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ANSIAVIBLEUNITIANITAINULFEIAINANTAANWIALLRUAINUTENIAFIUNIUALATIUNNS

9IMTUALET 1589 LWIN1INITIAMIUAUTANITAUE A UEIENTU1TITNG 89TUN e LWI¥IEY

b&oo LAY NSNLNANNISAAMIUANUUABANUNARNUNEIAIUSNBULANULAES (Risk-based

approach safety monitoring program) agiun « AAIAN bEDo



https://www.fda.moph.go.th/sites/drug/SitePages/Law04-Notification-ThFDA.aspx
https://www.fda.moph.go.th/sites/drug/SitePages/Law04-Notification-ThFDA.aspx
https://www.fda.moph.go.th/sites/drug/SitePages/Law04-Notification-ThFDA.aspx
https://www.fda.moph.go.th/sites/drug/SitePages/Law04-Notification-ThFDA.aspx

<. UszLnyn1ssuAvedunziisunnsuen (application types)

AR UIUTEMANNTEUAIvRTUNE TeudSuanduluaundnnisusnisaudes dewuadu
& WU bobkA

.0 enlng fUssammstudtunsdoudifuen o Uszom feil

.0.0 WUUFTBLANTULUU (standalone application) wanefs s17dnFIdeidusULUy
YOWAAF TR F5usTidtng 1wy endififenddal (new active substance)

lonasinesdudis

° Lana’ﬁé’m@mmw pharmaceutical (physicochemical, biological or

microbiological) tests

® preclinical (toxicological and pharmacological) tests

® clinical trials

wenntu Fesdusenunsinuiiieesdiifuilunsasmanemansiitodu
Toyaatiuayun1siaITaaIg

<.0.0 WUUNEANNETU (mixed application) wungis mﬁﬁ%’agamiﬁﬂmmmaﬁﬂLLaz/
w38 wIndlnvowAnduginues (limited non-clinical and/or clinical studies) sufiudaya
5815391115 (bibliographical references)

&.0. WUUEIEATHEN (fixed combination) vangis gididedAunnnimieia
Tagenaegluguvesansiueniu wieansuay (mixture) #30a13UsEN8Y (chemical combination) 7
doihgsenmendsuulandumsesngniinnimiin sgrsnauniaiu o Ussinde e1gns
naufidnedRyegsuiuluguuuuIfien (fixed drug combination) wieaguaniuauazsULuUe
(co-package)

ma?iuﬁwaqumqmwaméfaﬂmuﬂizmumﬁﬁuaﬁwLLuzﬁwmﬂﬁwﬂﬂmuﬂmzﬂssmm'i
p1nsuare e sanauantRidunsdlumuiuimsesesdnsounsiolanyFouuimsvesanaiw
glsU nsdlengranauiiiaunndeddgaiiduiieeldfunseyiReu Anvideyaiunfumy
Usgned1inauanenssunisemsiareniosduuginuazuuinianisdnsildlenisfnuinig
afinuazmsAnwmenaindnsunstunsdousiueilva (New Drugs) fiRmunannienddaei
wfildsunseysifinnneu asiuil wo nuATLS bese

&.0.¢ WUURIE1989 (hybrid medicinal product) wneds ndndusenaiifidodiou
fundndneisfunuy fnsdsuuvasievddlunisinw auuse sUuuUen (pharmaceutical
form) Wae3sn15USMsEN (route of administration) v efilidulumusrinaueiaiy
vIenan1sAnwTrauyaliannsaasuladindadueiiidiauyatundndumne funuy Wy #dnsdue
Tnaifldu supra-bioavailable

nsdudivenuuiednsdadunisdudivelaslduanis@nuinirddnvsendinves
wAndusisduLy Smfuteyaninadnnienddnvesndndusinuies AnvifinAnanysznie
dinnuenensTinToMIsLare S ez uazuuIensEnuildlinsfnwinieedinuas
nsnvsaaindwiunstunsdeusi$ueilvl (New Drugs) fifaunanndenddeiituiilas
nMsoysiAuneu asiudl o NuALS beve viedolausiurMANINUIILALLLIMIINNIANYIFIY
winatnuazedtnifleatiuayunistungfounansusienlvaandenafifus (Hybrid/Extension)



https://www.fda.moph.go.th/sites/oss/SitePages/conventionalmedregis.aspx

F9819N15ANIUTENDUAIVBLUUNIDN19DY A9 196

A1519% @ HI981NNISANYIUTLNDUAIUBLUUN D194

Uszhunisilasunlasilafisuiunansusianfunuy

Uayan1sANeINABINISNULAY

. MedAyItoIRUsznaUioangvsiulouiu (same
therapeutic moiety) LARNAUTILNGD LOALNDS

a13UsEnaueden vauus

vang1uinansinUsyAnsna/miuuasnduvesin
g laifinsdsuutasesnadidod ey loud doya
MsfnwITaNdvIaumManSYesesAUTENeUT
genqns (moiety) Lndynarans uay/ 3o

NYINY

b. IBNMTUTIsEMTRFULUUENHANLLANF1aTY

(different route/pharmaceutical form)

©.e 35N15USMsewUUIML (new route of

administration)

©.o g‘LJLL‘UUImJ' (new pharmaceutical form) lngdis
USSR uAUTUFULUUEIINUUY conventional

Ju guuuuefinisiaun (modified)

WUIYLIAB 8’1591(;1’951LL‘EJﬂ?ULL‘U‘UEJ’W]’]&J‘UIENV]’Nﬂ’ﬁU%MWi
- 9 Y
g1 WU intraarterial, intravenous, intramuscular,

subcutaneous Lazd1e)

Poyan1sideluau (ANUUaendie/Jsednsua)
Toyandyaurans teyaniadin 1 local

toxicology

Aaaa a acg v
on. Y1NUITNIIUINIUN E‘ULLU‘UUW LLazﬁJmmLawﬁlﬁum

(posology) LAllaUAU WALIAULTILANGI

Joyatilszaviona (bicavailability)

Aaa a a P i Y a
<. 9niFIUTEansNailoni18191989 (supra-
bioavailable products) namfe guivuanslgen

anad Lok ENIMILIS LA IIIANPUNANN N D19D

N3ANETIUTEANSHE (bioavailability studies)
DNUNYIND TIYALLDYANITANYINIULUING

analunisAnuauya

]
al

& NMINUIEIBBNEMNIUIU (Mmodified release) 7
LANFANINNYIAULUY TUAUERAIUTBIUSUIUAIEN

d1Agy (different proportion) %39 YUIALAZIBLTEN

(posology)

]
A v o w

ANSANYINIIARTNLUTBUEUENNLAedN ALY

<

audnarunnulug vsewSeuiisusunngn

'
a0

(dosage regimen) 161911 92109 N15ANYA

F1Uszdndua (bioavailability studies)




[

<.0.& WUUEITIINOAR18AAY (biosimilar 38 similar  biological medicinal

q
% = o

product)ingfis e1313ngifdnunzadieadaiuluninunim anuvasnde wazdszavsam e
Wisuifleufuenafngdradaiildsunmstung Soudueudiegaiusuuuulnoiuisuiisuai
Ad18Adeu (comparability exercise) WuMSANEINSIUTEUMTEUlAERSY (head-to-head) ite
Wisuidteuluduamnin Uszavsnmuazaniuaende dumeuusn AemaiUieuifisuauadionds
Tusuaanmvesedringadioads deUszneue nsguuATNER 13RI Lazdarimun
snasgn iumstuiufeenuedeeddudueiinenin qguimsdaine) amusavduarasuion
TuduneusiounTadinuanuadisadslunis@inu nonclinic  uag clinic g1y edudy
UsgdnSamuazainulaondenisundvaauaianswazstadanadans lagd1un1sAneinis
Wisuiieulaensasaniensine) immunogenicity  1les1nendaingaulvgjansnsamieatili
s'wmaa%’wmiqﬁéhumuﬁﬁiaﬁmm (anti-drug antibody) wazfBILALNITIANISAIIUEBI9IN
nslden

&.0.0 WULETiRAUIINNzDouAN (extension of marketing authorisation)

i nE ST AR AT s WL B neaRAuTieues Tu e nsdl §al
(@) M3LABuLUaIedRYy oL iunsidsuaeius (strain) Uszdnduesinduldnin
Tvgjdmiuuyud (human influenza vaccine) waze1duq Mdiulsaszuinvesyuduin Fad
Prensudludeuulassedundn (Major variation)
n. Mauwdludsuulasiiedifysieinie LDAVBShaZRUYNUTVRIMIEIdAgLAN
Tnglufimnuuanansiuveslss@nsninnioniulasniveiitedAy
1. Maudluvdsuudasansuanvedlolawesielolauesvindu (@  different
isorner) w3aseasnanvadleluesyiindu (a different mixture of isomers) Tnglaifinnuuansing
Aureslszdninmazanulasniyegelitudfgy
A. MmsuAludsuudadusiiuendaing Abidemusndnfuesssansamuaz
ANuUanfsatiitedAgy
1. msuAludsuntas vector il uunasvosueuRiau e a1snadu sauds
master cell bank lnglifinuuanaisiureslss@nsnmtazanulasndysg1aiidedAgy
3. maudludsunas lisand w3pUAs8U"e (coupling mechanism) Yaun&
Aunsed lnglddanuunnarsiuvesUszansnmiazamnulasndyegsdtudAey
() NIUALUAIILTY JULUUEN UagFURuUNITUIIISE
n. MaAsunlaseyatnauyavese
v, M3 guLUnsleyavnanduaaumeans Wy sesimsuantdeeen
A mMaAeuans ofiufsenuusdve]
. msLiJa"sJumJam%aLﬁuLamgmmum
amim?{sJumJaw%aLﬁuLamgmwumw?mim
(o) MsLUABuvTorin species vasdnslunedousyuendniudaifldusing (food-

producing animals)



<l WUUeEdiey (Generic medicinal product) vinefia winsmueiendnsagundviauas
a o o w . v W ¢ . 3 A I3 v
USunauvesiiendfey (active substance) JUMUULAGUSTDMI (pharmaceutical form)” NidlosArus
14 a a o Ao 1% 1 < a YR .
AuAuNN Usgdninm uasanudasadendaauna wusluenfigeusumly (well-established
medicines) enasigylul (new generic medicinal product) wazenAuLdeds (low risk medicinal
product)
<o.0 WUUBNEANTUNILU (Well-established medicine) viunefis 81#1iin153uuas
IS 14 1 14 [d A LY A < [ A a va
finslegnaninaunsauluiesusu waz/m3aiduninsgiunissnwinusingluiuiniansufon
(clinical practice guideline) Inerluenilasueud@nzilaudsuelulszmanidszuunisaunueii
vy & % ] = ' v v . . A a o v 1%
Wnudenlidesnit eo U naenauginguundussd (Radiopharmaceuticals) Miinswan/Adndunly
o A aa v Y ) dy IS -dy v =
Shwmsedtdadughslulssmalnenndunaiui. msunsideuluiuuiannsalddeyansénu
INNTAINMAVINTIU WIRFNnwazadneativayulseavinawazanuUasnievoinanseily
Toualdninanidne lnelddnludesfnuilundndusiauies uidedifeiddguazsUuuuifeniu
ail ladsafaenansaununin
nsBuAIveLUVEINauFuUNIlUADIHIUNTEUIUNITIRATILUEENINd TN
ANENITUNITOIMTHazE eI sanAnau TR dunsdlll wsedusadinvunzidouniusniou
R A o v % = < ' = = v a o =5
Ueduldnaninasidauya (feivunzifouasausnioul bea) Teusenauivdnasnssuliive

a a

Anadulssansanuazanulasnsevesnandue vieidusnainfidiusednsua (bioavailability
study) UINARNL I
<lolo wuugadiglua (new generic medicinal product) loun nansdausiendniagy

gnseLfeIvsegnsenay NilviauaruTunuvesiiend 1Ay sUwuuen nlleuiundndugie1d1eds

= =

pupfisuivasiauIivemaniueitu Tnslidesfnudiauyaduenduwuy

wazfiTaauya (bioequivalence)  AunAndnsiendnsds srudenilumingimanslidndudes
yhmsAnuauya 1wy erdndvasnidensviisuanydesiudl erfidinast biowaiver 1usiu

Tunsdifidrenddyemdadarioadylniuasndndnsioiduwuy Sinde oamnes
dwes lolwwes arsnauveslelawes arsusznaulletou wsoauius uanasiulitodndudien
d1fnyieanu mnauaudRvesiieifndnliunnisiusgdidedfgludulssaninanas/mse
araaende vl fiudvetunsdouiueduhinanenaaiiefiguiderianieinaruiiel
ddnauamznssunisemswazetiasalunsaznsdly minldarunsonanmdngiuazsios
ihnsAnwmsedtnuarmsidelupunuanumigay

Tumstumuetungioumivewuuerandalnl Tiedguuuueiulssmuiioongy’
U (immediate-release oral pharmaceutical form) wliAA1 9 (19 tablets, capsules, oral
solutions, oral suspensions) davlugunuvenieaiu luuensdlidndudesinsfinundauya
ynIndng AR eIiIA MU Semsuanadngiunseniiunms@nudaauyalilu Module 1
uaw clinical overview o vetuziTousnsuen

3 . o
gi.JLLuuma“nﬂmeﬁ (pharmaceutical form) RUE (@) gﬂLLuum (dosage form) 738 (o) EﬂLLUUUWLLuUNaN (a combination of

