UsENIAdITNUANZNTINAITOMITULALEN
1589 wWIMINMSRNsMzLI UM S UBNa YL UUBIAINLE 6N

fedninnuanznsinIosuazeildeanysznia (3os wmmansiansumedoy
ffvenuautiiguiiduselagiinidnmseind asiufl be Igunou beos dvuntemnsiudive
wuugadssnitu lnedundsdusionduaguitussiiulaedadudsznoulugnsd3u (ingredient-
based evaluation) WnuN15UsELAUIBEANTAISU (product-based evaluation) Wagsauiun1sUsELdy
aswpailussiuansddyununsUsadiulussdundndusidndagy dadu deldnmsniuay iy quae
Tiiszdnsam Anuvasnde wagiiudeaniun1sailutdagdu lwersnisanenssunseImisiazen
JseenUszmaderialuil
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BUINIINITNANTUINL T UANTUEIET Y UUBIANULEEIAT

Tudszmanfiszuunsmuauiduguas iduuds dndninaeilunisaivguiiuguas
Y] a' A A al' o a aay | ! aa a' &
AINTEAUANULEES NaABlugNilANNERsRNdNsAUANNgavEuInndendauEssgs Nl
1 ¥ a = 49{ = 1 =

WILUATUNITAIUANANNIN NITHER TIUTINTEUIUNIINISTUNELTEY 19U US FDA & OTC drugs
99aMLAYd complementary medicines %30 listed medicines LAWIANE natural health products
LL@"’I‘L&EUU‘N%J quasi-drugs IWEJR]JL"Uﬂ’ﬁGZJUVl“L‘UEJ‘L!LL‘U‘UR]@LLf\]\‘lluﬂ’ﬁUi“LﬂJuLE]ﬂﬁ’]iVlN’J%’]ﬂ’]iLLUUEJE]
mamssusamuwwawam ﬁmamumaumimﬂumt,aﬂauaaﬂammm wagifinpnudusnlunis
mﬂU@LLawaqaaﬂqma']mﬂﬂﬁuu szmuLﬂuﬂsﬂafuuiuﬂﬁmuaumﬂu Aka LazdaasugnaInnIsy
HAMA NN E1D9TU d11INIUAMENTTUAITEIMITHAL YN LABAMNILAUTDUTBIAMENTIUNNTEN TUANT
Useyuasan 420-4/2567 uil 31 nINIAY 2567 JsimuawiInieamsiansannzideusisuenaiday
WUUEIANNLED SN famalull

1. AudnyNzYowAnSueisIAL T

1.1 fidrudsenauedduasietliddy (a3he) Addsanuuasadoniie Sanudes
o (low-risk ingredient)

12 deudivioasinamuesiiodfyliszduanudssluszdudmioUiunars asswaa
voawdndnaienngly (1) nisdaasuguan (health enhancement) (2) $nwiguaw (health
maintenance) (3) Joan15U1A%TonT9d1991%113 108U 1NAsWT (prevention of dietary deficiency)
way (@) Msvrtn ussm 3w videdesu n1g 01ms videlsanlisuussiimelesld vielinelviAn
B\laL’?{EJMﬂ%u mﬂslsﬁaﬂﬁmam”lﬁéfaﬂﬂﬁ (treatment, cure, risk reduction or prevention of minor
diseases or conditions (including symptoms or risk factors of those conditions), which naturally
resolve in a timely manner or for which lower than expected performance of the product should
not pose a major risk to the person taking it under the recommended conditions of use)

1.3 nanfuanivnnnudasndening (wide margin of safety) wasflaunausgleviiuaing
eodumsldesnenuies (Fadulates videaunsadeunuvemiuuziianyaainsmsnsumme) el
Wltaanuazteyaimnzaniunislderegsaumana fasswaudiianudssi fo1nislafis
UszasAlaiguusa (mild profile of adverse reactions) laganusadnnisualiiisuseasalaainaain
wazienansmfuendmsulssansuiivunzay ﬁmﬁasﬁa;ﬂalﬁ%mﬁlm w1y digital labeling d@auluey
THUIMI91N1IINNIINITINYILIA

graradssindueilidndudesdednonaludunmd laevaluenanudssdady
granfyuszdntu videdusiililiedunseviesmuauiiay udlunsdifisuissenisenaay
Jowdugndunse 1wy erfiinrandeddumstluldlumeiiie Sudufesqualasinduns
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2. iwaﬂflsmﬁaqzy'miﬁ%umtﬁauéh%’ummﬁmuqumﬂfa'ml,?iaw‘h

M5BuATBLUVEIANALEE I LﬂuﬂwsﬁumLﬁEJu@h%’umﬁﬁadauﬂszﬂaﬂugmﬁﬁu
(ingredient-based  evaluation) unun15UseLUTIBEATAISU (product-based  evaluation) Fasfu
Fafesfinsusziiunenisasiteygralildlidrmdinounssuiunistunsideudifuen
Tnguuandu 2 Uszian Ae 81a3un13§nun (complementary medicines) wareildlgeiass
n15¥n91 (non-complementary medicines) asgfuauidss namde snasunsinundungue
Auunluslanudesinitelunguilildenaiunisinu dslasinlUlusssemaldnszuaunis
LT sdotunsdeunuy ingredient-based 19U poAAIEy LA GUu Hudy

naue ey e iUz leumSuenandliywuue1nude i 19

| [

2.1 E3UN155n18 (complementary medicines) il 24 QLY m‘ﬁ
1. Medicated soap
Lozenges for soothing sore throats, with or without antiseptics
Topical skin protectant drug products
Oral digestive enzymes
Topical acne therapy (exclude antibacterial)
Anti-Dandruff Products
Menthol-based inhalers & chest rubs

First aid antiseptics for minor cuts & abrasions

W o N o bR W

Rubefacient preparations for minor aches and pains of muscles

—
o

. Oral rehydration salts products for therapeutic purpose (WHO formulation)

—_
—_

. Oral vitamin and mineral products

—
N

. Laxative Drug Products

—
(SN}

. Activated charcoal

H
N

. Corn & Callus/ Wart Remover

—
@]

. Amino acid
. Choline salt

. Essential oil

P =S =N
o0 N O

. Plant or herbal material (or a synthetically produced substitute for material of
that kind), including plant fibres, enzymes, algae, fungi, cellulose and
derivatives of cellulose and chlorophyll

19. Microorganism, whole or extracted, except a vaccine

20. Mucopolysaccharide

21. Non-human animal material (or a synthetically produced substitute for

material of that kind) including dried material, bone and cartilage, fats and oils
and other extracts or concentrates

22. Lipid, including an essential fatty acid or phospholipid

23. Substance produced by or obtained from bees, including royal jelly, bee

pollen and propolis

24. Sugar, polysaccharide or carbohydrate

WUININTATUMELT U SUEENITY L UUI ALY 96 Page 2



[

2.2 g1iilailyenaiun1snen (Non-complementary medicines) i 20 ﬂﬁjm&‘ﬁu
1. Lozenges for soothing sore throats, with or without antiseptics

Anti-Dandruff Products

Antacid Products

Antiflatulent Products

First Aid Antiseptic Drug Products

First Aid Antibiotic Drug Products (Topical)

Topical Antifungal Drug Products

Topical Acne Drug Products (exclude antibacterial)

Y oo N o RN

Laxative Drug Products

—
o

. Antidiarrheal Drug Products

—_
—_

. Antiemetic Drug Products

—
N

. Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products

—
SN

. Internal Analgesic, Antipyretic, and Antirheumatic Drug Products

H
N

. Topical Otic Drug Products

—
Ul

. Anorectal Drug Products (ointment, topical, suppository rectal)

—
(o))

. External Analgesic Drug Products

[N
—~

. Ophthalmic Drug Products

18. Oral Healthcare Drug Products

19. Anthelmintic Drug Products

20. Pediculicide Drug Products

s1eaziduaseniserluudaznguiiiun1sfiansanvesnazeynITUNITRANTUIEN
Audssuddulunuysznnaneen

nauELarTIMIBIRINg T dnvhtudtesuisauazmnlunistungdeu lunsdid
aruszasdaziuiunsndoulunguewienensenduiilivsng sy aunsabudvsudlodiuiy
sene/ngueld muuumsiisieluil

