanadewaslngldisnstunsideu

nInasIngunveINandusayulnslagasuuusliidu 3 Ussion loun 1) nsnann
Fralundeansemns (General or Nutrition Claims) 2.) n19nandisnadentifivessianie
(Functional Claims) ua¥ 3.) n1snanidnenisanaudesnisiinlsa (Disease Risk Reduction
Claims) Fadulumutonnatondau nsnanidraussand 1 uaz 2 Ussmefimmuiwdidulngld
Foaveaygn dulszani 3 daulvgifeuynUszmadesiiunsussdiunagldfuoygynnou

dmsulssmanalouaginenisnanamnussnndessiiunsussiiukas lasuouymneu

Junhdanedn Yssimaeeaiasideiiszuunisvesyginfineudawnnmaaainlssmadus Tng

1 a (% L3 .. ' I 1 (Y] =
YOINNNITVOOYYINANAUN Complementary Medicines HUITUU 3 TOINNAIUTEAUAINULES
YRINARTUNTUAUAINUTENBUFIET UaztaUaltnson13naI91an1eguaIn lawa 1) 813auds
(Listed medicines) 2.) ¥19ausAosUszIY (Assessed Listed medicines) tay 3.) e18unzidou
(Registered medicines) %131l N153AKUIYDINIINITVDULY MMNANTUINAIUTEAUAIUALIAING
IndpesiudssinalngunnigadiowSeuiisuiusemedus) lneiansanau (319) wses1vUyas

nandudiayulng we. .. Fulungrunsadulndfidvualiniseygialidimitegaaindiniu

a o 4 [ ¥ J [% k% a =4 =]
mamm%auulwmmwu 3 Useian iﬁLLﬂ NTTIALII NI ASLDYAN LLASNIIVUNSEUYU
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unil 3

A5aiun1sAnYIIAY

Msfnwddeizes “meiavdninasinisnanguasmsfigainisnangnsdiniundn s
ayulwsludszmalve”  fiaquszasdilefnuuSouifisundninasinisnangrsuaznnsiigatinns
nandedmiunansasiayulnsluuszimasiieg wdnhmesmsiieiaumdninasinendnd
waznsfigatinisnandredmiundndusiayulns ifinnsgiu uazvsnzauiuuiunvesUszinelng
ieldUsznounisinrsaneygnlsidiminendndausiayulnsgnain sos3unisaniunisany
wszswinyaRndnfusiayulng wa . wegaudennasendeutsazussmaldsoly

=

nsfnw3fell Tosedeuisn1sidedunmsideenars Ineunastoyaildinnsdnymén fe

o w

Aulgdveamiieauaiuauiiugualssmaiiy seaaaunlawn nudnuidenazunanunfiuily

Y

] A 1% = = & o &
7617 ASENFAITR N VILNYIVD MﬁqﬁlagLaﬁl@%u@QquWQIUu

1. Anwndninugin1snagnawagn1siigaunisnadeedmsundnduaayulnsniy
NANNUNVDIDNTU (ASEAN Guidelines on Claims and Claims Substantiation for Traditional
Medicines and Health Supplements)

2. Anwmdninaeinisnaignawaznsiigatunisnandsdmsundnduanayulnslulssne
i3 InewdenUsemaiivinnsfinwidiuny 3 Usena 1iun eeawmside dwlus wasaniaide

viail \losanoeanadefulssimaiiissuunisauauifuguaiiiuuds (Stringent
Regulatory Authority) Wazdinsdautsiesnianisvesyannandnsiayulnslndifssunniigaiu
Uszinalnenn (519) wsesedydindnsausiayulng wea. . Aldnanudluund 2 uanINTU
Mnnsivsanalveiinnsdsesnanulnsludinguuszinaondeugsgn Judenuszmadenlusaiy
Uszimaiianud wzsnia@edadussmaidsiaunvuieiuussmalne

3. AnvmaninaEinisnanIgeuan1Tiigatnisnaasdmiundndunayulnslulssine
Ineldluilag i

4. ATERUTEUgUnANAMYINITNE1I91kaEN1ITgIN1TNE1I8 1 d T UN AR
ayulnsvetonTeou soawside dwrlus uale wasUsswmelng

5. daAs1gidelauansHauIannaeinIsNaI91aN13igatnIsnaedmsy

nandaustayulnslulssmelng

A0UNAL LU

Y

F11INUANZNTTUNITOIM ALY NITNTNEABIIUY

STEZLIAIALEUNIS

Tszaziian 6 Wou (WarRneu 2561 — Wwey 2562)
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uni 4

NAN1SANYIIY

1. Wan1sANYINANINNIINIINE19819uasN15NgUN1INE181 9 mTunBad s ayulnsaiy
9)

I = (7
VANNUNVDIDLTEY

nauUszimadeulFs Ui TunsiAeafu ASEAN Harmonization fugnusulusiauay
wanfuslaiugunndaut we. 2547 JagiuldiminnsounnunnasenBeudmiusulusuuay
m?ﬁmﬁm“ﬁlﬁ%u’qmmw (ASEAN Agreement on Regulatory Framework for Traditional Medicines
and Health Supplements) Usznausengssilsundninasinnaniieades lasfinseussesnaniiag

AUIUAIUANAITINAUUTZUUADULNYIBU 2563

paninasiiefunsnaIsaLaznsiigatinisnanéisdmiundndasiayulng nunseu
ANUANAIRNTEU talkn ASEAN Guidelines on Claims and Claims Substantiation for Traditional
Medicines and Health Supplements, Version 1.0 léj%Uﬂﬁﬁ%UiaﬂumiUizsqm ACCSQ Traditional
Medicines and Health Supplements Product Working Group (TMHS PWG) afadi 21 \ilotud
27-28 fiquneu 2557 o Weadensng Usemadunw wazgnussgeglunseumumnasedeoun
nauUszinAdeuaratnuauanasnNiudely Tnetdagduussmalnedldlauinaninasiaing

1nUsenedanuly

VAN N ULALINUNITNAIO1MATN1INEIUNIINA1I0 A MTUR TR Aouaiag ulng
(ASEAN Guidelines on Claims and Claims Substantiation for Traditional Medicines and Health

Supplements) fis1waztdunnIuAIANLIN 1 Usznaumeidenalanilun1sne 2

A15197 2 518N TTR lunanINUgo T ULALINUNITNEIO1MaEN1TREIUNITNA1I8 MU

HARSEYULNS

indalundninaaiandeuinefiunisnadiisnauaznisngaulnisnaiddedmivnaniaeiagulns

1. A1 (Introduction)

2. fngUszasd (Objective)

3. MENMIAAYYBINITNAITUAENTNGIUNITNANIDNEMT UL WU UT LA AR S a5y

a0 (Key principles of ASEAN TM and HS claims and claims substantiation)

4. | vannaNNTRgatnIsnaNE MU 5. | véninawin1sitaainisnaieedmsu
wHulus1ad (Guidance for TM  claims AR uESIaYN (Guidance for HS

substantiation) claims substantiation)
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[y (4

iadalundninauaiandeuingrfiunisnadiasnauaznisngalnisnaddedmivnandusiagulns

9

4.1 | Ysztamnisnanionsdmsueiaulusi 5.1 | Usgtann1snano edMsunans aaiiasy
(Types of TM claims) avnn (Types of HS claims)

4.2 | vanNISIEIUNITNANIDNE MU WY 5.2 | nanmsiigaunisnasensdmiundnsiom
Tusad (Principles of TM claims w@3ugunm (Principles of HS claims
substantiation) substantiation)

4.3 | m3figaunsnanddmiueuaulumg | 5.3 | msiigaunisnaiisnsdmsunansdueiiasy

(Substantiation of TM claims) aunIN (Substantiation of HS claims)

5.4 | AEIALODEANTIAINSUNISNANIDN
AR ESHAYN N (Languages and

wordings used for HS claims)

5.5 | FaMUAMSTUNITNEID NN ULy

avnw (Prohibited HS claims)

ﬁm ASEAN Guidelines on Claims and Claims Substantiation for Traditional Medicines and

Health Supplements ©

nannugiongewieIiun13na13919uazN1siigatnisnadsd miveunulusauay
m%mﬁmema%mjsumw (ASEAN Guidelines on Claims and Claims Substantiation for Traditional

Medicines and Health Supplements) fa1szdAtyassoluil

1. A1U1 (Introduction)

naninusiondeuierfunisnandnanaznsigatinisnandedmiveunulununas
Namﬁmsﬁm‘%mqmmw (ASEAN Guidelines on Claims and Claims Substantiation for Traditional
Medicines and Health Supplements) Waiu1a1Anantae (Guidelines) ﬁLﬁﬂ’J%ﬁ]W@ﬂUi%LVIWiNﬂ
waziiduana (esdnisewnsfelan CODEX annnglsy ansgolini uauian seanmsids) Usznouiu

anuMsalinsAIvANIAUALS kaznansenuveingIteslugiinnedeu

N13n813874 (claims) @ msugurulusiuLasnanduaasiauaIn  nu1eds Tannune
Imaslafingn wusuuy viedonuin druusznouiie/mandueiousulusuuayRanTasiETy
auniduiinafviennlstlovideguaminamenesuyed lunmsdaviudninastondewieatunis
nadsuarnsiigainiandndadmiveunuluauesndefudiasuguanidfiansanain
psrUsznoutaduseileliifnmmannaseininisduasesuilnauas Msduaindsinenmans

LazuINATI
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wanunaewiondeuatuil Wunmsimusnaeinisnansisuassyauvesranguloyafigainng

Y

na13919 lnen1snanddmsueunuluTulagianduiasuguandesivangutoyaigainig

Y

naTgwatuanu suldun deyaduusyansnm (efficacy data)

2. 5’mqﬂizmﬁ (Objective)

pdninasiondeuatull Hiaguszasdidemuuandninasilunsdariinisnaindeiifuaie
wazliflenflaefindngrudeyaaiuayuiiiivme ieduasesuilnannmanandeivilidlefin
yienamaieu shlsiuslaaiimadenlumsguadnuaunim venaniudadunsatduayuduaiy
susuluauazndnfusiaduguam wazsidunsimusndninasilunisudeyasuussansam

(efficacy data) d1FUNIINAIE 19V MNUIUTINLASHAA SIS UFUN N

3. YanNSE1ANY8INIINE1I91UALN1THEIUNITNAI8 T UBILNUlUSIMLAE AR S ILE Tu

a0 (Key principles of ASEAN TM and HS claims and claims substantiation)

N13na181d MV aUlUTI (Traditional  Medicines, TM) wagHandaualasuaunIn
(Health Supplements, HS) A5

- aepAdsiulenuved TM wag HS

- arvayuauUaondiy AnUsylevi waznsldndniadiognamnsay

- Fansinwseavvesnsliuvuwnlusauasviendnguiigatin dmemansdadudndiu
fomngautuiuussamuesnisnadng

- quanistiidulumuiiseylilundngundoenansrsdedmiunisnandiaiu uus
UszinaaunTnazinnsaniluusaznsdl

- labvilidlaRevseiduia

- ihlvguslaalasudeyadmsuiansandenldundnsio

- WdmSudngesnwiavninsienie wiesnwilsa A1unann1Inse0IAAINwNulUTI
lunsdlves T™

- T nsuings waziaSuguamsnenie Tunsalves HS

- nsdivea HS Aedlufinaantfduen wu ldlunsiitn shw wiedesiulse

a v

Aa = . . a N @ ! vy &
- UANFIUNNAUNING (good quality evidence) Iﬂumiwqf\mauaumiﬂanmauu

a

wanNUU Useaninin/aAnuselesiing13913 wag/v3ea1uUsenau/Me1veInaniuias

e

[y

uiunangunldfgaldudulunmsiunmuedulaun Yeyanisldmuedainui wnulusa n1s

2,

[y

Anwnidesunlilyadin (non-clinical) n1sAnw3delunywd wazndngiuenansdugiiieItes
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Reduction) - JenansonedeNenala asmdudlrulsenau

1< = [y 4 |
- JUNYRUSUTBIDIANTTEING
USENANI009ANINULTB D 9YTD
MgNUAUANMAUALS
- WWulumumannisdrgyueanue
LP8U (ASEAN TM/HS claims)
- AMSUNARA N HS 91Na11919019

= a A &

ANANULELINITNALSATBIANS LT
d1uUsenaU ApdUsENaUmIsUsUNM
VosaTdE A LanINaITUTEEANS
AMWAUVANIUTRLATIFIUNITNET?

9191U

< Y 14 v 1 ‘:’{" a a
mwaﬂgﬂmagammdﬂmwmmm

pE9UpEAR 1 D19

- feedailidedold wu WS
1Ay Tulunsan

- AN INEEEASIN
DIANTINYIPNENTANL)

- AN NINY RSN
MNYNUATUANAAUALAFIG
- MANFIUTRLAIINATNUNIY
IIIUNTIUMSINE AR ST

aa

NUNUS® meta-analysis
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Usenm .
' AUV ¢ o o ' Yy do a1 o v oo va ¢
N13N8a11 o LEUNEAINIUNITNATIDINNIAINU wang'm‘uayjaﬂmwgﬁm
v w ﬂﬁqu L% I 1 = 1 1%
2149 (HS o LaﬂﬂqiﬁUUﬁEULﬂuaﬂqﬂﬂ N13N8139714
daya
claims)

Ly

ToYaNIMIANEATVDIUTENT
= Y & aa ¢ A«
Nedaainssiuagldanum

aunsadule mnd)

NUBA LaNa1591989 I gIN1INaIo AR dueESIavaIn saudsvhsinlade wazlulunsm
AdunNIsTIUsEIAFLNTI N T B UA e
41 ASEAN Guidelines on Claims and Claims Substantiation for Traditional Medicines and

Health Supplements ©

5.4 mwuazesdlddmiunisndndrmdndusiiasuaunin (Languages and wordings used

for HS claims

nsldnwiasdeemd@nTunIINEI0HEANUINETUAVN N Aoamivauagdeninunung
MIUTEAUNTHEIUNITNAIO 1T UNIINeImans nsldarvinazdeedialsdeansinanse

Aaulszlprivawdniurivioasiidudulsznouiilusswas livilidlarainndou

5.5 avudmiuninadmdndusiiasuaunin (Prohibited HS claims)

lleugnlinadndnsumiasuguainlunisinide Shen viedestulsansennuiiviae
dmTunmsnanIgnanaudeen1siinlsa (Disease Risk Reduction Claims) lalougnlvinaniens

WenfulsafiiudemunuimhenuaiuauiiuguareusasUssmaaundniinug

2. namsfnnANINMIINIsNa1I81azN1sigatn1sna18 19 s unAad utayulnsTuUseme
(27-31)

0aLASLAY

ludseinaseainsidy  wdndunayulnsdneglundndusiuszian Complementary
medicines #foaU1gns¥UIUNTTNEENI “Australian Register of Therapeutic Goods (ARTG)”
nowdsaglasuaynnliing diwen wdn visedminele

N38UIUNT ARTG  d115U complementary medicines huatdu 3 49In1s musziua

\eavaenandunTuivduUsenouiien waztaudld (MINaNemaguam) laun

1.) 8120434 (Listed medicines)
2.) g1anuLs e asUsiiiy (Assessed Listed medicines)

3.) e1WUNLdu (Registered medicines)




a2

Fousldusonisnandamsguainwiadu 3 szaunuanudsalaun
- ALEBAN (Lower risk) lowA n1siaSuadnegunn (health enhancement) n15U15
gunW (health maintenance) N1sUasiun1svIneWNg
- ANUFBUIUNAN (Intermediate risk) lawn n1sdesiu ussim viseshwilsa e1n1siaund
A =3 1 Al 1Y .
w3aAuduUIeTlis1euse (non-serious form)
- ANUAIES (Higher risk) loiun nsdesiu usain sesnwilsa ennisiauni vendny

Wulhesindawss (serious form)

[

nsstdounaninund1AyaInssuIun1s ARTG  d1msunansiue complementary

>

.. & | ~ = o A Y a
medicines 9149 3 YBIN9 lli’]EJagLE]EJ@@QVIﬂﬁ'T]LLﬁ'ﬂu‘UVW] 2

2.1 %Enin9IN13508198196a2n15Ng1UN13nd1981981 9T unAnTuaAUsELAN Listed

Complementary medicines)

U189 Therapeutic Goods Administration (TGA) laenudnnusin1sNaI9azns

figaunsna1iesdmsunansiagiuseny Listed Complementary Medicines lan

. L3 d' U ¥ 1 vd‘ o U a [ L3 .
- ‘ViﬁﬂLﬂmsﬂLﬂﬁl?ﬂUGUE]UQI“U‘VIE]Hiy’WIﬁW‘MiUNaﬁmm‘mﬂizm’w Listed Complementary
Medicines (Permitted indications for listed medicines Guidance) Version 1.0 Aau LuU1AL A.A.

2018 (n.¢1. 2561) *7

A

- vaninaeingiunangudeyadestuioatuayudeuslddmiunindue Ussinn Listed
Complementary Medicines (Guidelines on the evidence required to support indications for

listed complementary medicines) Version 2.1 g nsng1ax A.A. 2014 (W.A. 2557) )

2.1.1 naninasieiudeuddneygiadmiundnduanussunn Listed Complementary Medicines

naninaaitieInudevdldneygyindinsundnduanussian  Listed Complementary

medicines (Permitted indications for listed medicines Guidance) Version 1.0 tAau JuU1AN A.A.