; vo aa a g
dosage forms) #3a () JUuuVE (WIogUuunswaw) AMWIN1IADATUINIIL (route/method of administration) 448193211379

v ¢ . A A A L. . . v
NN (container)/LATINBUINITYN (administration device) 1idhe



o v v

Tunsdiinansaeientanldidulumumdninanudrssunseliaunsouansinfidauya

[y v I

runsAnwTIaNya viefinuAsuLasnendfny Teudd mnuuss sULuunduAusiviieitnns
U381 Wuanananisanwinsadtinvseadin

dauusznaunasUsuinvasgasituenandylninaze1dede (same  qualitative
and quantitative composition) a5 NNARAuYIEIEETYlmilazy 1dULUUADRIBEATY
wiloufu uidwdszneudu o Tugnsidu lidududeuniloudu serslsinu arsdulugnsuaz
d0doUn (impurities)  fasldvinlferiianudasnfonazUsyaninaunnsnsldedeiidedfey Wil
dtinnueznssumssssazedufussfiunuesdaudmaingmaniifeglutlagtu

<lo. WUUEIAMUABIA1 (low risk medicinal product) Uizl,mﬁﬁizwﬁﬁuaua
s1duuds 1Wu wauan seamside ansgeudnn dnsiduguaniuaades Tusnfifianadesi
fvualiiguansusomuosiuamnm Ussdnsuauazanuiaonde nsanudanielitunsideou
PADAIU ATBUALNGNNANIA cosmeceuticals WAY nutraceuticals 3 muatomINTEUAYE
LUUEIALEES naRe mﬁmﬁm%mﬁ%%ﬁ]gﬂﬁﬂimﬁﬂmaéaﬁ’suﬂizﬂaﬂuqmsﬁ%’u (ingredient-
based evaluation) Wnun15UssLiuTI9gAsHIIU (product-based evaluation) waggoniunsUsEiiiu

a o L4

assnaaly "seavansddny wiunsusadiuly "seaundndaueidniegy”

AMANYAILYBINARATIBIANIED IR

o. duszneuiendfyuazielidfy (@139ae) Aflvasenuvasndoniig finny
@eas (low-risk ingredient) TngRuuwININIsUsEiuasddn s endnsnrifidanudssi ay
AN o dmdudermundeyadumuvasnsouazauanlumstuveiduiedfyanuidss
AldmIuLuInIa Information required in an evaluation of a substance for use in listed
medicines 484 TGA" ni¥ovauszifiunuugolnsuanmdngiudrdafeniiiunmsussdulldldlu
N13ALIIYUATUAIIINE (complementary medicines) U84 Therapeutic Goods Administration
Y0300a3LAY (eBS) W3518n1568/monoeraph 74Ty Natural heath products w89 Heatlh
Canada #38518n15 OTC monograph %84 US FDA #3osiensansiieunalifldlundndneiaiy
91M13/0113 (neutraceuticals) Tutseinalne viesonsasiieynalililundndusieiesdions

Tuuszielng (cosmeceuticals) dwsuselidfyguuImanuaauuIni e
nsdfinanAnsieImudssingnsnay Thdulumuuuimiwesylsuniessdniseude
Iamstfutﬁsnﬁ’umﬁ’smﬁwqq 39M74 Annex |l: Combination Ingredients 8312914 Pathway
for Licensing Natural Health Products Making Modern Health Claims v1.0 984 Health Canada
b, asIanvesiisddyiisziunudssluseiudmieuunans uazdivuianisldng
Usglgviinsfurwadilufivann (wide safety margin) asTnAnveInandueiaangly (o) N3
duasugunn (health enhancement) (o) $nw1gunn (health maintenance) () Uaen13u1avse
NWIDIA1T019117 INAU LhAsus (prevention of dietary deficiency) way () n1sUTA VTN $nw
yiotlestu nag 0113 videlsaitlisuuseiivieiedld ielinelAalmA auaideuntu mnldlsl

lPHaLVINNRDINS (treatment, cure, risk reduction or prevention of minor diseases or

Information required in an evaluation of a substance for use in listed medicines. Australian Regulatory
guidelines. Version 1.0, May 2020.


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
https://www.ebs.tga.gov.au/
https://webprod.hc-sc.gc.ca/nhpid-bdipsn/monosReq.do?lang=eng&monotype=single

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) A4
wasMsRsanasTNnuefd Rt onandusiennrandeit lunianund «

o WANAUITIYIANUAASENIG (Wide margin of safety) warHaunauseleviiu
anuidsslunsldodenuies (fndulales vioaansnae UYL INYARINTNNITLINE)
TaefAsld asnuazdeyaenimnzaniunsldeodammana Tasmauiiaudead sl
flauszasAlisunss (mild profile of adverse reactions) laganunsadnnisualditaUszasdlainaain
wavkonansifuedmsulsTsuRiviineay mmﬁﬂ%’a;ﬂam%mﬁm 1w digital labeling d@aulngld
UFINIINSUINNTINTINELIA

grandayanudesindueilisniufosdsdnemuludunng Taevialdenandayainy
deasdadugainlszdiii vielugililiondunseniesauauiiey udlunsdileiuis
semsenaazdndusndune wusidaudssdunshlulflumediin sududesqualnenduns

nMatunzdeunuremiel aunsadusiveifusarudesiadelnl  vieduvelas
1999 monograph 3e81sBemonograph v1sdn lunsalendmfiusazindeusednfuusemudivy
nzideulaednade monograph SuwamnemnunARwINg &

Hafvuatenasfuaun wsaINanTuTivaseIAEseAn TiuA
ARty Usznousie
YafinuALInIEINYRIRIEd1AtY Wag Certificate of analysis
WIATIN
nAnAuaidnIgU Uszneudag
gnsduUsEnau

Y
Y o

Formumnsgiuvesdruysznouitlilldsenddy

ForinuALINIFILTRINERSMTE 593U uax certificate of analysis

WhaT

JoyaagunsfnyAuAIEA TN

TUaLBUATBLANITANYIAIILAIAN TN

aaNLAZIENENSANUEN

uen9nil lunmsndnuazarunuamnInwaseIANLdsstl mstmualidangu wangauiy

seuANEss Ssimualiduuimaemnzdmiusanudeii muuu mareieeanside 1y
N13AN®IAUALANTMN, Process validation, cleaning validation #aenau TafiNMUANIAITFIUNAAS DN

(finish product specification) TiimununsgIuUsIamed Ay Ineldndn quantified by in put la
InglifewaniseaziBenisnsiinszimndnaaudfidulunuiumeesansids wie Quality of
Natural Health Products Guide 2015 9834AUIA"

dmiudoimuaunsgiudienddn taw material  specification) Tiduluaudisend
Sruupsuszmavideinasgiuduingaslunisivgmunlvivasnsouas lfunsgu

1PsguNTHaRTedAny Feudulunumdninasiisnisidluniswdnen (GMP) vessen
ddny Tunsdlfenddyiauisaldiduanstae (excpients)  nioidudiuusznevlueims
30381913 WienAnAmsigun WAy Fpgradu andu wisw nsnexdly uasiidy aansald



https://www.tga.gov.au/resources/publication/publications/stability-testing-listed-complementary-medicines
https://www.tga.gov.au/resources/publication/publications/process-validation-listed-and-complementary-medicines
https://www.tga.gov.au/resources/resource/guidance/pe009-pics-guide-gmp-medicinal-products
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/legislation-guidelines/guidance-documents/quality-guide.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/legislation-guidelines/guidance-documents/quality-guide.html

1AsgIUNIERd oA 150 MiAsateafunszuIunsnan (1ISO 9001 Quality Management
System %38 1SO 22000 Food Safety Management System) %38 HACCP (Hazard Analysis and
Critical Point System) %38 snmsguduignansrdnsagusuiinveulitunsgrunsnandimnza
lagn13AruANIINTaN I MUANINSEIuYeIedRY wilvdeTuseman1siaTien (Certificate  of
analysis LAZN1THTIVABUALNNANIUTHANYDITTUUYBINARTIEREY (system of vendor
qualification)

sensanstasludnfudulumuniannd o WWdulunudisenissuueivsenaie
wmsguduiimnzanlunsfiazmunilivasadowagliinnsgiu lneinanedusaguiuiaveulid
ey HAsvsnzasdete Tunsdlifuaste (exdpients) luiiu Insliidudnuszneulu
01915 1A30sdeNe vienanSaumiguA MY enaldinmsgiunianan Wy 15O MAvadesiunsyuiums
Na® (1ISO 9001 Quality Management System %38 ISO 22000 Food Safety Management System)
%50 HACCP (Hazard Analysis and Critical Point System) #5031015§74 GMP anunses1wdayelAn1vis

1o

&. sUnuuuazdamslunsusziliunzideudifuen

[

&0 JUnuulumsussiiunsdeudisuen walddu o Uiy ol
&.0.0 M3UsulufngULU (full assessment)
&.0.lo NMTUTELEULUUED (abbreviated assessment) laun
&0l N5UTELHULUUED (abridged assessment)  Hs1891UNaN1TUTEIAUTDS
mhm’mﬁﬂﬁuauaa’]ﬁﬁmm (un-redacted evaluation report from stringent NRAs) Zad11namu
ALYNITUNITEMITHAZENEBUSU B8NTTRY o Usene unUsenaunsusediu tnseradundn s
wiloufunnusznns vdemuuandrsiuluuisdseidiu fadudvedosasuanuunndieliogng
Farau ielvanunsousziiuludiuiianuunnsiisenansznuienmunn Uszdniua wazanuvasade
ol M3BuseaumsUssiliuvessemadiiy (PMDA) munmsdmilevesdiinauanznssuns
gsuaveuas PMDA  LiteUszneunisusuidly veinsusuiliuuuge Tuunensd ddneu
muzmimmimmmazmawﬂ%’ulﬂLﬁumiﬂimﬁmﬁugﬂLLUUléfmummmmzam
&0l N5UTEIHULUU19895189 U TUsEL U uRsAn Toutelan (CRP
reliance assessment) on WHO Prequalification Collaborative Registration Procedure, PQ
CRP)  M3819BesaumsUsziliuanmenuiiuguaiidusnaivszaiunisdniunisiag
psan1seunsialan (SRA  CRP)  Tuuirsnsdl drilneuamgnssunisormsuazetonausuluiluns
Usziliufuguuuuldnumnumngay

&.lo VBINNISUTTRUNZTLUAIS UL
fmﬂmmmwi’waqé’ﬂaaﬁ%m%ﬁaa'ﬁi’wLﬂu"l,éﬁ’aemﬁuvmﬁ LYDIMIINITTUNLZLTEU

ANSULINLNITONUIYANNELAIN LIISANITIVYLATHAIUIYT LhaL/NI0b595AT28212a1N15USELLUAUD

1% '
a

Fungrdeud13uen Fajatunsussiiununnudes duasulviiendadaunin Ussansnawazaiy

' [ [ 7 7
e v A

UaenAseengmanlunaninzan duadunsiindeevesihefingu viel aunsoudademnanis
Uszfiulidu o gomna deil

&o.e 19IM9N15UTEEUUNG (standard review)

&lolo W0IN19NTUTEIULUULTISA (expedited approval) husilu e WUy Ao



¢olb.e MIUTHusNTRIuLUUTEeuly (accelerated review) u1eda A3
Usuifiugndifanudfayseey wu enfilddmiusnulseiifeusdneivselenimieniinissnuniil
0¢ wagilUsravsnmidniaulngesldnmsidensndiniiia surrogate marker Mivisnza

&lololo MIUsEIILYLTBISINTHANNGN (fast track review) Manefis MsUszidiuen
FeusznaudienslidiuInwviugn uagnsUszidiuteyasisendeduneunisiauien il
AnudAisenau 1 eflddmiusnulsanousddaeiivsslovivileniinissnuiifoguasd
Uszansnmiidalaulnesiosinan1sidenenatintingaginieeain (clinical endpoint) natiusyy

&lolo.m NMIUszATIuETITAUA R (priority review) ianeda n1suszidiuen
filnnudndussulunsudlalymansisuguuessyima vistymauaiwvesszavu ieidy
g1ildsnunlsnioussiiiudunsonedin iy e1inulsaend Tsanzise Jalsa wnande (Judu
veflaudfssiumnasindtnnuangnsinsesuazsUsEMAue 917 TyToath

g3 ewauaau lnglissagiainiseydfanasanudmuneiinmvuall
. NMsUszlivaunaszninelseleviliuanuidesvasen

wannisuazngruneiieadas

nsmuauonduulevisaisisuzdsivuanuanudndunazlgminiedauveuday
Uszine lngdrianisdfiufanssuvosenyuiieliussgilvanemadsnnvessema Aanssumdn
yeamsmuanslaun mseenlusygyInaniuiiuaznisusenouns N1INIIRERUANILUIENBUNNT
st DEuiFUeT MINTINEDURNMINAMAIMET NMIAIUANNTANLESINTIEUALTawAET uay
nsRnauensldficszasdanmsiden  Tnenistunsdeussvenduesddsznevdfglums
PUANET Inzenaiaismineuazlfluussmadosinunsyssidiunuvdninermansnouiioy
outinsfouifue  widoyavueziouiReguuiiugudoyatisndn enqldagiouussansninuas
aruaeadelumsliofiintuaie naenau mavauesdauiiisatueuarise dualiuselon]
funrudssessUasuiasiumunm %’ﬁqéfaﬁmzwﬁmmzaﬂumiﬂsmﬁuﬂad%ﬁﬁum’m
Feavesen Tneflfeulaliueygndosiuiunsmuusunisianisaandes (isk management
plan) titeidenloansmiuguasinounazrdsoonaaadnlishodu ielvansaussiliudselov
fuenandesvesenlfodsellomannniastinvewdnsasion

nsUsudiuusglovdfumnudssessndundnmsddlunismunueidimuallungsne
jialan enilsuselemiuaganaudesannmslien enfivaensedlivansanuiedulsaanei
o9 wandusioniivasniovinefismsfionianuidssdusssuivmnzaniuUssloninagldsunanie
faunaszninsUssloniiuauides (benefitrisk  balance) Ssanusaiunldlunisfiarsuniu
neideu oo Fudludodinaounsdeudifuen lngadedunaniunsesavygien n.e. bdoeo
wazatuuAludiudy Adfyldun 1151 Qe ﬁmﬁiﬁwﬁfﬂqmﬁmﬁﬂﬁ%’u%wwLﬂauﬁﬂ%’umtﬁa
Unngd ﬂmvmimmﬁsnmmwmiumwmmﬁuuwvlfuauuuuaﬂwmvmawmmummw Sen LU 6791
votunzLdsunusivetu ldannsadedeluasmmaald viooralivaendouddld wne <o
19T @o/e WATAINNT] @b/l Tiruualiinisdeangluddynistunsidousiue, Iealums
Fuilanzifoui¥uen numusiiuen ieduasesnnulasnieveslien nasnaunisifinoeu
yzSousiiuen Wesmuhiufilddunsdouly entlivaentoundld vielifasswamnuillity
nzideould Judu



