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BP The British Pharmacopoeia

CAS Chemical abstract service

COAs Certificate of Analysis

DMF Drug Master File

DRGD Drug Registration Guidance Document (Malaysia)
FDA Food and Drug Administration

FSC Free Sales Certificate

GMP Good Manufacturing Practice

HPLC High Performance Liquid Chromatography
HSA Health Sciences Authority (Singapore)

INN International Nonproprietary Name

IPQC In-Process Quality Control

LOD Limit of Detection

LOQ Limit of quantitative

OTC Over-the-Counter drug

PI Package Insert

PIL Patient Information Leaflet

SPC Product Data Sheet

USP The United States Pharmacopeia

WHO World Health Organization

Ph.Eur The European Pharmacopoeia

CEP Certificate of suitability of the European Pharmacopoeia

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an Y a S ] Ao o
LﬂuLLﬂNﬂl@NvﬁﬂlﬂﬂuﬁﬁLﬂ?ﬂl@ﬂiﬂiﬂﬂﬂﬂ‘%iyiyjﬂlwuﬁ%ﬁﬂWTU‘VIN?’]EL!%‘VIEN'T]@

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



2" source product
Accuracy

Intermediate precision
Limit of detection (LOD)
Limit of quantitative
(LOQ)

Linearity

Over-the-Counter drugs

Overage

partial validation

Poison

Precision

Range

DNWIYDLAZDASTUANN

[y

npAuNthannuramdalilduasingiunand msuingAutiug

ANNYNADIVBITUABUNITIATIEN FadDeRATUIINAUINALALS

AU AR NUATILNDS IS BA019D97N A S UNISERNS UL AN
Tnaeenuunnuisale

AnLuglumsvienelureslfiRnis Tneniiuestadenunnsng
i W Judivih dndnsied aunsal Wudu

' Y v a6 A Aax a Y
ﬂ’]ﬂ']']llLmuﬂuwmqmﬁﬂmjﬁama@l]a']ll'ﬁﬂ:]Lﬂiqgﬁlﬂ

i Y v 6 A oo a ) 1 oA
AANUUTURTIaRTIENAdE UANNN I IAT B b luAaE1alne AT
S189°UtU Accuracy wag Precision Neausula

AuaEnInsalunsienantsneasumidudndrulnensetuaLLTLTY
P399NUIUVBINTNATIZAN T U UA

[ A £ A v 4 1
Jueianunsanelaeguieilasveygnlaglisesdislag

v LY Y = & = Yo v
ienmauarlifediludsen Fadusmanglunisldshume
fesdmsulsanarernisidulednies

< a a v °o w o w 1% A
JunmsiiudSinameddgluansisuliunnnimsyyluaain
WiaNvzairey USunaieiaansluseninamngn v3esenineis
918N13AUS N

NSUTULUABUTENINTIAARUNATUNIINTIAABUAINGNADIL
manuddlidewhnisasvaeunnugniesuuinULUY

% a & a . 2 I .
N33AwWIE 138 @15 g National drug law s¥ylidndu poison

ANULNUEIVDINITUATIEN T4 TITUIINNINTEILVRITOUA 71
TAraN8ATINFIBL1ALINY TIA1U15RNTAUNLA 3 SEAU AD
Repeatability Intermediate precision 8¢ Reproducibility

Dugasszminenududy viednnuiuniian wasiosfian 1o
A8 19lgluN1TIATIER BarsvosAnutudy wieduuilazldly
A13#915841 precision accuracy wa linearity

[ v a /A = [
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)

I 9 an 9 = a S ] Ao o
!,“]J‘L!Ll,ﬂllell?Jlluﬁellﬂﬂuﬁ'@]Li]WJE]QIﬂiNWU‘]JﬁiLJQJﬂUWH“ﬁTIENNWUTINﬂmgﬂfo‘lﬂﬂ

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



Repeatability

Reproducibility

Robustness

Working standard or

Secondary standard

2

ANULUUENtUNTIE A8 lF AN IRA au AL pun WU
JLULIANEU

ANLLug UMY sEnIeesU JURANTs NlEunsgIuueddisnis
Wiy

(%
[

WusdTaanuauisav93snIsIAsIzinaznusanukUsUTIU
wiu Tan aunsal lneiilifinansenusenan1sinsevinla