3. wuawsmaiusaudlysenisansdfgiieyalildlugianude s
3.1 wwmnenstudveuazderimusienans
wUsdu MsUszfiuduguiuuiasn1sUssliuiuugs
n. NMsUssdudNULUY
TdudweuazdoyaUszneufionsanmuiade ICH CTD lawgdumnuvasndouas

anun lunmstuveldusnenddnyeudssdldnauuimis Information required in an evaluation of
a substance for use in listed medicines %83 TGA' Tunsaifidesmsiausluluns v Tidudeiauely
TunsminSauonansdneds smdeudedly sl ansnsodudweoriussuu/mddoiasimnensnase

" Information required in an evaluation of a substance for use in listed medicines. Australian Regulatory guidelines. Version
1.0, May 2020.
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https://www.tga.gov.au/resource/information-required-evaluation-substance-use-listed-medicines-guidance-sponsors
https://www.tga.gov.au/resource/information-required-evaluation-substance-use-listed-medicines-guidance-sponsors

. NMIUTTIULUUED

Tidudveuazdeyandngrusredsioiinunsussiiulildlslunsoaudsoasy
13591 (complementary medicines) 484 Therapeutic Goods Administration” veteadLAsAe
(eBS) #393189n150287/monograph 74y Natural health products U84 Health Canada’ %38
$78M13 OTC monograph we US FDA® videsenisansieyaalililundnsasieiueims/emsly
Uszinalne viesenisarsfioyqelildlundndasiedesdiens lulssinelng (cosmeceuticals)
sl amnsndudveriussuy/mivieRes en1sness

Meuazdundorimusenaisnuaianuani 1 Yefmuaenarslunmstudivaiiavie
wilvsen1sansanfgwsnansyoe

msdudweifiuviewdlusenisansdifny/uanfusiieynalildlugianuds i
Humsussiiuamzsnununnuazauuaende Jamnzauiuaiiegszninamideiauinounns
roverlunsfigaitouds/asmansely lusnvagnsiusesuudusule

3.2 wwawmansussidiuasidyeygn il fluninsusieanude i

Wielinsdndssiananuidsaduszuu fanulusda efurgldmumanauagndngu
ydneeans wavannisligaeitafienadaruiulumsiaarudssiiuanietuliu dosdinfesdle
Tunstensindula Jeprsdnlidszvunmsanaulalaenislvazuuu lnsfinuginisuseilivaisdnnsy
vionAnSaeifidanudsssn’ (low risk classification system, LRCS) el

(1) AanuUaonnsuaeans (safety of the ingredients)

a1sdrfuwaranstrefiludinusenauveandnfamazdomiunisusuduaing

UaenselasfinnsanainUseTansld grimnsdaninvesans (biological activity) amudululdians
o19lsiasnivnnvdnguiiafant uarsssuomshifislszasdannnsld

(2) FINWNITUINIITNANS U (route of administration)

(3) anudsefiduiudiuinguizasdlunislduazaain (risk associated with the
claims including labelled use)

@) sssumAvesnzuiolsafidudmanglunisld Yestuniesnw (The nature of
the condition being treated or prevented) ijm;l'jﬂmﬂa%&lqsnmw

(5) PunulssrnkasAnsnuazvasUssrnadminglunisldvewdngdoue (The nature
and number of the population using the product)

(6) maﬂiwumﬂﬂmmwmiwémﬁw (The impact of poor quality in manufacture)

Tunsaffitymilunsinsananudomunasidniy assadivlaonsliaguuuan
seuATIADs (qualitative risk level) ﬁﬁmuﬂﬁmwﬁwmmmmmmvau LU ﬁmﬂmmwmimémma
LLUQLUUQ’J’]@JL&EN?N (high) Yrunane (moderate) f (low) #nsnn (very low) masmsm (extremety
low) Lammwma"lmﬂmmaim (Negligible) mummﬂaamm o1auvadu amnudeags Urunana sin
Fugu mndu danlshimiinvesusasinest mﬂuummqmﬂmmuu WIBUINAUMAINAT agUsiann

24 o 9 | | ; v a <
Usunaudusianismuauvesenanauansldlussazuszive wu o1 lbuprofen {u over-the-counter Tuawnigawini Tuvaud
U’iﬁLVlﬂVLVIEJLﬁUFJWéIUWﬁEJ
5 ) ) ) )
Consultation: Options for the future regulation of low risk products V1.0 March 2017
e ——
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https://www.ebs.tga.gov.au/
https://webprod.hc-sc.gc.ca/nhpid-bdipsn/monosReq.do?lang=eng&monotype=single

W1 VAAL AzuUULRALN Fauduans/,

RAsaNBaYa TIUATUUULINY AaduAIiIKin WNARAMULINTAINN

UATUANFIULA? Auaduuasusaz vausavnaUl SIMATUUULGARY W&eoen anfinzuuy
Tingnuuluuaag e Lnauainag UDUNTIATUUUFINA
Lnawal nilnuad \7tausu'lo

[
=1

Wt lvinzluula g flue Iy aa LN TEUINN TR

UolduDAZLUY ATLUUTINUDA Azuuuafe | Azuuuindonm ATLUUTDILARE WRnawa g Y
WYY Uuin Lneust

Ingredients

- history of use

- biological activity

- potential safety issues for
literature

- AE report

Route of administration

Claims including labelled use

Nature of condition(s) being
treated and/or prevented
including other health promotion

Nature and size of the

population using the product

Impact of poor quality

manufacturing

ATLUUTDIENT/ AN U

Wnstsuarunsa llglanuatsdfy nandwe wazUssianvesnandue n1susu
azuuuvsensfndulefiliaonndesiuazuuy 1935 sUsvaudidorvgudriuiinmena vangiu
Usznoulinie

FreghensinuaszAuAzIIUYDUAazInat Tl

(1) F9neNIsUIHISHARAE (route of administration)

Fowensuimadissiuamudssoritiogedunugiusl

N. topical

9. Oral, vaginal, Wag rectal

A. Pulmonary/Inhalation

1. Parenteral, ophthalmic, uag nanfasifildiuunada (open wound)
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IﬂﬂﬁﬂﬂmimfﬂumﬁmﬁmeﬁﬁﬁgﬂLLU‘UEH Parenteral dosage form @943l low bioburden
wae pyrogen-free asfildnannansausiusiaaindes vielinsznuiunssuaunisinlindnsas
am%ﬂﬂi'}mmm%a mmammiiumﬂuawammm bacterial endotoxms specification %30
pyrogen-free ﬂGl@L?,JE]LLﬁﬂﬂlﬂU%@ﬂ’MUﬂﬁﬂﬁi%’]U’lmm‘U 281N ammwms%ma %umm‘umm@‘u
LazaNsana (active substance master file, ASMF/DMF) (The International Pharmaceutical
Excipients Council. QUALIFICATION OF EXCIPIENTS FOR USE IN PHARMACEUTICALS 2008)

(2) Useansnawnisuan

Manufacturing/Perfor manufacturing quality, poor product quality or non-performance likely to cause
High 6 S
mance serious injury
manufacturing quality, poor product quality or non-performance likely to cause minor
Moderate 5 injury
manufacturing quality, poor product quality or non-performance unlikely to cause any
Low 4 injury
manufacturing quality, poor product quality or non-performance likely to be noticed
Very Low 3 before use
manufacturing quality, poor product quality or non-performance likely to cause
Bxtremely low 2 inconvenience
manufacturing quality, poor product quality or non-performance unlikely due to
Negligible 1 simple nature of product

91NA151 MndnsUURenaesgukarteimualunseaauanuIidyriintunie
LileufiRmuuasprunimunaziinudetodals

4. wuIIM N TIIMIEsEIsLaznsUszliusenisansteludsuiieyynlild
n1sUszilivarsiisyatunisussiiuninudasady lnguseiliuaindeyaninulasndy

NineuwazUseifnigld dwsuninsgrunisuasdililavusilvin GMP andadumunguuewadl

AuuzdlifURmuwwInisana wu IPEC-PQG Excipient GMP Guide \Jusiu
msUszfiuanstiswiadu 2 wuu liun wuudssiiugenasiuuyssifiui

4.1 wuuussiiuge Mlunsdhifuasvreioyynliléiduansiaelundadmaiguaiman
fiou Tnedrsduonansmusuameeluil
AIULWINN ICH Guideline M49, Organisation of the Common Technical Document
for the Registration of Pharmaceuticals for Human Use. fuslianstiedildldasing wuneds
anstaedislosdanuifinnmeiluiisensu (well-established) uaziinsldfusiluluenilasueysi
nuou Sdaehluanfusensanslundas3u (pharmacopoeia) st a1staeiilddnduansi
laun
1) anstheieygalildlusiunuluauazndn fueiaiuguammuuuIniseondoy
(ASEAN TMHS)
2) miﬁzj'wﬁaufgmiﬁlﬂu food additive, food contact packaging component AUNWNY
AUD AT
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3) ANALDIMTINUNYMLNEA UM

1) ansthefieyaelildmeginudisefsguunisenia  pharmacopoeia LU U.S.
Pharmacopeia (USP-NF), European Pharmacopoeia (Ph. Eur.), or Japanese Pharmacopoeia (JP)
s emsansildluguaulusm sungnsensy/ngrangen

5) asthefusnglusniduiyousueg1aniiewng Wy “Handbook of Pharmaceutical
Excipients”, “Fiedler: Lexikon der Hilfsstoffe fir Pharmazie, Kosmetik und angrenzende Gebiete”
(Encyclopedia of excipients for pharmaceutical, cosmetic and related use).