ANTINEYaIA “Uselavil (benefit)” uaz “Aasdes (risk)”

“Usglovtl” mnefs nadveseilunssnuilldzunsfigatiudn

“rudes” vneds muthandulunsindunseainnislden

auwansweslssleviiumudswesenfidifuie nsfiussleniialdludeuiua
varfienudsaduamnhesdulunsifamgnsallifisssasd

sedUsznauvesUslevtinazanuidesvasen el

(o) HaffiaUszasd (favourable effects) wsnefis wala 9 Miduusglovidonguuszeins
wWhnuneuasduiusiunand e naninasinuuneieuselevil (benefits) wseusyloginisndiin
(clinical benefits)

(b) WafilifisUszasd (unfavourable effects) vianefia wala o AvhanevderiliAndunsne
(detrimental effects) Tiinanuandusien nadenasinvunedeninudes (s wiedunsy
(harm/hazard) amnnsldeianisuielaiduntou uazdmnefmavesela o AviliAatodnaiiog
ylAAnnaliflsUszasdoquamuesdiian Msansnsuguvisednindon

(en) A ldUUUBY (Uncertainty) navaesdefuiiayliindueuiiinainanuulsusiu
(variation)  vaseARaINTATeurUsEn1s IBN1TITEHANE1R Tedinvesdoya 1Y YUIARIBEIN
52 8UaTI9Y WisesreLIanluNISRnMLNG

(@) aunaszniteUselovtifunnudes (benefitrisk balance) 1Humsiuisuiiisunalsifia
UszasAtunaifisuszasdlaeriednmuliuluouremasna

wannsUsziiuyslevifiuanudssasendsznoude ¢ wdnnslaun

wann15il o NMsUsTiiuyssleviiuanudeaeniulunsasdousdd (a separate benefit-
risk balance for each indication)

asUsediukentu Wesndnsnageuewenduluusasdousld Ussandamudeusslew]
vesgluusazdeuslifinnuunndety uazanudasaseflisndudounioudu dunguanisi
asvelddevuneionaunnansiulundasdausld

WaNNST o ﬂqsﬁq%’agaﬁﬁﬁwumm’[ﬂ’ﬂumiﬁmsmﬂsmﬁuﬂiﬂ%ﬁﬁ’um'ml,?im (all
available data should be considered in benefit-risk assessment)

amihdeyafifimusuasdoyaiiieadeanflunsfionsanussiulsslovdfuaudes
fhogatu dvatunsfowinsualndiorsznaudedeyafinsutuiinuninuesiaend i fen
ludAguazuaniugien nsAnwnaratn wazn1sAnwmieadin

WaNNs7 e AasIssINYIRveslsauldlunisRansaussuusdemituanudsses
81 (The nature of the disease should be taken into account for benefit-risk balance)

ANTULIILAENEINTE] (prognosis)  vaslsaldenfnuilnasgedrdydonisiiansan
Wisuilsudstlevdfumnudesesen fregradu lulsaiimeldies wu nsaadelduninlug
anshifisUszasriisneussanmsldendiuuldudmalivsslownifldsuannedosninaudes
”Lumamqﬁ’u%’mlmﬁﬁé’mwmiLﬁa%ﬁmqq mMadnenslifisUszasdisreusmnnsidenanadados
nisleniildsuannslden Tnsmluarusuussessefifisduasrilfssdunissonsuaudss
nmsldenfistu Belsaguussdenaniile Yselemifldanmsldenfidareanniuiieliissleomd
1nNNIIAIEe



wénn1sil & sugavasusslenifuanuidesvesendsduysaiuazideduing (Absolute
versus relative benefit-risk balance)

asfasanyslerifuanudsadduimilaouioudisuiunmssnedueaus  fograugu
ﬂgwmammamizmﬂL&JaﬁﬁuﬁmuﬂﬁﬁmmwmmL?%wuaat,t,mmqmi%’ﬂm?iu Toud anudeaie
lilsisunsine uavaumavesUsslovifuauidsswesnsinuieisou (i)

wann1sl & amqamaeﬂiﬂwﬁﬁ’w'mJLﬁawaqaﬂﬁuLU?iauLLUaalé’ﬂwuLaa'l(The
benefit-risk balance is dynamic and evolves over time)

aumamaﬂﬂiﬂmuﬂummLaﬂwaamuumaEJuLLUaﬂmmunmmﬂaauiU Luaw’mmamaiwu
st Seiamunell u,awuaaiﬂmmﬂuammaﬁuawiﬂwuﬂumqmawuaqwumwuumawu
m¥ugnenadsunlaclundenissiviieen i mmuaqmmmmawaﬂ b U52n15AD magaiwmmmuu
waziladeneuendu wu msfiolmivindudhgnan engrsnaumieisnissnudy

dunaszninelsslevinuainudesvasenlunisdnduladunsilow nuniuniessans
neiloudiu

A v Y Y a o ¢ aa = a a Y @ ¢ =

eduasesusinaannsidndndusiendaunin dussansainuazUasnde unisal A

9

uruAnsauNIsAAuguasIIuNgmunewinfisnly musgiumudssuuiugIunIdInemansng
n1sUseiliuuselevd audes wazaduliuiueu (uncertainty)  IagfiasananAuaudiniy
a a % ¢ o Y aqdf ¥ o’.JJ IS a LY
SITUYIRVRIHANSNI Tngusvasalun1sly WWldnuanarszezian lnelinsussiiudseleviiu
AnudsIegvanmiang Usdlawazdniuslaadugudnans aawnandu 3deimun nmsdenduleeugyin
HARS TN ULATNEIDONENa1NIUATUINRITVOINEN Y tneimunlidussuunfivss@nsamn
gagularnaUaLDMIURANUNINTNYEINEIAIENS NOANTINYRIUIINALALEUIY wazHInsEIU
nssnwilussuvguam duasunisianlulssmetiionnuliuadiazasinuaunsalunsudedy

a & v = ) [ o w o a [ (3 YN ¥ o '
ﬂ?iﬂi%LﬂJUUi%IEJGUUﬂ‘Uﬂ’J’mLﬁﬂﬂL‘Uu‘V]ﬁﬂﬂ’]iﬂ’]ﬂi}ﬂ‘l«!fﬂiﬂ’JUﬂNﬂqﬂUNa@ﬂm“ﬂ bUUUDATNUANIN

a v L3 v

wanfauriagfosdiauUasnds uianuuasndedldvneauindadusiiuiiaudsadugud
wandnsinUasnvanefisnsinandamisimudedussiuimnzauiulslonifaglatu gifendes
Tussuunnaufiunumddglunseuaulindasaridusslonimioniiaumdestausngd Seiam
VAEOU HAN Uazn3ly

nsUszdiuaunaszniUsslsvifuanudsseseniiodnduletunsdeu numuviese
a1gnziludiiue feoguuiiugnuresnsiindnfuridusslesiinnnianudsdasiszdualll
WiuouiawinNa wardansanudedlsogiamnzan lunmsussdiulselomiazmnnde swansiosi ena
wuiauiidutednae FafesinnsandeluitluudazdefnailiiAaanudedati fnansznugs
y3oll annsnesuievdedansanuidsdduiolil d1e3sla fetnatorafatuldvisduamnm
UssAvEnm araaendts ieussliukenusiarUspduiessduudrnimansUssdiuimunnsudy
WleUsuifiuaugaseinsusglovdfuanudes smedsnsdsafiudsnunmriossuunslinzuuufls
wvamsianmsanadssunnsisfulumumnsdeseswansiase wu mslideyangnieddlunisld
NAMAUTIHIUNSUARsRATN lenansiunansnst Aflomsld madaeusalimu wandasindaudes
farlissuunenuenmslifisszasdanmslingnios vazindasastmiviedmmdsgagling
Jovhusumsdansenudes



TumsUszdiutssleovdiunnudeneen lnevhluasdssdiumussaurnudewsnniy "dauld”
Ferpataauingmuneiiomssne Jeeiu Urdn ussnmseidiadelsavsean1izvedlsa lneseutelsn
vissanmzvadlsallmnefirnziangastieg iy dedindngrumanmsiiieieaivayuetn
\iieane (supported by substantial evidence) visil FaudldfioygndnludasdieuaunavasUselom
9 = ' v Y 1 gwvan 1o - 5% o
fuaudsvede wagliougalielauansdoudldnlidnniziaivas vislufiveyan ieanalunis
AmuarwIneT At Aesdivangiuiigaulszdvinavesndnioeiognuiisae vusieuinsdulums
\Aanasulsifiaszasiagieeglussiuneususeainsadansly iselevdannninanandes

Tunsdleniinnandessn asUseluienniy "asswan" (health/therapeutic  benefit) nanafe
mslivsednguszasivamdniaminulsanisanizlsanlidunse vsemsldnliwmznizasivlsevse
anmzvadsa visensliliiAnnaunavnm laseadhe visensnsevimdile 9 vees1an1eveywe 1wy
nsdaesuguam Un3esine andadeidewesmaialsn nsldmuesdanug Wusiu

HARATIBIAUEsERRIANUaRs Bz Rdvang wsane e laddiuseleily

1Y) o = v vy = s a o o oA Y I o g Y a
seavaNuliktduauivensuld minwaliaUssashvamandusidiniineiands Ingldvinlian
1Y) Y oA = v g X vy a - 1% A& v & a o § Yy o 1% a
gunsredeuslnanseglden vl esdinsdeansteyaniludenaass uarlivinlvidusinawiiladin

o a 1% v o & 198 v Y
s Inmslienuindnduniyldenuaziuslng
H3INAMYDILIANUTE N TAMEN WAL
a o ed vala 61 ) A g a . .

o. HanAugNvuIANsIENTvTElevisiurunmiduivinn (wide safety margin)

. HanduNNmIgly (e) MsduaTuauaIw (health enhancement) (o) Snwiguamn
(health maintenance) (m) U84n15U1ANTONTDIAITO19S I0N3U LhABWS (prevention of dietary
deficiency) wag (&) n13U1dn vssnn Shw visedesiu n1g 81713 NIslsalisulssmelesle
wseldnaliAnlmianaideuindu mnldlilanaminifidesns (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)
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A159AMNIRAINYNNUTENBUNISIUNZLTBUANSUSTRUULGeU (ACTD)

[y

281N81914 ACTD WU U en WU A9 Unit Carton, Inner Label &g Blister/Strips mﬁjj
0. TaMNUAYDIRAINUUNEDIUTIRET (UNIT CARTON)
@.0 T8 (Product name)
@.o JUuue (Dosage form)
®.m %amaaﬁamﬁﬁiy (Name of Active Ingredient(s))
©.€ ANULIIVBIAIBEIALY (Strength of Active ingredient(s))
®.¢ JUNSWAR (Batch number)
@.5 TUNAR (Manufacturing date)
0.0 Jufiueny (Expiration date) Fosuansdin “enduany”
®.c 35n1314e1 (Route of Administration)
o.c @n1¥n1siiusnw (Storage condition)
o.00 launzlisus1sue (Country’s Registration Number)
o.00 JouariioguasFuoya anan wietwiediunuiagiudanlusivenandng (Name
and address of Marketing Authorization Holder)
o.0l0 Touarioguosinanluinasuma (unsdiimiedweunutagtudnnlunveinndng
(Name and address of manufacturer)
o.0m Toaufiawuuaain (special labelling) 1wy aildnsuen eldianed erdunse
AUANTiLey, USinniueanesed, sU/AATemine/denm uuaainvidelenansiiuen ileideudeiy
Toyadidnvselindvesdinnunuznssunmsemsuaze) wisldnsisdeudoundundnsioe s
oo Unnagiiuugiluudayiudmiusinguiniulagindeus (Recommended Daily
Allowance)
0.0& ﬁ’]Laaummﬂizmﬁmzmwmﬁﬁmqm (Warning)
®@.0D YUINUTIY (Pack sizes)
WU UR
(@) 281NKUY Unit Carton 14fiuaaInvesn1yuzuITINIguen WU aa1nNaesuIsvIn naed
U339n 32U NADIUTIQUAE LUUAY
(o) TtoyaifiuiAnantiaqiu fe Dosage Form Waz Route of Administration
n. N3u99 Dosage form onaudsuen Wy e1viiawdin e1vdinda Tablet Suppository Wumu
visaudadudrunilvesdonnild wu XvZ Capsule Wudu
9. 115439 Route of administration 81audeuen 1w IM IV (Jusiu vseudsegluignislden
Al# 1wy Sulssnuatiar o e Yuay e afeU ndems sideldmmuiiseyfluwenansdifuen by
A
() NI5HIY Recommended Daily Allowance sy % RDA nandfelilssinuSunu
Infuuazindeus Adoglugnsiuetu ull % vea RDA dmudr RDA axldmumnsgiuainadl