(28) ~ o &
)

2018 (w.. 2561 anszaAyasulana

<

1.) Deuved “9audld (Indications)”

Uausld (Indications) A Tearufiszuanyselovilunsiitnsnwilsavesen n1sna1e
w3e9nYainen1sly vsennUsElewinieguan W usTmeIniste Teudldenalaniziangas (W

91M13 (W) NhF1eus) WIalienizianzas (W Y1seguamiiily)

e TGA  ladnvihdaydsienisteudldieyminusinglutenans “Therapeutic Goods
(Permissible  Indications) Determination”  laggUs¥naun1saeslinang udoyaatuayuniy

Y ¢ val v
wannaaiiulingusenaunis
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nanSuanUsEIAN Listed Complementary medicines THlsanzdeudddanudsssdsli
A sllsisanzaumielsivasnde loun

- MSUNFIAVAN

- MSLERNATI9EVN N

- msteaiunisuainiuviendeunsviinlisienss (non-serious) #5e

-Tsa o1msiinUnd weanuduthedlaisouse (non-serious) videmelsias [A13n “$rouss
(serious)” vaefis lsa 01MsRnUnA Wiemadutiefimsitadeviesnudndudediynainsmis
nMsunmdidgaantRimnzan viesgueniniieauannsavesuilnaiieznumioussiduogig
gndeslddnenuieslnsusiAainnisuinwiediaaianeainyaainsmiansunndfislgaan U
wingan (du lsavlauazvaeniden lsamsladininet)] lnsdedissyndedein Wunistdestu

UIIM U3 Shwlsa 81n1siaund wseAudulletiu

2.) dhusenauvesdauddiiounin (Component of a permitted indication)

foudldfounn (Permitted Indication) axillasiadns wagnslidosdiasiaiaue desvy
AauUsglegilunisuntndnwilsavamanduaiusenn Listed Complementary Medicines

foudlditoygm (Permitted Indication) Usznaudie 2 daufe niseengrstunis¥ne
(therapeutic action) wazithmnenssnw (therapeutic target) Tnevhluazegluguuseloafianysal
agnslsfmnuluuiensd Fevsldenauszneudionisesngniuasilvunsludnifefuy wu
“Wheadeu” uag “enszung”

Tuunensdideudldonauseneusiomaeaveanisesngms (action qualifier) uazAvE 18U
Wvune (target qualifier) e uTaaunazinuzand mfundaduaiuseinn Listed
Complementary Medicines fifinudess

Tassarauazdruuszneuvasdouslifioyan (Permitted Indication) fsuanslugud 1 uas

ANS9N 7

JUT 1 lassassvesdeudldneyan (Permitted indication structure) (epalnside)

Tassafeusglonvastausldnoyyin
(Permitted indication sentence structure)

s H 2 (acti Avengduung
AVYIYN152INEND mslaanqwsv(actuon) tareat fien) Wmune (target)
3 ifi " = i arget qualifier . v o
(aCtIOIIﬁ qulalIerr) U "anguUAnIIal . “g q e, i e vide
WY e Y99" N30 "UTIN" YU TDINTTVBY YD g
w8 ! n N’J Mu
antoglayunse

‘f’im Permitted indications for listed medicines Guidance Version 1.0, March 2018 )



aaq

M19199 7 dudsznauvesteusldneynin (eeansiie)

dqulsenau ANa5u1Y ANDNTTbY A9819
g g = z
n1500NaN5 n1soengvslunITsNYIToNa NNATY - AR/USTINN
(Action) UBIE - angURn1Talves

- Ungs5nw mald/
GNGEH

- 139 M lATw/JSuUse

wWvnne YadurTonseuIuNITNI YNASY - AL VD
(Target) A35IM87/30INeN nsEoN
- qua il
- YNNG
- UInfisuy
- gsullonuniAuy
Arvgnen1soengms fouriluaninniseangnd veeds | - dhesm
(Action qualifier) Hudaudldanudssssius - 38

dulvgissudauseansuaves

&1
ANYENELUNUNY fesAkansIndauslsldle UY9AT - Antiey
(Target qualifier) nuHlsA NMENTEAINM - 9INIVBY

a a & I 1 a al

NAUNE 199AULAVUILYUA - UAING

SNeLS9 - lasun1s3tadenng

ANSNNE

‘ﬁm Permitted indications for listed medicines Guidance Version 1.0, March 2018 @8

3) vianinauannsidvaudldnayan

3.1) Yefwuaiefuangiuteyaatiuayuy (Evidence requirements)

lunstuanudendnsiaeiuszian Listed Complementary Medicines fusznaun1saassuses
Jindngrudeyaatuayudevilduarnisnarionavenindue JoudddNauyn (Permitted

Indication) wUsdu 4 Ussinviudulssinnvesangiudeyaativayu Isvazidonuantlunisnd 8
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M19199 8 TornuaiediundnguteyadiunauUssnndeudliniounyn (eeansiie)

UsznnUauely

Ussinuangiudaya

YOUIIMINYFERS

(Scientific indications)

Aosivang ulayam e mansatuayuy N1sAnwITene
AatN vi3enNsnumwssanssuegadussuu Megraaiu 4

Urgasnw asliaSunszuiunisaiensean

VDU U UKW U0

(Traditional indications)

Aesinang wleyanslduuuwnulunaaivayunelanseungeusu
wanwitloanewnutagtu Jeusldivanisiudeuddnnelinseu

NSIELUUASALAISY fpgradu Wenlaiia

YaudlteNuY (Traditional
Chinese medicine

indications)

Aosinang wtoyan1slduuuunulusa atduayuniglanseunisld
a 4 1 v 1 dy ¥ Y o i a L% 1 1
YINUIY ToUIL G a1 U0 peA N AT UELNUIY FoenaTy

a v =
EJ']LLNU?]UIGUﬂigf\]’]ElGUﬂQW

YoualduHuoELsEm
(Traditional Ayurvedic

indications)

Aosinang utayanslduuuwulunaaiuayuiglansaunisiden
wHu1 3 Toudldivanilldnesdnannldlugunuengsim

ABE1TY euNURIgTINTUTINIINITANAISY

ﬁm Permitted indications for listed medicines Guidance Version 1.0, March 2018 )

3.2) ToMunuAu° LlBItuTeuly

Jamuruanelnunsaiinuly ialivednnanaziiaulunsly wu

- szyUsznsnqudssiviuly wu in

- spydauuinnesUsInguuaain

- Mstauanannugiaaklvinlmlanlglulsasiewnss

- szydiosmifadlduuaain wu Jeudduszanildianznsdlsaniennisianiios

Y ' Y o r.ﬂ' PN v Y 19V o PN
FAIDYNUYBDNTINUABDU) LﬂU'ﬂﬂUGUEJU\ﬂGU ﬂﬁLLaﬂQIUGnTN‘V] 9

td' ¥ o = 4:1' [ Y 1 14 I
1990 9 VBNINUABDUE \euTaUdlY (DDaAMSILAY)

Jaualy

Uszinvmidngudaya Ui uAaue

wAld/ussmensidianias/

angUN YB3 1NY

ANUIFIANSNI DN ULUII J9ANUVURAAIN: INDINS LU
U551a9 uSnenneg

uldludnenasiing 5 vau

8799 UNITVINEITOINT

IngAnans 49ANUVURAN:
ANNNULAZLNADLS LYULATY

nsalAsuaNsNs llie e




a6

Jaualy

Ussinuangiudaya

¥ o a
VBNINUNDUS

Wity Tdeslavmawnue1nis

YIATUFUNINNDUNITAIATIA

ANYIFANTII DNULUTI

nsuanIkaniusifaaliseyunis
1Hluneidundu
YANUUURAN:
ansiinssnlaslanigsves 3
WaULsA MnazsuUsEImuele

TrUsnwwnng

AUAUARVNEUNYS

=
YINUIY

JOANUULRANN:
USnwnndwaudunaulyeni
Winlruladnentdwunzaulu

Astgiuvinug

d’l 1 U
WUy FOULTUFUNINDIENE

WU

AsuananNunRaadlinana

lsAva9ienzln

An/UTIINIBINTVESNLEUTIN
lalguuss Towdniaurtinly

FULTS

INYANENSUTBLEUIUT I

YBANLUUURAN:
wnensklussmas v
USnwwnme
NSUARINANSTRBITTYLRNTE
9171570 UA LU kaEAD
Linandslsarsannuraung
UBINTEAN YU TOBNIAUTUN
nous Tosniauludn Tsanszan

NIU

9
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3.3) dninaugin1souAveUauslglng (Applying for new indications)

mngUsenaun1suszasAldteusldndsliinelasuoulialvldlundndasiussian Listed

Complementary ~Medicines aunsagumvaiiidtousldlndludydsionisteusldneynyin il

PANLNUNAIF UL

3.3.1) naundmsudeudlifiengn (Permitted indications) lun@nsnaiussian Listed

(%

a v A

Complementary Medicines dn3U

- poadudeuddseausi (low level)




ar

- gonndeaiunseun1sinw (wu Wulumundngiudeyamainemans wisn1slduuuumay
Tusaw)
[ = v ¢ a LY
- Wulumungszifeundninaeiieatunisiawan

- legluday@senisteusldnuly

3.3.2) Taudldazaumm (low level) nunedia toudldnlidndudaaiunsdssidiunouseng
pane wazlunaliiamnuldvasndensenisitegnaldvnngay inauesin1snasandunutadedesd

¥ v fw

FuusHuTaudldty fng1aTy

- Wudeusldnldluaugunnd vseautlsainlsa anziaund wieonsiiulae
& Y 1§ v o ' A I3 o a N v
- Wudeudldnldludsenninguidsadu andiingsd msn wnusniiin vivedgeeny
- Wudeusldiieadulse nzlinung vseonsidulleiiseuss wazlivunzioziinissnw

v Y

wsilademunued wag/viensidenasinliguslnalasunissnwinenisunndadieenty

saay a o ¢ saa Y

nansaanddeusldszauandundnduaindanudesen loun ndadusinddeudddmniv
guanly vibiguaind ansiiausaitadenazdanislamenuios wazanuaitinezlasunis

Snwmenisunndlineliiindunesieruilaa

3.3.3) Fousdldiiounm (Permitted indications) léiun Feusldeialui

1. U1398vnW (Health maintenance)

I TaBRN %’aﬂﬂ%’ﬁizqmam'amzmumiﬁwmmminma MIRaILT e nsvimting
199 YBITWNY FIBENIUY

- du/ias B sgatwuied/ s lomiludld

- U159/4850gun e

- gvsesuavnniala

2. @3uadaguam vilsigunnidu (Health enhancement)

winefa Tevdldfiszynarivionausylovivosmdnsasidonssuiunisiinuves
$19n18n30n1283nlefivlF AT 9nmsesaivle AsRaukarnifivessisnieniuUng
F0E19LYU

_yldnnseesiivy

- daiuaiieilinsihnusezaun mEuATy

3. J03iun15910@19971115 (Prevention of a dietary deficiency)

wneda Youddlunstestunsviniaduniondews (ldnsteatulsafiinen
nMsvnEnsensmant Wy Tafinans) feghady

- %8009 UNILNITVIA (52U FNTW/ANTOUI/A1501919)



a8

4. 15A nzRAUNR Sea1n1sivlestalis1ewse (non-serious)
o v 1§ va ) a P 2 =3 aa o =

e Teudlanseuialsa nigiaund wseensiivthedaunsnitaduuas/v3e
Janslamenuies lnganuardinelasunmssnuimenisunmdlineliiindunseneguilan Jeus
Tgmanaeaneiu

- MFAAAIIIALY AIND TTEBIAT YIDAUTULTIVBALIA N1IERAUNRA Y5081N13
I3 1 a 1Y
Wuthesialidnewnss

1% 14' 1 I~ (v a a a I3 1

- ANSUSIMIBINNS tnedadliFaindun1ssnuilsa ngRaUnR ®3a01n15 U8
a5 18usa

A9

- UINDINTENVNS hilEaY

- UssmeINsilosnannsinieniufumeladiuuunlizunse

- ANTTYLIAIVBIINTNBUTASNLEUTTA LTSS

¥ ISLQJ d-ﬂ'

3.3.4) Teusldioysym (Permitted indications) dedlissutoudly viededldlunsdesiu
[y S a a =) < 1 LY 1 '
$nwn viseusImnlen n1zlinUng viseansiiutie faegiatu
- InwHURIVITISNLEY (cures eczema)
- Snw1nzv1ni (treats dehydration)

- Yaariuunanmes (prevents cold sores)

3.3.5) NMslUAmve8n1588ngns (action qualifiers) wazAveeLmune (target qualifiers)
Wil Judoudldsyaus

Tuunensiienald Arvenen1seengns (action qualifier) wieliveuslydeaunuieiuIas
waztulumuinasivesnnudesdn Megatu “dlgann1siinngas? (Helps reduce occurrence

of muscle cramp)” U9AU “9I18aAN154AR (Helps reduce occurrence of)” &0A1URLIBLUNAS

i1 “Ueaitu (prevention)” vilvidneglutnisensteuddneusn

Jaudldlulsa nazRaUnd seansiiuthesiindeunse (serious form) @13ldmvenens
paNgYi3 (action qualifiers) uazdveneiiiwiang (target qualifiers) ioUsuanumunevesdousldiiu
T dulumunaeideudldsesuals ogrslsinig ﬁwﬁum8Lwdﬂﬁawuﬂimiﬁi’ft,awwzﬁaﬁﬂ%’%wﬁﬁim
aunsnidadnardanisernisvesnzdul sl i onuies m’szL%Uﬂaaﬁéfaqmﬁmi@uamﬂ

unngaessottosdonlimunsazldiundnduaiuszsnn Listed Complementary Medicines

F79819URIANU18N15PBNNS (action qualifiers) wazAvenswdvane (target qualifiers)

wanslum1s1ent 10 wag 11
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A13°99 10 MslA1veIEnN1TRNaWS (action qualifiers)

o < . .
ANYE18N15aangNs (Action qualifiers)

“ai)
(Helps)”

3
A v A

A1 “¥38 (Helps)” foailoglutauslylunsdlsisil

- guslaalianunsaussiiulssansnmuesmdndueilanignuies 1y guslaall
ansnsaussiduldieduannn “aneyyadasziivgrhamewaresinnisliviels”
- dovddthudomnumnaidumssnsdadudeuddssdugs (higher level) i
“gruinInyn”

- nsdifindndueiiuliialnensaessnsuitelissuurasinnieieddfunaves
mﬁmﬁm%ﬁ?u@iaﬂssmumiﬁwmumaaai’mwmGﬂ,ui'wma LT NARA AT
weaiBeuarliusomdmiuitnielumsainanszgn fatuaglddi “dwe (Helps)”

Tudoudldidu “grevilinszgnudanss (Helps strengthen bones)”

“FIAT?

(Temporary)”

A1 “dIrs1i(Temporary)” anailegluteudldiionansintousldiuiianuds s

wagliiliguilaalununnmdadmneinisdinsed

‘ﬁm Permitted

indications for listed medicines Guidance Version 1.0, March 2018 @8

A19199 11 nsldmveathumneanie (specific target qualifiers)

Aveevune (Target qualifiers)

91909 “81N1S
D GIERITIEX
(mild forms of

conditions)”

i “laisuuss (mild)” enalduenedeuddlsdaauiillddoniudalsn ane
AnUNA wioe N siiutieniindiaus (serious form) 1 dedniauviinlisuuss
(mild arthritis) Aufuifssniauvialaisunss (mild eczema)

1 “laiguuss (mild)” lanansaldlunnziduteiidiesnismsguaanuwid
ageraios 1wy lsAsiaugnyunle (benign prostatic hyperplasia) To8niay

prRIRHN

$9dle “@nnnsdi
la5unsitiane
PNUNNE
(medically
diagnosed

conditions)”

Tuvensdl e1nsdutienasusnlasunisitiadennunmduds ndwiniuguilon
anunsnUssliukas/MiednnnsoInsvesnnsdulistiuldmenuies Moy
Lspanlduususau (imitable bowel syndrome) Tsagarin (shingles) Tunsaifanany
< A a a = < 1 v
Wmang (target) (FaRe 13a neRaUnG v3801n1519U078) 019gnVenesie
Fonud “losun1sitaduainuume (medically diagnosed)” wagaaindedssy

PoAud “mne1nsdinsegviseiaias uSnwuwng”
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Arveretnung (Target qualifiers)

T3 AMelinUnd Wiee1n1siiutiesiind1euss (serious form) MRBINITNITOUA
PNnLndegnneiilos ldamnsaveieniedeninni “lasunisidadeainunne
(medically diagnosed)” itlpsanlivunzauagldiundniasiuszian Listed

Complementary medicines (U vieu#n (asthma) lsasiaugnyuints (benign

prostatic hyperplasia)

‘ﬁm Permitted indications for listed medicines Guidance Version 1.0, March 2018 @8

3.3.6) ToUIlHD9ERAARBINUNTAUNITTNELNEITD

Touslinasaanadesiunsounsinunedslauasrangiudeya (Meineremanivionsly

wuuskulusad) aldaiuayudeusliii

Touslimaineeans (scientific indication) feslildfaamvaseunulusu Wy Ui

(alterative) #39819ULRA (cholagogue)
3.3.7) Uausldunulusiad (traditional indication) fagl

- nanfadoitady namsneinia a35Inen Miendvinedslallfegnreldnsounislduuy
wluuiiAades 1wy iinszduslulnadu

_ddemamzdadureinseunionsunmdunuduiiuansaiu wu “Yeuty (damp heat)”
Humilfiameeuwniu waglivngivsilldlusuwmengsian n1sdsfeimaluifenlsivng
fagldlusunuisaeafand

- doudldnionslitosddafoddndngativayunsingimansivu toifiuanamuiiu
YDINTEANLATY 10 %

- nanfsenmsvdenneiilianunsaidedunisldnseunisunmdiieades wu “nslduuy
wadunalususuiudiefiumumnuunansygn” limsnzandesanmsifiuanumuiuiuina

nszgnliannsafnmunionsiaaeulalagusiaannisldnisunndunudagiu

33.8) deudlddendulumungsudoundninadinislavan dedrutu deudlduasgns

AruUsznoauNanS g aadly

- v laie wseluuiliuiagyi v uslnadilaie
- demnunungd waadudiuanysalluy Weteldnasn dinuuniiey winassd vse
Suserhinwlauiueu
a ! ' A 14 ! a v 3 gj I a a Y a = ¥ 1 ¥ 5 I
- fimsnamdnisedeninui windurituiussansualdlanueinisynyiln niedeudlddulsl

anunsofigauinluadld wu vili 1Q veudnidslaliie
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Jaudldnadly

- #9ANUNUNEDIUSLANS AN LAER T

Y @ a v '3

- AR IAAUIN AN UNUUANITNANN UNTIUNTUTELI U NANAUNUTELNNIALIINA D

%
[

Useiiu wandueinvunzidou 81 OTC wspenidasliludsen

A ] U ¥ 1 o a [ 6

2.1.2 vidninueiiiedturanguteyandestiuiiaatvayudayddddmiuniadamiuszian  Listed

)

Complementary Medicines

waninaeigInurangIuteyadesduieatvayuteuslddmsundndue Ussinn Listed
Complementary Medicines (Guidelines on the evidence required to support indications for

listed complementary Medicines) Version 2.1 ou nsnQIAu A.A. 2014 (W@ 2557) >

[

flanszdnAgyagulasiail

Jouslivananiugiuseian Listed Complementary Medicines wuatdu 2 Uszinnman
Toun dousldunulusiu (Traditional indications) wagtausldnisinermians (Scientific
indications) Juffundngruteyaildatuayy fedouddunulumauasdousddniingimansss
wiadu 2 Ussinneesde deudlduuuliianizianzas (non-specific) wazluULNIZIa18ae (specific)

Foudldunulusias (Traditional indications) {unseunis$nwuuunldliewnuiagiu g

grunulusandunisysannsswiuvesiausssuivainaty wazsininsufianieasisuay

89AAIIN3 TEUUAAIDINEINUE AIDE10TU ALY 8IUNUDNYSIN enayulnsununy Tuan

Tausldunulunudeinaninuusslovisuauamiinainussaunisainisldlusses
nanuuneldnseumssnwuukuluaiineites lnglifivdngiudeyamainermansindunis
Anw1Idenendtnuansdislsed@nsnaim eaunulusiaeauseneusmigmemateyianiglinsaunis

SNYLUUKUTUT I ULN LA BN U DANFE1IAUY

Jaudldnisinenenans (Scientific indications) 1udeusdldveseunuiagiulneindngu

Toyamaivenmansatiuayy 1wy n1sAny1Ideneediln Wiensnumulssanssuegiulussuy

NARAUILAEINUD1AN TR UG HALAUNITBUIIEN1INGANENS ALY DU LT UU N UTUS 1T

Aesiivangiudeyanivingrmansiarnislidwuuikulusaaivayy

Yauslauuuliianizlatzas (non-specific) #analy (general)  wuedls vousldingaiu

UM UUAZAMNA TN LAY

- MSUTFUVNN
- UsIIMOINTSNLAEINY (52yTe)

- ESHANNEY U39 YIeANTe NI



52

Youdldiuuanizlanzad (specific  vaneds nanseamuuselevinisguamiueniuilean

quAMIILUAsAMN TN Lo

- MTLERNATEVN N

=l

- NIANANUEIVTEAUAVDINIEVTORINT (S2UTR)

P Y o =
- UFTNI81N1INNYIVBINUNTIE (53‘14631@)

- n1snanrslunisiasuansemnsiiiednunansenuUselovinian1sshu

bRANIEEINE A

fog1vesusltuuUlianIzla1zas (non-specific) LAgLUULANIELA1EAS (specific) WA

Tunns199 12 wag 13 sud1eu

A15719% 12 Teuslauuuliiianigiangas (non-specific  indications) @usunandusiuseian Listed

Complementary medicines (aoaLnsiae)

Fauslduuulaimnizianzas [wuuInendans (Scientific) Msawaulusiad (Traditional) ]

HavsoRaUsElevUNINguA W
(Health benefit)

AN317AA21Y (Definition) ¥a4

naviTaAnUsElevUNeguAW

fiaeenetausld (Example of

an indication)

M3U1398vNW (Health

maintenance)

HARDNIZUIUNITNNEITING
Un@lunisiasgiule Wewn
waznsi vt AnuUnfves

$79NN8

- gUngeguamvalunag
ANINT TR
- YIHUDIYTHINGIBYITANTT

£%

URYRTU

UssIMemsialy (Relief of

general symptoms)

a

av oA DY)
91nsnliineItesiuneiisey

Forany

- gyl NwidauguY
- gkl us U IInIeInns

JInnanuiile

L@suaN581M5 (General
nutritional supplementation)
(RNLVIUI NN AERNS

WINTIU)