Lz A

Siuneausu nenis

Y &

WisuguAuaInsgIueaman Il Juannsgueedadmsuns

A13NINTFIUNLALNANLAZANUTEN

AATIEN

nsmuanAuA NIz Wunisesindeunisaiunistusenininisndsiiiefiaznsivaey
W@n (In-Process Control) - wazAIuANAMAN Wonudeunwsasfanunsarinsuiluiieliiule
Tudndudiladanuaenndesiudeiivun

mInTvdeuAugnes  JunuiviliiAnenudeduseiugain nssuiunsviauilisnisy

(Validation) WNENEN viIeTEUUNSYIUaElanaranueglununnseusule
A Y ) Y = A o
wIeliANgenAaediu GMP Tudu nsyuIung 1n3esile Jan
§ & 4

aunI Wuau
v o aa a L4 & [ a [ Ly 1
VONNRUALANE Bsangiuazinaeinldluniseeusu Neglusuwuu duaw 939
(Specification) NTDLNUINDU 9 F9azHIoN1TIATIzRLazInadlglunISERUSUTDY

LAY @15 ARYT LAY NARAMIIET F991998wANAINUlUALTUROU
ASNER

Wudunou nEUIUAT NSNAERU 938 MTEWesau o Nineding
aualieglunawiiivualiiveliiulaniindndausiaziinaeaudn

TURDUNITHANTIE ALY
(Critical step)
ATINNTDNAUA

(% L3 v (% o 1

sUnvuveeluusTiuigavielidmiudmineg

9

NanA e (Drug
Product)

Qy 1 [ cal & o v al =
%uaﬁuuaﬁﬂﬂmsmVILUu‘ﬂflsﬁug LLaw}’muWIuﬂ’l’iUﬂﬂmm KiN
Usenausiy Primary packaging components AB&EIUYBIUTIAS M

ﬁzUUTJmmm%uzmiﬁ;
(Container closure

system) Ndudadiumelaenss uag Secondary packaging components 9

druveussinmlilinsdudaiudie

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ'@Li]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiymﬂuwuﬁﬂfﬁNTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



LWAUTUNIHER (Batch

Number)

TgRufendfiy (Active
Pharmaceutical
Ingredients or Drug

Substance)

aq A o
onmasunilusiisen

(compendial method)

Fnaasunlidlusisien
(non-compendial
method)

a15199UU (Impurities)

a1sUsauea (Excipients)

ansusduns

(Intermediates)

A1TUINTFIUDBA
(Reference standard or

Primary standard)

LONATUDYALIUNYDIEN
(Drug Master File ;DMF)

Certificate of suitability
of the European

Pharmacopoeia (CEP)

' £
L [ = o 1

AlaY Mdnws wse dyanvaliilanwuzameildussunsuanty
winzAs

A aa ° v &
asvTedIUNELBIENSLA o Nilgausnglunsiu iy

9 9
[y

mizﬁﬁzﬂumiaaﬂqw‘éiumﬁmmsﬁm %@ﬁﬂiﬁu%aaﬂqw‘émuﬂé’sﬁ
e Msedwmansenulaensslun1sitady ussiniens Ueaniu
Shwlsa MiedmanseNUlngnsemRolaTId@s LA N1SININYS
37918

35N1IMAADUND195991nH15181 18 USP BP 1udu

’Jﬁﬂ'ﬁ‘ﬂﬂﬁ@ULQW’]“‘V]QW‘VI’WUI@EJNN@G\ “UQLUU’JSVIVLNZJIUG]’HWEH

astaeglundndugienlaldiedrAyuwazansusauss

asviseansusznauniuenmiloanmendfey wagdann1sussy Nl

q

guszasalunisyaslunisndnen

ansiinduseninadunauveinsduaseiiiendify Juinainnis
wWasuwlamaniineunaznaneidudedfey

asuesguiilunnsgufivensu vseunsguana 1w USP BP
Jusiu

L‘tJuLaﬂmﬁmqawimmﬂwwammmummmﬂm mmmwaul@am
suamammﬂumumumiwawwm WIgUWINAULENANS Part S.

[y

FnqAumenddty (Drug Substance) fiegludiudl 2: ndnguans
AMNINYBIET (PART Il: QUALITY) Fsazuuaidu 2 du s Opened

q

part (S1, S2.1 wag S3-S7) way Closed part (52.2-2.6)

Huludusesiiléan European Directorate for the Quality of

¥

Medicine (EDQM) 33338y ingnaningausenddaylaviinisudndy
pdAyvtialatig

[ v a /A = [
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)

I 9 an 9 = a S ] Ao o
!,“]J‘L!Ll,ﬂllell?Jlluﬁellﬂﬂuﬁ'@]Li]WJE]QIﬂiNWU‘]JﬁiLJQJﬂUWH“ﬁTIENNWUTINﬂmgﬂfo‘lﬂﬂ