6) néngruduiuansindinisldlunyudunieu (human exposure) Fsdpsiimpuadiodurele
Iianuvaendy 1wu Insliluifueilddueuiingdousifueanmisnuildiunmsseuiulu
sefuanna ansfivensulildlalundnsudiaiesdions

uwissdayail¥dnedsusznaunisussfiunnuuaenfiovesanstae (Ref The International
Pharmaceutical Excipients Council. qualification of excipients for use in pharmaceuticals 2008)
(1) Inactive Ingredient Database (IID) w89 US FDA
Instructions: http://www.fda.gov/cder/iig/iigfagWEB.htm,

Database: https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm w%aﬂ%uﬂq&iwﬂ

https://www.fda.gov/drugs/drug-approvals-and-databases/most-recent-changes-iid-database
Huguidavinlag USFDA weuwsmiaduled a1stelugudayaulanisenisansyie
Aoyl flusruunsussifiugtlnivesansgewwini 4 mauamaamimmma 318150 52N0UMIY
3o sURUY LLauUsmmqaqwlmmaagmlugmwumuuq Well n1sEuAuBIIReiIdIEAIY
sedinseiansrenauansdonisin dolussnen Jemaadl wie generic description (n3dlansued
usanau)
(2) Pharmaceutical Excipients Dictionary (JPED) Fadnvinlng Japan Pharmaceutical
Excipients Council $23f1U Ministry of Health, Labor, and Welfare %Bﬂﬂi&%ﬁﬁjﬁﬂ
LﬂumuﬁamaiﬂEJmia'mhsmﬂmﬁmﬁauﬁmﬁ’lﬁ?ﬂumémﬁmsﬁmﬁlﬁ%’uauﬁmuﬂiuwﬁ

ﬂj U 9IUTIUURIN monograph Tu JP, Japanese Pharmaceutical Excipients (JPE) SRR non-
monograph excipients Fonunikunsoysifinisld foyauszneusenonsdeasililsdenisin
Foduq Tnquszasdnisld application) vurageaailild (maximum dosage) wonmudeImnanIs
UF3nsldfen (routes of administration) vesenfilésuniseysd eeslsfAnu Maximum dosage
information fitawzgiu JPED Jufllunmnduin
(3) grudayavesuszmalunguanninglsy
LildfigmudayadunisianizasduAuain monograph lu Ph Eur “Dictionnaire
Vidal” (France),“Die Rote Liste” (Germany), %38 “The Electronic Medicines Compendium” (UK)
(4) grudayaveslszmALAUIAT
List of Acceptable Non-medicinal Ingredients (http://wwww.hcsc.gc.ca/hpfo-dgpsa/nhpd-

dpsn/nmi_list1_e.html)
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https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm
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4.2 wuuuszdiugy 1lunsaliluansdaeviinlvg (Novel Excipients) wsailtaanienns

USWIsIn (route of administration)

msdsunUatesddszneumanilvesasdwaliinaisgassialnl sauve asi
miLﬁmﬁ:ﬁmsﬁﬂﬂiﬁugﬂLLUUGziaqmqmsU'%mﬂmj Falperilulaisauds micronized, compaction
aglsimunsnanashothdefuoailiAnnswasusaauiinismenmiliannsonasiog
BnsunfThlule (co-processed excipient) ansvasailalmidosiunsusyfiuamuasasoneu
N159UYN

ansvisnvadu as9ieausgen (compendial) AU uenE15181 (non-compendial)
NIUONANS19181319 Ingredient Master File, Drug Master File %38 Drug substance m1 ICH CTD
WieUseiiurulasnfouazannIgIunIsuan (GMP)

N9BLLDYAVDNINUALDNAITANUAIAKNUING 1 TONINUALBNEIS FUNITTUAIVDLNUNS BLA LUS18NS
A98AYUTOAN YW

5. WuMNIRsUNENgATHALTIBUIuTa N TunsBuifusuuuanuds i
nsdifnansamioremdssignsaan hdulumuuuimeeselsuniossdnseunselan

WA UsNALEAB g ¥5R Annex Il: Combination Ingredients ¥83uuInTs Pathway for

Licensing Natural Health Products Making Modern Health Claims v1.0 U84 Health Canada

6. WUINN1TNATANTaUTaaTINAMVBIAIBE AT aNAANMYIBIAULE A1

Tumsuszidulsglovifuamudssesen lasiluazdssidunusziuanudsuenni
"fousld" Fedpstaauinjmneiionisinw Jestu Y1tn vssimvideitadelsevieannzveslsn
Tnsszuielsanieaniizvadlsadimneianiziaizadliegadaiou desdindngiumiaivinisd
UnFefieatiuayuegiaiisame (supported by substantial evidence) ol Touddnoyandniusos
fmnuangavesUselovifuanudsuessn uagliougaliolananadeusldnlidin ziaizas
violufideyaiifivawelumsimunvunnen dudu desdindnguigaiussansuarossanfusiogig
Wivane vauziinnnaniesdulunsifenasulifisUszasdazdoseglusziuiivenuvdeamnsadanis
16 iusslevtinnninnandes

Tunsdlenfiianandessi asUszidiuuenaa "asswan” (health/therapeutic benefit) n@afe
nslivideingusvasdvemaninmifulsavdoaninslsailisunme wiemslifliomzianzasiulea
vidoannzvedlsa vienslliAnnaungunm Tassadhs vionsnszvimihile 9 vessnanieves
uyud 19y n1sdaaiuguam ¥13a51ene andedeidesweanisielse msldmuesdrnug iudu

[ =

HARAINEIANUESIIABTANUADAS UL NINangIus e alad1dUsslewily

(% L3

syauAU kUL UNgaNsUle MINNANNIUTLAIAUINAR AN AININNAIANTY Lagldvinlmin

Y A a v o & v ~ A Y A g v = a I o Yy a v a
sunswseuslaavisedlden el deslinisdeansteyaiiludenaass uaglivilvguslaawilaie
F3une dnsbinnuindnduungldeuaziuslon

AIINANVIEIANULHLIANAMIN BRI

a o ed vl ¢ 1 ) A @ a . .
1. wandunnvuanislandusslovisisiuruanduieunn (wide safety margin)
2. Wansaeinyjaanglu

(1) N3 Ngunw (health enhancement)

(2) Snwgunn (health maintenance)
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(3) U94n150191I0WI09d19919115 98U LnAaus (prevention of dietary deficiency)

(a) msthia ussn $nw visetleatu nng 81n1s videlseiiligunssiimoiesld wielil
AeldAnliAanadeuniy mnldlildnawiifidgeans (treatment, cure, risk reduction or
prevention of minor diseases or conditions (including symptoms or risk factors of those
conditions), which naturally resolve in a timely manner or for which lower than expected
performance of the product should not pose a major risk to the person taking it under the
recommended conditions of use)

nMsfiansanasiauvedodAyrienan fueioinnaudssindunundnnsussiiu

augasewinUszlevifuanudssesen Tasdinsdnsziuanudswesassngmu 3n1suansasssm
A8 wazdeimunenasieil

6.1 N3INTLAUAIULAEIVDIATINAR

stiuaudssvasasswan uvafu 3 sedu foll
(1) szfuAAEse (low-risk claim) SitisanuuaendsvosingUszasdnislifinig
(wide safety margin) oA

(1.1)  14¥nw (treatment/cure) anArnuides (risk reduction) netasiu
(prevention) mw/kﬂﬁhﬁuuia (minor disease/conditions) suvsussimeInviieiladeides s
azAsafanarmelflosusssund wiemaldmuiuuzihudlildunanuiiaamieaylidanal
Rnaudesiiiusunseserld