NSLESUMEINNGY U5 ke
ansomsnsndu (wu 1Hu
WHASUBIUARLTEY) vl

a =) L3
NanavisoRnUselavinig
guanily 1wy U13asnw

Aa
E;I”Uﬂ’TW‘VIG]

- isnduuazusseitedaeln
Funmelasuasemsfisndu
- TsnTueYeU1 9N ey

LAZRINLY
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Complementary medicines (9a@Lnsiay)

indications) d1%SunNaniugiUszLAy Listed

YU G UULRNIZEANZRY [LUUINEAEns (Scientific) vsawNulusiad (Traditional) ]

HavsaRaUsElvUNINEUA W
(Health benefit)

AN317AA21Y (Definition) ¥a9

naviTeAnUsElevUNIeguAW

fiaetnatausld (Example of

an indication)

NSLESUATIaUIN

wavion sz lenid
LANIZLALVOIENTD TN
drulszneudugmenszuiuns
NNEITINYINTOININY 1V
srumeiilildnadonis
LO3QLAULR WL waznISvn

nNRINUNAYBI319AY

- dhofiunsinadeulainllg
plgrdeUatevessianiy ({e
WagLvn)

- guruIUldnIERUNNYoY

1T

= = Ql'
N1IRNAINULFYINIDAINUDUDY

:1 Ql' =
ﬂ’nzﬂi@mmiww‘qsﬁamww

ANANULAIUBILSA AL
Wulhe WsenMeiaunfviial
$18159 (non-serious) 7

SN IMIREAN

- YIYANAIULELY/NITHANDINTT
2195 kilgay

- gk UIULTANNISAAN TR

a A Y
UIIIMeINIsANgweenulse/

'
=

ANERAUNANTTUTDLRNY

]

a -~
FARAIIUD TTYLLIRT LbAZ/NTD
AUTULIIVBIDINTNT NG

A a [y [ ' PN
91NINLNYINUANULAUUIEN

44'
TTYTOIRNY

- PIYUITNIDINISAINUID NLEU
LASAU AT
- gayulnsurulusamgiuan

THana1n1snin

R ninavulaglyl
WNITBINUNISINYT 15A AU
Wulhe seneiaunfviial
1% . A
578159 (non-serious) MU

GRS

- lgdmsuenisnesene sl
dogytinlaigulsy/Uiunans

- gayulnswanlusame Juen
lgussimennisuindeainde

DNLAU

A13NA1IDUNSLESY
ansosTiieiUNanse
Anudseloviniens3nwi
RNILLR1E9 (@l

ANYFANSLYINTL)

ASEIRNSESLAT581NS
Audestiunanissnund
AN ABIINENgIY
Toyanamemansatuayuy

VLR

- FretesiuaInisvniniul12
- Todnsuennisilasunis
aa % 1 a a =
YNV IPNTUT 12

- Tupaideiievinlvinsean

I
bbUILLI
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nangudeyanlvatvayudauslddmiundnduanuseinan Listed  Complementary
Medicines wUadu 2 wuunuUsenndauald town Toudldunulusiad (Traditional indications) wag

YaUdlInIaIngdans (Scientific indications)

wangutayadmsutauddunulusia (Traditional indications)

1. vdngrudeyaildatuayuauivindutouddnmsinvemdndusivsedeuddvosusaze

enFesimalivangiutoyaatuayunsazdeuddd mndeudldiduveusaziendesszyliluaainse

2. Indngrudeyanislduvuwulunandedold lnginsanaindadesien loud szezian
7iinsld deudlimnamsinwmseninaiaidy anuseiewweinisty veulaiiunnsldnegiinmans
= o e % A A A vy o D o A A vy -
finstuinmsldluunasdeyaiietield vangiudeyanislduuuunulununidedsld lavasufe

- angudeyausy IAnisldegeinwnwemdnduriviomenduszezianiuni
3 suey (75 V) uag

¥ O o v =2 1Y P o 1% 1 1
- mﬂmwuLLNuIUimuuumiwvmimmawaagamL‘Uua’maL%ﬂ@lmamumwaw

3. NARAUND1AUTENDUAIYAIBMHUTUT IR NANAU LTUFID N UTUNANAUAIL LAY

a [ s & & Y & a 1 1 i
913 wandasiugasnandavlddndunieuwnuiukazeunueigsianuas liaunsanaigns
Useiinsldle Asduudagdeuslddesssuimeuaznsounslduuuunulusmaiiieides nangu

[

Toyaatvayuluninsiuimuanisssyndnnisuazmanavesgnanaulnilulseinuvesdously

P19NITINYY FISIUDIVUIANT LY UDILABLAILINIUNRANANTLTHU LUSIUNLNBITDY H2981990UILY

wiu agulnsmaiinislduuusnulunaluguruiuiasiauongsnnieyieHounay
4. wanguauayunsiduuuwnulumaiduinastayausn (primary sources) laun

I3 v o 1Y) a = = . .
- IAATINUINGINUATDIYINIDYIINNNY (materia medica)
- fns1eveisazUseing (official pharmacopoeias)

- Tulung (monographs)

'
a

- AN EUNIIININ BN UAIUANMAUAKATENINUTEIMARY
- T NALIIUNTBUM TS NWILUULHULUT I
o Y a a4 Ay
- f31919897L e T0 A
5. nssdldssuaglulunsadelmiaiindngudeyaanieineimansuashuu wnulusa
weuiu faansrsaeuidoyatulunuunaulusias. @nslduinndt 3 Jueny) Wisuuuineimans
wntdvauslguuunuluTusniutanuddneImansineiunalnniseangmsvesiie Tausly
tudeslideaununefsszdninnnnsedinlagliiivdngudeyanainenmansmdunnaoya

wsnaduayuy
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6. n3dinvangudayaaivauulunudeudssinislduuuunulusia Wy ndngiumienan

(%
=]

Wusu astinsussiivludseiiusa

- nsounstdivusiuluadseylivsely

- fe/wandugiinswansnuantinsenuanvarlinsutiunseld (19w nuad
F3INe)

- szyswasduanswseulivseld

- finsdarienansseavidunvunnsiivsell

- SEYYRIN TIN5 LIS ol

- szydszmnsnguidminevsel

- szysgazdendeudlduuuwulusaumseld

7. nadiivdngudeyanislidwuuwnlusa Wunsveniaimenaieradavinduadialelu

FULUUARVA agdaaunainag1atioy 2 unasiuisiaiu

8. fusznaun1sresiuladmdngiudeyanislduvuunulusiudmiudevsldiuiaig
= v a o ea s Y a0 aa = o
\Wiguihiundadunfiagveaygnludnineitvansiiludiudszneu TBnnswsen vuianisld uay

Weulunsld (501318 annduazszeiiainisld Ussvnsnguidmanguazanuidss) laenaly

[y

drulsznaumeidifyoraiansanlainisudunisvisuinduninisnismssuliuanaieiuuag

Ao Y 1

a U fal V 1 24 ¥ aa £%4 = U d-&l = a U '3 £ %4
NARAUNLVUILY VUINNITEY BAEITNSEIMTBUNY NSUTINTINANN UNE WEULUTIUNTYDUI LY

o 1 <

$19N153 NN GummLLaﬁ%miiﬁmmaﬁm’mil,muimmLwiﬁwmﬁf]ugﬂLLUU&WLLmuﬂmuumu SRl

9

(%
4 Y adf) ¥ o

vIewAUga nItlenayulnsiessey species wag subspecies (Mndl) diuvesiieild 35T Tuneu

ad Y 4 A

FBnswsey vemedrdgydeanieulundngiudeyaiildatvayu nsdlidemTondndue g

o

N v o

WanwazUdsunUaluegniiduddgaindsueunulunudedivangiuteyaiiuivaivayuns
WaguuUaaiy
9. Fouslduuunnuluauuliianzlatzas (non-specific) La¥LUULANIZLAIAS (specific)

ayldvangudeyaluseausnaiy Aandunised 14

d' % % ¥ d‘ ¥ £ ¥ 1 £ 1 .
A13199 14 seavvemang uteyainldatuayudeuddunulusiauwuuliameianzas (non-specific)

o a
LAgLUULRNIELR12Y (specific) (apdLnILay)

Ussinndausldy nangudayanly

Toudldurulusiauuulinaniziaizamsenily | vangrudeyaatvayunistduuuunulusauindy

[Traditional non-specific (general) indications] Lmdﬂﬁé’fauuml,'ﬁﬂ (primary sources) 91121 2 Lias

ToUdlHuaulUTIUMUULNIL1234 [Traditional | nangiudeyaativayunstduuumnulusaidy

specific indications] wiasdayausn (primary sources) egiey 2
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Uszinndausld nangudayanly

wias nieumerangIulelafineIloazitene

paue advayudeudldmanizangasiy

fiu Guidelines on the evidence required to support indications for listed complementary

. - . (29)
medicines Version 2.1, July 2014
10. mMsuanstaudlduuunaulusin gusenaunisnas

- szynseumsinwuuuusuluaidaeuiduswmule

- IaanunnUsglerinienisshvvewinduiniuesiaiuivioUssaunsaluiu
Tusadiiamzinnzas Tnglildndngudeyaativayudinemansviensaadn uay

-ldfosdmduntudinguvieniwduiimugienwsinguiiuvesnseunis

SNYHULUTIUNRNILLI1E I

wangrudeyadmsuteudiniineimans (Scientific indications)

1. nangudeyan1ainemans vuneds Jeyaidelsuia laud nsfnwidenieeddnly
uywd nangudeyanusruIninel MsanwIdeludaineass uagndngiudeyainediuamauU
W3oVSNITIN MBS MeililiasnnuangiudeyaniaiveremansiludeyadeUsunaiwinlideusdd

MAMeIMERsaNsaUIUanfslsEdnSnnsananisguanla
2. uasingedaindinauningeuemangiudeyaniainetmanslawn

- UATENePATinAuatUNHIU peer-reviewed GeRusilunsansiiieale (well
cited journals) 13U New England Journal of Medicine 38 The Lancet

- MInUMuegadusyuu (systematic reviews) muidensaatinlumdefiineates
19U Cochrane Collaboration @s@fsilunsasigenale

= aM M yaa ¢ oA aw o A & o ¢

- mMsAnwnlulaaiud w3 nMsideRuanzaumduluaunaninug

- anignsdne3delunyeduindunldaduayudeuslddmsundndunyssian
Listed Complementary medicines n1s@nw3deilailivinlunywdndninaaswmseluvasannaos

dniduwnastoyaddvasstienaldatvayulunisiansan

3. fhegagruteyadidnnsedadimsliduiundngudoyanisinemanslaud MEDLINE,
EMBASE, Web of Science, the Cochrane library, BIOSIS, Sciverse Scopus, Cab Health,
AGRICOLA, Food Science and Technology Abstracts

4. iswedelnazinunings Wy dsewazlulunsnndavileenulsnuauaumiu

AuagINa n3ed1519198s0eldatiuayuteudlduuuliianiziateas (non-specific) 19 waverald
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advauudouslduuuianizinieas (specific) eafiunisasuasivgunnuidinsdndudediunaiy

9

v v Ly

3 EJG]‘L!Q‘U‘ULLaS/M%E]ﬂ’]i‘VI‘U‘Vl’JUE]EJI’NL‘{‘JU§$UU§I’J‘M§{?8

5. nuddenanuilunsaseraliiiemenagldaduayudavildlaganizdaulduuy

NI (specific) nangudayaimneaulunisldatuayudeuddmaneimansiaun

- NM3AnYIT8UIZLION high quality, preferably multi-centre, random controlled
trials (RCT)

- NM3ANBIBUIZLAN well-designed controlled trials with randomization

- MsAnuTiisgioonuuuegwiannguAdeinnit 1 uis ldun  cohort and

case-control studies
6. AUANTBIANIUTBYaITENNARTnSssEduIINalUgalauA

- A iFeangy

- MsAnwTELAn (Observational case studies)
- MsANYIUTELAN Uncontrolled studies

- MsAnYIUTELAN Small RCT

- MIANWIUIZLAN Large RCT

- mMsnumuegradusyuu (Systematic reviews)

(% '

o
v ) (% A

7. lumsduaundangrudeyaiieldatuayudevsldiu unsundrdgyasn

o

sUsELiU

-]

1 !
U = LY

ANuduusviseaINgItesvemdnguteyafiuteudldniauetiy Jullndnnislingaguds

q

be

7.1 avisennUselevtinieguamn (Health benefit) visotously

fuszneumsdesiilaiméngudeyaiinrudiuiusvieioadostudeudifiaus de
vdldlimsnanifuaiueifunisaildannsinuide enaainsildlunsfnuidemsdunusi
swoludl mnudesasiillildluszanaamengs

- INAYBLAEEY

- AUNING

- 918 18-65 U uae

- AN TNUSITUAREATINUUTEVINTORANTHREY

7.2 vuenslddeaiulumuvdngudeyaildaduayy

7.3 fawndAgylazisnisla

a (% 6

nanguteyanengItaavseduiusiundniun frerddgmileutu vuianisly

o

'
a

sUBUUET wagdsnmisidieamilouiu mnuandeiufesiansunsIgaziBunfiuansiunuLn e

ANAUR
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7.4 dosinmsuszillununmIemang uteyan e

7.5 52108U75n157399 (blinding wag randomisation)

nseenuULkazNaTesATeudastufinuddylunisussiliuanuifisimeves
wangudeya Juseneunisasiinudfglunisussidununimuesssdeuisniside anuduld

Tavosnainead Yadenieslusniu (confounding) HedAgymsadAuaznispadin

' (%
= v v U 14

7.6 MuAdEMNgItaimuaiuteutldvendndugifesgniiuniiatsuisgisauna
Ingldmasiiansuanizauidenaduayunansonuusyloytivasdndaeivinduluvausalili

AudAyivIAdenliatuayunavsenuUsElevivananfoue

8. Uousldnaine mans wuuliianiziatzas (non-specific) LazlUUANIZLAZ (specific)

ayldvangudeyaluseausiaiu dansunisned 15

M13799 15 sedvvesnangiudeyantdatvayudevdldmaineimansuuulitanizianzas (non-

. . a
specific) kazlhuuLanIglazl (specific) (poaLnItaY)

Uszinndausldy nangudoyanly

Youdlming mansuuuliliansianzaemise | MIANTIBINTTUN (descriptive studies)
U [Scientific non-specific indications] FIBUNTUANYIVDIAMENTTUNTHLTL YT
WAYIUBY f15191989 LU Wrsunlay wislulu

n519 NI9FN1T19719890U¢

Ul IINeIAmER SLUUIRNIZIA 1S VANFIUTRLANIINIANENT (YU

[Scientific specific indications] - néngrudeyaiildannsfnuidemendin
Uszenn well-designed controlled trials with
randomization %38

- néngrudeyaildanmsfnudszam well
designed analytical studies MNAUEINTONGH
NMFIALUINNTY 1 Wie TIRINTANYIMUY
epidemiological cohort Uy case-control
studies %50

- néngrudeyaildarnnsdnudsian
multiple time series with or without
intervention saufaMsAnwilunguUszyIng

MeluUsemAkazsenINUsena

fiu Guidelines on the evidence required to support indications for listed complementary

medicines Version 2.1, July 2014 @
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2.2 BANLNAUINNITNAIIBI9AINSUNANNUINUTELAN Assessed  Listed  Complementary

. . (31)
medicines

847U Therapeutic Goods Administration (TGA) leeennaninaeiiigIfunangudeya
aruayunIsNaNOdmIUNEATuNUTEAN Assessed Listed Complementary medicines, Version
1.1 \fiou d9AN A.f. 2018 (W.A. 2561) (Assessed listed medicines evidence guidelines Version

[

1.1, August 2018) HanseanAgyasulanall

1. JUsenaumsnanianuseinn Assessed listed medicines fiasdnvitausldmenuies
- N v A Y 1 g va , Y v 1 g a o
WesanlufiTydsienistevsdldnoygyimduninsgiuld tevdldvamdndugiussian Assessed
listed  medicines ABI5EYNANTDAMUTELVUNNITINYITLANILIIILIIVRINAAT T LA A D
Usznaume 3 daumantaun u3un (context) (613) N1398ngw5 (action) wazidvang (target) log

p1ailAvgen1seengms (action qualifiers) wageveneLlmuney (target qualifiers) waslinle

2. Tousldvowmaniumiuszinn Assessed listed medicines & 2 wuulaun Uausldnauidss
Urunarmdudevsldaduusn [Intermediate (primary) indications] wazdaudldmnuidesifidu

Jaudlganuaas [Low level (secondary) indications]

3. fausldmudssuiunarsiidudevdddrfuusn [Intermediate (primary) indications]

foeiun1sUssdiuein TGA neudniiegnain deutldarudssiunaneraduvesiianladien

=3

wilavTevendninalaeinduiunangiudeyaativayu Jeuddanudssunatsdedddnangiu
Toyan1eingimans (scientific  evidence)  aduayuinty Tousldnuesdnnuiunulusin
(traditional indications) LudadudeudldmnudsaUiunarawnanassylilundndadiussianilelu

anugUauslvarfuass [Low level (secondary) indications]
4. YaUIlAMULELIUIUNANT UNUNEDS

4.1 Tdesiu $nwn wiaussmnlsa mnudulie anzusesinisiaunfviakisiense (non-
serious form) D19Aatesiy MIanAIELS AL SEETIaT Y3BANTULTS MTUTIMIVZean
01113 Waz/vesnw fedhadu Testunduiileveinimienyads ussmimiss nuauitlaiguuse
Josiusu

=3

4.2 deusldnszydalsa anuiuihe anzuseeinisiaunfsidniewss (serious form) @9
Tuledunslddeeiu $nwn wsaussmilsa AuLaUUY N1EUse1NSRAUNR Laea1atdunis
« =l 99 dl’ |d' 1 < Y & [y

U3TUseane1n1s”  Balddenunungindunisldsnet ussm (@aanugunse) wseldeiu
M08 8NBINITVDD UTTNIDINITTRTNLAUTNINDEA LWWBINITUINLALENLEU UTTNIBINITUDY

1sansaluadou
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5. Faudldanudese loun deuddneglusranistousldfioyan douddanubsmniy
Tauslddrdvanfesindngrudoyaatvayululuaundninausivesndnduaiuszian Listed
Complementary Medicines) kazfaer1uNITUTZIEUINMUIEU TGA foudmingdnain Jeuslyd

[y

) <
ARG RNRRRISIN

- JouUdldve3d1uUsENo UM AR N TS 0 URIN AR A UAN LUAINTINTINUA N DU

drudsenaudiladmilsiesssylivuaainme

- Gaualdmily (LWamnzianzas) v3eaneziatzas Yeudldmlulaun drgeguan aSuass
JUAIN UTBUIINIDIN1TA e NLNsEYTe Teudldianizianzaslaun 81n15usen1eNseuTe

HANISNY TN
- foudldninegnmansvsenueanuwulus I

6. nangudeyaatiuayutousliromaningiuseinn Assessed listed complementary

medicines

M9 TGA ladavia1dutuveang udeyaatuany wasnaninuituaIveInangIu
Toyaatuauundningiussiny Assessed listed complementary medicines fisgazideadauansly

AN 16 Ay 17 AuaInu

= o w O Y] % ) Y] g .
M99 16 mmusuuﬁuawaﬂgméuau”aauuaqumammsmwLm/l Assessed listed complementary

medicines (89@L5LAY)

Category A Category B Category C Category D

ASANYITEUTELAN A5ANEIUTLAN AsnUMUbUeENall | A1519199991UB9A

Double-blind Observational studies | t{usguu (Non- mmiLquIUi’lm
randomized (M3ANWILUU cohort | systematic,
controlled trials way case control) generalized reviews)