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



unin
1.1 MuwazanudIAyvaslynn

Tl wa. 2558 1 IdinsmuifumaaswsiadiainudignadaUssmauiasugia
p gy tnsyutuliinssuuiasygivvuaivg  TuraeRedriuasamnssuetandylae sauly
plmatdeldindugramnssuawalg Snisthduasdseonuinfurionszrisssnaaindn
mstunsideusandfyFadunssuiunisitfianud iy viliinisussamsngsadeuuasionans
nstufunzideusn ASEAN Common Technical Dossier / ASEAN Common Technical
Requirement (ACTD / ACTR) tileiflundnufifvesmnussine ueivheil Tun1sufiResety wudn
Usanraudnendeuldidermumenasnmstunsfousandyiiuansaviodfisiinain ACTD
/ ACTR dswalfuuAnifesenasmstunsidouswasgiinia ldannsosidumsldifuziuoy
puiinalaly Ysenalnefoilundssenaiiigamnssurvuinlugusimisluondeou
graunssueilneiidesnisdeanggiininedeuiadinudnduiiezdeadlaludodmun
nnmneen Insamgluduneuusnuesniadngnaindsenn fio nisvoeusinzdoumivefiod
Frmheludszimaddn nmadlalungssfoud suiinnumilounasunnssagyinlissmalne
mmiaﬁmmL@ﬂﬂﬁiﬂﬂi%uwzLﬁauﬁm%’ugﬁmmﬂ’uLam (One ACTD dossier for ASEAN) 1g1
dielAnuUszansnmgeanlududuny uaznalunsiamisuaznstunsdeu nsAnenis
AruiieunarALLANGAI9BINITE ACTD / ACTR Ssteiufiugruliimnaniagaamnssuen
AR FULUULENATIN TN DB ULUUY TN TT991L81ALUANAN T LoN AT T

nzifauluwiazUszmadismeiuiiolfiluguuvunadlunsiaweuasnistunzdeudnaie

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ'@Li]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiymﬂuwuﬁﬂfﬁNTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



%4

1.2 ngUssasAvaIuide

1. eRnwaumiiounasanuusnnsesenaisnisbuiuns oyl 6 Usse
DT

2. \fiefnwenumiloulazanuuanisvesternuauasduneumstuiumsdousansy
Tu 6 Uszinmondeu

3. AnwvSeuiieungsedeu ACTD / ACTR fukuimensufiaty 6 Ussimeedou lng
Anwanenansmstunsdeussaesenansysuon 1 fdu delisuidddiunneis
yerfiuundarnusluondeu n1sfnunilshnsidelusuuuy Comparative study

Y [

IngAnwUseuiieunguang AukuaninsufuRaseeseadydiui 1 fsu nins

Yunzilouasalu 6 Usswmaondou lown e dealds snawe AaUlud Nenuny wag

dulatlide
1.3 Uszlewinazlaannnisie

= ¥ o o & = ] ° o
NNIsANYLenasuazdemvualun1sdudunelougtandaydaunsadnaluiaun
Jugaenarslunistuiunsifeudmsugiininatufien (One ACTD dossier for ASEAN)
AsoumaudaiuarawnUssmaAluniininondeu elAnussaniamasanlumusunuiag

walunsddn wagdweensnelunguussmee e

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
!“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ@Li]TﬂJ@QIﬂ§QQWUﬂ§Q’JﬂJTUWH°ﬁ%’€NWTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



Ui 2

av o d 174
LRNANILASITUIIYNLINYIVDY

2.1 ﬁSJ']ﬂJE]\‘iﬂiaULLU’Jaﬂ ACTD / ACTR

[ 7
1w =2

Uszananodeu (ASEAN) reastulull wa. 2510 ieduaiuausuilensiunsiles
\ssgRanasdinuvessemalugiiniaeidens Tuoenidedls Gesznoufeandn 10 Uszine
Taun Tne dnlus wuadey WavTud Guauy Bulatide uslu Wewins a1 uagduny ginie
uFrudnindu "naraialul (emerging market) dmsunmsdndiuazdiesngn nsidnlads
dormuadungsudounarnmstunsidouslugiaaiasndulsslovidmiumsdoonsuay
PrduasaliiAnnsiidnedsigauam’

Tuthagu epamnssuelulssnaueidouiimaaiyiulnegwwioiilos dawalviuddven
aulawazuasaiulontanisgsialudszinanig q mamﬁmﬂﬁ Tngtanizusemindu
Aadeuaziauieandly {esaindnisaaniselimaineradyaziiulnen 8.3% Tul w.e.
2553 19U 12.8% nelul w.a. 2558 Feazdlyadigeda 12.3 Wudu USD  uwazneludn 10 9
udsarfivonmesnnnimaineluglsy’ ffuruiidomneduiuuiisaigs faueandnds
\Huuidsnddquazdauansadnfeenadaldinnni’