(1.2)  1¥¥nwionsitldsuuss (minor symptoms) Jadetdesveannizdndny (risk
factor of major conditions) #1358 anAUIABINISAANIEARRINE1 (risk reduction)

(1.3) Tdmiumsdigeguan aduayurdeduaduguain Fed1sdsdianstouiv
aunan1udainionuuszlevilvedansemisnusssuyd wieldsesinlinasselsaliguuss
(minor disease) ¥38saaUN1E (health condition)

Temssey Tngusvasdmslilunduiianansodradsldangrudeya permitted indication
database U9 TGA

(2) szfuaMudssUIunans (medium-risk claim) fendfgiifanuszasdnnslily
sUuuUTidamasieguamegistatau (significant risk to health) dalddmiu ussm fnw WieanAdy
Julswesnsinlsad 1@y (major disease) vianneilaguniliannsameliios niomnlalldsy
Ms3nwTnzaneINsIzasegudentas samfenisinwiadeideswesnnizgunse (isk factor of
serious conditions) %130 aAANNTUKIIVBIN1ILAINAINIY (risk reduction)

(3) szfuAMUABege (high-risk claim) fenddgyiidgnUsrasdnsldfinelsmanai
\Be9g3 (serious health risk) Fatladofie Hvrannuuasnsfeiiuau (Narrowest safety margin) 433
yuramsltduau Mifioussing fnwn wazdostu 1saieuse (serious disease) afosadoniny
Fermganyaainsnensumed vieeniilrenaneudas vieoralidunmefedinmaldléiunis
Snwnilanyay
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wuInNsangulaauUssEAuANNEEIvaTIngUIEasANIS Y agudawnunw

WEUEINISARFUlaNanUlssE A m'ml,ﬁﬂﬂwaa'i'ﬁlqﬂszm Ans LY

@ o ar  ar a o o . R a o a o c a o w
1ﬁm‘um SN waz/H3e Unenh IﬁﬂiTEILI.ﬁ\‘l (SeI’IOUS dlsease) F'|Elriﬂﬂlﬂilﬂﬂﬂﬂﬂﬂrﬁiﬂ‘lﬂflﬂ’]ﬂqﬂﬁ?ﬂi'ﬂ"lﬁﬂ'ﬁI.LW‘YIEI ﬁiﬂﬂ"li]‘ﬂ"\iﬂ

TuMeudas nia anafaunseieiinmnlalavinn1sshufmanzas
|

Tdtia snwr vieadoaiu lsadfry (Major disease) Ra lsAnSan1siilavsssnmlaiaansa

-

e o . x e o E o
wiglsios wiawinUdseranfielilnaldlasunisshufiiannzan annsezragniouda
ldampnandesanslsnsieuse (serious disease)
/00 &4 & = oo w1 & ) P a
Td5hwiomsdaduoinsinlunisidedoiniulsasiouse wia lsaden
war o ' & _ & s w1 da @
mslasunsinulspotsimsaluiviAyredinauld

a > e

ialdasd AyenaingUssaadiajameans
5.1 fidasmnuuasnsiefiuay (narow safety range)
5.2 Aoy AR UL A Inensar M iluie
5.3 finagruAssieused lisansadantsanmdes
5.4 fiprauiivd ligmnsashniaraie

AGNATINLTEIF
(high level of risk)

Y] = Y] 1% Y v o ~ a o co & v | v a
Tuyn 9 sgAuanudsesinguszasinisld geurvensloundndugidnludosdadayai

AertestunudasafouasUszansamifiaiy wnndndusiiu Wunguuszansfiv wu idin
fisasaduarliuuyns faseny sawdansditbinmuimnindunsizenssrisaslugrasiiull
nUiimaAndunsisenseninmdndaeiviesdug viedeuddfionansliiinnsitadorainaion
Hudu adenanuideshasdedliitanUsrasdmsldfdaumdegs

6.2 F3N3uENsATINAMIYEIIAEE

MauanassnAYseingUsyasinsldvemdndusidniagumsiinnudaiau aseungy
Tulssifiudrdyienaneliinarduaulunslindnsnsivestiuilan Tnefosdusznovvedlasiain
Tunadeuinguszasanisly (permitted indication component) el

(1) nseangus (Action) dilifuduiiussenaieiunavesnsldansusonaniueid
\uduiidesssyluteudddiane fMegadu “anon1s” “UsineInis” “asanim’ “lasuaing”
“NIgAu” “faun”

(2) Whwane (Target) dauilarussesiatmungvesnisosngnd lnsanunsnszyldiia
HAReAsTINgT NaRedan1Idn Mserasrelsn ANNRUTIY NFUDINIT MNAAUNA Wenisuiaiuld
\Dudwidesszyludevddiaue 1wy “anuuiussmenszgn” “guamlnemly” “anudnives
P’ “e1nstandsue” “laumgiituinamnn” 1usy

(3) duvenevasniseangns (Action Qualifier) WWudrwditielvitulaindeusldas s
Fnoglunduaudesh Fuzaiumnudnauressyaninmuesansvienandasinndatu udau
fioraseyludeuddniolifls fetrutu “drnsn/thwne “de” Weliguilaadlefednumy
wAnAnuet uarliidssnismssnulunsdiifennsviensisnnzugas
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(8) druvenavaadmune (Target Qualifier) Wuditeliulaindousldlidma
TAsm it lafndmalulsaiouss Wuduioassyludeusldviolils sedradu “lisuuss”
“91n13v04..” “lufiiquamd” “luf@ildfunsitadelsa. wdr wedaslifuilaaitnlads
Uszavsnmeanandnsiinldlugifonnislisuuse vielufissnisussmennsiilinssnw wield
angluffigunnd viie maseyiildludtiefldsunmaidedelsaudatu Mbunstuduidielésy
mifadbuszquatdosumnunmduda s

1A598519909N1TUAAIATINAM ATUATUHUAIN

Permitted indications — structure

+ Permitted indications have a consistent structure and terminology to describe the
therapeutic uses that are appropriate for listed medicines

« All permitted indications contain an 'action’ and a 'target’

Action Action
qualifier L] E.g. ‘maintain/
E.g ‘Help’ support’

& Target

e.g. ‘joints’

E.g. Help to maintain/support healthy joints
= nadduin
UseloansadannatoAu > NageneAnaliguslng

(other requirements) 1i1lagnsine uazanmNLEeY
289 te

WHUAW LASsassveImMsleuassnanvseingUseasanisidvasmadndusianude iy
AYeTUNELTEUNGA UINWUUAALIS (FanUasannUseinmesainsiie)

Aog1veINsuanassnAnvseingUseasinisly Tunsdllsangunse aunsasvydiuvensy
Mmanganiesyyingusvasdvondmunsuazauaussauaudsswesinguszasdinslald wu nedl
msldusamennisludtaenlasunisidadoudrindulsadldudsusiu guaunm

Indications for listed medicines [ Export | prnt [ Refresn L4 1 [0

Viewing 13 of 13 entries: Page 1 of 1 (In 1766 ms)

search: | diad in | Al Fields v =
1 Evidence: | All Evidences hd
« Filter on: | Indication Code v| for | _Go [Nl Reset ]
Indication Evidence Indication Indication Requirements
A
Code
BOMTEMG.  Scentficor  Decreaselreducelrelieve symptoms of mid Label statement: If symptoms persist or worsen talk 10 your medical practitoner
ekl Tradtionof  temporomandibular joint dysfunction Giagnosed by a doctor o Product presentation must only refer o mik temporomandibular joint dysfunction that i
[ dentist dlagnosed by a doctor or dentist

GIBWIBS-G- ffw"':" g,' Relief of symptoms of medically diagnosed Irritable Bowel Label statement. If symploms persist or worsen talk 10 your medical practitioner
PR e Syndrome Product presentation must only refer to medically diagnosed IBS

Help reduce occurrence of sympoms of medicaly diagnosed ) Labe! statement If symploms persst. worsen or episodes become more frequent tai 1o your

GIBWIBSG- 5
Tradition eeYIce medical practtior
o use R0 Bl Sywirome Product present only refer to medically diagnosed 1BS
Product present ot imply of refer 10 individuals with Coekac disease of dermateis
CONUOL: Helps reduce occurrence of symploms of medically
Sho ™ diagnosed gluten sensiivity caused by inadvertent gluten Symptoms persist, worsen or episodes become Mmore frequent 13 10 your

ingestion
Label statement: For use only in conjunction with a gluten-free diet

Saenuiic Sy Helps decreaseireduceelieve symploms of medically Product presentation mus? only refer 1o medically diagnosed firomyaigiamorosts
R o diagnosed fioromyalgia/fibrostis Label statement: I symptoms persist or worsen talk 10 your medical practitioner
85 Access Forms MUTNSY-G- g:c{;:‘;‘:g, Helps decrease/reducerelieve symptoms of mild medically
Latest News PR we diagnosed tenosynovitis
Secure Email SKRASH.G- :;‘A“:;: ;' Decrease/reduce/relieve symptoms of medically diagnosed Label statement If symptoms perstst o worsen talk 10 your medical practitioner
Login to Business Sery PR e shingles Product presentation must only refer to medically diagnosed shingles