(59384 cross-over

trials)
nsnumuegraniu N3ANEITEUTZAN UNAULNELNIUDY Tlunsmlayulng
38UV (Systematic Comparative studies | #guUAIUANAAY
reviews) (non-control) ALATENINIUTEINA
131971484 - N9 psenayulng
IeAEns (Herbal

pharmacopoeia)
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Category A

Category B

Category C

Category D

TlunsAnenanans

Materia medica

UNANLLHEUNT VDS
EUAUANTINY
AUATENINIUTEINA -

AU UT I

fiun Assessed listed medicines evidence guidelines Version 1.1, August 2018 ey

ANSAN®I98UTELAN Double-blind randomized controlled trials (59384 cross-over trials)

[

wagnsnuueg1adusEuy (Systematic reviews) dadun1sanwIdenenainuaysyuininensl

A | o = ' o a v = = a v
WINIFIUATER ag1elsAninuansdlonaliaiuisaaniiunisla TGA 3ee190un19n15ANYIITY

USTLANDUY AMUANT19N 16 FeazRansanduunaynsdl

15199 17

complementary medicines (aaaLn3Lae)

NN TR ang IudeyaatuayuNdndugiusEinn Assessed

listed

o o A0UKIN AN9UEBY
Jousld y 4 8
(GRFUGERNTITHEEE)) (AULHYRN)
Usstandeusld | Inenmans NeFEns 99AAIN UL
angiudeua | Category A egwtles 1 | douslduuulyl Jouslguuulidianiziangas :
avuayuils NM35ANEY 30 Category | LAWIZLAIZAN : Category D penitioy 2

B 9819188 2 A1SANWN
ey Category C 1

ANSANW

Category B %39 C

981918y 2 NNSANWN

nsAnw eatiuayunshy

WUV US I

Youslauuu
LANIZLANE :
Category A 981410y
1 M5AnWYT %30
Category B 98191l98
1 AsAnwILaY
Category C 2

ANSAN®N

YoUslFUuUIRNIZIANZ :
Category D 984Uey 2
Msfnw ioafuayunsly
WUULNULUTIE Lay
Mé’ﬂgwu%’agmﬁmammﬂ
Category C Vo D 1ile
arfuayunslduuuLay

TUSUNRNIZLINE 9T

fiun Assessed listed medicines evidence guidelines Version 1.1, August 2018 ey
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2.3 AANNUININISNAIIDNENSUNANNUNUIENN Registered Complementary Medicines

MsBufvendnsuiiUssnv Registered Complementary Medicines (RCM) wiuahdu 5

o X2
UYseLAnnat

a

1.RCM 1 loun wéndmeiComplementary  Medicines  Mlndloununan S

5%
[

Complementary Medicines Autuuungidouliud sniu Jonandue & nau 5a onaisnlalu

o

ANSEUAIYD U9

Module 1 (Administrative documents) : ntisdeougIRIINUTENRARSTIAURUUIALNES

£

ToyanTunzsloull uagnsusesinun nvesdniarimleuiunindueisuwuuynusenis

Module 3 (Quality documents) : ToiVNUANINIFIULALTONAADUVDIE NAY FaATUALAY

(1nx)

2. RCM_2 leun wandadsi Complementary Medicines Fdulunu TGA Complementary
Medicines Monograph tenansildlunisiuriae Ae Module 1: niisdesusorimansausiduluny

wnsgIunivualily Monograph

3. RCM 3 loun wandeel  Complementary  Medicines Mtasn1un15U T2t AUAIUAINM
Uaansie wagUseansninuaiann TGA vise vilgnumuaumiuguaniieuw tenaisilyluniseu

A8 A® Module 1 waz Module 3

4. RCM 4 loui winsiel Complementary Medicines &anun1n aulaensievse
UseanSninednalaag19nilalasun1seausuwad tona1sntoiun1sduA1ue Ae  Module 1 whay

Module 2 (Overview and Summaries)

RCM 4 #if0981 Module 4 (Non-clinical documents) wag/#50 Module 5 (Clinical
documents) My laun nstlvausldvg nquusssnaidmaneninelu nsanvuinauwss 35n15ld
oyl

RCM 4 fidios8iu Module 3 uag Module 5 mae lauA nsgindndustandysuiuy modified-

=l Y o

release  n3dlansiedfy nsaldlendrdynegludyddeineynyinlildlugianuds (Listed

Y 1

medicines) wsldousl¥nlnmdeags

5.RCM 5 _loun wansimsiComplementary Medicines wilalumindsliimaniunisuszidu
AN AUUARRTY wasUsedninn tenasildlunistud1ve As Module 1, Module 2,
Module 3, Module 4 LLlag Module 5

Joyanuanulasndeuarseansamdmundniagiuseinn Registered Complementary

=D

Medicines agulasis
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1. n3diefieglusinsenedeiwenels miieau TGA awiinsaumnase1ddlunsuseiiiy

AnuUanasukazlseansnin Inedeusld vunisiddeuduluaiusiisneedaiu
2. nstdfmenainlifieglusisdnedsla desgutoya Module 4 uav/vise Module 5
2.1 Module 4 (Non-clinical documents) lawn

2.1.1 Pharmacology ; Primary pharmacodynamics, Secondary

pharmacodynamics, Safety pharmacology, Pharmacodynamic drug interactions

2.1.2 Pharmacokinetics : Analytical methods and validation reports,
Absorption, Distribution, Metabolism, Excretion, Pharmacokinetic drug interactions

(nonclinical), Other pharmacokinetic studies

2.1.3 Toxicology : Single dose toxicity, Repeat dose toxicity, Genotoxicity,

Carcinogenicity, Reproductive, developmental toxicity, Local tolerance, Other toxicity studies
2.2 Module 5 (Clinical documents) l¢iin
2.2.1 Pharmacology studies : Pharmacokinetics, Pharmacodynamics
2.2.2 Efficacy studies : Controlled and uncontrolled efficacy clinical trials

2.2.3 Safety studies : Controlled and uncontrolled safety clinical trials, Post-

marketing data

3. Wan1sAnwinaninaueinisna1adisuazn1sngatnisnaitdsdiniundnduaiayulng
40-42)

a 4 (
Tuuszwmagiaalys

luuszinmadanlus wandusayulnsdneglundndugiussian  Complementary  Health
Products lon eunulusia (Traditional Medicines) 8uWudu (Chinese Proprietary Medicines)
HEANSUIETUFUNIN (Health Supplements) 38U Health Sciences Authority (HSA) finii

Suragoulunsmuaumiuguandnsiaeiuseinn Complementary Health Products

3.1 ndninaeinIsnaduazn1sigatnIsnadsdmsunanduaieunulusuuaseuauiy

NARA N LI UL (Traditional  Medicines) BuN889 NARAUINYIWEULUS LA LAY
duiisu (Malay and Indian traditional medicinal products) lngilusaen wazdeudldreaduly

ALBNA159198 T UHUlUT NN IR HERS s g ukuluTId (Traditional Medicines) gn

[y

miuguanieldngnuneg Medicines  Act wangszideuiliiedas lnegusenounisnyseasnay

Imnendndagiewnulusn (Traditional Medicines) liifiosguneaynynsianuasaIuy HSA nauus

o

atisla lddnazilunmsvesygendndurivieaaiun Melfusznounis (waen dudi v1e)  dndad

Y



64

SuiinvaulTaenUUARnftLAzAMA NGNS UYIveINLe Y kasndndusieNuluTI (Traditional

Medicines) #o9

- livsgneumediulsgnevduguenmiloanniissylivuaain
- LiUsgneumeansnegluda@sungmung Poisons Act

- ldusgnausmeaisinuld

s o

- Usunalane i lufuwnaanninue

Y

- lsgynldlulse/angnuldnmmualigu anzdenaussaninmiane Jalse Wi

Anudulafings lsaseu 1Jusu

druiundnsiaeienwnuiy (Chinese Proprietary Medicines) vianedis ndndnsiendn5a3ud

a W

Usenaumemendfgniladanioninninnuiainiis §1d ¥seussns serauiudalingngIuenais

Toyan1sldlugunulusiaidu (Traditional Chinese Medicine) vaillisauds nansdadinldlneisdn

o o A

Y = a o  ea Y] ) & o = = a o ¢ a
LGU']QT]\TW]EJ Vﬁawamﬂmsﬂﬂﬂﬁgﬂa‘tjﬂaEJG]']EJ']&WQQJV]LLEWLUU@’JUWL@@JIUEﬂﬁWiL@EJ? WNABINEUNYTILNTDYU

o o

(Chinese  Proprietary ~Medicines) gninfuguaniglingvuie Medicines  Act wazngszileunl

= Y = o v PN % ° | a o ¢ a . .
Netes@eiimuni fUsgnaunsnuseasdagimiig nandmeieunuiy (Chinese  Proprietary

Medicines) fias8uAu03ALY (Product listing) wazlAsuayey1naINMUILIU HSA Aoy

N5AAUTINARNA N (Product  listing)  d1mSuNdnd e uHuIU (Chinese  Proprietary
Medicines) {euvesiasduienans kA aain tenaismiven (1) sunmedndaue (W walya
< a ¢ A ) g a a e 2 W a ¢ v
gdln) Hadasieinistuleulaveninuaziioqdunsed an1gn1snusneg W5IEwe SAUAMAIN
ulas (nselNTlszyuURaIn) Yanvua TSE (Transmissible Spongiform Encephalopathy) sﬁla;ﬂa
fermented substances NSMUNLINGBIEULENAITHNLLAY LAk MifadasUIIN1IMUNe (Free sale
certificate) MMNUTENARKNEGS LONA1TTUTOIEATAIUYTENOUNINUAYBINANTUNIINENEAF1IUTENA

wazdossuseriliifmeunulagiuuwazimeiiluasdunssd  Jeyanmsiauszinvndndueily

UsemAna1vune

3.2 waninuein1sng1Iduazn1sgatn1snaIdedmunanduiiasnguan

89U Health Sciences Authority (HSA) ladnywudninauaidnsunansdaeiiasuaunin

(Health Supplements Guidelines) atuunlufouiueney a.f.2018 (W.A. 2561) HaszaAysail

1. N15NE7919 UNeia Yeaa ¥1Ians visenskanaieniu Jeudly audsylewiniens

2 L3

28Na15 N15NANINNANLaensInTelagdaululalAuuusseiue Yon1sAn delavmn g

duaiunisng wenansteyaningdon



65

2. el nMsnadnedesaenndIiulienuveInanfuaiaSugunIn 1wy nandueldiasy
9115 InedlaaUselevininninemsuni uag/v3e ¥IevseUnTIaunInnITYIMUITIvessNnIg N3

na1ekASARANNTNNEIHAR ST UNUMIUNIS U TRS N LsA

3. N1INENIDNVBINARAUIATUFUNINAITENENF oY NI AN WA TUAYUNITNA1IONS

q q

tulagorndunisfnuirewindueiviediulsenou nangudeyaatuayunisnaidnenlsdu
nanseedeiedold lona1susedinisld anuiudineimans anesdnsmainenmansuie
MIBNUAIUANMITUALA way NsAnYIITelunywd Neil gusenaun1sindnsuilaveudnlvd

Y] v ) I val v A v Yo o
‘V]aﬂiqusﬂaaaﬁuUaHULﬂUlﬁﬂﬁjUigﬂ@Uﬂ'ﬁLLa%aqﬂJqﬁﬂﬁJu‘l‘ViWUUEN']‘U HSA ‘Vi']ﬂlﬂﬁ‘Uﬂ'ﬁﬁ@\TGU@

4. Mmsnandvednduaiaiuaunmeraniadu 2 Usean fie n1snanidiamisguain

"l (general health claims) LLaSﬂﬁﬂzﬂ'W’J’SﬁwﬁﬁﬁLﬁmﬁwfumw (functional health claims)

5. N13Na129199gumNalY (general health claims) vanedis AauUselevunisgunn

& Y] = ) o w = ] Y aAaw ¢ A o
mlunlasuuenmileainnisiuusemuemisusedniu WunisnandaniiinguseasaiiioUns

q

Y 1

U ULaZguA A F0819u YI8n1siasa AUl asaunImna w@suimuIn1g inlseng

LH9LST USSININsilosantayeauaniiniy

6. msnandwmiiligIiuguan (functional health claims) vdneds AUseleviinig

AVNNALNEINUNITVNATNANIBRANITIINGINDINNNY A28 BI8N15YINNL 17895190819 R

q
1%

Pu 1wut15esnwguamMYeste YIelunIrsuIuMINIETTINGINUSITUYIR 19U SeUUNNANAY T8UU

q

=

Ivadsu Wudu ussimeinshlavieimduanitesainniieuauszanmeu rslvnisieasulnives
Jorduuns

a o ¢ a P ' & a Ao & &

7. nanduaasuguandedlinansaain lavan vieduasulaniinguszarninisunnd

RINNE LU 195w saTeInulsANSaANURAUNR Y3 DADANUNLNEYINUDIALIN

[

8. viannsluveInIsnaIgdmsuNandueiESuaunIw deadl

8.1 1Jum1uasa

N13NE1I91AITUANISNYAZ AU LazanaudRveIndndudiasugun niiilunauass
NINA1I81VLLTITUIN waznslevanlimsiliinanudilanaiaedeulaglddoninunquiase

naruiuese ideyaliasu vilvdernununeindadusiiinuaudhvazamd seloviniunitasdu

v 6 a 1

HAnSILESIgUAIM nsnandsialsalunslavanasiindadaueitudnluendaduderiudmsu

a (% 6 a a (% a a

AN UILASUAUN MK EN S LTV NN ARSI aTIAVN NN AR UTETUAUN N wazRaIlild

a %

dosruaninisi3euiisudugegn wu Agn Ada 1Jusu

9
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wenIINu Asrandenisnanssiiiualawnuy wiewidedn WWesnndeauniduiuly
o1y liuUanunangia wagsilimdilanainiadouieifvdnyue aun1n wazauauiRves

HARSUIETIAUAINENYY AMAIN wazAnaNTRveINENSMaETIaUA Y

8.2 N159gAUN13NEENS

N3NaNeIrIAA23iinTRigatinIsnads Gemslundngrudeyaatuayuainuasd

Wanela wu Martindale kazI15a@15MIBINSNTNLA

8.3 1155U50ayluTUIRINNYARINTNIIN TLNNE

HAnSnakiaslinsTEyLLRaIN lava Weduasuni1su1eI1n1snadaulasuALugi

TuFuses 3N133UTBINYARINTNNITUNNE

8.4 N135U50991NYAARDY

1% a

AaINkALN1SLAYUINENTUIIAITINS0919839N135UT099INUTEAUNTIUAARTBINUIB Y

2 ¥
a v

Tafliduaiiuade viell fusznaunisiintinfifigadlusesdangnn wazlinisinissusesain

Uszaunisainslaniawimiianinnisldvesyrranililaendy saulinlslalususesndaiade
A IF=] v v

s luinnslawan

8.5 M3Nd138919n15lEneIAAFuAILLlUTI

HARSakiAsInIssTYULRaIN lavan visduasuNsuenagyilraissaularaway
4 I a v Y = v s 1% S A a o & Y v o ¥ &
Wohkandaaituinisldnuesianuiunulusaisnndadunuulidladinguszasdlunisladuen

LEULUS AT DAGLAL

8.6 laln LartAIaInLI8NISAN

v Ny Ay oa a v - ! | = o A v
Auszneunisiininsuiinveulunisvesygiauiev vieniignuneunxivelald uaz
wWImENeN13AN Y Tauviainaly e lalivewitienu HSA wagnguivimvIosldeiuayuas HSA

[ (4 1 a [ Id a
ITYUURATN UITYNEUN AL LLﬁ%ﬂ']'ﬁ?NL?i’iﬁJﬂ'lﬁ“U'lEJiiJ']’]‘\]%LUuaE]U'igLﬂﬁ/ﬂ,@

8.7 n1shiatiuayulvifuduugtivnanisunne

ANSNANDIIUURAN Lawad Yisedwasun1sUellAIsvinlRas suru eI lidiau

AodlASUALLLINAINYAAINTNIINITUNINE

8.8 NshawanNiliinA1UNe

N13Na1I8eUNRaIN lewan viseduasunisviglinlsnsequinlaaisisuvulninanunds

P30V IALNAAINLILINE
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8.9 N13NAND1NYINUALLAILA

n1snandsuuaan lawan wieduasunsuelimsnaiasnsinnslanandueiatuaunind
= o & - v oA = ° aa o ! Y a A Y =
fiaudnduiiedesiunieannuaienannsisedinadelnl lenaseadunedtuanuasen
(% L3

AstduniseSureiNansuatenaielunisianisauasen iy lagldaise1nisiasy wseln

[ [~ %
NHI9U LJuUnU

1 v a [y o & a
8.10 m3snanangInunaguialunsiseu

[ [

A15NA1I99UURAIN LewUI K5aLasuN15V8liAISEBAINUNNIEIINSITNARN T uaLaS Y

guanilanunsadieyinansiseuaty inliaanadu vl 1Q fvu sevilvianuinfvy

8.11 115NAa1P1ABINUNNSBLAD T

Laprsfiduugdimansainienisdendindndudiasuguainiainisadesiu vinlvdnns

WaguwUameaisineuaznizanudouiiiettasiuangdia

8.12 115n1a1291 N8N ULNATUNUS

AR uESHaun W LAISERIIAINNI09RNITNITNNABIULBVISOUINAY LU §IN1IUAT

L%’J D1NTLEBNANTIONNTILNA

A15NA1I919UURAIN Lewl h5dLasuN15V8liAIsFeAINUNNIEIINSITNARN T uaLaS

guanilanunsagieyidinausansenuduiusavy

8.13 1151871291908 UNISLTNAR S

| v = a LY Y a o 3 ° 4' a o &
ﬂ'ﬁﬂﬁ’]i]@’]\‘iﬂ?i‘lﬁaﬂLaﬂﬂﬂqiﬁuUﬁHUIﬂ%Naﬁﬂm%LLUUWiWLWi@LﬂuﬂU’]@J%’]LUU

8.14 N3Na1IMINUaDAsY

ldAsiideuan 19A210 30N 1580d15IANNA1I019UTOADANNNUIBINNER H eud Lald]
NaTLABIMIRINTWRUTEaNAlA Y daulasndy 100 % wionandugamuUasnduwliniunain

[ a [ (3 a
LUNARNNUNTITUYP

8.15 mslitayamaingmans

Auszneunshialsdman sideunldlunienin viena181aman1539eiiuase vsenisanin
RNETRANLUNEAININUNANIITEVTOUNAUMTIN MR TV oA umne AU 1y

¥ =) A a a
mﬂ%mmmagﬂmwmmumq

o

mulgvenuau “dn1sAnenidenispdiniuses”, “Proven by Clinical Trials”,

“Clinically Proven” dwsundnsinaiaSuguainidnisnaiswiideninununglunisshuineites
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(% L3

fulsansoannislifiaUszasd wianannsvindnsuadulunuuinsgiunisnaaeulszansam

a Y o a P 2
Lﬂ?J'JGUE‘NﬂUIiﬂﬁi@@qﬂqi‘lNWQﬂigaﬂﬂ
8.16 AW

A15NA12919A5 LT N9 nanAed ANV IR AUAUNI BN TIVINIG hia 5Ty

”» “«

VoAMUNIITINIAIV IR laAa1ALARaUALYAT WU “pharmaceutical grade”, “nanoclusters”

8.17 M3UUANLLNTFIU SCAP

nslawanandaiasiaunmiaalulsemedenlusneaufiRnuunggiu “Singapore

Code of Advertising Practice (SCAP) guidelines”

8.18 agnlyinemsdesmuardonunsna1iensilieusyis

TowA Miraculously, The only product to use, World’s best, 100 % safe, No side effects,
Guaranteed, Other drugs/products cannot compare with it, Sensational relief, The No. 1 (#1n
lﬂﬁwa‘"ﬂg?u%%aaﬁuauu), Efficacious/Effective, Perpetual youth, Anti-aging, Longevity, Anti-
stress (mﬂlajﬁwé’ﬂgm%’aaﬂaaﬁuaw), Breast enhancement, Height g¢rowth, Enhance
intelligence/increase 1Q, Increase/improve memory, Memory enhancement, Hormone
releaser/enhancer/amplifier, Regulate hormones, Enhancement of sexual organs, Sexual

powers, Arousal/libido

4. namIANNANINUIINISNEIEAzNsHgatNsnadedmTunanduaayulnsTulssina
3

a (@
ALALYY

ludszimannade nandudayulnsedlunisaivaumiiuguavesmuisy  National

Pharmaceutical Regulatory Agency (NPRA) uansiausiayulnsuuadu 2 Uszianndn laun

1.) nAnAuaMsTINRA (Natural  Products) launa enuaulusie (Traditional  medicines)
HanSnuTianulngdnsagy (Finished Herbal Product) wazenayulns (Herbal Remedy)

2.) wanfaueiiasuaun1n (Health Supplements)

w8911 NPRA ldoenndninasinisvesygimluluniu Drug  Registration  Guidance
Document (DRGD) Wau fiugeu A.A. 2016 (W.a. 2559) wAlusiau nsngiad A.f. 2018 (w.f. 2561)

98LLDUARINNANILAILUUNT 2

4.1 NEnNNAIIN13NE1ITUALN1TNEAUNIINENSNEMTUNENTUIITTTUYIR

4.1.1 %i2891u National Pharmaceutical Regulatory Agency (NPRA) Useineuawdels

panuaninul “Guideline on Natural Products with Therapeutic Claim” atulfiou 1nS1AN A.A.

a

2019 (w.m. 2562) iingUszasAiielidayainefuussinmnuamangudeyanaegu ieldaiuayy
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ﬂ’ﬁﬂa’]’ga’]ﬂﬂm‘ﬂﬁuiﬁlsliu%’]ﬂﬂ’]i'ﬁﬂi&ﬂﬁ?ﬁﬁ‘UNﬁ@ﬂm%ﬁiiﬂ%ﬂ@%ﬂiuﬂﬁmﬂﬁEJWJEJ”W]LUUW‘?JWiE]ﬁlIUlW?

o

dlddnsuuyed Wenanridetddviensndndrsiudununis auvmaune waglivilidle

SO

LY v 1

anszdnyfnelul

=)
jmd)}

2
1.) nannsveensnas gl selevinamssnndmiunandaeisssumnannayulng

n1snadstudelindngrumainermansatuayuy lnealsidunisfineidelunyed

Uszenn well-designed human intervention studies

2) waninaginstuneLdsundniueisssuyAnnaisnaalssleviniensinvnduluay
1oN@1s Drug Registration Guidance Documents (DRGD) Stfaﬁmﬂﬂﬁﬂimﬁmﬁugmwu (Full
Evaluation) Ingldyaenansnistunetlounuuandeu (ASEAN Common Technical Dossier %138

ACTD) Usznaumilendls 4 d@iume

dauil 1 ‘i’f@a&aﬁﬂﬂua%‘ﬁaaﬂawamﬁmsﬁ (Administrative data and product information)

| d' ¥ U a £y 6 . A .