Frewnil augviheudunEnSusionvesendeu (Pharmaceutical Product Working
Group; PPWG) dsegmeldinniznssunisituinumendeu 1¢emmsgiu wazaunm (ASEAN
Consultative Committee on Standards and Quality: ACCSQ) slatin1sdnindeninuaniu
@mﬂW‘wmmgmuamgmanmmw%umLﬁsu (ASEAN Common Technical Dossier: ACTD)
dielinstungiousivelunfinirondeuiiniuasnadosiu (harmonization)’ anguassn
mamsiuagiiielviiuladndndusiofieangnanluendouiinnuvasadie quaiw uaz
UsyAvsninidfieane’ Tnefudlidsduldegnafusuuundaug 31 funau wa. 2551°

nansiilddinsdarhiudelfiineuaenedosiuraimstunandeusiue éun

— ASEAN Common Technical Requirements and Dossier (ACTR/ACTD) (d1%15U
AN ANUARASY WazUsEavoNa) 5919 Administrative Data Uay
Glossary

— Guidelines on Analytical and Process Validation

— Guidelines on Stability Studies

— Guidelines for BioavailabiLi’ty/BioequivaLence2

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
Lﬂuuﬂmay‘aﬂlmuﬁ@mmaﬂmNmﬂﬁmmmwu‘ﬁ%mmummmzm’fmﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



ACTD L‘f‘]ummgmﬁﬁwmmmﬂ ICH CTD (International conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
=% & v o X = o w a o a 1 = o
Use) Fadudemmuntunistunsidousiisuevedglsy guu wagansgeiusn1 dalassaiiewes

L@Na1S ACTD zUsenaulumieanans 4 @usanIni 1

= ' 1
A9 1 drulseneuvedenansiu ACTD

Fadusenouveuanalsiy ACTD aganunsawUSeufieulanu tonansaiu ICH CTD e

PN
197199 1

= = = i ! 1 ) 1
A19199 1 A1 UTHUNEUTENANWDNEITEIUANS G]GL‘LJ ACTD AU ICH CTD

Uslevdves ACTD dwmsuenadaraiduenansatuideinanunsaldlunsduiunvifeou

grandayninagiinig i lilidesdarienaisianizvesuravusema Fazdielsendanaiuay
G o 1 Y [ ] oA o 2 3 &
Alda1e uenaniifsgrglinussimamaunsaiinisenlnegraviniisuiu egalsiniy Tuvaedl
pdguiin1siiAnAuaeandasiudmiy "sUkuy" lena1snsTumzilouwinty Tudiuves

¥ dy (7 ¥ (% 1 o w ! 4
"o Tunstuneideu dnsdessemaiaunainmhenuiivguavesondousald

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an Y a S ] Ao o
LﬂuLLﬂNﬂl@NvﬁﬂlﬂﬂuﬁﬁLﬂ?ﬂl@ﬂiﬂiﬂﬂﬂﬂ‘%iyiyjﬂlwuﬁ%ﬁﬂWTU‘VIN?’]EL!%‘VIEN'T]@

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



2.2 mMsvunzlsuFugandsy

nsPungligumSuenilingussasrnadnineuagua nueuse v1vu nstungideusniu

= & Ao o o v o ' a [ 3 = a a o 5
gn3ndunsrurumsidfglunsiiduladmndndueiefivsednsnanuazanudasnde” Tu
druvesenandly (Generic Drug Product) A® 81MKAATUNIMEIINNANSUNTVDILIAULUUEY

Y

9186a7 FeaggnuanTulaeusenduy Nlilandnesuiuuty A1d1 "wrandey”  e1addeud

<

¥
v a v

wandnsiululuusazuseme Insnasilunseysialvenadyeandnan 169 desdsenaunie
MmendfaReItuive LUy 1A1UKe JURUUAEYAMN N15UIN5e0 wazdeudldmviloudu
gIAURUUNNUTENNT TINRRRHTIaNYa (bioequivalent) kagABIiNAUTENVUATUNISHER
YDILWULUY 11 NSVadeUeNdnEel ANLESY ANUTANG wazamnw Wudu laeazdomdn
v ) caat  a a [T Y v 2 = PN
eldnnsEIUNanNINIIsNSARLUNTIHER (GMP) WA fugduLuY” Buenaisnang il
& = o v | A | - v o v a o ¢
Fungideugarday Usenaunig 2 diu e d1ud 1: onasteyaniliiasdoyaveindn i
(Administrative Data and Product Information) wazduf 2: LNaIUANFIULAAITOLARNAIN

98481 (Quality Document)’