[V 7

Usinglusisnensng q wieldau Thai RDA  Ale visllldauenanseedaves A1 RDA 9 91
UsNaunIsiansanemeg

(&) Marketing Authorization Holder Tut e.e0e 1884 f3UBUY NG YTBESUBYYIMIN
viodinunlusverandng udusnsdl

(®  nsszydeuazieguesindnluitsuseina (lunsdiwdedssunuiagtuitunly
5799 10413n5(Name and address of manufacturer) Tudfe o.0lo Tunsdifinzidousisueslediinan

£%
v a

1NN o 8luaen1sHEsn w3eliuInni e @18N13KEN (additional manufacturing site) U
aanagatioslisey

(o) Fofuanerdusagu (finished bulk) dneniuti  wazuusiliansudamnuasd
fufiseuluntsnsaddosvieriudiosming findnenutu vie

(o) frammnuvadlasuanaduiaieaung 1Wu 2D barcodesmfugnanynuvadisuiiaveuly
nsrTaldesvieriuiioswiing findnenguty

- enansmifuen erstferlszyTodnansndusagunnunas uazuuzihlsiuanadudnynuasd
SuRaveulumsnmavdesiesiuiitedving

- lunstudvetunsdou/muandluudsunas WeSueyaninilsdeudssruvvaauanly

Q] G o
U

Giwﬂszmﬁ‘Lumuwmﬁmﬁm%ﬁﬁﬁmammﬂmffl o Liae THaTNUANZATINAITOITLAZYINTIU

(@) n3dfnansgU/iRdeamane/dennu vuaa1nudslenansiiiuen tieldeusefudeya
didnnsedindvesdrinauanznIsunTeIsLazen Wislinsiageudeundundnine Traunsoan
nswansdayaranuIsiiteadls aueuminzandusensdiviomuwuamiiagfnuasely
. Tonvungaing1fiuly (INNER LABEL)

b.0 T081 (Product name)

b.lo JULUUY1* (Dosage form)

b.o0 Y0v83FIE1dR ey (Name of Active Ingredient(s))

b.@ AMULTIVDIAEERTY (Strength of Active ingredient(s))

b.& JUNINER (Batch number)

.o MWNAR* (Manufacturing date)

©.6) 5’u§umq (Expiration date)

. 30n15WWeN (Route of Administration)

b.c @N1ENSIAUSNYT* (Storage condition)

b.eo @INzdyuA1su81* (Country’s Registration Number)

o.00 Jouarioguaiusyymnan et wiedieunuiagiudunlusivenandng (Name
and address of Marketing Authorization Holder)

0.0l Jonavfioguasfnanluiisuszina (lunsderimdedeoiunudagiuidunly
3199704190 5* (Name and address of manufacturer)

o.0m To58UTIAWUURAIN* (special labeling) 1Wu eldnsusn enlfianzdl e1dunsne o1
muANfiley, USinaueanesed , sU/AASesmne/denu vuaanvizelenansiifiue iteideudey
Toyadidnnsefindvesditinanuanenssunsomisuasen viseldnsiaaeudoundunandue usu
Hudu



b.oc UStnaugfiuugiludas fudmivenguinifiunazindens * (Recommended Daily
Allowance)

b.od ALABUMINUTENIANTENTIETITUGY* (Warning)

b.eo YUIAUTTY (Pack sizes)

wunewie * muneda enviulduansldlunsdlueanseneunavuiaiin (exempted for small
ampoule and vial)

WU TR

(0) 2810kUY Inner Label Tdfuaainaivuzussgniglu wu van nszdes Wudu

(o) Fooniiudmsu small ampoule and vial tu Wnemusudwmainevunadndadiiud
laiiAu o 319807 Y83 ITULUTIYNNUTELAY

(o) MasyTeuazTotuesNanluinsUszmA (unsahindodseusndagtudnluswenandns
(Name and address of manufacturer) Tutfe .ol Tunsaifinzdouiuelediiudmnnnii o 916ty
AUMINGN Yi38811NNIT o aeNIHER (additional manufacturing 5|te) Ugummu

- amnethetieslviszyiefnansndi3asy (bulk processing) mmammiuuu ez ugdLans
;;TNSm‘v]ﬂLmaamuwmmauiumsmmﬂaawsamumamwma frdneguii

- wnansinfuen egeeslszydegnansndisagunnuvas LLazLLuzﬁﬂﬁLLamﬁmamnﬂLma'qﬁ
Suiveulumsnsraudesviornuiiodming

Tunsdusvetunzdew/meudluvdsutas WFveynynivisdoudssruurasnaslu

ssUszmdlumsuensdasaniffifidannnin o was Wddnnuanenssunmsemsuazemsty

(@ nsdifiuansgu/insesmune/dony vuaainvdetenansiiduen ileideusefudeya
didnnsetindvasdinaunnznssunmsomnsiazen wislinyaaeudoundunansing Iianunsaannis
uanstoyaaannuisihdeatld smummmsnvaudusensalviemuuuimsiiazimusseld
a. dafmuARAINYVUUREANVITaaA3U (BLISTER/STRIPS)

.o T081 (Product name)

o Fovasiiddny” (Name of Active Ingredient(s))

. AUITOIEERRY (Strength of Active ingredient(s))

on.@ JUNISWER (Batch number)

on.& ’3’u§umq (Expiration date)

.o Vo/ArySnuniueafinan / Iwesmandne/ {iueynananvsetmiedsunudagtud
11lUT1981841905 (country specific)

an.ev LlaUNZLUBUAS UL (Country’s Registration Number) (country specific)

wanewg # et lddesssylunsdnandaeiidseiddey 1nni e winduly fedratu
81NGUINTUTIN Uazindous wusthliseyuuaaInd) Inndusiuuasindows ¥5e multivitamins and
multiminerals

WUINSUR A

o. fofvunnude oo ruanioedlnoeamil

b. TofmMuUARIUTe ool zuaNIB LA



. nsfifiLandgU/IA3eeMINE/FaA11u VuaanusetenatsiAuen leideusetudeya
dlannseiindvesdinauangnIsuMsemsuazen wisldnsiadeudounaunaniue Indnvilaay
anuzanidusensdivienuuuineiiszimuasely

NUBLN0

() nsdlendididoulunstungifoufinfuifofedlutlagdu WUtRwuRuey suste
Aedszyteny “ldanglsimeiuia”

(o) nsdifidudonnuiinsesudygfortvun wu fri endunse erldaneuen Wy

Jefosuaninuiinsesw iy R sniuaannuuadndaiifuitliiy e mseiuay
a8 (Blister/Strips) TlgA191 “Expiry date” %50 “Exp” WNUA1I “m??umq” e

(o) fUsENEUMTEINTAvELiiNaAINeLTion1sdnenls



AAKNUINT o

wuuTnguuImIenIsan s mezileuiSuguaudagiu

o gl

NU9INITUTTUANTANAYNIDNANA UTINAAULEBIAT (low risk classification system, LRCS)

iielnsdnusziananudsaduszuy faulusda osureldmumanauazvdngiuma
Inermand wavannsligasfidaftonadianuihlunsinnrudesiunndeiuty fesdiniesiiely
nstien1sandula Jsmsdnlidszuunisdadulalaenislvazuuy Ineliinuannisussiliuansdfgy
visonanfneiviiaudsasi® (low risk classification systern, LRCS) fieil
o. AMUUAANYVDNENT (safety of the ingredients)
ansdfuazanstiefidudnussnouvemdnsnrasfosiunsussiiunuasnss  ag
finnsananusgiansld  qudvnadinimeesans  (biological activity) anandululdfiansenala
Uaonsfeanudng uiifiu uarsenuenislidfsuszasdannnisly (Reference: Listed medicines:
The role of Australia's medicines regulator)
0. YAINWNITUTAISNARA I (route of administration)
. anudesiiduiusiuingussasdlumslduazaann (risk associated with the claims including
labelled use)
@ sssurRvesnzselsafiluduanglumsld desfiunSedhen (The nature of the
condition being treated or prevented) 'i'aa.lﬁga ﬂ’]iLﬁ’%SJQ?JmW
& Innulrnuwarauanvasvalsrrnadmnglunisldvem@ndae  (The nature and
number of the population using the product)

L. Nanszwumnqmmwmwamﬁﬁ (The impact of poor quality in manufacture)
AULELIALNUNTAY AxUszidiulasnsiiaziuunIuIEAUANERY  (qualitative risk
level) Aifmunliarsviaiuaaumuizay W duamnInn1skane1anusduanudssds (high)
U1unans (moderate) A1 (low) A31n (very low) Aeg198e (extremely low) 1@sssauLanlainladl
.. 1% (%) 1 @) = ° [ v & o 4
nalne (Negligible) Amuaulasndy orauvady ANALAEEN Uunae atdusu 37nuu U
Wmtinveusazinus NUuAuiuAziuY MSeUINAuLaIAY agufinw

® Consultation: Options for the future regulation of low risk products V1.0 March 2017
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HAMAMYIAdAUY
L& 6N drfiezuuu
UDLNIAZUUUSIFR

Watsantaua SIUATUUULEINN aauAuAMinnin
URTUANFIULED ALARLADILARY uaILAASLALeT
Dirsuuuluusaz LA

LE

SIUASLUULGRY
LpaLeiinang
UGS

wanhanlvirzuuula e ImymunseuIun el

ToLausnzuLU ATLUUIINVDY AzUUUIRAY ﬂmuumﬁﬂ@,m ATLUUTDILGAAY LMC’]NHLL@%‘VI&‘HE’]U

Wy dmtin \nauah

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

ASUUUTDIENS/HAR U

WmstsduasainlUlglaivansdfy ndede warUssianvesandag nsusuaviuu
venssndulafiliaonndesiunsiun WIBMsUssrudiBemauédtuiinmma ndnguuszneulife
freghensivunszRuAzuULYasusazInat Sl
(0) WBININITUIMIHAANUA (route of administration)
Fowensuimsiiseduamundssoitagedunuddusl
n. topical
9. Oral, vaginal, &g rectal

A. Pulmonary/Inhalation

3. Parenteral, ophthalmic, taz nandunldiuunais (open wound)



faa

Imaﬁﬂﬂmimsﬂuwﬁmmwmﬂufuum Parenteral dosage form #esil low bioburden

a o

%39 pyrogen-free awam%’mamwammmmﬂmm%a aslunsenuiunssuIun S IARGR S

a

mmsﬂﬂmmwm% mmammﬁuwmawammm bacterial endotoxins speoﬁcatlon VD!

a

pyrogen- -free ﬂmaLuaLLammumammmmmmmmmu DM ﬁiUEU’]ﬂ']'ﬁGZiE]‘U’]EJ ‘U@JJﬁLLlI‘UV]'JWQG]U
Lazansana (active substance master file, ASMF/DMF) (The International Pharmaceutical
Excipients Council. QUALIFICATION OF EXCIPIENTS FOR USE IN PHARMACEUTICALS 2008)

(o) USLENSAIWNISHER

Manufacturing/Perfor manufacturing quality, poor product quality or non-performance likely to cause

mance High ) serious injury

manufacturing quality, poor product quality or non-performance likely to cause

Moderate & minor injury

manufacturing quality, poor product quality or non-performance unlikely to cause

Low 4 any injury

manufacturing quality, poor product quality or non-performance likely to be noticed

Very Low n before use

manufacturing quality, poor product quality or non-performance likely to cause

Extremely low 5] inconvenience

manufacturing quality, poor product quality or non-performance unlikely due to

Negligible ® simple nature of product

31N01519 Mndn1sUURenansgukasteimualunsuaauanuIidyriintunselila
UftRnunasguidmusaziaudssegndls



AAKNUINT e

wuuTnguuImIenIsan s mezileuiSuguaudagiu

RUIeINsUsEiuLazs1ensasyag luansungausu i g Tunann auaien

nsuseluasdivyatunisusaiiuainudasadiy lagusyiduainteyaninulasnde
AN azUszifnigld dmsuuesgrunisndndalalaiusinlid GMP anTadusunguunaumdl
Auwus iU URmuwwInIsana 1w IPEC-PQG Excipient GMP Guide tJusiu

mMaUssduansteiduneumuddusl
o. a13¥aeiaygalildiduasiielundndusigunmannou

AU UINIG ICH Guideline Me, Organisation of the Common Technical Document for
the Registration of Pharmaceuticals for Human Use. fvualiansdaefilloansival vianeda ans
Prefiflosdnnuifimnneiduiivensyu (well-established) uaziinisldrumluluglesueysa
neifou FaneTivendunenisaslundusisu (pharmacopoeia) fatiu ansdreiilddmduansi
aun

o.0 a15t2efougelvldlusunulunauasndns usiaSugua ALY e LT ou
(ASEAN TMHS)