AUV 2 VBYAFUVAYUAMNINVBINGANUI (Data to support product quality 138 Quality
Document)

| d' £ U [ a [ L3 A

giuUn 3 magaauuayummﬂaamsﬁuamamm% (Data to support product safety %#3®
Nonclinical Document)

gl 4 JoyaadvayuanulasndouwarUsednSnnveandnsdue (Data to  support
product safety and efficacy #3® Clinical Document)

dwunangudeyaiiatuauunisnandnlaun lenaisaiuil 3 wavdiun 4

[

3.) NANSAIUN 3 (Non-clinical Document) TVANLNUNAIN

- miﬁﬂLauamiﬂizLﬁuﬁL"f]umiyim’m’]imaﬁﬂmmamé’ﬁwm (pharmacologic) LA&
9aUAIENS (pharmacokinetic) WagWwinga (toxicologic)
- éf@qﬁ]ulﬂmmmmﬁm GLP (Good Laboratory Practices)
- msflenansfindniidunideiifendes uasiduiudtuimenddnlundn s
- stuuuvanenansdiuisznoudeshderiag éun
1.) Overview of the Nonclinical Testing Strategy
2.) Pharmacology
3.) Pharmacokinetics
4.) Toxicology
5.) Integrated Overviews

- UwuvresunasUaunlilyadiin (Non-clinical Written Summaries) Usgnaumeiate

A9 laun
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1.) Introduction

2.) Pharmacology written summary

3.) Pharmacology tabulated summary

4.) Pharmacokinetics written summary
5.) Pharmacokinetics tabulated summary
6.) Toxicology written summary

7.) Toxicology tabulated summary

[

4.) wnansaIun 4 (Clinical Document) JaNLAUNAIL

- mia%m&Jmwawﬁgwmsuaaﬂﬁﬁfi’]’aﬁmmﬁmﬂéﬁﬂmaamﬁmﬁm%aguvl,wa
- ImsUsziiuAunMUeIsURUUNSANYIITY WagsuseensUuRnIL GCP (Good Clinical
Practices)
- undngrudeyamadnenmansainnisfinunidelunysdveandnsioe (end-product)
- JUKUUYBUDNANTANTINAUNNTANYIMAGTN (Clinical Overview) Usznausigiite
A9 Taun
1.) Product Development Rationale
2.) Overview of Herbal Formulations
3.) Overview of Clinical Pharmacology
4.) Overview of Efficacy/Claim benefits
5.) Overview of Safety
6.) Benefits and Risk Conclusions
- sUuuuveenasunasuiuagdiln (Clinical Written Summaries) Usgnaumeiiten1ag
i
1.) Product Development Rationale
2.) Overview of Herbal Formulations
3.) Overview of Clinical Pharmacology
4.) Overview of Efficacy
5.) Overview of Safety

6.) Benefits and Risk Conclusions

5. Uszihudadang

(% 6 v (%

5.1 enasmilunuideiiendes wagiduwusiudmendaylundndue dadu

wnansatuayuiaiy Sanndinnulesauulagllanudndusissiansanduudazn sl
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Ao manNgIUToyaNINeIFans ;

- néngrudoyaiildainnsdnw1ideUszian randomized controlled (preferably
multi-centre) double blind trial sestiesfign 1 M3dnw eeslsfnmmsidouastratesiian 2
ns@nwiifudasedety uiursnsdinisfinunifevunelug 1 n1sfnwfifisane

- néngrudeyaeradunisfinu3Teussian well-desisned controlled trials with
or without randomization NMSANYINNILUININGUY cohort Waz case-control

- vidngruteyafifuganisfinuinaisads (multiple time series) wuuiiiviolaid
intervention

- Mynumuniddsnseddnegnadussuuiifedesanzain

A v cal

- ﬂ’]iVlUVI’J‘lJ’JiiﬂJﬂiill@EjNLﬁu33UUM5@%@HﬁVIN%WEJ']ﬂ’]ﬂﬁ]iVlN?Uﬂ’]iﬂ%'ﬁm"lﬂﬁﬂ

Az deIvIy SwenludeyanmzvemindnduarAiuiluisarsidetela

5.2 NSANTAMULANATENINRIELaEANUTE lEBIN1NTSNYINT I8 A Rl

AN UNULNBLEAIAINULANA19UY

5.3 ns@nweuilaileadiin (Non-clinical studies) nMsfinwmandvingvseisas
(cellular or pharmacological studies) \igsagnufien ldawnsaldilundngiuatuayudousldnig
Weaansla egelsinunisdnwidenainennldludeyaiiniudidusesiieatvayudeyanis

Anwidelunywd

54 vhsuladewazlulunsmluinsgiuanaaiunsaldiluenaisiiufiuaduayy
wmgdeudldilunisnaisslunisiasuasisguam lnedesdindngrudeyaaiuayuainunaiiy

FFeduatuwaz/msan1snuniues1nduszuuaieg ToudlaniauanIzia1z9unTug audaly

vangudeyAaiuAYUNNE Y

4.1.2 ona1s Drug Registration Guidance Document (DRGD) atufiuwin3adi 2 oy
AugeU A.A. 2016 (W.A. 2559) LLm%La@uﬂiﬂgmm A.f. 2018 (w.f. 2561) Appendix 5 : Guideline
on registration of natural products fuuANMILABITUNNINEIEwEIHERSeissTIYR T

1%
o v v a

GEFERRIERUNY

1.) wangudeyaativayunisnaasns eradundngiudeyanisinemansuaz/Msenue

ANUSUHUTUT I

2.) nsaldentinliegludn@senisneugyn vieansnaulni desditeyaiiuninulasasie

=l a a 1 a d' QI v a all
LLaz/MiaﬂﬁzaWﬁﬂﬁwaﬂiﬂﬂigLJJULWE]LW&JIUUQJ{%?']EJ?’]']?VIE]HEQ'WI

2.1)  nsandndugiusznaumigiiennel aesliveyanuuslevinisliduazaiy

UaDANYUDIFIYLAS AN BT
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2.2) ASMNARAUINUTENOUAEFIEI AN

- winduderegldnuesdanuiunulusia desliundsdeyagninisures
a o ¢ 1 o a . . o 1% & 1% I3
HANAIYY 61518713 (Chinese  Pharmacopoeia) kagnangiudeyannuszleninisliniuesd

ANUIUNULUT I

[ U dl 1 4 (3 L ¥ a v L3 L4
- wnidumeilineldnuesdmiuiwiuluna dedideyanmuussloriniglduas
Audaendsvasiielminnd Yeyannulasadevegasimiulug aniugnismivauiiugualy

USLNARINe

v

3.) Taysenstevdldnoyindmsundninansssuyd Usenausiesienstaudlynadl

3.1) Yrgsguawinly : suesAradusnluald ... (Traditionally used....)

'
) o Y

- dmsuguawiilu/dmsuguain

- Yrgsgunmiily

- dwsuguamuasi s aneudaus

- d@msuussimennsSeuly

- dmfuomssoumds seudhlunduiutievienasayns
- dwsuonsidennms

- dmsuensusulinau

_ BUSINIINISWeEETEIININ1seRn A

_ iieldauwazyilinszusnssius
~ievliasyemns

- NSUUITINMDINSUIALILAE BB UAIVDITIINE
- dwsuussmennsiius witesen wazueulingu
~ dwsuannaudn

- dusuano1nisunilu

- UTTMIDINNSIANDYANUDIN AN

- AMTUAVNINTNAVDIAINN

3.2) la¥in & YouVaIV83319NNY : AueAANswNUluT Iy ... (Traditionally used....)

- Mlinsivaieulainfau

- Mlnsanedaanizfvu

£%
YR

- Mlinsieaeudiivesald@nvu
o v a d‘ [ <@ v
- AMSTUUIIIMNEINTR LR s U ULAN DY

° ) A ) & v
- ANNTUUTIINDINSUNNLUULENUDEY
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3.3) nawgn nénuiile & dede : uasdarwiuaTuTald . (Traditionally used...)
- dwisurliinszgnuasndunioudouss
- dmSuussmennisUanndnutie
- @uTuuTImeINsUInnaarUInLeD
- dmduussmennisuannduieuayde

- dwsuussneInisnduilewan
3.4) 91150 & uld : mwesdmudunulusiald ... (Traditionally used....)

_ laussmnennisuan

- @mSuUsSmensia

- gmsuussimenmsuinfAsee

- AMSUUTIMEINSUIALAEALANLSASAAN NS

- dusuussmnenissaulu

3.5) 81158 & win : auesRAuFukElusalld .. (Traditionally used....)

- @msuussimennisle Lo wagnda

- dwSuUsseINSiuAe

- dmSvanEvy Ussne1niste Wume wazdeuly
- @msuussmennslauarseAene

- USUUTINDINTARDYN

- dmsuussmenmsidurewasle

- dwsuussmensuralulinidesandeulu

- WaussMaINsinsayndniay
3.6) S¥UvgREeIMT : MuesRANiuNulusald . (Traditionally used....)

- dmTuussmeimstnvies emseadenduantes
° o Y A 1y 1 o A& & v =
- dUSUUTIMIINTNRIBN YInviad ansvisadeiidudnies waziloo1mns
- dwsuusamennsennsvieadeiiluanies 913su wazinlinasgems
- dwsuussmenisiesnidudntes
- Ietweos wazyinlilaiyomis
- EUSUUTINI0INITUINYIDY WaLYDIDn
- dmSuussmennisuanvies vieayn endeundudntes wazenmsliges

- [Weviegay
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3.7) guameasEns : auasAnuskRulusally ... (Traditionally used....)

_leussimennstinUsesiiou Uindser wasilidszsniounund

- iteamtimiin

- UTUUTINIDINNTANYTY

- dMTUARIVEIRADAYAT

- dwsuansvainaeaynsitligun g $19n18udanse

- fieanthwiinluanindsnaeayms

_ dwsuussmenisanuninazdutesrasafidudntes
~levhliuszsudeusnund ussmnennisuinUszsiieu annn uasviodda
_ ievilndmidoudauss wazanimiin

- dwmugunwinluvesanivndsaasnyns

- WeuTTIeIMsdmivandienuaUsedsiou
3.8) FUAMYDIUTY : AuBIAANNIuNLlUTIULY ... (Traditionally used....)
- FUTUAVNINVDIYTY WATLRNANRIIIY

3.9) Awlaiaznisldnnguen : muesdanuiuuluTavzonauduly ... (Traditionally

used....)

- AMSUUTIINNDINITUIN WaTAULLBIINLUASIAMDE
~ dmsuussmuraliindiinSeuanimduantes
- ANSUUTIIINUNIALNANNUBIL AL
o [y go’ a & @ v
- @ suussne NSt uLantes
- @ msuannIsingn
- Wiateligun i 1@u uazkuf

- dusvannsiingn wazenisauniduantio

4)  daustdnldsunin own  1sansemnuRnun@vedle Tsansannuiaunfiveaiila

q o

T5ALUIvU AUlsA MoUita N1ILLEILANTIANINNNLNA L5ARAGREMIANARURUS [ DudY

4.2 nénnaeIn1sNa1ISmazn1sigatnIsnadsdmsunanduiasuguaw

#1897 National Pharmaceutical Regulatory Agency (NPRA) Uszinaunai@elaeen
VANLNMILAEIIUNITNA1IONVBINAN A UINLATUAVAIN AUBNENT Drug  Registration  Guidance
Document (DRGD) atufiufinsedl 2 wieufugieu a.f. 2016 (W.a. 2559) wiluidounsnginu a.a.

2018 (w.A. 2561) Appendix 4 : Guideline on registration of health supplements
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1 v o % a U 6 a A = a A
N1INANDWEANMIUNARNUNLEIUFVNIN (Health Supplements %38 HS) MU0 NSO
AauUsgleriilasuannislindnduaiasuguain Weduasuguainis wazanmsenisuasinlana
Taglia591115 @S5 190 ATIES19/MUN98951908 UTTimAullaungvedsnane wag/M3ean

AULABINITHNALSA

Manangdmsundndueiaiuaunim (HS claims) wuadu 3 Yszan laud

- AN5NANNDINLUTIPE1591115 (General or Nutritional Claims)

- AN9NANN9UTNN (Functional Claims)

- AN5NAIDNANANULEBINNSAALSA (Disease Risk Reduction Claims)

FgaziduAn1INaIuiazyszian Lasndngudeyaatiuayun1inaidns detansly

AN5199 18 M99 19 WarmNSI9N 20

A15199 18 N15NA1I1TUYSeaN58195 (General or Nutritional Claims) (Wvasde)

Uszam - A79E19/fa8A . wangudaya
. DIIQH] . \neus N
N13NA13819 NE1I89 GINTGINT

nsnangehll | - Yigednwige - wduaseguam | - ulumwesd | dndngiudeya
WI0A150INT amssmemly | - thgssenie ANSAEIAY Faoludl 1 e
- paulsslenidld |- ussmems | ewnslusin 139UINNTN
MNMEEINaT | ilesd douuss | 8198 - LBNANTDNBY
913 BeilUBna | - drethssdnw | - TudwiliAendu | inesgiuu fe
iR | guamia anmiemedia | $198a vhsanle
asonsildzu | - Tindsuuar | luduluan | W llungwl
woiay Iy MaeTan BIAANIN - YBLAUBLUY
- ylsene WeAEns Aegafunisldan
IEAIES -lddldndnge | mihsauauay
Aendulassaine | Mifuguageds
uwaymeviming | viessdnsdneds
UBIINNY
- Bulumu
NANANUBY HS
Tugniae

fiun Drug Registration Guidance Document (DRGD) Second Edition - September 2016, revised

July 2018




A15199 19 115NANMDNTNT (Functional Claims) (WLaL@e)
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Uz Aoe1y/
A15N&12 gy oA Lnadan nangudayastiuayy
v 1 v
914 Na12914
nsnans | Urgeshw | feenens dwfumsnan | Inangiudeyadwialuil 1 eg1emse
DU | Y30 AANIDN 9198159195 111N
VESUESNe | d@1uSusen LATAIL LU - LBNANTONBIINTFIUIU #1151
JEERGERR e Aduazings | 91999 Wsunlade Talunsin
YIONIYIN | - 390U 19 WIANUUSINUN | - TaLEuBwUELNEINUNISIERN
MNNURY | 928015 LULUIGDIU wmamumuqmﬁﬁuq}LLaﬁwﬁwﬁa
1 a a [~ [ % a
$79M18 wiAulawes | - Wulua DIANTDNIDY
gAIuMT | SN NS | Naeindieau | - wangiudeyanndivenansidl
| v A = o o ad g = ¢
NA1IEWN | wedniu ke | AuRNMAuguLa | AnAmAMTun1sAnunlunyed
#UNUSAU | NSHAILIURY | Mviue (91999911 ASEAN Guidelines on
15 WLt -N13nan9 | efficacy data requirement) (lunsaii
- Chondroitin | WWulusunan | ns@neilunywdidedniasiu
Hievilvivens | gruatiuayu Fsusuliansaaniiunisia
W9LLT warn1susedin | aunsalenisdnuludnineasa
PONGIEIENS | SIUAUNISANYINITLUININGNASD
< a o a =
-1 Tuluany UIVYINYIFANTDU) LAZLONETT

UANNI5VDI HS

Tunnade

nsldmueanuILauluT)
- MINUMIUITTAUNTSUas N usTUY
M30T0YaN I INGIMANSNHILNNT

fATUNIINAULELTEIV Y

fisn Drug Registration Guidance Document (DRGD) Second Edition - September 2016, revised
July 2018 7
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A15199 20 N1SNAIBNANANLEEINTSIARLSA (Disease Risk Reduction Claims) (11LaLTe)

Usznm Aoe1y/
n15N&a12 gy oA Lnaua nangudayastiuayy
v 1 v
914 Na12914
Msnan | wWasuwlas | - Brean - findngutoya wangIudeuaiifeddu (compulsory
91989 Y3980 AULEE MOINYIFEEANS evidence) :

d' [ d‘ LY ¥ v} a a‘q’ I~
ANLEeY | Jadeides | vadlse atuayuay - Joyanang uneinereansgay
nsifin | vedlsAvive | nszgnwgu | duiussevinedin | nsAnwilunyedvesdiuyseneay
15 RRrAl Taevinla Usgnounse WaL/UIDNANN U

\Netesiu | nsegn NANAUNLALAITAR | - NISANYIAIURYINGT (15859)
4UAM AR Jaduidgavadlsa | - N1SANBIAUNATINEN
' a o Y a a A ) 9 A a o 1 o
- YIan - i1519198e | vangudeyaiiiuiudasaluilogns
a & 9 v '

AMULAES fole 198 1 9814

YN - Jufivensulae | - WNE1599BWIRTFIUTY F19)

lustuluden | aednsserinalsy | 91999 vhsulade Tulunsan Wudy

RAUNRA WIANSBYNUNY 91U | - UBLANDWULLNEIAUNITIYRNN

AUANMNUALA
Y a aad A 9
91999 anala
Wulusundnnis
dAYVIN1INE
SRNAGIAIN GREY

GRER]

MIIBUAIUANATUWAD 9B MTD
DIANTDIIDY

- MSNUNIUITTUATTUNN

a & ] Aaa ¢
WYAEN TR TUTZUUNANUN
LB

- S8UNINYNIAYAENTTUANS

= & v o
L%UU%W@Q/V’YJW@JLVU%@QE&LGU'EJ’JGU']@J

ey

(MWunNseudRaNTLIBUAIUAY

o

mnuaua)

fisn Drug Registration Guidance Document (DRGD) Second Edition - September 2016, revised
July 2018

Meg1aiydseenangiudeyailigauniing1391d

1) A19191994

Martindale, latest edition. The Compress Drug. Pharmaceutical Press, 2009.