ParvuanungsslsulunistunsideudueandayreusasUseimaiinuunnedanu

'
a

v o = 1d o/ ] [ a o = v dy Y = = é{ =
At Fndudsymediusuuienenlunisiaziauisdunidnislasaunsogudunzifou
14 v a [ a [ ¢ o & 4 o o &£ 1 N a a wva
wiouuiinnusena Aenalunisvmuindndugidndulsdesgniniluneunagsuufinny
P[aenaniaginuranainndsanidua1ved ungidou nrgaufifuguang g
(regulatory  authorities) —finthivinlviduladnenardyndungsideudrSveluginiavesnull
AN AuUaendekarUseantra Beliliguaiisananszuiunsiun1saIuauLaEATIvE UL
WU LATINEINTEUIUNTITNAR N1TIRENLAZNNTIINITRAIN AMUTINETEIAYBE19TNErsU

wihgnumiuauafen syilviulainndadusienldgnudstuannudenmunvesseinatug G

& 4 Y o a a o w ' @ a w 6
ﬂiS‘U’J‘Lm’ﬁ‘LlLﬂEJ’J“UEJ\‘iﬂ‘Uﬂ’ﬁ‘UizLNU@’]W’]S’]&IW]EJ%‘V]E‘Hﬂi‘!ﬂ,u‘iwﬂ’l’]ﬂﬂ’ﬁWWU’]Namﬂm‘ﬁ

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]Ju!;l,ﬂhellﬂll“ﬁellﬂ\iuﬁmi]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiyﬂﬁuwuﬁ%ﬁﬂWWUTINﬂﬂ!ngfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



UNN 3

3501581 HUN1SIY
3.1 SUMUUUIRY

T¥5UsuuNsITuLUY comparative study Ine@nwdssuiisungseileu ACTD / ACTR
AukuNNIsURURIINENE1INSTUNLTEUATIvRINIa I 1 sy Felinstunsileu

390 6 Usewmdadeu lown e unawle dealus Naulud dulailey wazienuny vl

NINUDIFINLANANNNTDLAUANINNTD AN UA T UBD T B U

3.2  Asallanldiuauly

1. ngszdeu ACTD / ACTR

2. ngsudeulunmstunsdeusnasiylulssmelsernunasugivendeou 6 Ussna ldun
vy unade dsnlus Roauu duleilide uarauTud

3. Laﬂmﬁmiéﬁuwmﬁauﬁwaammﬁmﬁi’wmu 1 fr¥u Adslutunsfouludssmalszanay

wisegRaondeu 6 Useina laud ng unale Frlds Heawn dulatide wasiaudud
3.3 35A1sAliunsIdY

1. ﬁﬂ‘mLaﬂmiﬁ‘isﬁﬁuﬁwaﬁﬁumLﬂsjuu,a3%umauma§umLﬁaw‘fﬁummﬁm WAy
ngsuileuildassluusemaiogneluussnauiasugiedou 6 Useme loud Tne
Wy Feelus Buawy dulefide wasiauTud

2. unmaifiviheulumesu Regulatory Affairs (RA) iRenifudieyanistiunsideusnvidly
uazsinaUszme onsuisdeyaidednvesnstiaduldngsufoudsnanluma foa

3. W3suiisungssilou ACTD / ACTR fukuinien1suuaty 6 Usswrandeu lagfinw
mﬂLaﬂmsmi%umLﬁﬂuﬁwaammﬂﬁyﬁmu 1 3y Wislimsuisdefiuansanse
Wandnandeimusluondou

4. UssnateyamsfnwuUisudisuiionnsiaugaienanslumstutunsdoudmiy
glimAaifuifien (One ACTD dossier for ASEAN) itelfifuguuuunandlunstungifeu

a3y

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]Ju!;l,ﬂhellﬂll“ﬁellﬂ\iuﬁmi]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiyﬂﬁuwuﬁ%ﬁﬂWWUTINﬂﬂ!ngfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



uni 4
NAN157¢

4.1 g “gradsy”

Uszwmdlng
o =~ 7
gLy Mueda
1. #19llgnsiendfisy (active ingredients) wagguuuen (dosage form) widlaufiugnilag

Junzidoudsuenliluegnaniy

2. grawanIsnfiulazindeus dekiiisnendaeyll

[V
Y

Mate1mude 1 way 2 azmodluiidauddlv (new indication)
Uszmagaalus

nstunzdeuenansiey (Generic Drug Application; GDA) ey 2 Uszam sfait:
1. Usznn GDA-1: dwisusansiayfifishend daduanuusasn
2. Uszanm GDA-2: dwsuenandfifsenddnduninuusedun Sananinetunadou
Tutssuam GDA-1 Tnefidesenuarsuuuundusurindoususatyinstunsdeuly