.o maﬁaaﬁaqapm‘lﬁlﬂu food additive, food contact packaging component mm{]wmaé’m
91113

o.00 AHANDIVTINUNYMINEATUDINNT

o.@ aseieugalilimeenmusiineiissuusiuszma phamacopoeia 1u U.S. Pharmacopeia
(USP-NF), European Pharmacopoeia (Ph. Eur.), or Japanese Pharmacopoeia (JP) 3104 emsansiiley
EUNULUTI UNONIENTIV/NYAINEEN

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

o5 vdngruduiuansifimsliluiyudintou (human exposure) dadiestivanaiiaueleing
anaaends Wy Insliluiiunilidueyiinadeuinsuenanmisnuilaunseoniulussi
ana ansfiveuUlldlundndusiniesdhens

uwasdayailddrdasznaunisussifiuaanaaenfevesasvag (Ref The International
Pharmaceutical  Excipients Council. QUALIFICATION OF EXCIPIENTS FOR USE IN
PHARMACEUTICALS woo)



(@) 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 39

U%’Uﬂgﬂmj https://www.fda.gov/drugs/drug-approvals-and-databases/most-recent-changes-
iid-database
Huguiidasinlay USFDA  wweunsmaiuley arsvaglugiudeyauanssienisarsiaed
oy alildluszuunsussidiueilvsivesavsgewini feyavesanstiousazenisuszneuse Jo
sUuvy uazdsefiugeandildaseydflusuuuueniug fei nsduduoradonhieaussings T
N1 e1MERTDNT3A Folussnen Jevnaedl e generic description (NSdlaNswAsd wianaw)
(o) Pharmaceutical Excipients Dictionary (JPED) Fadnrinlag Japan  Pharmaceutical
Excipients Council 321U Ministry of Health, Labor, and Welfare Guaﬂ‘dizmmijﬂu
\dugnuteyaenisansiieynuiafions @il dlunda dusienleveyialuussmadu
$IUTIN110 monograph  Tu JP, Japanese Pharmaceutical Excipients (JPE) 59U non-
monograph excipients fly’wmﬁmumiayﬁamﬂ% Gﬁayjaﬂizﬂauﬁwﬁsmﬁ%amiﬁhﬂﬁamiﬁw
Foduq nguszasanisld application) %umqaqmﬁiﬁﬁ (maximum dosage) HUNAUTBINIINIT
31351981 (routes of administration) veseniiléuniseysia egelsfnu Maximum dosage
information filawzgiu JPED Jufldunmnduiniy
() grudeyavesUssnalunguanainglsy
Lldfigmudeyailunisiamieaisduduain monograph i Ph Eur “Dictionnaire Vidal”
(France),“Die Rote Liste” (Germany), 138 “The Electronic Medicines Compendium” (UK)
(@ grudeyavasUsEinAuAuIAn
List of Acceptable Non-medicinal Ingredients (http://www.hcsc.gc.ca/hpfb-
dgpsa/nhpd-dpsn/nmi_Lliste e.html)

. 81592898alud (Novel Excipients) #3ai1a9n14n15U3315Md (route of adminstration)
dl 13 ~ ] v a | a ! ] ° a da
naldsuntasesilsznoumaaivesansdealiiinarstasyialvd 99 nsiasaudndl
nsthildluguuuudemenisuimsing Jslaevlulisiuds micomized, compaction agnalsh
AINNIRANAIYIBLTIEAUEI v AAaN SURsuAmauTAn1Inen I llaunsonaulaeIsnis
UnAnalule (co-processed excipient) a@139189tinlndfssiiunisuszsiiuaulasndunaunis

AN

1 ! 1J 1 o . (% o . a
a139en Uity @159380118a15187 (compendial) NU WBNRA15181 (non-compendial) N8
UBNF51871971314 Ingredient Master File, Drug Master File #5© Drug substance #13 ICH CTD Liie

Uszilluanulaensiguazannsgiunisnan (GMP)


https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm
https://www.fda.gov/drugs/drug-approvals-and-databases/most-recent-changes-iid-database
https://www.fda.gov/drugs/drug-approvals-and-databases/most-recent-changes-iid-database

MANUINA &

wuuTnguuImIenIsan s mezileuiSuguaudagiu

IUANNTRINTUNFTINANVBIF AU orARAUTIENAAEE 9
MsfasanasInauesisd R enandusionnudswindunamdnnsusuilivlude

. Myvsmifiuaugasevinsylovnifuanuidsmese Inefinsdasgiuanudssvesassnaa 353
uansasTINAN uazdeimunonansial
0. NMITNTTAUAMNFLIVBIFTINAN

stiuaudssvasasInan uuau o sy ol

0.0 52AUAUELIA1 (low-risk claim) TtsanuUaonsfovesinguizasdnslanning (wide
safety margin) laun

o.0.0 WINW (treatment/cure) anAaAss (risk reduction) n3atlasiu (prevention)
amz/lsafiliiguuss (minor disease/conditions) sasussmesvietiaduides annz/lsn
fananmeldiesmusssnnd  ievnldmuiiuusiudldldnanuinianiseglidssaliinanny
oaiidusunsosofld

o010 13101 sAilisuusa (minor symptoms) adeidsveanizaddny (risk factor
of major conditions) %i¥e anAuLdssnIRARAITdRRINE"? (risk reduction)

o.0.0 MHdMTUNMTTgguam atduayuvieduaiuguain dednedaiansteyuanna
MudnalivsennUsyluviresEsemInusssued  vielidueyinlvnadselsalisuuse  (minor
disease) 1138#0gvN13¢ (health condition)

Tnemsssyingussasdmelilunduilaunsodrdddmngudeya permitted indication database

89 TGA

.o 5TAUAUENIUIUNATN (medium-risk claim) fmenddgnignuszasanisidluguuuy

1 [

NeanaroguAmeg 1 dnau (significant risk to health) @elddmsu ussin w1 viseanAUTULSY

[

Y9N19LANLIAEAY (major disease) WianzAlagundliianansameldies wsemnlulasunissam
MvngaeINszAsegrIaLgas  iutimssnuladeidesvean1izsuuse (risk factor of serious
conditions) #1358 AAAYIUTULIIVBINILAING1INE (risk reduction)
o a . . . o o o aa s YA 1 Y a =

o.on FTAUANULENEN (high-risk claim) fedAgiynUszasrmsldnnelminanudssgs
(serious health risk) @sUadsfe A¥rsanulasaiviuay (Narrowest safety margin) 49vu1an15hal
uay Toideussnn $hwn weztlesdu 1sadieuse (serious disease) F9ABIDIABAIMNLTEITIYIIN
UARMNINNMTUNNE  viseodhinTenieudas vie  enalidunsefedinvnlilasunissnwii

bANNTEU


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

wuInINsAngulaauUssEAuANEEIvaTIngUsEasAnIsTY agudawnunn

LeUEINISARRU L NaLU IS AU m’mLﬁﬂawaﬂfmqﬂizaaﬁmﬂﬁ'

Tdunum Shwn waz/n3e Unsniu 15A18us (serious disease) AalspfidpiandenissnenannyAaInsnen1sunng viaanavinl
L}
T19N8LERS 38 anafiauaseiEianinldlavinnisinenimaisas

|
¥

1. ldinin shwn wiatdoeru lsadAty (Major disease) Aa lsavSannzflassssamaliaiansa

o o ] -4 M s o o oo 1l
wiglaias vianindasenanelilaelalfSunsshunfimanzan onsazriegnioutas
ldamanandesaadlsnsieunss (serous disease)

ssar = o as w1 &) @ - a
TdSnwonmsBaduonmsinlunsifadeinfulsasieuss wia lspddgy

e o " 3 =1 3y o L= 1= 2

nslasumssnwlsmadrenasiiuiiddgyradinauld

a > w0

wlaldansaAgaaingUszaoaiisjmane
5.1 fdeRnulasasafuay (narrow safety range)
5.2 Pndayar wnFTInemIaAduie
5.3 finadiafeeinausefildaansadansraie
5.4 fimnauiiudi lsisnsnsadnmaanaie

ngNATHLEBIGS
(high level of risk)
U

WRUATW LUINTUNSERUANILEEUBIngUsTaIAn1TIdvesendfgy

<

=

Tunn 9 seduanudssesingusvasdnisly fiudvensloundnsaridududosdsdoya
Aendestuanudaondouazdsavsamifisdin vnudndueiiu Munduusssnsfiey wu wn ¢
fissnssfuarliunyns faeony suwinsdilinsuimafedunsfiossrianslugasify T
NUiNAndunsAsensenimdnsariviesnduy wieteuddfionansliAnnisitaduranindeu

Judu MatleranudesiagdediiiingUszasdnislanianudesg

. FFNITUEAIATINAMUVIEIAULH LA

NIuantasINAMUsSoTRgUsTaIRnNsldvemdnduridisaguaisinnudaau aseunguly
Ussiuddgnenanelininanuduaulunislindadusiveaiuilan lneflosdusenouredasadiely
NseuingUszasinisld (permitted indication component) Al

£ . ! Xz ] = a [y £ =] a o 1 <

b.e N1580Na95 (Action) duiiiludiunusseeneriunavesnisidasvsenandaeiil 1Ju
dwndessyyludeudldiate Medhaudy  “anein1s”  “usameInns” “AwEan”  “wsuasng”
“ﬂiz(;]:u” uﬁwuq”

bl Wwiny (Target) diudiazussengiadmunevesmseengns lavanunsasyylavianase
a a ' a = ! <3 1 ! a a L= [<3 Y X
@35 wasiean1edn viserasiolsa ALY naueINNT ANNEAUNG vTensuindule 1u
duidesssyluteudldiaus wu “anuudausiveaansegn” “guamlaeil” “anuunfvesnimn”
« =1 » o« S »  Elg L,
9IN15UINATYY” “lauvigniUsinaun” 1dunu

b @IUVLIBYRINITEONGNS (Action Qualifier) Hudiuiitgliiuladndeuddasdsinegly

nauAIEBN  JeaziasumudauesUssdninmuesanssondadueiungdy  Wuduiiens



seylutouslivselinle degatu “dns/dvae” “die” wWsliguilnadilatsdnvugndnioe
1A @ Nl = a '
wagliifeanismssnulunsdiifennisvsene1dnisugas
. d@wagngveat iy (Target Qualifier) Wuduvrglviulaindeusldlidmwalminaim
1% a ! 1 2/ 1 ] PN v 1 Y A e Y o 1 1 « 1 » o«
Whlafindndemalulsnieuss udmnenvseyludeudldvsoldila degrudu “ligunse” “e1ns

» o« D2 Ay va vo aa o v oA DA o =2 a a
v04.” “lugguama” “ludilasunsidadelsa. i’ evielvguslaadnlafiausydnsnmees

vl

nandaildlugndonnisliguusy  viseludissnisussmeinisiilinissny  wieldamelugn

U

Y

guamd w3e msseyltlugthenlasumsidedelsaudatu AldunisBuduidilelasunsitdade
wavguatlowiuanunmduds [udu
1A598319909N1TUAAFTINAN ATUAIWKLAN

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

Action

& Target

e.g. ‘joints’

E.g. Help to maintain/support healthy joints
+ nstisnln
UsloanSodonnaniony  [RRCECRCLER A TRIRE

(other requirements) wilagnaas uazanAINEEs
va9gte

WHUATW  1AT9839009I IR BUATINANVT R TN UTEasAn s IdveINandaein L d win iy
o & IS a [ (3 14 LY a
ANTOVUVZLULUNARNUTULUUIAUA (AALUAIINUTZLADREALATLAY)

fagaINskanasInauvsaingUszaadnsld  Tunsdllsanguuss  anansassydinvee

d" v (3 (% = v (3 v 1 )
WzaniesEyingUssasAarasdmineuaraiuauseAuaudssvesingUszasamsldld  wu ndl

msldussmennistufrenlifunsidadeudrindulsadlduususiu guaunm



Indications for listed medicines

search: | diag

Evidence: | All Evidences

{ Fiter on: [ Indication Code

Indication Evidence
Code =

| in [Al Fields

v\lori
Indication

Helps reduce occurrence of symptoms of medically

st diagnosed gluten sensitivity caused by inadvertent gluten
Ingeston

ntific

BOMTEM-G- Sclentific or Decreasefreduce/relieve symptoms of mild

o Traston of  temporomandibular jomt dysfunction ciagnosed by a doctor or
use dentist

GIBWIBS-G- ?,‘;‘”" O Relief of symptoms of medicaly diagnosed lrritable Bowel

R onof  syndrome.
use

GIBWIBS-G- ?’cx‘ﬂﬂ Help reduce occurrence of symptoms of medically diagnosed

RO o able Bowel Syndiome

[ Exon [ e F2od 1 Lo

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

ol - |

v

[ oo |

Indication Requirements

Label statement: If symptoms persist or worsen talk 10 your medical practitoner.
Product presentation must only refe 1o mild temporomandibular joint dysfunction that is
dlagnosed by a doctor of dentist

Label statement. If symptoms persist of worsen talk 1o your medical practitioner
Product presentation must only refer to medically diagnosed IBS

Label statement: If symptoms persist, worsen or episodes become more frequent talk 10 your
medical practioner

Product presentation must only refer to medically diagnosed IBS

Product presentation must not imply of refer 10 individuals with cosliac disease or dermattis
herpetiformis.