“Help reduce occurrence of symptoms of medically diagnosed Irritable Bowel Syndrome”

URL: https://www.ebs.tga.gov.au/

WHUAIN Fag1ansuansassnanvseingUssasdnisldvesesanside  Fseglusyuy permitted

indications (indications for listed medicines)

WLINNAIRITU M DB UA S U AN LUUBIALEENA Page 11



6.3 Yayaildusznaunisvaiusasduuseansnw
wnasildatuayuingusvasnnisldazaennaesiusduainundereasnlasunis
FIUUNUET AALHUAIN

Lana'ﬁﬁ'lt?’aﬁ'uaguﬁ'mé'n'mmaqtlmw

Levels of Clinical Practice

Evidence Guidelines seco!'daryl pre-
Meta-Analysis appraISEd' o_r
1 Systematic Reviews filtered Studies
Randomized
Controlled Trial Experimental
Prospective, tests treatment Primary
2 Cohort Studies S
Prospective: cohort has been exposed to
a risk. Observe for outcome of interest
Case Control Studies
Retrospective: subjects have the outcome of interest;
Medium I'iSk looking for risk factor
Well-designed is preferred Case Report or Case Series NO deSlgn
Narrative Reviews, Expert Opinions, Editorials
“For the low and medium categories, Not involved
Animal and Laboratory Studies w/ humans

methodologically weak efficacy evidence

should be supplemented to demonstrate Pathway for Licensing Natural Health Products Making Modern Heaith Claims (version 1.0

consistency in results and plausibility.” December 2012

KU sEFuANLTeRievemdnguatiuayunmsiumndsesingUssasdnisld
Toyanazldatuayuuszansaimvesdiondrdgyvionaunan i arsuandliiuda
Audtusveavntadsvesnenddyviondniamieniunadnsmiguain (causality) wdngIuild
atuayueraldunainnsfnuidedienuies neldurannsduduiinggsinedrsnseungy
(comprehensive search) M%am'i?mﬁu%ﬂdaa&mLfluiwu (systematic search) wagyinnsasy
pdngrutanuaiieliusznaumsindulavuiugiurestoyaiiiunseunquasudau (totality of

evidence)

a a =1 P o w E °
T. LL‘UTVIqﬂﬂqiwaqimquqﬁiﬁqUﬂqiwaﬂﬂqalUﬂqi?JuVI$LUEJ1J9|'15UEJ'Iﬂ'J']1|Laﬂ\‘lﬁn

7.1 grdnsagy
Dulummannsgiu GMP PIC/S Aifmunliluuszniansensasansisugy dmsueiiaiy
ns¥nuniluunyfiRfAufiuna GMP interpretation quidance fsil
(1) W PEOOY, the PIC/S guide to GMP for medicinal products version 2.1
September 2020 &siidarmundidanguaunnuidsswessfitunsideuuuy isted  and
complementary medicines T3idumsiane et
(1.1) Quality management 1¢iliA Product Quality Reviews (PQRs) for listed medicines
(1.2) Production e Control for manufacturers of listed medicines (allergens,
probiotics), process validation for listed medicine manufacturers, Control of starting materials
(active materials and excipients for listed and complementary medicines)

(1.3) Quality control laun Sampling and testing of listed and complementary
medicines (including testing of probiotics), Conducting on-going stability for listed complementary

medicines)
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(1.4) Biological medicinal substances and products for human use (Annex 2) laun
raw materials intended for listed medicines are not covered by Annex2
(1.5) Herbal medicinal products (Annex 7)
(1.6) Qualification and validation 1A complementary medicines and process
validation, Validation of cleaning processed (Cleaning validation for listed medicines)
(2) Process validation for listed and complementary medicines version 2.0 January 2019
(3) Product quality reviews (PQRs) for listed and complementary medicines
version 2.0 January 2019
(4) Ongoing stability testing for listed and complementary medicines version 2.0
January 2019
(5) Supplier assessment, approval and qualification for listed and complementary
medicines version 2.0 January 2019

(6) Sampling and testing for listed and complementary medicines version 2.1 January 202

7.2 faedAmy

o

Tunsfinrsaunmedeudnusimnudesi iasgrunswanfeddgydeaduluny
MANLNUIASASAFIUNTHERET (GMP) Yaadhenddnymuuszniansensne tngidedangulunsdidu
shonildlusdnfusionasunsinuiduiiiorfufuadafusiodisaguinad

Tunsdfidenddnfiannsaldiduaisdis (excipients) wIadudruusznevlueims
\3osdnene nionAndmeigunmau fegradu Iandu wisw nsnesdlu wazddy aunsald
11735 1UNINERDY TeuA IS0 Aeadesfunszurunswdn (1SO 9001 Quality Management
System #39 1SO 22000 Food Safety Management System) %38 HACCP (Hazard Analysis and
Critical Point System) %30 1AsgIUBUTIENEREEISaUTURRvEUITNAs IUMSHARTIINZ AN
lagn13AruANIINTai I MUANINSgIuYeIedAYy wilvdeTusewman1siasien (Certificate  of
analysis) UAYNIATIVADUAMAINANTUTINAAYEITEUUVOIHANF8d1RYY (system of vendor

qualification)

7.3 @15%78 (excipient)

sl WU TRMULUIMISEINA 1 IPEC-PQG Excipient GMP Guide tludu @
aonndesiuinlannande lilduusthlild GMP andsfunmnguine Taognanednsagusuiinvey
Tifinassunsndsiiunzauindede lunsalliidudwuiseneulueowns wissdien viendnsi s
guamdy enlfinnsgiunmsnds Wy SO MiAeadesiunszuIumanan (SO 9001  Quality
Management System %39 1SO 22000 Food Safety Management System) %39 HACCP (Hazard
Analysis and Critical Point System) #5011915§74 GMP sunss1yUtyslAnnsha

8. wumaanzlunsiansandefmuninasgiuendiFasuidadusnasunising

VoM MUANINTFIUNENS U (finish product specification) T nuamnsgIUUTINUAIENE ALY
vdaluiiule leeldnan quantified by in put KU Quality for listed medicines version
1.0, May 2020 v0300@95188 %38 Quality of Natural Health Products Guide 2015 989AUIAT
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9. WUAMINSIA monograph el a1 slumstunsdeudfuenanude
deidunalilumsdaaiumsideinme ansseznauazaudsdunsamuuagidoiaun
nAnda swdafinsans amlunmstunsdou Fesmualiiinisiaue monograph Ivsdvesenay
Howiiiddeyaduamnm UssAvBamuaranulaontouda elidreddunistunsdeuiiue
sUlUUYas monograph figetl
n. 3UuU monograph YIWUEINNIINET (complementary medicines)
IneiiosAUsznaUuas monograph Ao
1. Feans
2. 9093k (route of administration)
3. nssuASmsdsansddey (@8) Sududesszuemzunnsdl wu ansadaiiy 9Auvsd
Inslulefing [Wusu
JULUUYN (dosage forms)
assnAay/veudld
PUIALAZID LN
sensuarUiInaasanstaeiuugilily @)

G N o oA

Auuzihlunsaiifiesmsvindusgnsnas (63 wy annsarausiusuiaelalits
e luilinansauiuiela

9. AFauLAETDAITIEI

10. Tovuld (absolute contraindications)

11. o nshifeUseasn (adverse drug reactions)

12. Yafurunsnasgiuang (Specification) (913)

13. 2guazn1siusne (G13)

14. Yoya8n9d1 (references)

%. 3UlUU monograph vasefilailenaSunssnen (non-complementary medicines)
IngilosrUsznauuas monograph A
1. Foas
%09N19N5IY (route of administration)
JUkuUEN (dosage forms)
assnaay/Toualy
VUIALATID kTN
AFDULAZTDAITIZ IS
YvilY (absolute contraindications)

o N o LB~ W

1MslufisUseasA (adverse drug reactions)
9. UaUAD9d4 (references)
$19819N139AM1 monograph LERITINARLANT 2 A28819n158A%1 monograph
Tneriaue monograph  azdisdutaiaus monograph wetenansensdetayauganin
UszAvBnn uwazariaende 7191985l monograph inUszneunisiiansandae Tnsanunsadudeiaue
HNunladefeEgnuIEn1INaseN