The ABC Clinical Guide to Herbs. American Botanical Council
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- WHO Monographs on Selected Medicinal Plants
- British Pharmacopoeia

- United States Pharmacopoeia

- Indian Pharmacopoeia

- Chinese Pharmacopoeia

- Natural Standards (www.naturalstandard.com)

- Office of Dietary Supplements, National Institutes of Health-Dietary Supplement
Fact Sheets (http://ods.od.nih.gov/Health Information/ Information About

Individual Dietary Supplements.aspx)

s

2) 99ANS

- American Botanical Council (www.herbaleram.org)

- American Nutraceutical Association (www.ana-jana.ore)

- CODEX Alimentarius

- Global Information Hub for Integrated Medicine (http://www.globinmed.com)

- National Centre for Complementary and Alternative Medicine
(http://nccam.nih.gov/)

- Office of Dietary Supplements, National Institutes of Health (USA)

3) MIBNUAIUANATUAUAD9BY
- Australia TGA
- Chinese Health Authority on Chinese medicinal herbs
- European Commission
- Health Canada
- United States FDA

5. Han13AnwIvANINMEINIINa13819asn1sNgatn1sna1981ed s unand ustayulnsluuseme

i o (3-6,10-11)
Tnenlddagiy

dwsulszmelve Jagtuniseugslidimiednaind msundnsdausiayulns WWundiiann
SulingeuvesdrinauauenIsuN1TeIMITwaren nandugayulnserndiviedalundndus
2 Ussnvvan Ao e nayulng wasndndueiiaiuemns aeldngranefifeitosveusasnandoe

f9578aZLIDEANNAN LA UUNT 2

5.1 naninaein1snadaznsigatnsnaidesdmiunandusienanayulng

nandasieranayulnsuualu 2 Ussianfe eruaulusia wazerimuianayulng - &
Jnlundnduefdoswetunzilou uasdeslasuoyliflivunzlousuennou Jsazndn wetndn

1ndnele
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N1598TUNLLULURTUL UL UT 1Y

1 ]

= d‘ % a A o £
YA ULUSIRY VU8 edsrunednsulalunisusenaulsafalzwaulusia ian1sunun

9

Lsmdnd Feaglusseunulusainiguunivsenia vseensguunsusenadueiunulusia vioen

nlesveugalivuneideussvendugunulusa

[

= d{l o d“’ = o IS dy
naslrlun1stumueTungiioudsueiaulusiaddiseil

'
[ Y

1. Foyavhluuaztoyavomaniugien Wun svetunndoumive wildosusowen 1wy
Tuayendnnseid) wiisdesusesn1sdmiig (Certificate of Free Sale) aannuazionalsiiuen
Jusiu

2. LONANTLAAINTIUITNTHER

a

3. SIPIUNANITHITIV AL DAAUNTE

q

4. MENFILAAITRYAAIUIVINTVBIRTULN
- lnaFInsuanansldayulnsniuesdnusunulusamuassnaunve

- AsaliinnsleTnanuds vSeansusawed 8 nau sa Mwashludruusenauvesiisuen

q 9

=) a

[ LY a L= | Ny v & o a v (4 o/ v o
MNIAYNULEY Vﬁ@ﬂ'ﬁ‘UEQLLGN & ndu sa NAdunduiailiue I'WLLEWNL@ﬂﬁ']isﬂ’e]ﬂ’]ﬁu@llqﬁiﬂ’]u

(%
a o

(specification) UaeIngAUY

q

@

- nsdiingdudiuszneuvewinfuen WWuenayulnsvisewniosenaindsssmneli

q

LA9YINSEANS AU IR NS DUNILUULDNATDNNDIVDINSNFNERNS

n135veTunsiiisumsusiaunnayulng

gaINayulng” vaneds

(1) ewnulneUszend vinefis srunulngiin1simuIFukuy gasisu nssuisnmnen vie

o o

AslEnwAnANIUBnMTeINe KU eI R uBd NN ST Uz Dsu dusSusuaulus 1ty

(2) ewsnfnUszgnd wnedia eranayulnsiidulumuesdanuinufuuenmidoanguny
g WU 91 UAEASNITLINNEUIUIUNTNIRRIFULUY gaseinsu N3suasnsnan viensldn
wansuenmdoaneiidimuvannasifduisusuwaulusaiall

(3) 1w suenayulnsinen wuneds enilinisuszgndayulnsfesnimundusisven

- o o X & o

wenmiloannisninissuuduewmulusiamily

(@) sranayulnsurulagiu vunefs erdusaguiisznaumedmendrfgyilaainayulnsi
[ L & £ =] o o Y
Julumumdninasinistunsidewinsuenainayulnswutagiu

[

onansildlunistuivetTunes o sugiaunanayulnsiinad

'
[ Y

1. foyamluuaztoyavendniueien laun AvetunziloudiFuen vilsdesusewineg gy

Y

Tuoygwrdansetid wildesusesnisdniie aannuasienaisinfiven Judu
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2. ToyafefuamnIMIINIgIu laun s1easidenvesingiu @eIng1mans diuesiavse

Y 9

£ I3

dn ALY dermuninnsgu) gesiisuen nssisnisuan deinununasguendisagy
3. Yayaenfiuanudasasie toun

3.1 edwiniuen vselfmeiivsy IRnsladuems wavenundunannu enalidesd
ToyamsAnuauluiig (toxicity studies) wiazdesiteyanslduslusias (raditional information) 84
Tty Wiemeluinsu Wienrdng sy iinsldvesemiodendussazianuu (documentation of

a long period of use) (szyszeziIa/Usemnenld)

32 nsdlenmuniednulszneveiuiinslddueviesmvns uwidluiauiguuuuanni

Y o av g DA " D=1 = @ A a )
weld 1u msadanldldmsldunlunn egralegaziedideyansfinwanutuiweundu (acute
toxicity test) suLwINIOIBIANITOUINElan was/visedvayanisAinwianuduivuuuiusess
(sub-chronic  toxicity test) AsLduiwLuUse5e (chronic  toxicity test) #30AULNMIIN

ANENTIUNITEIATNUA

3.3 gl Juenndslifiveyadnauieatuainulaonde szdedidoyanisfnyisuaing

UaoANUANLLLININYDIRIANITIUNNETAN LAZ/Y50 ANUNUNNAULNTIUAITYINITUN

4. Jayaiefuaulsslovivioassnan wialu Jeyanislduuunnulusa (Traditional

use evidence) LLaz%’agamﬁmmmam% (Scientific evidence)

4.1 Yayan1stiuuuwnulus (Traditional use evidence)

<

Joyanislduuuunulusin (Traditional use evidence) fpududeyaniinangiunisly
dumaiuuiuiu Tnsoradinstufiniluatsdnvaldneslumsenfsguunivsznia wied151877

AENTTUNITLDUSY

Poyani1slduvuunulusias (Traditional  use  evidence) suE ATy aNUBIAAINS
nsunndurulng n1sunndunudu (Traditional Chinese medicine) N1sWNNEa1EsIn (Ayuravedic

medicine) kag ’eNﬁmmié’fﬂLﬁmmayulwwwmﬁum (Traditional western herbal medicine)

n1sgeuiudevdldnudeyanisiduvuunulusin  agiiansanludnuuzesAsiuniy
VANNIT WAENE U VBN TN VERNUTUT LY

o

- i5ueiin1sUTUUTe (modified)  Tuanssuguaulusag (classic formulation)
v [ a aa k4 L) dy (3 2 ?lj
aedeadulumumgu]] 38nslY wasnswleneuuiuguvesesinusrulu Ly

o v Aa

- ffugnidiulsenaureingIanmanTesR NI ANy R BRI

WAZEUNUIY FeApiinangIunguduisasinaauasiieusasiuas litaudeiu
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- dfuenlsgneumedieuisanideyanmsldwuuwnulusia uiuiesitenideyanis

Y

a [

Weanse1vaunsageusuliswiule witeyamainemansvesdiie1azdetaenndotlayanis

TowuuwbulusI

o

- ffugninsyszendndsundadluanesdausuuvenulusn desdudume

ToyanaIne1rmans

4.2 YeyanaIneneans (Scientific evidence)

[

4.2.1 szaupmudLdediovesoya wualu 2 szau fail

auUnFedesyduas Mundeyanldainnisnumusgrndussuuresnisnaassiuy

randomized controlled trials TitAenTasiamun ‘vﬁa%’a;&aﬁlﬁmﬂmimmaaaaﬂwﬁaa1 wie Ay
properly designed randomized controlled (preferably multi-center) double blind trial Toevialuans
Huteyannmannaessaouvisilaifedosty uivsedinmeassilnguasfifisudaienfifivme
M‘%@%}a;ﬂam@fmﬂ well designed controlled trials without randomization #3® ‘ﬁaiﬂaﬁﬂu well
desiened analytical studies #ilgannumie@nu3seannniwi s SuImsARYIMesTUIR e
WUU cohort and case-control studies w‘%a%yjamﬁmﬂ multiple time series with or without

intervention $93%14 population and ecological studies.

'
YY)

A ndedeszaunaly tud doyadiilu descriptive  studies  %3931891Uv83 expert

e

cn

committees 7ILAYITOI TIUNIAITWMTUNYDUTU WU Pharmacopoeias %358 monographs %3

AN91919896199)

4.2.2 52AUTBINTHARNIATINANTLENANg uToyavnsinenmansatiuayy wialu 2 szeu

U ‘:"/
ail
assnpundasdlinangruteyamiuiniiofaseaugs loun
- mMsuansasInAuiidun1ssnw Uada Jdesiulse wieansiuiheuvuildsundunselsa
$eus9

o % a
- MIUAAATINAUNUUNNTATILETUFUAIN (Health enhancement)
- ANANULEAEIYBINITANLSAVSOANNRAUNAYDIII9N Y

- nswansassnAadunistislunssne Wieusaneinisvedsasess

'
v @

assnpundadlinangrutayamiuiniefeseaunily loun

- nsuansassnAadunisduasuavninialy (Health maintenance)
- msuansasInauiidunisussiniein sl Iagldldszylsn wuussmeinisld e An

N NUAY
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5.2 nénnaein1snadwaznsigatnsnadsdmsunandueiiaiuaivisg

M1uAled MTVUTETITUTON N5UUTEEUNTTNEIOINauA N Lanvuad1 e
“NINE1919NEUNIN (Health  Claim)”  vanefia n1suansgy U seeUseiivg asemung
LP309NN1IAN reTenmlaquuaaINTIAEITeI U T d1uUTENOUVBIIMITUTAITDINTY

WNendesiuguamyisnensawaznieden windu 3 anvaglawn

1. N13NA1INNINTNVBIAIT8IMNT (nutrient function claims) MUNER NTUAASHTINANYTO
AU sElE BN IRUUNUINTDIA1 50 NS NENAARAST TINYIAUNITATYAULR NSTAILT 3N1s

ATEYNMTNRNUNRY9519N8

2. NM3NA1IBNNINNBY (other function claims) nunefis N1suansasInAurIanMUTEleY
Nan1zLanzae (specific beneficial effects) U99N15UIIAADIMTUTIAIUYTZNDUVDIDIITIUUTUN
Yeoso M Ianuafiuslnaiielisanieyiiniiaiuund viedifanssunesdiamdulumuund ns

] Y Y] & A v Y] ] a o oA v ° v A ] aX o oA
nanoludnwagiifeitesiunareauamlufeuin vieelinisvimiifivessnienzu wieiiie

UFuLUfgu v3eAan1en1eaunIn

3. NMINANMBDWNTAAANULFLIUBINISLAALSA (reduction of disease risk claims) MuN884
A b’d‘ d' v Ly al & 1 a
nskandassnAnrsonnUsElorlNneIteiun1suslnAeImsuIedIuUTENaUYeIDIMTIUUITUN

YR INIMUANUIINALNDAAANNEFEWBINSARLSA BIN1TViseaNElRY NeITaatugunIw

9t JlAUTEaIREnd 1o NN NEUAINUBIBIMITUTRAIUUTENOUTDIDINNT LABIEUAIYD
UsaLiiun13nanI1919n9avn nsed 1N uANENITUNTOIMTLAL YO InEEULDNAITUANGIUNIY

Wermansiitefigatin1snandmeguaIniiy

1.) VélﬂLﬂm“ﬁﬂ’ﬁﬂ@l’]’lé”]ﬂVI’]QZ‘jGUﬂ’]WGUENEJ’]Wﬁ

1.1) 915NALNANIONNIEVAN

1.1.1) deadlauvasnde wazdinunmuiasgrudulumuiinguneiivue nsdindu

pvnsiv(Novel food)  zfaNUNIsUsEEINAINNUaDANYNDU

1.1.2)  fouanaaIntavuInig wasUjuRn1uusenIAnTEnsIeaIsIsnguIniglIed

aa1ntnrwINg Vuusienmsiinandansguamtdusnmsiiiingussaifiey nsuwaniaainses

[

U UAnaUTeMANSEN T TUEUINILLITEY 81N TngUseasRiivay

1.2) Roulun13nanIgamneaunIw

1.2.1) Auusglevinnandnmislaunannisusinaemsvsediuusenouretemsig

UsglevusaauamludSinaiumangay lnglisasedeuselevuiilasuainisusiansiuiueimsau o

=

wiinandunsuifaudniviefienuliuilaasiuiu 1wy ownsdhanSyfisisuussmuiuu
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1.2.2) NM5NAIDNNRUNTNVD9EITINIT

o w o

n) asermsuudedeglulydaisemsiuugiiliusiaausednfudmivaulne

91gaaws 6 VAUlU (Thai RDI)  nuUsen AN IsnInansnsnguinimielsnd aaintnouinig

() asormsiusesegluszauiidndn “Juinawes” vie “ge”  TudSuia
nilamdieuslae Auansuuaainasemsnsainwugliusianunluy viieansemisiusedegly
JEAU “A” “anas”  v3e “Usiman” ludSnamimiheuslaanuansuuaainnsaliueiili
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2.1 NanANUIZAYN
Listed Complementary

medicines
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2.1.1 Fousluiuulusey
wuUlilRNILEa95 o
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specific (general)

indications]

véngudeyaativayunslduuuumulunauidy
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91999 v Wsulae vialuluns v 50815191999
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2.1.4 Yaualgnng
ANYIANENSWUY
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specific indications]

- néngruteyaildanmsfnuiidemndinuszian
well-designed controlled trials with randomization
w389

- néngruteyaiildainns@nuuszian well-designed
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case-control studies %139
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series with or without intervention sau8snsAnwIly
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2.2 NanAUgIUTZAN
Assessed Listed
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medicines

JausbinnanaeanudssUIunas (Ingenadining

LEUIRNTIUAIE)

2.2.1 Taudldmnudes
UIUNANAINBIAAIINS

MINYIANENT

Category A 981498 1 n15Anw" %30 Category B

P8Rl 2 N1SANYILAE Category C 1 N15ANMA

2.2.2 aUdldmNULABHN

ANUBIAAIIUINNG

Category B %39 C 9819198 2 N13AN®YI
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Category D aghstlee 2 N1s@ANw Weatuayunisly

LUULNUTUSI
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LUULRINIELNEAY
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Category D laln 151919890 u83AANSUNLIUT I,
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YDIMNBNUAIUANMAURLATEVNIUTENAATULNY

Tusad

2.3 NanduauseLnn

Registered

Pousldnd1i1eaidssge (nge19iindnuidy e
WazUTUNA9TINME)
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(Functional Claims)
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1.3 N19NE129198AANU
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Risk Reduction Claims)
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fouinang1uteyanwaludl
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YAE@ASNANUNUT® meta-analysis
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2. 99ELATHAY

2.1 wanAuUTEIAN
Listed Complementary

medicines

YUILINNAIID19IANULAEIH

2.1.1 Toudlgunulusiu
wuuldianziangamse
vl [Traditional non-
specific (general)

indications]

véngudeyaaivayunisliuuuuwulunauidy
Wiaslayawsn (primary sources) 314U 2 Wnas baw
- p3AANFIABIAUIAT eI IMT1ANTIY (materia
medica)

- fse1veisiazUseing (official pharmacopoeias)

- Tuluns 9 (monographs)

- Asfisimaunsannmisnuaiuauiifuguasening
USENesge

- fAfunseun sk ULNLTUT I
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- fN51919D RN a e

2.1.2 Vousbuuaulus
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[Traditional specific

indications]

wangudeyaativayunislduuuurulusainiu

widelayausn (primary sources) 8819188 2 WNAS
1% v Y o P D 4 Ay oud

wieumevanguteyaiiiettoiazivealaour

atuayutauslinanziaIzy

2.1.3 gauslanig
Ineneansuuuly
vz aseT Y
(Scientific non-specific

indications)

NISANYITINTTUUN (descriptive studies) T1897U
N3ANYIveIANENTIUMTELTL Y MAE IV AT
91999 LU Whsunlale wislulunsu 130613191989

DU

2.1.4 Yaualgnng
ANYIFARSWUU
LANIZLR129 [Scientific

specific indications]

- wéngudeyaildannmsinuidemenddnussian
well-designed controlled trials with randomization
w389

- néngruteyaiildannsd@nuiuszian well-designed
analytical studies MnAUdViTONAUNTITeNINAT 1
WA TINDINISANYILUU epidemiological cohort Way

case-control studies 138
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Uszne UsznnIsnanasns vangrudeyaiildigainisnannéns
- véngudeyaildannmsdnuiuszian multiple time
series with or without intervention $3189n15ANwLY
nauuszrInsnelulssmanasseninaseing
3. denlUs 3.1 NINANIONNN ndnguteyafiinuamiaiiuayunisnandsiulag
aun il (general aradunsfinuvesmdniariviediudssnau wangiu
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Rerfugunm BIANINITINEIMERSUTEMIBNUAIUANIUGHA
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claims)
4. uaLgey 4.1 manandreviluvide | Svdngrudoyaduielul 1 egrwiemnnniy
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Nutritional Claims)

v a ! o ¥ a s =
- LNANTENBINATIIU LU 15187988 Wrsulaley
Tulunsm
- Jorauauuzingiunsidanmihenualuauiiu

ALAD198Y Y3009ANTH9BY
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(Functional Claims)
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ALAB19BIT0BIANTONNBY
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v mATonainenmansduuazienansnisidang
BIAANUTUNULUTION)

- MIuMIsIUNIINegralussuuvtatoyanig

WMYINANTNRIUNTRATUIIINAMLHL TSIV 0Y
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vdngudeyaiiesdu (compulsory evidence) :
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5. e

5.1 NSNANID NNV
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function claims)

2

ABIBULBNANTNANFIUNIINY AR SHIT
- MInumMWITIUNIsUeg 1 dusEuU (Systematic
review) La¥N15IATIZH0ALU (Meta-analysis) NH1Y
nsAfunluNTansNuLYeds w3

Y a a @ A 9 oA A
- YafniunIvINsiidunsousukaz U eioan
VLI BIANT VSOAMLELTEIVIYNIINIANERNT

=

lasuniseeusulagaina uie
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(Well designed human intervention study) %38
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5.2 N1SNANMDNNUINDU
(other function claims)
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- F8URANSAN B ULy EENINITeONLULDEN9A
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v

wazULTene (a13)
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gniulssmeeanids Taandueilasuaunmazidiendndeiuseian Listed Complementary

medicines
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Tdlunsshwmudeyaniaineimansundelifiseazidonuinin lnessyilnduldaumdninos