Label statement. f symploms persist. worsen or episodes become more frequent talk 10 your
medical practitioner

Labe! statement: For use only In conjunction with a gluten-free diet

¢ - Sentiic Sl Heips decreaseireduceirelieve symploms of medicaly Product presentation must only refer to medically diagnosed foromyaiglaibrosits

‘ oy diagnosed foromyalgia/fbrosits Label statement.If symptoms persist of worsen talk 10 your medical practiioner
85 Access Forms MUTNSY-G- ?fg“";‘:g; Helps decrease/reduce/relieve symptoms of mild medically Labe! statement. If symptoms persist or worsen talk o your medical practiioner
Latest News PR fray diagnosed tenosynovitis Product presentation must only refer 10 medically diagnosed tenosynovitis.
Secure Email SKRASH.G- ?l‘;‘g‘:g" Decrease/reduce/relieve symptoms of medically diagnosed  Label statement If symptoms persist o worsen taik 10 your medical practiioner
Login to Business Seryefs R e shingles Product presentation must only refer 1o medically diagnosed shingies

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

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

WNUAIW  FRRgensuansassnauvseingUizasan1sldveseeansidy  dveglussuu  permitted

indications (indications for listed medicines)

Y o e v o v a
on. ‘U’e]ﬂ']‘l)]uﬂLElﬂﬁ']31"1?1‘11'&]51]'58\191']“1]533%55]']7‘1

enansldativayuinguizasinisldisaonaneaiuiesauaudswedansnlasunsanwun

WA FILHUATN

wnmsﬁ‘ld’aﬁ'uaquﬁ'ma"na"wma qUNIN

Levels of Clinical Practice
Evidence Guidelines Secondary, pre-
= : appraised, or
Meta-Analysis :
1 Systematic Reviews filtered Studies
Randomized
Controlled Trial Experimental
PTOSPEC‘IVE, tests treatment primary
2 Cohort Studies Studies

Prospective: cohort has been exposed to
a risk. Observe for outcome of interest

Case Control Studies
Retrospective: subjects have the outcome of interest;
looking for risk factor

Medium risk

Case Report or Case Series No design

Well-designed is preferred

Narrative Reviews, Expert Opinions, Editorials

Not involved

“For the low and medium categories,
w/ humans

Animal and Laboratory Studies

methodologically weak efficacy evidence

should be supplemented to demonstrate

Pathway for Licensing Natural Health Products Making Modern Heaith Claims (version 1.0)
December 2012

consistency in results and plausibility.”
WNUATW S¥AUANNUNWBRvRImang uatuauunusEAuANFsaasingUseasAnisly
Jeyanazldatuayuussdnsamvesdiendrdyvsenaundndne arswanslyinuds

ANduTusvasvnUaduvasinedfAyvisonaniuaefuNadnsnsaunIn (causality) wangunty



a v

atuayue19lau1a1nn1sAny13Ideaienuies n3olau191nn1sduAuinseineg1easouAgy
(comprehensive search) %%amiﬁuﬁuﬁﬁauuaaﬂwL‘fJussUU (systematic search) wagvinnsasy
wangunanuaieldUsenaunsindulavuiugiuresteyaniininunsauAquATULIU (totality of

evidence)



AAKNUINT &
wuuTnguuImIenIsan s mezileuiSuguaudagiu

WUIMNINISRINTLAzNSBUAvaTUNs D sui SusInfiunasindausydiaulszvny
o) NARSTTTasEdyuazdeudld Tnedrededormunnuuwinig Health Canada (Multi-
vitarnin/Mineral_Supplements Monograph, mo December boll) nsdsanaitlisniudesdu
lonansiu non-clinic wag clinic Wiy usilsineduiunsidous$uonnneu
miﬁwﬁzgﬁiﬁlﬂumjuEJﬁmﬁuLLazmﬁaLLi' 91999910 Multi-vitamin/Mineral Supplements

Monograph
o [ d' a [ (3 | a ° dy Y Y a P a [ (3 a
dmivansnluldlundndaninguetanudesinil 1e198esenisansilildlundendusiesy
PIMITANU W.5.U.81%13 %30 579015 Ingredient database #l%l4lu complementary medicines
299 TGA (eBS) %30 51913 Ingredient database #1lwlalu Natural heath products 989 Health
Canada atifesU)jURlviaennaesiutoulvvausiazsnenisans

b) LBNASIUAMAINYDINARSATINNTD o TiTulunuuuiniewes Health Canada Ao
Quality of Natural Health Products Guide: Natural and Non-prescription Health Products

Directorate (Date: May 1, 2015 Version 3.1) Ingn1susgiiuagfiansanainenasd1fey laun
AEEATY Usznausie
ViUALINIFIUTRIRIEEATY Wax Certificate of analysis
WIATITY
nARAuIiENIU Uszneudae
gnsdiulszneu
Formumnsgiuvesdruysznouitlilldsenddy
JormuannsgIuvendniueidnsazu uay certificate of analysis
WIATITY
JoyaagunsfnyAuAIEA TN
TYaELRUATLANTITANYIAIIUAIAN TN
2AINLALLNANIANUY
m) HAnSusieIefuuazindons AlldtemanisUsedueniifianuddaiseau (Priority
review) lan Iendudsmiaziniusiunions mutydeanungis
& wuamdAyffiniseniufindudmivenaruds i Wduluaiuuuinisves
PRALASLAY LU N1IANYIAIUAIANIN, Process validation, cleaning validation, @MSUNEA U
naufianunsndeddldanuumens TGA



https://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=multi_vitmin_suppl&lang=eng
https://webprod.hc-sc.gc.ca/nhpid-bdipsn/atReq.do?atid=multi_vitmin_suppl&lang=eng
https://porta.fda.moph.go.th/FDA_SEARCH_CHEMICAL/HOME/FRM_SEARCH_CHEMICAL
https://www.ebs.tga.gov.au/
https://webprod.hc-sc.gc.ca/nhpid-bdipsn/monosReq.do?lang=eng&monotype=single
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/legislation-guidelines/guidance-documents/quality-guide.html
https://www.tga.gov.au/resources/publication/publications/stability-testing-listed-complementary-medicines
https://www.tga.gov.au/resources/publication/publications/process-validation-listed-and-complementary-medicines
https://www.tga.gov.au/resources/resource/guidance/pe009-pics-guide-gmp-medicinal-products
https://www.tga.gov.au/resources/publication
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uuamensudluasuudassenisnzideunisuen

o. Usznnseilulagundas

(0) MsuAluUAsunUatziundn (Major Variation - MaV %38 type II) nu1ea31ain
nsudludsuuvamemsnadeuisueilatunsdeuisueliudlnsenaiinansenuegiaunn
LAE/MIOLAUNTIHOANNIN UszanS nmuazanuuaen e suanfausieiu

(b) NMsudluUdsunyasszduses (Minor Variation-MiV #3e type 1) Mu18AINI N9
wiludsunlasmenistunzfouisuailatunsdeusisueliudr  Tnsorailnansznuiios
Bnteevdolildinansenuronmunm Yssdvsnmuazenuaenfbvessdnfusionty uuad

(n) nsuAludsuulassgiusesiinseyaindesriunsiionsantou  (Minor
Variation Prior Approval — MiV-PA 7390 type IB)

(@) msuAluAsuuUassEAUTes (Minor Variation (Notification) — Miv-N) Tngeygn
mgIsnsedidnnseinduuudnludi@

() Maufludsundasidudunisfinnsanoygyn o AUgUTNITHANS VAN

'
A

\Onase vsegudivinnthegufeiuddidesenduegdu lnseygniieisnimediannselind
MNTLERRG

[

o o A o = Ay o &
lo. LaﬂﬁqiﬂsaﬂaﬂﬁunLUﬂ']sﬂuﬂ']%aLLm‘ULUaﬂuLLUaQ AUVBNTINUAAIU

(@) ne1foumdvounudagiuiiiuuadl [enasudendngrumuuuinisedeou
(Asean Variation Guideline For Pharmaceutical Products) m%aummwaaawquiﬁﬂ

(o) nz1fpudiueunutlogiuiidusdnquaziadud vivuywd Monaivie
VaNgIURNUvENNaTIvetasdnsewdelan vseuuinnvesannnglsy

nsdlfivdninaueiuns WHO uagiuvnavasannwglsufimnuuansnaiu Widuidunsany
wanngiveteIRnsewielan

(o) nefousiiugunuiiogtuiiiuerinquag tadudmiuda’ 1Henasviondng
MILLUININD DY VITORUINIVBIENNNE LY

(@) nevdoudSugunulusia 19enasvIonangIu AUNIAREIN o WUUTIELUI
memsuiludsunassensngdoudiven

(&) nsdimsudludsuntamude mo)r) Auenmiennde (e)-(«) Monarsude
MENFI AUANAKLIN b WuUThELmIMuAluasuidasonsmadeusiuen

(0) n3dlduuenwmiieainte (@)@ WilfonarsmIondng i auniaruIn e LuUve
wavnamsuAluasundasensmsdeuiiiuen



. YBINNITHAY N1STU WIBNITHARAD

nMsBudwe nsuds viensiadela o wagmsoonienasndngiusig 4 paUseneil 1if
sliunmsaunguuneinsensufiRsiwnismedidnnsetind

TunsalfifimglianansoduiunslagBnsmedidnnsetindldmunssanils Wdniuns
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=.o Keep out of the reach of children
w.en Avoid storage in direct sunlight or heat
.« Do not accept if seal is broken
«.& Do not remove from foil except for immediate use
. Unit dose not to be sold separately
«.¢9 Do not puncture, break or burn even when apparently empty
@.@ Any portion of the contents remaining after use should be discarded
. It is not to be injected or administered orally
=.@o Be careful before reconstitution
®.@® The contents are for inhalation only and should not be swallowed or injected
w.@ It is dangerous to exceed the stated dose
w.@e It is dangerous to exceed the recommended dose

c.@& Do not dilute or mix with other liquid preparations



z.@& Important: Please read enclosed information leaflet before starting tablets

<.@o (PRODUCT NAME OR GENERIC NAME) should not be used by women for children

&.@a \Women who are or may potentially be pregnant must not use (PRODUCT NAME)

®.0x Federal (USA) law prohibits dispensing without prescription

.o« Dosage: As directed by the physician

.o Use only as directed by your physician

<.we The product is to be used with a respirator or nebulizer only, under the
direction of physician

.o For nasal use only as directed by the physician

=.loen Dosage: allow to dissolve in the mouth as directed by the physician

@.b& Shake well before use

.b& Do not use in eyes

.o The tablets must be swallowed whole with a glass of water

@.wel Shake the bottle before use

=.oc Shake gently before use

.o Remove cap security seal before use

.o Replace cap firmly after each use

.ne For dosage and administration, contraindications, precautions, warnings, see
accompanying circular

.l v luileLAn

.nen WAUTLANULES

<. g liiuLaILazANsaU

c.a¢ siwmannugfnlnla

.o MdmTUNuAynALAL Uz vasNmNg

.o LELUN°) Nl

=.ac Wwevnnouly

&N @EJI’IU@ﬁ%@LﬁEJ’JLﬁWEJ’]

. MafiuRanuazionansiiuguesdesiilonsdioondilaueayanudn
®O0. ﬂ']‘ﬁLﬁI?,JQa’]ﬂﬁ%ﬁ]Lﬁ]ﬂa’]'ﬁﬁ’]ﬁUEJ’]Lﬁlaﬂ'ﬁEiﬂE]aﬂ

oe. NMIWasuwlaiaainnsaenalsitueiian1sdieananNAuNlasuauIn

9 @
[V Y] '

olo. Mitiutanunua Ul mwdinguluaannvisaenansninue NN UILTY FB9
Wuderu FdlesmnesssiununlvenlasueygalilansuueamB aenansiiiuen 15 melulssme
oan. NM3tsaunz sumveuURaInvsaenalsiiuen duavnsideutulasueynin a0

MUREUlUANUTEMANTNTNNSUTUNL D 8 UANTULIAINET



oc. Matiudavddmuenarsiiueilasueuninuuaain

& NSLAMARALLLBNAITAIAULN LU NNSLALAIAZNA N1SHAULEYNI BT IVa lULeNEIT

[ Y]
&a ‘ijy v A

MfugrfifasiRanainanuuImeendou nsuiludduiasiiveanswiifasitn iudu Haillae
ansvdrdndedlidsuuladuaniilasueysia

ob. YeBAENENaTIUIIdmTUYAaINTININ SNV BlonasauLUUlURUHER Sl
Wowmsunsmaivledunu wazf3uoygndeuuuienatsifugndmivussvuntwingluiy