888D UATENMUADNENTMLANAKNLINT 3 Tanuuanasiun1sBudalaus monograph
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10. Yomnamstunadeuiiusnandauuuenanudei.
ansadudweold 3 Femieil
1. fveTunzdeusfuennnudssniisndds monograph ety
2. fetunulousSuaudowniiends monograph U9&EIU
3, FaetunsdouiiuemudeiiEue monograph Tvd wuadu
3.1 fifewialui (new substances)
3.2 fideyaunnou
nstudveansasuiunsidlnedusveruszuudidnnseiind
1A89189n13 monograph ﬁ’m%’ué”maﬂumiﬁumLﬂauﬁmuﬂfﬁﬂmmwammzaymimmi
fsanenanudsseifuluauusenianes
11. msRarsandvetunsdeusiuenanudesi
%’agamaﬁwaﬁumLﬁausi’w%’ummflm?im@?w wuseanidu 3 diu
dhuil 1 deyavhluuasdeyavesdnsiausion (PART | : ADMINISTRATIVE DATA AND PRODUCT)
dwil 2 ToYAkANIAMNINYDIE (PART II: QUALITY)
gl 3 deyadumnuuasnsouayUssanEam (PART Ill: SAFETY AND EFFICACY)

] U
d v s

uil 1 dayanaluuazdoyavawn@ndiaeien (PART | : ADMINISTRATIVE DATA AND PRODUCT)

u
4 =

SuaunwALAosliveayanwalull

o

EDI I

1. wuuneduueTunsSousduen (wuu o. 1)
2. gilmamﬁsuasfumtﬁausﬁ’ﬁ’wﬁial,l,ama‘”ﬂwmz 3 uavrnaenivaLau (awzesn uAUYA UaveAliv)
3. NNADTUTOWIN 9 (Certificates)
3.1 nylewantuUsTInA
- duumiledesusos GMP vaKEn
3.2 nsdlonhviedadnunlusivenandns
- ilsdesusaandnsiuaian (Certificate of Pharmaceutical Product) mugﬂuwﬁuuzﬁﬁ
TagasAnisounsielan WsentladesuseIn1591mune (Certificate of Free Sale) v5anisde
%’UiaﬂgmwuﬁuﬁﬁL‘ifammm%@ﬁmumaaﬁwﬁfﬂmuﬂmzﬂismmsm‘mmazm
- nifadeTusee GMP vaanandsUsEing (GMP Clearance)

a U

4. aa1n (Labelling) ¥NUUIAUTTY RA N AL YIARDITTaYaATUNIUNIUNTU. 8

o [

5. deyavewdnsiasien (Product information) Ae Lonansiifuen Feesdifeyanuiadosins g

firmunliana T
5.1 Summary of Product Characteristics Nw193ngy
5.2 Patient Information Leaflet %50 PIL Aw1lny
5.3 9U9Laua monograph (1aw1znsel new monograph)

6. ﬁw%’usawmﬁ%’uauﬁymsnLquﬂmﬁu‘lumssﬁumLﬁauﬁﬁ’um (Applicant  declaration) 14
Hulupasznanessn 13eq ﬁw%’usawawﬁ%’uaqmm&nLLNuﬂwﬁﬂumsﬁumLﬂauﬁfl%’um asiuil
4 faAu 2566

7. ﬁw%’usaqL‘q"aulsumﬁ%umLﬂaw‘h%’umuwuﬁaﬁ;ﬁ’ummmmw o (o/@) hmanszsvUygaen
WAl oo azatuudlufisidin (WU 5.0 3oudsluszuy Skynet)

8. LHUNITINNIIAULEEY (Risk management plan)
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dauil 2 doyausnnmunMYBIE (PART II: QUALITY)

nsiasandeyasuamunIn InaninaauasSeululunisiaisan deil

[

LANENSUIBNANFIU

wannawazaulylunisnasun

S4 mMsAuANIngRuA281E1ARY (Control of Drug Substance)

1Y

VA MUANINTTIUVBIIENEATY
(Specification)

ADILANITIEALLDEAVDNINUALANIE FTNITNAFDU WAZLNUN
PlgRansantuniseausuagensUIU

3

PJ9EDTUTDINANITILATIY
(Certificate of Analysis)

Aoudun1sfusonanisiaATIzl $1uIU 1 JUN1SHENIIN
AN IngRAumIed1Any warEnanNdndugie) MnuIunas
HERVANEUEIRDITUTBININYNLAS

WIATIRARE ALY

(Analytical Procedures)

FosszyAsianeiiliaaousenddny aunsdlunsdinis

Fosilui

1. n3dlle35IAT1EAINA19187 (compendial methods) 9
LUULANIZLONES monograph

2. nsdldizinsnginldiduluniudisien (in-house
specification) TikuUT18a2188ATTIATIEINTITD WAL
98U method validation d w3y assay method

3. Ny Ineinlundsen Tiuuseazdenis
AATINYNITITD

P1 anwazeuazdIuusenau (Description and Composition)

AnwalryLardIulIENaU

(Description and Composition)

1. &nwiuzen oduedail
1.1 JUMUUEILaEaNYEIRNEUDINER S9N
1.2 faviniearsenvlianauneuld (reconstitution
diluent) fiuuuanifuen (i)
13 yilavean1vurusiquazhdailddmiunan S
wazdnsuivinleaenviianaunauld (i)

2. dulsznaudenansgnsdiulsenau lneseyie U
wazszyniheinUsuinswazdmdnduunsn savssey
nihiaraunnlagideluisnmunnunsguily

P3 n1snan (Manufacture)

qmmsiaﬁ;umswam

(Batch Formula)

1. uwfawaziBunvesgnisideiunsnanynALLs (Foe1
wazUSinay) s minesemioe

2. Overage: AsAdngg overage sﬁja%aiu batch formula
TuanIUTuadl overage udwaziis % overage wiau
WideauanInsAuIns overage Tidaiay

3. sy uusAnfueienTindnsesundn (Production batch)
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L@NENIUTONANFIU

wannaawazaulylunisnasun

NSTUIUNITHAR LaZIoNT
ATUANNTEUIUNITHAR
(Manufacturing Process and

Process Control)

wanILaudstunouNTKARLAzAeT UL R TUTuRaUNTs
wamuay T Auilldluuasdnswesnszuaums dossryduney
La¥NFIAYYDINITATUALNTEUIUNTT NSNAaRUANTsEURS
LAy NMIMUALKANS A NIa3U parameters finUAL LAy
I

NSAIVANTURDUNITHEN N ARY
wavansiisduns
(Control of Critical Steps and

Intermediates)

1. Fuasuaruanstunoulunszuiunsudaiivosmuauiy
fawitelildndndusiomanudofvununigiunayis
AATIEAUALITNITAIVANNITHER 19U ANNITWINABUVDY
vioawdniidiosaunuliun gamadll w3e 1an vie anne
nsvaendelaisnsnadeuuazinaeifldfiansminis
voufurInuangudeyanisnaaes (experimental data)
finseih o Fupoufidrdueansrurumandnnufiudsls
Tusde P 3.2 Manufacturing Process and Process
Control tielsiuilaléinnszuiumswaniinisauauiiy
9E1497)

2. BMIMUANLALNITNTIVIATISINGN U9 TENINNTHER
gy fnnsmageunsuang (disintegration) Setnnin
wioannasifvuaTvsNgaw

3. @13058uns (Intermediates:) AITddaYARUAMAINLAY
mseuaulunsaififinisuenanssisduns

P4 n1srauAua1sUTeLas (Control of excipients)

UMMUALATFIUYDN

[

drudsenaunluldiiendany

o

(Specifications)

FOILEAITIALLDYATDNNUALANIY FDNITNAADU LagLneuT]
dmarsanlunisseniu snifu arsusudsunviailiens
wanstarnuaeny 1 8 arsusndu Tiuuy certificate of
analysis nawnula

ez vdIuUsEnaun il
81d1Agy (Analytical

Procedures)

1. nsdlds e ginurinTeissuusiuseme
(compendial methods) Tikans monograph Y815
WA

2. nsdlliiFengivosnandilsidulumusiseisgues
Usznie ikanisgasiden3isinsenyniite

6

PIIEDTUTDINANNTIATIZI VD

[

druusznauntulasiedfn

o

(certificate of analysis)