106

Yommhsnumuguiiuguatesusazysziva egndlsimuilowSeuifisuiundninasivesuszinaly
adouliun dwnlUs wnade wazlng ndninasiendeudnindundninasianiznisna1nsnsdmsu
wAnSuTasulnsfifinnudanu werllieandonuniian wenantumnisuifieuundninarives
Inelidagiu aziudmdninasivesendeuiinnudaiou S5eaziden wazianudanguuinnii

waninagiveslsmelneidlugnulus e Nan U NguA N

1) wéninasivesUszimaooaiaside dainduvdninaeiidaau wazliseazideaunniigaile
Wisuiflguiudsemadugiviinsfine udldlduenndninusianzenainalng uasnaniamiaiy
guan lnsuusdundninadivemdndueiussian Listed, Assessed Listed Uag Registered
Complementary Medicines udunisdandndasimuuszinvanudemeinisnangisie n1snan

819ANFIAT UUNaN Uavg

5. \flesnnudninasiondeu Wuvdninasinarsideviiduinasgulddmiulsemaaandn
Tupfinerendeu faunanudninusiniisrdesvessemainquaziifuaina ieliiAnauauna
sEninansAuATUslaAkarNIsARESIT N eansharuinnssu lugidninendeu naninu
fanangnussgeglunseumiunnasedeudingulszimaondeuszamunuanassuiuluouian
Sulnddl Usenoufudundninasififinnudaiau fs1sasidon wasdarudanguauiinaiiuda
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7.1 Adsenn (Low risk)  viuneds teudldnsenisnanisnmisguaniiily
(General claims) Lok n13taSuasegun1n (health enhancement) NMsUngesnwaunw (health
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7.2) AanudeaUiunand (Intermediate risk) vu1efa 9aU9ldUIBNISNE1ID19NN
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NA17879 Ag ANULABST Uunane wazgs fIdeiudmsldnuvdninaeie ndeusiudunaninas
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YosUszivARaansIafall
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maintenance) - ASANUNANINAUTIRNTEUTITR “N1TNATIONNTIEMUGUATNANNBIAAIILT UHY
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v v

wiana Wuhdensnanorenasemundninaeiondeulunisied 4

2V el

8.2) N13NA1D9ANULELIUIUNES (Intermediate risk) YiueRa YaUIIVION1TNANIDI9ANS
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7.2 A1sWAuINanna9in1sna1181auazn1sigatnisnanidnsdinsuniaduaayulng

Tudszwnalneg
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1NNTOUKUIAAAINAITIY {IT8LATAYIN (3719) MENINUIINITNAIDLAENITREIUNS
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(519) ndninasinisna1dsrsuazn1sngalnisnaddmsundadaaiayulnslulszmealne

(draft) Guidelines on Claims and Claims Substantiation for Herbal Products in Thailand

1. A1

VANNUTINITNA1I81azN1TRgIUn1sna1d mTundn daaayulnsludssnalne 4
Wawdulagldnaninasiondau “ASEAN Guidelines on Claims and Claims Substantiation for

Traditional Medicines and Health Supplements” [ undan waguaninamiouilinetes
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109

a L4 1
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Y Y
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nagdmiunanduaayulnsdeindngiudeyaiaatnisnandsatuayu suldun Toyasu

3

Usednsnw (efficacy data)

2.) nnusease

2.1) WaMmuananNaluNITNA1I879 kazn1sButeyanmuuseansamn (efficacy data) 7

lgaunisnananslunisvesuganandausiayulnsivedminegaain

22) et muandninasilunisdniinisnaidsiilussuaslifienflasiivdngiudeya

aruayuiiisme WearAuasesusinannsnandnihividlaiavsenainafou

3.) Mm3dauszvudaisiayulng
wansuaiayulng (Herbal products) wuau 2 Uszian leiun
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A a 1 v o o LY < 1 L4 A [y 14 1
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1Y

- fvdngunaunIna (good quality evidence) Tolunisiigatigudunisnanienatiy
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Y 9
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UINYALLRYANAIU
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Y I a o & Aay 1 Qv A | Y ) .
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- vhiunlade uazuazluluns
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n. nanssasollll egaties 1 nsAn
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- mMsnumuegradusyuu (Systematic reviews)
Ve . enansiaseluil eghatios 2 msAnw
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- UNANAHEWNI VDI IBNUAIVANANNUALATENINIUTEINA
- FNS199DIMNINFERS

- TulunsWinendnans

5.2.3 HandaeiennayulnsauEs g

Lo #andugieranayulnsiiveudldvionisnarignanisldlunisiidn Shwn wasussim

[ 1 =) 1Y a v .
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wangutayanliiiaaun1snandns loun

Y
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ansfdudnuseneu

2) véngrudeyadseluiiiiniuededoniian 1 o

- f518Beiidedold wu widuilade Tulunsl
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- ATV AERSINMUIENUAIUANTIN A ULARIY

- MangIUTELANMINUNINTIUNTTIMNSINANaR STRTIVEe meta-analysis

uana Ny ﬁﬁayjamﬁwmmam%ﬁuaw%ﬁmﬁLﬁEn%aaﬁgﬁﬂuﬁuazlﬁﬁﬁmﬁmmm%l@f
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VANNUNVDIDLTEY

ndninasiieIfunsnaIsaLaznsigatinisnandrsdmiundndasiayulnsaunsou
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dmsugnulusad (Traditional Medicines) uaznandaeiiasuaunin (Health Supplements)

1.1 ndninaeinisnanduaritgannisna1iensdmsuewaulusia (Traditional Medicines)

nsnansdmsueaulumn wuadu 3 Yszan lawn nisnandrenistdiuguaimeny
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2. namIANEUANINMUININISNE1I81asN1sigatn1sna18 19T unAad ey ulnsluuseme

PG

nandueiayulnsdneglundndusiuseinn Complementary medicines wutdu 3 Uszunm
Thun  v1anuds (Listed medicines) s1anudsidiosuseifiu (Assessed Listed medicines) 8134
nzideou (Registered medicines) Ingenanudsasdideuddiinarngnannudssin enanudsiides
Usziiuiideuddinaaninnudssiiunans (@eiienundssnsude) wazentunsSouiideusddd

NA99ANUFLE (2138ANUEHL LagU1unanesIume)

2.1 NaniNein1INa13913karigaun1sna1Isdmsunandueiuseian  Listed Complementary
medicines)

Ma‘”ﬂmwﬁﬁﬁmsﬁaﬂﬁm Permitted indications for listed medicines Guidance, Version
1.0, 2018 ua¥ Guidelines on the evidence required to support indications for listed

complementary medicines, Version 2.1, 2014

Joudltueswaningiuseian Listed Complementary Medicines wuatdu 2 Uszinnman
Tawn Jeusltunulusiad (Traditional indications) wagdeusldn1a3nerans (Scientific
indications) Juffundngruteyaildatvayu tdouddumulunuuasdeuddmaingia ansss
wiadu 2 Ussangeede deuslduuuliianizianzas (non-specific) Wagluu@NILla1za9 (specific)
TneiifesuneAumINg W3aULATEINNINEIEN AR USTLAN SAumedifegademnunsnann
$1 yonandudaiuuimsdumsiaindoaudeuddnionisnandns Ussnoudaelassadalsslon

99992UlY AMaSulrdInlsEnauYeIlsEleAnSaufl10819ne

o v g va & | Yy £ o ' Y] & v
nanguteyanliiigatin1snd1idnsuiussiannisnaisns lnswdady 4 Yseuan laua
YU lghHUl U1k UU b RNIZLa1299 VaUa BN UIUS I UULANIZLANERS VU9 N1 INeFmIdns

LUUlRNNZLNZ9 TaUSNIINSFIANSWUULRNIZLANLA

2.2 naninuin1INad1kaziigaun1snanasdmiunandusiuszian  Assessed  Listed

Complementary medicines)

wannaeifiieadedldun Assessed listed medicines evidence guidelines Version 1.1,
2018

Foudldvomaninmiuseinn Assessed listed medicines 51 2 wuuldun devdldanudss
Uninanafidudousdaiuusn [Intermediate (primary) indications] wagdevdldanudeswiiy
Housldauans [Low level (secondary) indications] lasfinsfmuadduduremdngudeya
aduayundnsiugiuszian Assessed listed complementary medicines t0u 4 Usziawde Category
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vangIutoyaatiuayunaningiuseny Assessed listed complementary medicines Aufiu
Usznndeudld Tnewdaiu devdddmnudssiunatswmudeyanainersans dousldninudss

mudeyanIIngrmans teudldanudssiauesdninuiinulusu

2.3 NANLNNIIN13Na19919uazfigatnisnaisrediniundndusiuszian Registered

Complementary medicines)

Mstusvendnsuaiuszan Registered Complementary Medicines (RCM) wiuaidu 5
Uszunm lawn RCM 1, RCM 2, RCM 3, RCM 4 @y RCM 5

RCM 1 'léiunl ndnsausi Complementary Medicines fiwiloufiundnsiowsi Complementary
Medicines funuuiitunsdeuliud oniiu Jondnsios & ndu sa

RCM_ 2 loiun wanseust Complementary Medicines Fduluany TGA Complementary
Medicines Monograph

RCM 3 léuf nandaust Complementary Medicines fivmernunisUseidiusiiuanuvasnde
WazUszANSAINLAI9IN TGA %30 ‘MLi’JENTuﬂ?UQNﬁWﬁUQLLa‘ﬁILﬁ'&JULViW

RCM_ 4'lfun  wanfms Complementary Medicines @9Rain1n Anudasnsfenie
UsranSnmegdlaegramislduniseensu

RCM 5 loiufi wiinsisusiComplementary Medicines wilalviddslaiingsinunisussiiunmnn

ANNUaeRNY kazUseansnIn

) P Ao va ¢ | vy X o a o & & W A A °
‘Vmﬂ;ﬁs']usUEJ%a‘V]IGUWQQUﬂqiﬂﬁ’]’J@’N%Uﬂ‘UﬂﬁgLﬂ‘VlNaGmﬂJ“V] ‘1/1’1ﬂLUUG\UEJ’]IVIJJ‘V]IMMEJQIUWWT]
019941A éfaaﬁu%’auﬂa Module 4 (Non-clinical documents) wag/#138 Module 5 (Non-clinical

documents)

3. Han1sAnwnaninuginingduaznsigatnisnaadnsdmiundadusayulnsludssmne

A9alus

nandaianulnsdneglundndagiuseinn Complementary Health Products il 81uny
1us12 (Traditional Medicines) e1uNuAU (Chinese Proprietary Medicines) Namﬁmﬁﬁm%qﬁumw
(Health Supplements) Uszinadaaluslifivaninasiianiziininisnansns waldundninasinnan

Plundninuainistunsidourasusasnan s

Fusvsnulusa Tausltdeaduluniuenansenedeinsusnaulusiuitne199e dauen
a v = U ¥ =
wnuIudelinanguenastoyansldlugurulusaiu
n1snaeNveNansudasuguamuadu 2 Uszian A n1snanignanisgunmiialy

(general health claims) wagn13naImTNNeIiuagunIn (functional health claims) lngdl
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4. nanmsAneINANINUIINISNEIE1azNMsHgatnsnadrsdnsunanduaayulnsiulssine

ULaLde

nanSurauulnswiandu 2 Usennmdn liun ndnsdaeisssusn@ (Natural Products) [l
guwnulusial (Traditional medicines) nansauiayulnsdn5agu (Finished Herbal Product) &1

ayulns (Herbal Remedy)] uazkansinuiiasuaunin (Health Supplements)

4.1 MFnNU9INIINA1I81UarN1SHEIUNIINA1IB AN UNERNTWIEITUY

nannug “Guideline on Natural Products with Therapeutic Claim” atuiiau uns1A
A.A. 2019 (WA, 2562) LHundninusinistunzdeundndusisssumnininandinuusslovinimis
$nw Felddesnamsvssdiufiusuuuy (Full Evaluation) Tagldyaenansnistunsideunuuendou
(ASEAN Common Technical Dossier #38 ACTD) Usgnausmielenals 4 diume

i 1 ‘i’f@a&aﬂbﬂﬂuawﬁaiﬁawamﬁm% (Administrative data and product information)

daudl 2 deyaatiuayuannveINEAsa (Quality Document)

dawdl 3 deyaaiiuayumLUaenfuveaNanitel Nonclinical Document)

daudl 4 deymatiuayunnuUasafouazUsansnmvowansiasi (Clinical Document)

dmsundngudeyafiatuayunisnannndlaun tenansdud 3 uavdouil 4

v
¢ o A

UaNNLL 18Nans Drug Registration Guidance Document (DRGD) aUURNUNATIN 2 LAou
Augeu A.A. 2016 (W.A. 2559) LLﬁlmLaauﬂsﬂgmm A.f. 2018 (w.f. 2561) Appendix 5 : Guideline
on registration of natural products fvuANaEIAEITUNISNEIEwBHENSaeissILYR Tae
wangudayaatiuayun1Ina11813 onadunangiudeyaniaine mansiag/M3en1ueRaN TNy

Tusa waslidnydsienisteudldNennnd msunaniaeisssuwa

4.2 MnneInIsNa1I81arN1sigIUn1snaNsdmunanduILasuauaIn

wannaaiieItunIsnaesedndueiasuaunin \uluauenans Drug Registration
Guidance Document (DRGD) aUuRNWASIN 2 Lhoudueiay A.A. 2016 (W.A. 2559) wilufeu

NINHIAN A.A. 2018 (W.f. 2561) Appendix 4 : Guideline on registration of health supplements

n3nandrsdmiunansusiaiuauain wiadu 3 Ussian ldun nmsnandeinlunie
159113 (General or Nutritional Claims) Msnanenantihdl (Functional Claims) n1snanigisan
ANIFBINSLARlsA (Disease Risk Reduction Claims) Inefid1eSunsuaziegnainisnanisnausas
Ussinn  uagndngrudeyadilifigninisnandrstuiulssannmanddns dsdulngimiioudy
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neinldlagiu
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5.1 MNNMNNIINA1IS1LAENTEIUNIINENSENTUNEASUIENNas Wl

a LY (3

nanfaeiennagulnsuusdu 2 Yssavde eawaulusa wazgeiamunainayulng Ussnea
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waninaain1sTunzdsuiaazyssny erukulusadedionarsignisuaninistdayulnsaiussn

ANUSUHUTUT UM UATTNATIVE

dnsugnimunanayulng vangrudeyaatvayuansslerivseassnam  uwundu Joya
nslduuuEulusIas (Traditional use evidence) wazdayan1aing1eans (Scientific evidence)
Inedoyamadneiemansuisgiuanuindeiiovesdayadu 2 svau Ao Anuilelioseivgs uas
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function claims) N1SNA1IB19NUNNBDY (other function claims) KALANISNAIIDNNITANAINULELIVD
n1siAnlsa (reduction of disease risk claims) lngdlA1a5uU18N1INA1ID1HABLUTEAN kaTMANFIY
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6.2 ndauszinnndndaiaygulnsludsemaiie wialu 2 Yssianmdn fie ndad ueien
nayulng wagndndnaiasuavnmn Inendndueieianayulng oun euaulusn eunuiy e
W nayulng waskdndnasssuyd YuAUTEUUNITAIUANAITUQLALATNNUIEVDILAAL

Uszne

6.3 Uizmwmiﬂdnéﬁaﬁm%’uwamﬁmsﬁmmﬂagulm wUadu 2 Ussnnuadn Ae n1snann
g19msldmuesfnuIuaLluII waEn13NaIg1aNsiinNteytaneineimans Ivedunnin
% 6 = ) (% L3 - .. Y o 1 v
VANLNUND VYUY UTANLN U VB8 TWEULUSI8Y (Traditional medicines) wWALYDMUUANITAATID
nsldlunisShwanudeyaniaingieans servilminanuduauieiiunisdndseinnnisnany
#1391 9819lsARIUNUIT NENLNUNVDIDNTHUTIA1DSUILAMUNUNY NS DV ULIAVDINITNAIIDV LG
azUseLNN SAUNILFI9819T9AINNTNATIDNY WAALUSLLANTITT18aLLD8ANTALIUNINAIN

NanLNUTITOIUTZINARSG Uy

6.4 Usziannisnanissdmiundndueliasuguainvesuseinesingg  dlvgmiioudu
nannasandey taswiadu 3 Yszian lawn n1snanndrsialunsealse uns (General  or
Nutritional Claims) N15n@17819%U (Functional Claims) wWagn1SNa1I99anANULEALINISLAALIA

(Disease Risk Reduction Claims)

6.5 N159AUTELANA1INE1I019d M UNARA 9 Complementary  medicines 983Usine

a | v 1 a 1 Id [y = I Ql' °
99aLMILAEADUTILANANIINUTEINADL Inauusly 3 UTsanmusgauniiEdss Ao AuLEs 96
Uunan uargs Femdnsdueiuseinn Complementary medicines wuadu 3 Ussanauainuides
Taun enaauddivausldnnandrsmuidesnn eraaundsnaeslsediuideousldiinaignsnnuidss
Urunans (ngonadininudesindiueie) waredunsidsuideusddnnandisanudssgs (aeead
AULAENAT tazUIunanssIneie viell nulszimasalasidsinaninasiiieaiun1snan1e19nil
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Y 1 [

AUTLNY UIBYBULATDINITNANID AR UIZIAN SINTEADE1998AIUNITNAIENE UBNAINTY

Y

B UINIIUNITINYIIUaA UL U LT NI BN1SNAa1I019 Usenaunielaseasisuselenvastausty

resugdinUsznauvaslssleansoudiodne Jaliusinglundninasivesssinanyinnisfinwaus

6.6 naninausigIiunang uteyanlifigatnisnaadmiundnduneranayulnsves

Y 9

Uszimernae indnnsédrdgyiiesiedfiunaine n1sna1sensldnuesdaiusunulusa Aol

nangudeyansidnuesdausuuulusin Wy seusulusa vhsulade lalunsiw 6157
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Y83UTENADRALN AT T18avBUANINTIZR T8983UTAR NANNMTIVEIRLTYY UseinadealUusdl

TEALDEAVDINENNUIN YRR

6.7 vaninasiAsaiundngruteyaiilifigatinisnandrsdmiundndusiaiuauainain
auulnsvesUseinadigg Fufiulsziannisnandns Fadwlvguuadu 3 Uszan Toud nmsnanda
3 lUnea158m3 (General or Nutritional Claims) N15na138191ti7 (Functional Claims) waznis
nadvanauidenisiialse (Disease Risk Reduction Claims) snviuuseineeoainside 3

HARATESHaUA N IERER S uIUsEAM Listed Complementary medicines

PnnTUSEULIBUBANIN DT YU Lazraninu9vesUsEinaALa@enuIn d1ulng
WilouAY 80U MYaN15Na179198AAMULESINSIARLSALANANTULE U 1A8NSNLNUNVD
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1. INTRODUCTION

The ASEAN Guidelines on Claims and Claims Substantiation for Traditional Medicines and
Health Supplements (TMHS) is developed by taking into consideration similar guidelines
that exist internationally (WHO, CODEX, EU, US, Canada, Australia) and the regulatory

sifuation and stakeholders' interests in the ASEAN region.

The TM and HS claims refer to any message that states, suggests, or implies that a TM or HS
ingredient/product has positive contribution and benefit to human health. A balanced
approach between consumer protection and encouraging science and innovation is
important in implementing the harmonised ASEAN Guidelines on Claims and Claims

Substantiation for Traditional Medicines and Health Supplements.

It should also be underlined that this document deals with the guidance of allowable
claims and their corresponding levels of literature and scientific substantiation. Certain TM
or HS claims need to be substantiated by efficacy data, and these data requirements are

defined in the guidelines.

2. OBJECTIVE

This document aims to provide guidance on making unbiased and fruthful claims,
supported by adequate evidence in order to protect the consumers from misleading
claims. This will enable consumers to make informed choices in taking care of their health.
Furthermore, this document will facilitate the product placement of TMHS products and set

up requirements for efficacy data submission for certain TM and HS claimes.