NARNAN



. maufluasuasmenmmeidouiiusdudunisiindeyannulivasade Tunisldely
nzfoudnfuen welasiuanudemeseduilaaniu wsesvdyalAnuiuiadenudenei
Ainduanndudritlivasnde wa. eeo
aunszswdyaRnusuiaseninudemeiiiatuainduiildvasase we. bedo 19
Fuszneumsdesuansteyaiieafududlvigniesardaay
faugussneunssonasniu Feswansteyaduaulivasndoifisnisluaainuieienats
f1fuen (Package Insert) anfin andildTunsibouliuga deililouselovtvaadlden dey
fuszneunsfifimadszasdudsfeyaianfusuanulivasndslunisldon dadu denrmivads
nafinnndssdunevienadoveseifindulifuslaansiu aunsoveifindeya duarild
Uaonsglunslien dieluil
o. Tovuld (Contraindication)
. ALABULATOAITIE YN (Warning and Precaution)
6n. 5‘14@135'%&11%815149] (Interactions with Other Medicaments)
& Mstuluansiiagsd uavanssenindliuuums (Pregnancy and Lactation)
& wasemuansalunstuluasyihnuieatuiniesdng (Effects on ability to drive
and use machine)
. 91M3hIAsUsEas (Undesirable Effects)
o, NI ATUERAUVUIALAEITNTINYT (Overdose and Treatment)
<. Toyamulaendeannn1sfinnaadn (Preclinical Safety data) W nsmua iy
isguludnineaaaslu Long term study gy
. AuliitnAuYeden (Incompatibilities)
®0. miLﬁ'mﬁﬁagammlaiﬂaamﬁaﬁﬁm%mﬁ’u Pharmacological — properties 19U
Pharmacodymanic , Pharmacokinetic
lonansiidesduluiuiivosygyin euszneunsiiansanlumendniseygaveaniiny
v
LONANTDIDINITIVING LLaz/ﬁﬁ§a°ﬁauuaaﬁuayu§u WiouvinnsiuTeaa (highlight)  wag
Wenlos (cross-link) Feruiveudluasuulasiuionansd a8 anng uaysedoysatiuayudy
fatinevdsaniifussneunsldsueygnaliudludsuuasdeyadumilivaonss soun
ynwineudmifldihdennuduenslivasnde Tunsldelidimuanieuisd auildsy
oy wliudludeunasegiu nouftusemaliinald iy sfnsunsieudeutudennuduan
livaenseffuszneunslsdudluasundatniutagtu suarmdisiuud Unngindunsudly
Wasasiitalideyaduansilsivaendeveseniu famungsunuanudunnanideyadiuami

Livaensdeveseniogny neunisudluuasuwdamas iedinsnsevindesdudumen Seusadud



uansynuRUstlesansisae wislsgnmal warlinmsudluddsusasieyaduarldvaende
fussnaumslé¥uayam sadsenell \JuduFuneasiuge
o. nsuluasundassemsmsdeusiiusunulusia

.0 MsuAludsuulasiouas/videtiey (Wu swaluswdld Tonuu) vesdfuoya nnan

waulvulunistiuvawiluuasuwlag

(n) Fodlsidunstheanuiinosanuiinge

(2) nsudludsuudas doudumaudsudevidvuioniieau uaz/viadunisudly
Wasuulasiegauiivmisauiheunasesiivun 1wy naAsuutananiics Tonuu vey wumie
LR UaY

(A) nsuAluAsuudasi éfaalaiLﬁumﬂaumsmﬁwélﬂé’aumaw’%aﬁaqﬂﬂaﬁlu

wnesideduluiunvasyge distssnaumsiiarsaniuneaimseuanAreminguE g

(n) vilsdesusosmsilisuniasio wag/mIeNegannmiieanuvessy
(v) aannuaziena1smivendessydanveuiludsuntas (unsainieive)
o MauAluisunUasauaz/viveney (W swdlusuild Yonuw) vosSuaugmivseds

Waulvlunistiuvawiluuasuwlas

(n) nsudluiasuntast deadunsidsuievidmviomieny

(%) MsudlonBsuuvas é’aqLﬂumiuﬁlﬁuwﬁauuﬂmﬁagj WpnuTimhenuiheunasetiun
iy N5WABULYAATRES Te0UL 908 LYIIWSELIYR SAuAensieaatufitiniedadunly
swenandns mulueygmivsedeuaulunandunlusvorandns Aldsveyanaliudluugs uas

(m) Mmsudludountasi @’TENVL;JLﬁumﬂauﬂiiu?ﬁw‘élﬂé’mmaw‘%aﬁﬁqmaﬁu

wnasidauluiunvasygyn iaUsgnaumiasanluneaINMseuyIRUNinUANEI

(n) wilsdofusesnsiasuutasde uas/viefiogainmiionuyessy
(v) aanuazienansiAueBssrydsiveudluasuutas (unsdiifeitos)
.o MsuAlvUasundasiouay/viefley (Wu salsudld Joauu) vesinan (nsdluan
AeUsEine)

Waulvlunistiuvauwnludsuwlas

(n) Fodlsifunséneaniuiinosanuiings

() nsudluvAsuntasi doadunisidsuiousdmioniisau war/miadumsudly
L1J§auLLUaaﬁagjmmﬁmhmmc’haﬂamaqﬁmum iy nsiAsuuasaniine Jeaun o wus vl
s wa

(m) binsounguasdinisuAludsundasanuidudwesanen

wnansideduluiunvesygw ielssnaumsiiansuiiunevdinmseyaavreninguding




(n) nil9d@03UT0Y Good Manufacturing  Practice  (GMP)  %3® Certificate  of
Pharmaceutical (CPP) #3A59UARNNT53UTRAIFIU GMP v3avtisdeainuiisnusysusesteuay/

RV REIRH

a A

(@) wnansAfukazeaInIssuanvann asuwdas unsdifneidaa)

]

o< Mawdluldsunuasteuay/vseney (Wu saldsudd Jeau) vesndnendnsagy /

]
a o

NanMYIMTuUIussy / dndanvimihniuiinveulunisnsiavdesvsesuivednieg

eXe

waulvulunistiuvawiluuasuwlag

(n) éfaqiu'Lﬂumi&’haamuﬁé’fwaaamuﬁwammﬁﬂL%ﬁlgﬂ aouRdmIuuUsuTsy vde
anuiiannsuRnvoumInTaUdesvernuiiosming

(@) mudluAsuutasd doadunmsdsuiousdiemiasny

(M) MsuAlodsundasi éfmL“ﬂumiLLﬁlsuLﬂ?isJuLLUmViagjmmﬁwﬁwmuﬂwﬂﬂmaq
fstua 1y msAsuuananiing Jeauu ves wnidelnn uay

(@) nswdluvaeuwdasil sealiilunisleunssuansludsyrpanielifiypnaiu

nansieseuluiunveaygs Weusznaunsiansanlunevainsaygeuemi NN mi
(n) nii9895UT03 Good  Manufacturing  Practice  (GMP)  #3® Certificate  of
Pharmaceutical Product (CPP) #4A59UAuNISSUTRIINggIU GMP visenisdeainviigausy
U d' o A | 1
Suteste way/visenaglnyl
(v) aanwaztanasmivedessydanvenntuUasuwdas (unsaiiieates)
o0& NSO UUAEULUAUIAUTTYVRINER S ust

waululunistiuvawiluudsuwlag

(n) WWuNsENENIUINUTIUDINERS UVl
(v) WwInuTIIivaRagnendnsuily AeunangauiuuiaLazisnsldeninsaniy
aanukaglenasifueNtasuayyIe

wnansideduluiunvesyge ielsenaumsiiansuiiunevdimseyaaveninudming

(N) LENENTULARLURANANITINENYUIAUTTY

(v) enansifiuekazaaIn@essydanvannluUasuwlas (unsaiiieates)



AMANUIN en

LUUMNELUINIINSLA Ll AsuRUaIs18n1 5N T 8UASUEN

s1gaziduatanansuangiuildusznaunistuvaufluudsuudassienisnziioudifueruny

Uaglu

o. NMsuNbuUaguLUassEaUnan

e.0 Non-AVG MaV-1 nsiaguniatan uinannannaelennuusenasItinaIuanenssunig

2INIUATEN 1389 NANNAUTINITRANTANBUYINNITINHE kAT AT uALT g UULAZE AL

Tuseu
Reulvluns | e. MaAsuuUasanuiindandnfusionmuszniadiinnuaaznssunseIns
tuvaudla Lazen 1304 VANNINNITRINTUDYYINNITINHEARATINIATI8YUH T T
Wisuulgq | HeveuRulusa
. {3192 M8ANNT
v.0 {FueygnnAnvdofFuaynihviedadunluvenandnsdeeunutogdy
fisdumyheaulinanefinusrvetunsdousinsuemieldtunsdeusiuely
oo lvemAnAusluiUsTImAT S nEslusemelneyihnssdneve sy
. f{3uUdnan@n (contact manufacturer) manen i fuanlulszmalneisuinmin
Q’fjﬁwmﬁﬂmsmﬁmEJ'ﬂuU'N%gumw‘%wma%umau LLﬁiﬂiamﬁa%umauqmﬁﬂaﬁmam
Husndnsagy Madgsuisendududessiusluduneugaiaifiosivinesang
inswanalallel
< Tuusazdunsumananazeug iU wanldiRem ooy
lenansiides | o duuvisdeduanseviediuiuazdinds
Huie . vifsdoduseansguaauindnginmdidvualluusznansenssansisagy
USEnaUNIs Tusemsmnnenisuinean
Avsan a. Tayanisfinwmnuasanindesduluniu ASEAN Guideline On Stability Study

Of Drug Product wazsneaulunsdinanisinuliidulunudeimunminsgiueng
g1 w¥euuuamamsiuiunis Gunsdliiiiendes)

< lonasffuguazaandeszydsivendluddsuulas Qunsdfiiedos)

&, UNULAL/V3DTI8IUNNIATINABUAIINYNABITBINTLUILNSHARTB A TLTINANT
voudluudsuadnglidulunu ASEAN Guideline on Submission of Manufacturing
Process Validation Data for Drug Registration (LQW’]%%HG]@U%L?]IEJ’J%@Q)

5. deyaiIeuifisunsvluaninisazatevendndugisuwuuveulawiiniulseniu
Fandnannanuindnilduouyn u Yagtunasiveufluudsuuladdagitnig
nadaunsazaefina1nduluauiisewaziinisnsiadeuaugndesweisnis
neaaumsavaetiuie (unsdiiieades)

o, STUUNMSAvunsiavesiunsnan (lunsdiiiedos)




. dofmumnasgiuvesingiusddey (unsdiiieidos)

&. NINAFDUNISANYITTELLIAINITLAUS N (Holding time) ¥4 bulk pack Tu
SEMINMTAULAE TVUAITTI AN UTINAAFUAALAUTI9AIN UL UTTY IduRTAeN
(lunsdifetos)

e.ls Non-AVG MaV-2 MIRNNT overage

Roulvlunis | o. N1sHinng overage Yosingaumedfgsdetliilunasnnismegeunisiinm

Suveudly | AuAsan MweNdndnTied 1S3y

Wisuulas | © Formumnassunsnssldesyioinuiiodminguazdorivumnnsgiue g
voAnusiedodliueuula

lnasiifies | . lenansuanamanalumsveuiluudsuuUasmieunuudoyaativayuy 1w P2 s

HuLie WaIUILNdYNTU (Pharmaceutical Development)

Jsznauns | © paIeufisugnsvessunisnanilafuoynin a Jagdunaziiveudls

Aansann WaeuuUas

o, M319UTeUTY batch analysis vosnAndneienfildFueynn a Jagth uasd
voudluUAsuulas $1u0u o U

<. nidesusesHansiinszivemaniamion $1uu o uivensluasuutas

& Taygansfinwimnuasanindesdulusiu ASEAN Guideline On Stability Study
Of Drug Product wazmisnulunsdlinanisfnwladidulumutefvunuinigi
91887 (WIDULWINNITANTUNT)




o.a Non-AVG MaV-3 n1sudluasundasisiinsgiuasdanmuninnsgiuuesingiuden

dfy visenAnduaiendnsagy

(n) MmaAsuisiinngiuazdarvuninasgiuann in-house Wudnnenitiguuni
Uszme

(@) nswAsuuasidonaseu dafmuninasgrunazisinnei
Foulvluns | o. nadiinisasunvasivinlsfinsudlodsuutas Cep Isdudunismusiado
Suvaufly | MiV-PAL2
Wisuulag | © nsasuudasifedldifunannmanisalitliniadefiAeduluseninaniude

w38 UymAnuAtanIng

lnasides | o. lonasuanuvanalunisveuiluAsuilamieundngumainnisusznou
duie b. MINUSEUTEUTNVLANNSTIUTBTIRg AU IeNd sy u‘%amﬁmﬁm%aﬁﬁlﬁ%’uaymﬁm
Usenaums | & Uy LLﬁ%ﬁ“ZJE]LLﬁl“ULU?ﬂIEJULLUm' %QLLammi},ﬂ‘%EJ‘ULﬁEJUGE’J’ammﬁsuaLLﬁlﬂﬁ%'mﬁlu
P o, LANA3TEALLBEAIATIZNVOUN luUABLLUAY/F318191971989

€. HANIINTINABUAINNYNADIVDITTILATIEI (verification/validation) wazdoya
Wisuiflgunansiinseiisilesuougn a Jegtuivisiveudluasuutas

¢ dofmumnasgrumsnnavdesrieiuiiedmiouazdoimumnasgueigen
vosuAnfusion viedormunnsgiuvesingiushonddnivendluasuulas

5. TeYan1TIATILYTUNNER (Batch analysis) vedingRufiiendAy vsonansiuem
g1 nvhdemmaaeunmdeimunumsgufiveutludsunlas $1udn b Junns
HARINIRITTUNTHER

o. 1USURINaTATIEivRIRendAty/nanseien (Certificate of analysis) YnAITe
N1SVAFBUANNTDMNUANINTFIUL