Uszlnn GDA-1

payAeeullounu (essentially similar) fugniimetunziioululsesmednlus @9

wQNI3UNTT “Singapore reference product” Inefivglilsiudiadadng (biologics) My

Aa o o o A

willauriu (essentially similar) Aan1snddeddgymileuiuianiuamnin (qualitative) way
AUUTINN (quantitative) SIuvalTIaULA (bioequivalent) wazliguuuundudnaiviouriu us
Ay Y] aNaa v o & W " & | .
Hfesniiuluvensdindsuivundudusiuansneiu udidunsuanudeseiuu conventional
immediate release lleuiugu s1da wazewalga NTfMerdAydafeiu fagdeinlu
gniilouniu (essentially similar) Feanunsaagunisutslssinnvasnstunetlouenandiylan

AN 2

i 1 dg( U 8
o DIV 2 WHUANETUNTLUIUTELANTD9D 3311@3L“&Jusgaﬂmg
unAngatazuuvoyan ALYl laTanufsyanunusn lvusms luaaalyangma (CUIR)

I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ'@Li]WﬂJ@QIﬂ3QQTUﬂ§iLJiIJWUWH°ﬁTIENWTUTI"Nﬂﬂ!ZTIENﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



UszmAuLasde

D

NARSNEEN3TEY (generic product) AonAnSuIIMilounu (essentially similar) fiuen

[

d‘f = v a 1 @ ) 1 £ . 16 Yo =
JunziJounar luuszmenia@e 9819lsnnu A1 eadey (Generic)  azlalldivendaing

q

. . Y 1 1 9
(Biologics) &naiiey wuseanledu 2 ngu

1. Scheduled Poison (Lﬂuﬁ%ﬂiu%a Controlled Medicine/ Controlled Poison) fA®

Y

NAnNINUsENRUMEESIATINaglus 18NS First Schedule AMeld Poisons Act 1952

Y

2. Non-scheduled Poison (Lﬂuﬁ%ﬁﬂﬁlu%@ Non-Poison or “Over-the-Counter”, OTC) A

Y

o o o

HAnAuaUsENaUmeiend1Aylilaeglusienis First Schedule n1eld Poisons Act

o

[

1952 uaylisiudeinendrfyndneglunquue wdnduaasuemisiioguain #ansdue

o

555UV RANSOLATDIEND9
UszmanauUud
C% =l d' M v 1 Va a o b4 a % d' C% 1 gj ].O
gnandly Ao ennldldedmelddnsinsuazavdesiinaaingimedeadayviiu

UsemnALIgAUIY

a v A& 1%

91@13ey (generic drug) Aeenfiamnsananlalaglifidnding Fananusenidudanau

Y

v ' A a o d o ¥ d a a o 11
EIRULUY WAnUAEVEUNT laeilenandayaunsnnuswnue1suwuuivinengd@nsins
Uszmadulaiiide

‘g a C% U [l d" = 1 U £ ‘:21’12
NTVUNLLULUBFULY f\magﬂu category 6-10 FIUAIULANANAUAIU
— Category 6 {Wumstiunstlousandey (copy drug) Nlesunmsngideusiiuen lney i
nsusuilasuandeilasunistungitoundilulsemasula iy
6.1 M3UFudgu visemtiandnvesgusuundyiainiivuingmseTsnis
USVTUILANANGY
6.2 MyUFuAeu visemLianAnvesguwuuLnd o
6.3 NMIUSULUABU 130N SLNILALUDIAINNLIIUDIT
6.4 nMsUSULUABUEIUUTZNIUTDIY
6.5 Msusudsuresenandgfizonsiludusandayniidoadey vionsetnu
I3 X =~ av Yo ~ o o Y aAa y) a
— Category 7 Wumstungifouveseflasunsilsudsveuan fiinsusuiuasuaainen

dl> = 1 v ¥
FellnamneAnuUasnnglunishoen

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ'@Li]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiymﬂuwuﬁﬂfﬁNTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



— Category 8 {WumsTunzileuveseilnsunsidouisueual Inenil
8.1 nMsUsuasudulsznauveseilisengns/asiinusunu
8.2 NMSUSULABUTDNMNUA WAL/NTD 0NN ETIUNITIATIEH
8.4 NSUSUABUAINUAIAIVDIEN
8.4 nMsUsuasumaluladlun1suan way/v%5e an unnae
< X P av v P o w ) Ao ) a
— Category 9 tWunstungidouveseflasunziisudsueunad lnendinsusuiuaeu

wauanwmtieliainiannisusi

[ 1%

— Category 10 Wunstunzidouvssendildsunsidousfuenuda Tneidl
10.1 MmsUfuiasuaane dskifnadeuszdving mnaasaie wagaunw
10.2 M3UduAsugUnuUYesTannsusTY
10.3 M3wasuulasievesuth viietevesiieluaygn
10.4 MswABuLUasHiin
10.5 MyUSuasy / Lﬁmamawmmmimiﬁ;
10.6 MsiasuuUasiansm T,maﬁlﬁlé’ﬁmimﬁ'auLLangms‘fﬁU wazIULuY/