Aoudunssuseamansiaszi $1uIu 1 Jun1sanvesans
Usausislusindu

asUsaussIduvaaniinain
& A v 6 ..
UUBENIDAN (Excipients of

Human or Animal Origin)

1. nsainansUgeuseduvdsinlinanuyedvsednd doq
LAAaUBYa adventitious  agents  1¥U unasnLila
YOMNUANINTFIU S18ALLBEANITNAFDY viral

data

safety
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L@NENIUTONANFIU

wannaawazaulylunisnasun

2. nadlensUsaudsiifiundadaiannniivuasdnd COA Ty
Iaauinseynnnumadle
nadlansuudsiindnunanndniiiendes dosdinilsde
Fu399n15U51A3N Transmitting  Animal  Spongiform
(TSE) 3aUs1Aanlsaiavn (Bovine
Spongiform Encephalopathy (BSE) 31n%138914%8433
AAgrteslundazUszina venmirsnuiiiguses uie
mhsamduiliiunsivsemnasguiesUfoanig

Encephalopathy

P5 n13AIUANKAAAIIENTFU (

Control of Finished Product)

Joriununsgiuednsagy
(Specification)

1. desidarvunanzvemdniuridnsaguiduluaudis
g1ssuunTUTENA ednAulananguune (Regulatory
specification) n3efidatmundulumunsdlansdnis
faioluil

Ny o

1.1 nsdifdermuauinsgivuisiideliiduluaiusiig

YINSTUUNTUSY

<9

na TN NaRaZUUNaNgIY

o

atuayuy
1.2 nsdimfusruendisiennsguunivsznia Tiuds
ICH AuANIIN Q6A

aaay o °o & ada ¢y v
. I‘Uﬂimmllsﬂaﬂ']ﬁu@ll']@]iﬂ’]u&l’]ﬁqLﬁ"\]EULLagjﬁfJLﬂiqg'ﬁ‘ﬂisﬂ

o

Sﬁammmmmgmmmmma

TunisauauaunmlglumauioR @13) feaudslidu
Toyany

ada 4 °o @
W0IATIEREENITIFY

(Analytical Procedures)

FossyiSiyilinaaevendsagy munsallunsdini
dawiolud

1. neallei5AATzinIuA19187 (Compendial methods) T
LUULRNIELBNENT monograph
nsaild333iasgiivunzanvesfudn (In-house

methods) Tk uUsI8az8eAT5IATI8MNAITE 913

3
VehiE!

AATINA0IERAARDINUTOAINUANINTFIUAUAIY

WWINNVDY ICH FUAMAIN Q6A

MIFDTUTDINANITIAT LAV
e1d1593U (certificate of analysis)

é’faaﬁ]umi%’mmNami"?meﬁmﬂﬁgwémﬁmﬁm%m FIUIU
1 JUNSKER

ﬂﬂiﬁ\iﬁﬁ]ﬁ@Uﬂ?’]ﬂJQﬂﬁ@ﬂ‘U@ﬂ
A5n15As1E9 (Validation of

Analytical Procedures)

4

0NFABIVD

Y

AOILARITIUALLDUATBLANITNTIVHBUAIY 5
ATV Fesuiadeyadnnisnaaesd miuisieseinly
nadeundnieidnsazy lunsdinldisime,

HNAR
YU

PN FUVD

@
o

WSSzl Sugansly

WUUYIANULE P
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L@NENIUTONANFIU nannasinaztaulylunisinasan

NFIATINTUNITHER 1. wuudeya batch analysis vasguan {Wulumy finished

(Batch analyses) product specification N153ATILYRENIDY 2 JU

2. n38lld Drug Substance u1nN71 1 UWWEIWEAR WUU Batch
analysis V0IHANSueIE1TInEA9 N Drug Substance NN
WABINER

P8 A1UAIENTIN (Stability)
UUANISANYIAIIUAIAN N ARILANITIEAZLAUATINITANYILALTIEIIUATILAIAN TN
(Stability Data) @13 ASEAN Guideline on Stability Study
of Drug Product lnguuunan1sAnwiauasanInlugiuy
gy 1wy 519 N9 Aedue uazalsiideyavesisi

1FIATILYNAZNINTIAABUAIUYNABIVDIIT IATILY

TunsdlvesgFueygrandaniegiveyyinindieinnuidssinussinnaiunisinw
(Complementary medicines) Aldsun1snsiasusesanufindnen (Oversight  Inspection) 1ag
A1UNNUANENTTUNITOMNTLAZY ALEIUITAUILUINIINITAINTUNBNANTVITBNENFIUAUANNIN
MIULLUINIG Quality for listed medicines Australian regulatory guidance (Version 1.0, May 2020
Wsolnina) veseednay (TGA) uildensdela

duil 3 dayaduanuuasadsuasuseansnin (PART Ill: SAFETY AND EFFICACY)
1. ndNgIUVIBLENA1581989/Reference/Monograph vasansildluans
2. nsaUseluLAL: %;ﬂaﬂizﬁm%mw/mmﬂaamﬁmaqmi/mémﬁmsﬁ
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AAKNUINT 1

dayandasldusenaunistuAvaiiuvsauilusienisansdfyvsensyae

1. nagliiuansTva (nsUssliufaguuuu)

Administrative information

Completed online application form Critical

Covering letter/overview of the application Critical

General substance information

Name/nomenclature | Scientific approved name (or proposed name) and any Critical
synonyms

Role of substance Active and/or excipient Critical

Route of Of therapeutic goods proposed to contain the substance Critical

administration

Dosage Dose form, range, frequency, duration of use (of Critical
therapeutic goods proposed to contain the substance)

Any restrictions For example: dosage, target population, route of Critical

administration, interactions with other

medications/conditions

Information required to demonstrate the quality of a substance for use in listed

medicines

Chemical

identity/structure

Molecular formula and mass, molecular structure and
Chemical Abstracts Service (CAS) registry number for the

substance and/or known components

Critical

General properties

Physiochemical properties, for example: appearance,

melting point, solubility

Manufacturing
details

Manufacturer’s details

Critical

Description of manufacturing process and process controls

Critical

Control of raw materials

Control of critical steps and intermediates

Manufacturing process development

Process validation and/or evaluation

Characterisation

Elucidation of structures and other characteristics

Critical

Impurities and incidental constituents

Critical

Residual solvents

Incidental metals and non-metals

Pesticide residues and environmental contaminants

Other organic or inorganic impurities or toxins

Microbiological standard

WUININTATUMELT U SUEENITY L UUI ALY 96
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Control of substance | Pharmacopoeial standard or drafted standard with Critical
justification of tests and limits
Specification with justification Critical
Analytical procedures with validation data Critical
Batch analysis Critical
Reference standard | Authentication of reference materials Critical
Profile chromatogram for herbal materials Critical
Container closure Storage conditions, for example: ‘protect from light’ Critical
system
Stability Stability data throughout storage period (with trend

analysis)

Information required to demonstrate safety of a substance for use in listed medicines

Literature search

Search strategy and results with justification for

inclusion/exclusion of data

Critical

History and pattern

of human use

Use in therapeutic goods

Critical

International use

Critical

Use as a food

Critical

Traditional use

Critical

Overall human exposure

Critical

Biological activity

Pharmacodynamic and pharmacokinetic studies

Toxicological data

Single-dose toxicity studies

Repeat-dose toxicity studies

Genotoxicity studies

Carcinogenicity studies

Reproductive and development toxicity studies

Local tolerance studies

Other studies, for example: metabolite studies,
phototoxicity studies

Toxicity studies for substances to be used for topical

administration

Clinical trials

Any safety issues arising in clinical trials should be

addressed

Adverse reactions

Nature, severity and frequency of adverse reactions, case

reports of human poisoning

Substances of
human or animal

origin

Information on clearance of risk for transmissible

spongiform encephalopathy (TSE)

Critical
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¥ a (%

2. nsalnyaNsNYauadnde il lunannuaniianudeenn (n15UsTivkuuga)

Y

Administrative information

Completed online application form Critical

Covering letter/overview of the application Critical

General substance information

Name/nomenclature | Scientific approved name (or proposed name) and any Critical
synonyms

Role of substance Active and/or excipient Critical

Route of Of therapeutic goods proposed to contain the substance Critical

administration

Dosage Dose form, range, frequency, duration of use (of Critical

therapeutic goods proposed to contain the substance)