<. Jayans@nwmnuasanmsieaduluniu ASEAN Guideline On Stability Study
Of Drug Product waz senulunsdiimanisanulsidulunudeimunminsgiueng
81 (WFOULUININTANTUNT)




o.& MaV-4 Non-AVG uhlurasuudasenaisaauauaanwlunsdeudisuenlinduluany

ACTD

[

Foulalunis | wonmstuuuy o.¢ 0u e fve waztunluasidioaty i
Suvaudly | o 1BNAITNITAIVANANANYBLIRGAUM ALY

b, BNA1INITAIVANAMNNEIUNINENNENSTTEN

on. LANATNITAIVANANNINVDING NS eUa1eN

Waguwlag

BNESNABY | o. LONATANTAIVANANANYBIINAUMEIEADY
fuie NS S1-S7 mueilenaninaein1sTune e usTugwuu ASEAN (ACTD)
a cs'
Avownbuasuwlad
b. LBNA1INITAIVANAMNINEIUNITNENNENTTEN
lNaEsve P1-P3 mugilevaninaainistunsideoussugiuy ASEAN (ACTD)

dsenaunng

WAITUN

Mvaunludsunlas
. LONANITNNTAIUANANNINVBIHAR S Ua1EN
NETve P4-P8 muAlavianinainstunsideussughuy ASEAN (ACTD) 1

YawnluUasuwlas




. NMM5LA LA URUAITEAUTEY
©.6 Non-AVG MiV-PA1 A1SENLENIUNIATIHEINIUUTENIAFIUNUAMZNSTTUNITOINITHAS

81 1399 NENNAUTINITNITUIDYYINNITINWEALAI1IATIeuauTagiuasaweuTus I

woululu ®. NMIAUADIUNILATIENYINIUUTEAAIITNIIUANENTTUNITONNITHALEN 1589
nsEuwe VANNUINITRNTUIDYYINNITINMEALALINAAT IR R UTI Tulazay
e Tusad

. §31979 NUILAIINI

Waguuas Ve N N v 2 .

b.o H3UsuNIANERvIOETUBU M vTedud N U 1N ST uHuTa gty
fdndunsidreBuliiiengoiinuassetunsideuwisugmiolddung oy
sl

oo 1i1veamdEnSausluisUsEmaiIdsudsludsemalne wiekesufiRns
AuAuAnNNlulsEmAlnginsIATIsievamu
. {30893 9 (contact laboratory) MN8ANN HNARVEoTITTRUR RN
muauaunluUssmalneifuisangindranvhnmsiesngietluuisindense
Favun
< fuhdinngiedoaivosjiRnsmunuaunmiiiianaut fil

.0 WuiesUfifnismuauaunmesanuindnsusudagtuiildsulueygn
waznIUN1IN T sTiuNsU TR uranInaikazIsn1slun1sndnen (GMP) Tugu
fifeates vio

<o urisujuRnisaiuauaumvesnafguseleony AldfuNInsgIuny
ISO/IEC : 17025 niFormsgiuduiiieuii
¢. ffoyansteneameluladnismueununIn (method transfer) fiasudu

NESNRRY | 0. dlumiladedyg seninesfudnaasgindng

Suie b. nangIukanaIndunesufifinismivauaunmvesanuiindnsuuutagiui

Jsznauns | PiulustaauaziunsnsiaUssliumsufiRnumaninasiuayisnislunisuan
¢ ! A a v a < v a va o A

fsen 81 (GMP) luduiiieates v5e {WureslfuiRn1smivauaunImYaInIATIvisoLanyy

AASUNIMIFINAY 1ISO/IEC : 17025 9383105FIUBUMTASUWN
o YeganisangveamalulagnisauauAmnIn (method transfer) AU
€. 519a8L88AITILATIEN LALNANITATIAADUAIIUYNADIVBIITILATIEN
(lunsaifiiendos)
° v = a a a e A v
& wnansmiveuazaan@essydiivewnluuasunlas (lunsdiiiieato)




v Y o a o ¢

.o Non-AVG MiV-PA2 nsiiusiiadanussyinandudananiuegien vowaniuaienlily

g1UsAINLTD

Reulvly | 0. Tedmumnasgiumsnraldesvieiuiiodmiowazdermumnasgueigen
MsBuve YoamARIET (end-of-shelf-life specifications) faslifinsudludeuudas

wily 0. nadimauluddsundasfanussadasiiduiae vemandausiednannde i
Waguulas | dudumsmusiide MAV-12

lenasiides | . Lonasuansaalunsifiniaguisydasinazianisdnunamdnivinsd
Juiile Wnzay

Usznaunns | b. dmiunanfnsio1suuuy semi-solid  uazwoumaddesdundngiunansinlil
WU UffSensearinandnsasiouazussduet (du lifimsuudeuresdiudsene ures

Tanussadaeilundndaien warliiinsgadediulsenevvesndndamiondluly
U539470491)

'
[ LYY

. M1310USBUTIEUNIRIF IV TaRNUITA e Ndulaelasuoygn o Jagdu
warnvauwn lUdsunlas (unsainneives)

o o = a A a Aa A 1
& nasmiveuazaandessydivennluUasunias (lunsdiiieates)
& daygamsfinwanuasanindesduluniu ASEAN Guideline On Stability Study
Of Drug Product wagsenulunsdifinanisdnelidulunudeimunuinsgiueny
&1 (WSDULUINIINNTABAUNNT)
5. 1BNA"s P7 auadevaninaeinistunsileusisugniuy ASEAN (ACTD) Miveunly

Waguklag




.0 Non-AVG MiV-PA3 nrsiinuaiindaaussasusnlidudaiundndueien Nikasandnun

dnnvaINannus (Functional Secondary Packaging)

waulelunis | dervuauinsgiun1snsralasenseniuiied MinsLasdonMuANInTEILeY
tuvauily 9190WANA YY1 (end-of-shelf-life specifications) Aesluifinsunluuasunlas

Waguwuag

NESTRBEY | . LONAITHAALMANAIUNITLIEAUTTYA UTaENANITANYIAUNENIYINT 57

\eusznaung | azaN
fivrseun . L%]ﬂmiﬁﬁﬁuEﬂLLaxamﬂ%\ﬁ%ua‘\iﬁ%aLLfﬂmL‘UgEJ‘uLL‘UaQ (unsdifiieatoq)

a. ToyansANYIANUALENINYRINARATE15enIelda (In-use  stability)
foadulumu ASEAN Guideline On Stability Study Of Drug Product uag
seflunsdfinamsinuliduluamderimuninnsguengen w¥esuuma
M3Aniunng)

< 1onans P7 auafiondninausinistunsdeumiuguuy ASEAN (ACTD) flve

whbuUdsuwtas (lunsaifneites)




. Non-AVG MiV-PA4 nsifiutenans European Pharmacopoeial Certificate of

Suitability (CEP) vasingauflendagy

Roulvluns | -

fuvaudly

WaguwUas

lnasfifiasdy | o. nifidoSuses CEP ndouenansuuuimuaiieanlny European Directorate
Lﬁaﬂsgngums for the Quality of medicines (EDQM)

flosaun o. ToMMUANINTIIUVRIINgAUMIEE ALY Aunsdififientos)

. SIBIUNANITHATIZATUNIHARIINERERTgRAUMedAy* Fadulua

Ph.Eur Monograph siufifiznsnaasuiisiiniazinaeiniseensunseylily

vilsiiofuses CEP (lunsdlfitientes)

D A a A PPN Y = 1 ORI ! v

<. TeayauiuAnaug Miigtesdliseylunidedesuses CEP 1Wu dayaniiung

a0 (S7), YasEzhaihnvegeutkasamautRlUmMaal/nnen1mdus

(leiun vwmaynia sUndaugiu (polymorphism) Wudu (lunsdiiiedes)

& msudluvasunlasfeidesiudeimuniinsgiuresingiumendfgy i

gunilsdeanngSusyyniusesinasuimfinynuasan nveInansiaueiey

\AE1789A3 the ASEAN Guideline On Stability Study of Drug Product wagay

AfiunsAnyANAIENINEINE1IURANESY uarTenulunsdlinanisine

Lidulumudoiuununsgiuengen (wdounumnanisaiiunis)

“DEHAN TN AUAIEeNdAivTideTuTes CEP uasnanndnsinmneawdsdenmun
(Y a o o o A 1 13 ¥ Y a a o (3

WATHINVRTINGAUFIENEFRIaY (WU USP, JP, In-house LUUAW) EHAANGEASUTEN

wsowuleyate S4.18954.5




o.¢ Non-AVG MiV-PA5 n1sudbuilasunlasanaisninuenlinsaaiaengisninuanilasu

AUNINIMNAITNIUANLNTTUNITINITHALEN

Foulvlunis | o. tenansiifueiildfuoysifandrinmunmenssuniso suazen deaflilom

duvoudly | \Dulumudedmunendeu wseifisuii

Wasuudas | @ Junsudludsuwlasfiduidennainnisidsuwlasenaisifueivessn
AULUU (original drugs)
a. NsdllonansiiveIvesndnluuseine (MeilyundnnTauuausseeiuLuy
(original drugs) vi3ensdlfithds Mdungifoudivefifideyamilousivendlssu
Funsideuliudaluientsailvml veserduwuy (original  drugs) Swunliienans
fduendeanileufunnusznmseniuiensilyilunziousn

lnasiifies | o. aanuazionansiiustatuiildiuoynn a Jagiu

fuite b. aANNkAZIENATSIUETIveRAlUA LA

Usenaunis | o lonansuanaanalunsveuAluasunlas

Fa15807 . nasiiven (Package insert) Toyaaiuvenaninginuuuy Summary of

Product Characteristics (SmPC) wistenansiduesndwiugtae Aldsusyginues
neifoui¥ugrfunuy (original) uavdundweudluasundasilésuoyamain
AN NUAMENTIUNTDIMNTUALEN

& wiladeduranandvandniaaivionduena1smiue)

o = 4 14

.5 Non-AVG MiV-PA6 msilasuudasgSuayinivsadeendranlusiverandng niaain
Tuayaaasuuasiyanniia

3 v

waulaly | e anuindssdedlifinsunludsuuna
a T P a 1Y) o Py o & o

Msguve | b, BilinsRsuiuaeu 9 snumsunlulaeusdassueugmiviedeen
wily
wWasuulas
NENSNARY | o, 2AINKALENAIIMAIUYY RUNTEANNI “vasusesinmilowdn” v3e “9a3uTes
Ao ] & a % = & s ¥ S 4 a
BULND MU 8Ny L iasuklaadu...” (szyanizvayaniiasuliasainies)
UsEnauns | b, dunvilad@eudmaiiansanaouitas lua U senavis onlad oS usosnsg e L
W8N HanelusaUssme Noanlagdtinauangnssumsaswazenndalivunane

o vilsdedugeuliAsuwUasiSusugmiwisedien uatldionansneidewinSuenan

AU MTIEAN viserilavSeuitiunssavsenuAndrg vemadeuinSuen

< miusesdmiugSusugngumveTungieuiniuen

ASUTBIRoUlINMIT UV s UEIMILAT Go (/@) NTETBVEIREN WA, beeo
wazavuuAluisAL (WUU 5.0)

o, vtldausud NN TUaU MR T8RN




.o Non-AVG MiV-PA7 nsilasunuasuaygnnanen nlliavinluaygiaasuudasliann
G

waulyluy o. anuinangndeshiinisualulasuwlas

n1stuve o. lifinsdsuudasdu q s;mL”iumiLL?ﬂ,ﬂuLﬂﬁauLLanaﬁ%’Uagwmmamm

wile

Wazuuas

lenansifes | o. aanuazionansiiuen fnsidennnudn “vefusesiumilowdin” wie “vefuses
Juila Junileudin sniiu . Wasuwlaady..” (szqLaww%’agaﬁLU?i&JuLLUaﬂmmﬁu)
Usznaums | . wilededusenlvivdsuulasiiueynandne wagldlonarsmeifousiuenan
W58 fSueyamseiiy viediavEnuiitonsauvSomurndama vemedousiisuen

. AIFUTBEMSURSUaUn I N uATe NI T Ui FUeN
<. AsusesdoulanisTunsifsudsue1nuunnst cols/e) Wi UYQ R
W.A. bdeo kazatuuA LAY (LUU 5.0)

¢ MNENBUSIUINNINLTUDUYINHARET LAY




- a a o w < - ° a uva o -

1599 UALYWLANATTINBILM me/eddb 1388 AMuuaLuIIINTU{URUdmiu i luns
& < ° o o - ° w
yunzidsusrsvouazudluvdsuudassenimudoudiiuen w.a. edob

nsivuatenatsisvdnguunluiasuulassenimeilsudivensaingu
dwmduuywdaundninusives WHO finnuuandneinnaninusivasannimglsy Jaiuauaisuily
Wuduvdninusisanaiiiaenndesiu gennenisnassniiesndds daelull

Tunidndoninu u o () veauummamsuslundsusiassiemmedousiiiuen
Yhufdines il me/odon Fos fmuawumnsuitinudmiudmhilumsiunsdousiiiy
pmazuiluvdouamenmaiowsiue wa. beos warlideruseluduny

“(0) neiludivounutagiuiduendrinquariadudmivuywd MHenasvie
wingrunumudninueivateiniseuilan wiswumevesannmglsy

nsdinzousnivgnipdudmiuigud Savdninaeiuss WHO WasuuImauaannm
glsusimuuansnaiu andunisauvdninueivasesdnisaunislan”

v v
a @

viatl pausrUaiusuly

o 0 St oo/ QUL W.AbdOD

@

(W9a1775g8A0 Yaviod)
618N INBIT



	02
	02-1
	3235cb23b3179911dac8a0db61a1a911b18938b695d6805a644bb2b0f3d1f417.pdf
	Page 2


	02-2

	คำสั่ง36-2566-p2