YHAYRIUTIYIUI

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an Y a S ] Ao o
Lﬂullﬂﬂﬂl@y‘ﬁﬂlﬂ\iuﬁﬁLﬂ?ﬂl@ﬂiﬂiﬂﬂﬂﬂ%iyiyﬂuwuﬁ%ﬁﬂWWUTIN?’]EL!%‘VIENT]@

The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



4.2  Fanmuaiiadsnsulunisvunsileuenansisy

4

10

Janmuamsnsvlunstunsdeustandalu 6 Yssinaandeu loun tne ialus sade Natud Geauu wasdulaildy aguladmisei 2

ne aenlus NLaLde WauUud UAUY dulatiie
1. {HANSIuAvetY | HSusuqIandavse | [ nihnusednves | aaAnsuTEm HSUOUIRNERYSE | - enTINEnly 159UREREN
ety Untneunutaglu | uem Meevsileu | aeludsemangn | dudieusutagdu | Useine: gid meludszine
13 & [ 15 Y] & i
wazsteglulsema | ngurineuazilaniu lususesnisdevie | Nillueugn w3e
a 8 S = A v o w
Asalus MAI01I5TN 81 R RIET R
a i Ao v  wvaa A
1S8n31 Product - gt gl | aneludssinand
Registration lususesnis Tuaygnusenay
9 o a a a
Holder (PRH) ALtuNIsHERen | gINIRNNgVInY
v a o 14,12
wagdngAunlily
nsWanen Tu
= 11
Uszneigauy
2. 99ANINTUBUAL | drrineu Health Science National Food And Drug Drug National Agency
nzideu (Juled) ANENTTIUNITDINNT | Authority (HSA) Pharmaceutical Administration Administration of | of Drug and Food

waze (Food And
Drug
Administration)
(http://www.fda.
moph.go.th/)

(http://www.hsa.g
ov.sg/content/hsa
/en.html)

Control Bureau
(NPCB)
(http://portal.bpfk
.gov.my/index.cfm

)

Philippine
(http://www.fda.g
ov.ph/)

Vietnam (DAV)
(http://www.dav.g

ov.vn/)

Control (NADFC)

(http://www.pom.

go.id/index.php/h

ome/en)

ot



11

ne denlus ALt Aauud LI AVREY dulatiide
3. Fanstuiy
SE TN Paper base Online submission | Online submission | Online submission Paper base Online submission
a. Al 65 USD' 2,850 USD'" | - fienddaiies 220 USD'® 210 USD® -
(Frludndaynnstu Ame 610 USD International Non-
EIIED)) - ﬁé]’aaﬂﬁﬁﬁy&gﬂu@i proprietary Name
2 dhtuly 835 (INN) 155 USD
usD’ - dadu
International Non-
proprietary Name
(INN) wagf99vin BE
study 3231678 580
usD
- lidndudowh
BE study 580 USD
- #9991 BE study
970 USD"*
n. ngna B 19 59 51 59 57

T



12

ne aenlus N aLde WauUud uAUY dulatiie

6. aldanelunissie Yag 220 USD'" | 280 USD 150 USD 210 USD g1 INN 80
neidou - USD aqeenandley
3u 9390 USD™
7. szpznailums | 70-110 Awiims | 90-240 fushans | 210 Fuviims 6 \itou’ 10a91NN13 100 - 150 v

Frsaumeidouny | (GeYaINN1s dunved 18-24 My
LS éjum‘wzﬁ FTULLIA BL!
4939 1-2 V)
8. W1 Tnwlneludnd | mwdange’ Mwdange e | Mwidange uay/ | - e1findaly AN UT0
1 Huteyaiily AnnaTey’ yi3e nwitudiosdl | Ustma: anw awdulaiide’
IRFATRHGLRE Dunmens Runu
ranSaen Tudu - g17nERN
Buqld AUTZINA: N80
NTYBING Y REAUINNTO
AMwdange

A5 2 wansdennunimsnsulunstungideusaniylu 6 Ussinaondeu laun e Falus unade WaUTud Reauu

wardulaiide

4"



13

4.3  Yussulunisturvadunziieunisueaiisy

Uszmalng

v ° A o ¢ a a o & ] 2 .
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[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
!“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ@Li]TﬂJ@QIﬂ§QQWUﬂ§Q’JﬂJTUWH°ﬁ%’€NWTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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4.4 enasdudl 11 deyaluuazdeyavendndmaion (PART I:
ADMINISTRATIVE DATA AND PRODUCT INFORMATION)

moufl A A1 (Section A: Introduction) udiudgfesdiluenaisnisvedungidou
gveamnUssing Jaaziiilomunnananuusasyssme uigduuunisunauelinai Aeduasy
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naufl B a15Usy (Section B: Table of Contents) udiudAyidesilutenaisnisvetiu
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Guidance on the Administrative Data and Product Information) fn15uusnaunsatidalng
wsehtetasunndoguansamuusazssinaviliuisenaisenveglurinvenilaveslseinanis
1 1 Y% 1 = < v Y 1 a =~ & & ¥ = Y% vy Y
wignaegBnidetesvseueniduritelvgvesdnysemeanilaniduld wieursiadeldyeandy
SenuanNA1RuLAasUsEmeanationid1sluduidamiuseinniaed iy nsau1alseinaaiall