Any restrictions For example: dosage, target population, route of Critical

administration, interactions with other

medications/conditions

References

nangusdsieinumsUssidulildldlunsanudseiaiunissne (complementary | Critical
medicines) ¥04 Therapeutic Goods Administration U8399@LATIAY (€BS) 139518N1IAY
g1/monograph A4l Natural health products U89 Health Canada #39318115 OTC
monograph ¥81 US FDA nesensansiieyanslildlundniamiaduems/emslu
Uszinalne niesienisansfioygralildlundadusiiaiesdrensludszinalng

(cosmeceuticals)

=

3. nsalvauiluivasunlasdeyavasasluszuvgnanuient wy Ysuumge Ysunugesn

ayay1n Il

Administrative information

Completed online application form Critical
Covering letter/overview of the application Critical
References

ndng1us9detoyavesansiFosmsuiluAsundas 1wy deyauSinasan Usinngean | Critical
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https://www.ebs.tga.gov.au/
https://webprod.hc-sc.gc.ca/nhpid-bdipsn/monosReq.do?lang=eng&monotype=single

ANANUINT 2
29819N199A%1 monograph

1. Tulunsiendsunissnen (Complementary medicines)

Talunsan
<GoaslyneuazUusuLeT>

s8adenIngAuA81d1AeY (Information of active ingredient(s)/material(s))

Yoag

YBININT LY

(route of administration)

aa a o w Y
N35UITNSHANETEALY (9d)

] a

o & v = 1 [ = a 5 & v
ﬁ]?LUUG]@Qi%‘UqLQW’WU’Nﬂim LU d@13dNANY %aum&ﬁwﬂﬂama Wunu

9

o/

ngUszasAnisly (Application)

3UuuUe (dosage forms)

assneny/veusld

acf) ¥
YUIALALID ITE

§lng <szyruInilfuaz35ld 1wu Suusemuiuas 90-360 fadndu nds
215>

<nguiliery 1 §gens 16n wieiaassd @0)>

<YUINEIEER (013)>

$18N15azUSUUVDIEITION
bzt aAly (nd)

° ) aay [
Awugilunsaldeinsinluen
gnsua (013)

<ENUITONANTIUAUAIYN ...>
<lailimansiufudien.. >

dayanudeslunslduangdmua (Risk information)

ANADULAZTDAITILII

Javinuly

(absolute contraindications)

anshiiaUseasd

(adverse drug reactions)

Jamuanianaiia (Technical data)

TONMUALINTFILANY
(Specification) (8131)

] a

o < 4 = 1 [ = a [ < ¥
ﬁ]’]L‘U‘U@?Ni%UﬁLQW’WSUNﬂim W ansanane 9auvisdlnsiulefnd (udu

9

Active substance
SUTMNUANIATFINVRIMIENENAY 1Y 80% - 120% of ...

Finished products
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sEytafmuANInIgIuveed Ay lundniue 1w

anguazNIsiushw (i)

80% - 120% of the labeled amount
Indudesszyansunnsal wu asadaiie yauvsdinslulennd Wudu

9

Active substance
AMRAUANIUNITANYIANUASANIN

Finished products
AMRUARNIUNITANWIAMUAIANIN

References:
1)
2)
3)
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2. Tulunsenanladlyeasunisinei (Non-complementary medicines)

Tulunsaw

<FoandiyneeazsUuuuen>

Yoag

ININTT Y

(route of administration)

3UuuUE (dosage forms)

assneny/veusld

YUIALALID ITE

§lng) <szyruIniluaz3sld 1wu Suusemuiuas 90-360 fiadindu wds
215>

<nguiliery 19 §gens 1n wieiaazsd @0)>

<YUINEIEER (013)>

ANADULAYTBAITIEI

Jaruly

(absolute contraindications)

o shiiaUseasm

(adverse drug reactions)

References:
1)
2)
3)

WUININTATUMELT U SUEENITY L UUI ALY 96 Page 25




AAKNUING 3

1% oy v o v
dayandesldusznaunistudaiaua monograph

1. nsQBULEUD monograph Tud

1.1 lsifi¥aya monograph d1984lusineUszine

Administrative information

Completed online application form Critical

Covering letter/overview of the application Critical

374 monograph g1ANUEEIAIINAIARLIN 2 Critical

General substance information

Name/nomenclature | Scientific approved name (or proposed name) and any Critical
synonyms

Role of substance Active and/or excipient Critical

Route of Of therapeutic goods proposed to contain the Critical

administration substance

Dosage Dose form, range, frequency, duration of use (of Critical
therapeutic goods proposed to contain the substance)

Any restrictions For example: dosage, target population, route of Critical

administration, interactions with other

medications/conditions

Information required to demonstrate the quality of a substance for use in listed

medicines

Chemical
identity/structure

Molecular formula and mass, molecular structure and
Chemical Abstracts Service (CAS) registry number for the

substance and/or known components

Critical

General properties

Physiochemical properties, for example: appearance,

melting point, solubility

Manufacturing details

Manufacturer’s details

Critical

Description of manufacturing process and process

controls

Critical

Control of raw materials

Control of critical steps and intermediates

Manufacturing process development

Process validation and/or evaluation

Characterisation

Elucidation of structures and other characteristics

Critical

Impurities and incidental constituents

Critical

Residual solvents

Incidental metals and non-metals

Pesticide residues and environmental contaminants
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Other organic or inorganic impurities or toxins
Microbiological standard
Control of substance | Pharmacopoeial standard or drafted standard with Critical
justification of tests and limits
Specification with justification Critical
Analytical procedures with validation data Critical
Batch analysis Critical
Reference standard Authentication of reference materials Critical
Profile chromatogram for herbal materials Critical
Container closure Storage conditions, for example: ‘protect from light’ Critical
system
Stability Stability data throughout storage period (with trend
analysis)
Information required to demonstrate safety of a substance for use in listed medicines
Literature search Search strategy and results with justification for Critical
inclusion/exclusion of data
History and pattern of | Use in therapeutic goods Critical
human use International use Critical
Use as a food Critical
Traditional use Critical
Overall human exposure Critical
Biological activity Pharmacodynamic and pharmacokinetic studies
Toxicological data Single-dose toxicity studies
Repeat-dose toxicity studies
Genotoxicity studies
Carcinogenicity studies
Reproductive and development toxicity studies
Local tolerance studies
Other studies, for example: metabolite studies,
phototoxicity studies
Toxicity studies for substances to be used for topical
administration
Clinical trials Any safety issues arising in clinical trials should be
addressed
Any Clinical trials or scientific evidences in support of
the efficacy should be addressed
Adverse reactions Nature, severity and frequency of adverse reactions,
case reports of human poisoning
WLIINSRRsAME B SusaTyUUEA A9 Page 27



Substances of human | Information on clearance of risk for transmissible Critical
or animal origin spongiform encephalopathy (TSE)
1.2 {Maya monograph 814dslusaUssina

Administrative information

Completed online application form Critical

Covering letter/overview of the application Critical

974 monograph 81AULABIAIAUAIARUIN 2 Critical

General substance information

Name/nomenclature | Scientific approved name (or proposed name) and any Critical
synonyms

Role of substance Active and/or excipient Critical

Route of Of therapeutic goods proposed to contain the Critical

administration substance

Dosage Dose form, range, frequency, duration of use (of Critical
therapeutic goods proposed to contain the substance)

Any restrictions For example: dosage, target population, route of Critical
administration, interactions with other
medications/conditions

References

“monograph fsUsenefitungneds Critical

—Mé’ﬂgméj’mﬁﬂsﬁ'mgﬂuéw monograph grAdsasnfildsuntadliann monograph

palszne (13)

2. nsalguudluuasuuua monograph NKIUNITHNTUNVIIAMLBYNTIUNM TR TANLIANIT A

Administrative information

Completed online application form Critical

Covering letter/overview of the application Critical

374 monograph 81AULEBIAIAUAIARUIN 2 Critical

General substance information

Name/nomenclature | Scientific approved name (or proposed name) and any Critical
synonyms

Role of substance Active and/or excipient Critical

Route of Of therapeutic goods proposed to contain the Critical

administration substance

Dosage Dose form, range, frequency, duration of use (of Critical
therapeutic goods proposed to contain the substance)
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Any restrictions For example: dosage, target population, route of Critical
administration, interactions with other

medications/conditions

References

-monograph k1UMTAITANTRIANLEYNTTNNTRANTIN P BIAENIAFRsNWALY | Critical
WasuuUas

-MingIUe198avayalus1e monograph g1AUEesrAildeuutadluann monograph
AULUU
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