3. KEY PRINCIPLES OF ASEAN TM AND HS CLAIMS AND
CLAIMS SUBSTANTIATION

All claims made for TM and HS should:
* Be consistent with the ASEAN definition of TM and HS
» Support the safe, beneficial and appropriate use of the products
* Maintain the level of fraditional usage and/or scientific evidence which is

proportionate to the type of claim
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* Meet the dosing recommendations stated in the evidence or references for the
claimed intended effects, unless otherwise justified

* Not be misleading or false

¢ Enable consumers to make an informed choice regarding products

* Be for health maintenance or treatment of disease in accordance with
traditional principles and practice, where the product is a TM

¢ Be for health maintenance and promotion purpose, where the product is a HS

¢ Not be medicinal or therapeutic in nature, such as implied for freatment, cure or
prevention of diseases, where the product is a HS

* Be substantfiated by good quality evidence that is relevant to the claim

The claimed benefit/efficacy of a product and/or its ingredient(s) shall be based on the
fotality of the substantfiafion evidence provided including human, non-clinical and
empirical or historical data, as well as other documented evidence, where applicable.

Please refer to Table 2 and Table 4.

4. GUIDANCE FOR TM CLAIMS SUBSTANTIATION

TM claims refer to the beneficial effects of consuming TM to promote the maintenance of
health, to relieve symptoms, or prevent or tfreat a disease, disorder or medical condition in

the context of the respective traditional medicine principles and theories.
4.1 Types of TM claims

The 3 types of TM claims are stated in Table 1.
* Traditional Health Use Claims
* Traditional Treatment Claims
* Scientifically Established Treatment Claims
Scientifically Established Treatment Claims shall be substantiated by the proportional

degree of data from efficacy studies and relevant documentation.
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Table 1. Scope and examples of the 3 types of TM claims

Type of TM claim

Scope

Examples to illustrate the scope
(as determined by the regulatory
authority of each Member State)

Traditional Health
Use

Traditionally used for general
health maintenance or
enhancement

Traditionally used to maintain
health for people above 40 yrs
old

Tonic traditionally used to restore
energy and health in women
after childbirth/puerperium

Tonic traditionally used to
strengthen body by nourishing
blood and invigorating vital
energy

Traditional
Treatment

Traditionally used to relieve or
alleviate a symptom, or treat a
disease or medical condition
according to the principles of
traditional medicine, with the
exception of the prohibited
diseases according to each
Member State

To prevent/stop/slow down the
progress of a mild or self-limiting
disease or medical

condition, based on principles of
traditional medicine

A Traditional medicine for
dizziness/vomiting during travel in
car, boat and airplane
Traditionally used to prevent cold
or flu

Traditionally used to relieve cold
and sore throat

Traditionally used to treat
stomachache

Traditionally used to treat
constipation

A traditional medicine to relieve
itchiness

Scientifically
Established
Treatment

To relieve a symptom or treat a
disease, disorder or medical
condition substantfiated by
scientific evidence, which
corroborates TM principles*

*as determined by the regulatory
authority of each Member State

For tfreatment of hypertension
To treat or relieve arthritis
Used to lower blood pressure
Used to reduce blood sugar

4.2. Principles of TM Claims Substantiation

T™M claims must be in line with the respective TM principles (such as Jamu, Traditional
Chinese Medicine, Ayurvedic Medicine) and supported by adequate evidence from TM

based document.
As the usage of fraditional medicine is based on accumulated experience and historical

knowledge, the TM claims and rationale of ingredient or formulation should be based on

the specific TM disciplines.

4.3. Substantiation of TM Claims
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The substantiation of TM claims shall follow Table 2 and be based on finished product, or
ingredient(s) with justification as required by the regulatory authority. It is the responsibility
of the company to provide the required evidence in order to comply with the criteria to

make T™M Claims.

Efficacy data to support Scientifically Established Treatment Claims shall be generated
from studies on the finished product, or ingredient(s), with justification as required by the
regulatory authority. Efficacy data should be obtained from human studies; this may be
supplemented by data from non-clinical studies. In addition, summary of empirical or

historical and raw data should be submitted if required by the regulatory authority.

Human studies

Scientific data could be derived from observational or intervention human studies,
that are well designed in accordance with recognized scientific principles, with
statistically and clinically significant outcomes addressing the specific TM claim. The
acceptable principles for human studies can be referred to internatfionally

accepted guidelines, for example, ICH-GCP Guidelines.

Non-clinical (animal and in vitro) studies

In vitro studies as well as animal studies are intended to generate the non-clinical
data. Data from animal study should be derived from animal model which can
represent human condition related to claim. The methodology should be an
acceptable and valid procedure to measure the parameter. Data from animal
studies are important fo give the preliminary efficacy data prior to the conduct of
human study. When data from animal and in vitro studies are submitted as
substantiation of claims, an explanation on its relevance to humans should be

included.

Summary of total available scientific data
The total available published and/or unpublished scientific data should be summarised as

part of the substantiation documentation. It should contain the following information:

a) Product/Ingredient Studied
b) Indication
c) Type of Claim

d) Dosage and Administration
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e) Type of Study (example, Human or Animal)
f) Study Design (example, Observation or Experimental)
g) Study population
h) Duration of the Study
i) Study End points
j) Limitation of the Study
k) Study Results
[) Source of Evidence
i. Author
ii. Title
iii. Publication Details (year)
iv. Type
m) Other information, if any

i. Ethics Committee approval

For Scienfifically Established Treatment Claims, a company wishing to use the same
approved claim for a similar product should provide adequate scientific evidence/data to

ensure adequate substantiation.

70of 17 Version 1.0



ASEAN Guidelines on Claims and Claims Substantiation for Traditional
Medicines and Health Supplements

Table 2. Degree of evidence required to support different types of TM claims

Type of TM Level of Criteria for Well- | Evidence to substantiate TM Claim
claim evidence documented
TM Claim
Traditional Evidence - Claims for Evidence of documented traditional use or
Health Use from general health history of use that may be found in the
documente | maintenance or | following:
d traditional | enhancement » Classical TM Texts
use and are e Pharmacopoeias and Monographs
knowledge | documentedin e Reference Textbooks/Journals
TM references
- In accordance
with TM
principles and
practice
Traditional Evidence - Claims for Evidence of documented history of
Treatment from freatment and fraditional tfreatment that may be found in
documente | prevention are the following:
d traditional | documented in * Classical TM Texts
freatment TM references * Pharmacopoeias and Monographs
» Reference Textbooks/Journals
- In accordance
with TM
principles and
practice
Scientifically | Scientific - Claims for Compulsory evidence:
Established data and tfreatment Substantiation of TM claims based on
Treatment ™ supported by scientific data as required by the regulatory
principles scientific data authority to be conducted on finished

(such as in vitro,
in vivo,
epidemiological
and/or human
intervention
studies)

- In accordance
with TM
principles and
practice

product or ingredient(s).Justification will
have to be provided to the regulatory
authority if evidence provided is based on
ingredient

At least 1 additional evidence:
Evidence of documented history of
fraditional freatment that may be found in
the following:
e Classical TM Texts
* Pharmacopoeias and Monographs
* Reference Textbooks/Journals

Note: References that are used to substantiate a TM claim include ASEAN Member States’

official pharmacopoeias and monographs.
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Decision free on the evidence required to support TM claims appears as Figure 1. Please
note that Figure 1 below should be read in conjunction with the details in Table 2 for full

information.

Figure 1. Decision free on the evidence required to support the different types of TM claims

A proposed TM claim

A\ 4 \ 4
Traditional Health Traditional Treatment Claim Scientifically Established
Use Claim Treatment Claim

Refer to Table 2 and Sections 4.2 and 4.3

v v v

Evidence of Evidence of Compulsory evidence:
documented documented history of

fraditional use or history traditional treatment Substantiation of TM claims based
of use that may be that may be found in on scientific data, as required by
found in the following: the following: the regulatory authority to be

e Classical TM Text e Classical TM Text conducted on finished product or
e Pharmacopoeias e Pharmacopoeias ingredient(s). Justification will have
and Monographs and Monographs to be provided to the regulatory

e Reference * Reference authority if evidence provided is
Textbooks/Journals Textbooks/Journals based on ingredient.

At least 1 additional evidence:
Evidence of documented history of
traditional freatment that may be
found in the following:

e Classical TM Texts

e Pharmacopoeias and
Monographs

* Reference Textbooks/Journals

; ! '

~ ~
. , .
’ S . S N

N

N .

~*Doesit meet Not a well- _Boes it meet Not a well- _ Does it meet Not a well-
<" thecriteriaof >,  No| documented *" the criteria of "~. NO | documented . the criteria of . NO documented
.7 well documented TM ™+ Traditional | -”\well documented T™ -~ Traditional | -\ ol documented TM ~ Scientifically
~._ Claimbasedon .~ Health Use (. claimbasedon  .° Treatment |~ " Cigimbasedon 7P| Established
\\substonﬂoﬁon of » Claim \\\ substantiation of +~ Claim \\subs’romio’rion of,/ Treairpeni
\Eevidenc?;?/’ \\evidence’g’/ \\evidence%/ Claim
YES l YES l YES l
Traditional Health Traditional Scientifically Established
Use Claim Treatment Claim Treatment Claim
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5. GUIDANCE FOR HS CLAIMS SUBSTANTIATION

HS claims refer to the beneficial effects of consuming HS to promote good health by

providing nutrition, enhancing body structure/ function, improving a function, enhancing

or preserving health and/or reducing the risk of health related conditions or diseases.

5.1. Types of HS claims

The 3 types of HS claims are stated in Table 3.

e General or Nutritional Claims

¢ Functional Claims

¢ Disease Risk Reduction Claims

Functional Claims and Disease Risk Reduction Claims shall be substantiated by the

proportional degree of data from efficacy studies and relevant documentation.

Table 3. The scope and examples of the 3 types of HS claims

Examples to illusirate the scope

Ty;::tlaq?r:‘HS Scope - as determined by the regulatory
authority of each Member State
General For Nutritional Support and General Health * Supplements nutrition
or Maintenance. * Supports healthy growth and
Nutritional development
Benefits derived from supplementation * Nourishes the body
beyond a person’s daily dietary intake. * Relieves general tiredness, weakness
* Helps to maintain good health
Functional | Relate to a positive confribution to health or | « Maintains/Supports healthy joints
fo the improvement of a function or to * Maintains/Supports immunity
modifying or preserving health in the * Maintains healthy liver function
context of the total diet on normal functions | ¢ Maintains/Supports alertness
or biological activities of the body. * Maintains/Supports mental
performance
Maintains or enhances structure or function ¢ Promotes healthy skin
of the body, excluding disease related * Helps to relieve post-menopausal
claims. discomforts
¢ Aids in digestion to relieve
Supports health and to relieve/reduce/ indigestion
lessen/ease minor body discomforts in some | ¢ Bifidobacteria in product A helps to
physiological processes (e.g. ageing, improve slow transit systemin 14
menopause, pregnancy)*. days
* Supports health in ageing
*as determined by the regulatory authority of * Supports health in menopause
each Member State * Supports health in pregnancy
Disease Significantly altering or reducing a risk factor | * Helps to reduce risk of osteoporosis
Risk of a disease or health related condition*. by strengthening bone
Reduction ¢ Helps to reduce the risk of

*as determined by the regulatory authority of
each Member State

dyslipidaemia
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5.2. Principles of HS Claims Substantiation

The type of claim must be substantiated by an adequate level of evidence. The major

principles of HS claim substantiation are:

Proportional degree of supporting evidence corresponding to the type of HS

claims

The Principle of proportional degree of supporting evidence is illustrated in Table 4.
When applying the substantiation requirement stated in Table 4, the evidence for
Functional Claim is stronger than General or Nutritional Claim. In turn the Disease
Risk Reduction Claims will require proportionally stronger scientific support than

Functional Claims.

Totality of scientific evidence that demonstrates the beneficial effect

The totality (balance and range) of the evidence to the HS claims are important.
Due consideration should be given to all relevant scientific evidence relating to the
claimed benefit of the product or ingredient and should not focus only on
evidence that supports the effect. In proportion to the type of claims, scientific
substantiation should demonstrate a consistent beneficial effect of the ingredient
(or product) on specific health aspects or generally recognised biomarkers based
on totality of scientific evidence encompassing human studies (observation and
intervention), authoritative references, recommendations from international or

authoritative bodies, scientific reviews, animal and in-vitro studies.

HS claim substantiation shall be based on finished product, or ingredient(s) with justification

as required by the regulatory authority (e.g. rationale of the combination)

5.3. Substantiation of HS Claims

The substantiation of HS claims shall follow Table 4 to reflect the proportional degree of
supporting evidence. It is the responsibility of the company to provide the required

evidence in order to comply with the criteria to make HS Claims.

For Functional and Disease Risk Reduction Claims, a summary of the scientific evidence
including published and unpublished studies should be submitted. In addition, summary of
empirical or historical data shall be submitted. Raw data should be submitted when

required by the regulatory authority.
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Efficacy data to support Disease Risk Reduction Claim shall be generated from studies on
the finished product, or ingredient(s), with justification as required by the regulatory
authority. Efficacy data should be obtained from human studies; this may be

supplemented by data from non-clinical studies.

Human studies

Scientific data could be derived from observational or intervention human studies,
that are well designed in accordance with recognized scienftific principles, with
statistically and clinically significant outcomes, if applicable, addressing the
specific HS claim. The acceptable principles for human studies can be referred to

internationally accepted guidelines, for example, ICH-GCP Guidelines.

Non-clinical (animal and in vitro) studies

In vitro studies as well as animal studies are infended to generate the non-clinical
data. Data from animal study should be derived from animal model which can
represent human condition related to claim. The methodology should be an
acceptable and valid procedure to measure the parameter. Data from animal
studies are important to give the preliminary efficacy data prior to the conduct of
human study. When animal and in vitro studies are submitted as substantiation of
claims, mechanisms of actions to explain how the ingredient/product confers
beneficial effect on health and explanation on the relevance of its findings to

human should be included.

Summary of total available scientific data
The total available published and/or unpublished scientific data should be summarized as

part of the substantiation documentation. It should contain the following information:

a) Product/Ingredient Studied

b) Intended Use

c) Type of Claim

d) Dosage and Administration

e) Type of Study (example, Human or Animal)

f) Study Design (example, Observation or Experimental)
g) Study population

h) Duration of the Study

i) Study End points
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j) Limitation of the Study
k) Study Results
I) Source of Evidence
i. Author
ii. Title
iii. Publication Details (year)
iv. Type
m) Other information, if any

i. Ethics Committee approval

For Functional and Disease Risk Reduction Claims, a company who wishes to use the same
approved claim for a similar product should provide adequate scientific evidence/data to

ensure adequate substantiation.
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Table 4. Degree of evidence required to support different types of HS claims

Type of HS Level of Criteria for Well-documented HS Claims Evidence to substantiate HS Claims
claim evidence
General or General - The claim is related to human health in line with scientific or At least 1 of the following evidence (as
Nuftritional traditional knowledge determined by the regulatory authority of each
- Documented in authoritative reference texts Member State):
- Recognised by reputable or international organisations or * Authoritative reference texts e.g. reference
regulatory authorities textbooks, pharmacopoeia, monographs and
- Claim is not referring to structure and function of body scientific journals
- Adheres to the key principles of ASEAN TM/HS claims * Scientific opinion from scientific organizations
- For a HS product making nutritional claim based on vitamin « Scientific opinion from regulatory authorities
and/or mineral, it is recommended to contain a minimum of * Documented history of use e.g. classical texts,
15% Codex NRV (Nutrient Reference Value) per daily dose of published document from scholar or expert that
the vitamin and/or mineral to qualify it being the source of reports the traditional use of the ingredient
that vitamin or mineral or as determined by regulatory concerned
authorities
Functional Medium - Functional claim is in line with established knowledge on At least 1 compulsory evidence (as defermined
nutrition and physiology by the regulatory authority of each Member
- Documented in authoritative reference texts State):
- Recognised by reputable or international organisations or e Good quality scientific evidence from human
regulatory authorities studies (only in the event that human
- Adheres to the key principles of ASEAN TM/HS claims experimental study is not ethical, animal studies
- For a HS product making functional claim based on vitamin shall only be acceptable together with
and/or mineral, it is recommended to contain a minimum of epidemiological studies or other scientific
15% Codex NRV (Nutrient Reference Value) per daily dose of literature and documented traditional use). In
the vitamin and/or mineral to qualify it being the source of case the end point of a human study is not
that vitamin or mineral or as determined by regulatory feasible, a surrogate end point can be used.
authorities * Authoritative reference texts e.g. reference
textbooks, pharmacopoeias, monographs
* Scientific opinion from scientific organizations
* Scientific opinion from regulatory authorities
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Type of HS
claim

Level of
evidence

Criteria for Well-documented HS Claims

Evidence to substantiate HS Claims

At least 1 additional evidence:

* Scientific evidence from animal studies

* Documented history of use (e.g. classical texts,
published document from scholar or expert that
reports the traditional use of the ingredient
concerned)

* Evidence from published scientific review

Relevant company owned scientific data
(published and unpublished) can be submitted, if
available

Disease Risk
Reduction

High

- The relationship between the HS ingredient or product and
disease risk reduction is supported by consistent scienfific
evidence

- Documented in authoritative reference texts

- Recognised by reputable or infernational organisations or
regulatory authorities

- Adheres to the key principles of ASEAN TM/HS claims

- For a HS product making disease risk reduction claim based
on ingredient, it must contain the amount of the active
ingredient that has been shown to be effective in the
substantiation data

Compulsory evidence:
* Scientific evidence from human intervention
study on ingredient or product

At least 1 additional evidence:

e Authoritative reference texts e.g.,
pharmacopoeia, monographs

* Scientific opinion from scientific organizations

* Scientific opinion from regulatory authorities

¢ Evidence from published scientific reviews or
meta-analysis

Relevant company owned scientific data
(published and unpublished) can be submitted, if
available

Note: References that are used to substantiate a HS claim include ASEAN Member States’ official pharmacopoeias and monographs.
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Decision free on the evidence required to support HS claims appears as Figure 2. Please

note that Figure 2 below should be read in conjunction with the details in Table 4 for full

information.

Figure 2: Decision free on the evidence required to support the different types of HS claims

A proposed HS claim

A

A\ 4

General or Nutritional

Claim (Table 3): for nutritional
support and general health
maintenance and the
benefits derived from
supplementation beyond a
person’s daily dietary infake

'

Functional Claim (Table 3): relates to
a positive conftribution to health or to

the improvement of a function o
modifying or preserving health in
context of the total diet on norm

functions or biological activities of the

body, maintains or enhances
structure or function of the body,

support health and to relieve minor

body discomfort in some
physiological processes

rto
the
al

Disease Risk Reduction

Claim (Table 3): significantly
altering or reducing a risk factor
of a disease or health related
condifion

Refer to Table 4 and Sections 5.2 and 5.3

'

'

Substantiation evidence

At least 1 of the following
evidence (as determined by
the regulatory authority of
each Member State):

e Authoritative reference text
* Scienfific opinion from
scienfific organizations

« Scientific opinion from
regulatory authorities

* Documented history of use

Substantiation evidence

At least 1 compulsory evidence
(as determined by the regulatory
authority of each Member
State):

¢ Good quality human study

¢ Authoritative reference texts

* Scientific opinion from scientific
organizations

« Scientific opinion from
regulatory authorities

At least 1 additional evidence:

¢ Animal study data

¢ Documented history of use

* Published scientific review

45
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Substantiation evidence
Compulsory evidence:

* Human intervention study data on
ingredient or product

At least 1 additional evidence:

¢ Authoritative reference texts
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5.4. Languages and Wordings Used for HS Claims

Appropriate language and wordings must be used to convey the HS claims with a
meaning that is proportional to the level of scientific substantiation. Language and words
used in HS claims should provide a truthful and non-misleading message on the beneficial

effect of the ingredient/product.

5.5. Prohibited HS Claims
HS claims are not allowed to imply treatment, cure or prevention of all diseases or medical
conditions. For disease risk reduction claims, diseases prohibited from associating with such

claims shall be determined by the regulatory authority of each Member State.
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