QI = { 13 o v ¢ 1 {
wnasHNRLuanNwtalUanng ACTD / ACTR™ muual) Jauiazianalsasidatashuunasy
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bRNTE

U8 1 wuunesumvefungiisusisuen (Application Form) Usgwnalngladinisiinua

POUUUNDIULANIZVDUDNANTVDINITOUIN “BUU 8.17 TIudienasouslie1des LU A
auannARe e Lievetunsidouisuen (Luu n.8.8) wierveaygIntivIadediiedns

19 o = X = o w 7 v a
LSU']QJ{LUT‘IGU?J']N']QﬂiLW'EJsU@"Uu‘V]%LUEJUG]'ﬁUEJ’] (LLUU 1.8.8) L‘ﬁumu IusUﬂJ%ﬂﬁ%LV]ﬂL'JEJﬂuqll

° i o« ,,(see  Appendix 2) = i i & w :

MuuAtBLUUNeUaNIZI1 “FORM  2/TT PP sqndeflienansdugiiiendes 1y

see Appendix 3) a4 o a A a o =3 =
NaoMmUaNLABTININUN1TTUNZIDEUEN

(internal document)

WUy wananndusemne

wtun (Cover page) [Form 1/TT)
(Special proposals related to drugs for registration)

denlus walde uwazdulaii@elanmualinsendeyaseulatnuseasidenves  “PRISM
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AUAINU AU
,(see Appendix 4)
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[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
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The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



21

A 58azidnueddtuA1vauLaviugan (Details of Applicant and Manufacturer) &luvn

IS I 7 a = v Y dyw
Uszina lnguseinalnedisuuuuienaisvidlow ACTD / ACTR Tuvaisiusemeuiai@eiitelldn

a ¥ o

oglu moudl E/nouil F Lonansifiuiiu (wavdiuvoadivemansias, guan, findh wasiuanse
1) (Section E/ Section F: Supplementary Documentation (and Particulars of Product
Owner, Manufacturer, Importer and Other f\/\anufacturer)9 uaﬂmmfﬂﬁzwm?\laﬂﬂuﬁuaz
ﬁﬂﬂiﬂ%ﬁ?uﬁ’rﬁaﬁé’@aeﬂmwuﬂa%mﬁwaﬁﬁumLﬁwﬁﬁ%’um (Application Form) tuilaw ACTD /

ACTR usiagldinseniideiunndrseantd Ao HauTuduensenilu 2 ade Sendeyadiufive

: . y . : . \(see Appendix 4)
(Applicant Information) taguaiadaiuUsznounis (Establishment information) " o

diudenlusisendiudud1ve (Applicant  particulars)  wagddIugnan (Manufacturer’s
. 8 o ) { o v Y Y a .
Particulars)” dwsuusewmaeauuiiienaisiinedrtosde ulundnvesdundn (Master File of

Manufacturer) [FORM ﬂr/TF](See Appendix 5) g

wdhurewsunmsulailigerinegluiidelva@ay

o 14 ! ¥ a

ATULAEITUSI8aLBeAvYRINER g FallTeatednTayandnd aeien (. Product

. (internal document)
Information)

B. 318azidunvaInansiua (Details of Product) dlunnuszing lasuseinealnedsuuuy
7, (see Appendix 2

) d v v Jo [ \ |
enansinileu ACTD / ACTR luvgussinana@eiteildnegly nouil A diu

o @ a

NARAM (Section A: Product Particulars) haz#aud B qmmsuwamﬁmsﬁ (Section B: Product

9 ¥ m a - S e X .
Formulan”  wenanfiuszimanlauvluduazdsnlustuidelidnegluiuunesuved unelou

m15u81 (Application Form) wileu ACTD / ACTR umagldaseniideiiunnansesnlufe 71

(%

aa A 2 = .:4 v o a o . 8, (see A dix4) o &
MauTuduazdsalusisennioududn Yoyandndaei (Product Information)” ' 8T

HavTuddadiienansiineitesdeusenaulumedeyartuiuneideu (Company applicant) %iin

= =

voan1s8uTUNZLUsU (Type of application) LLazéﬁ’auuaamusmiLﬁmﬁ’umﬁmﬁmsﬁ (Complete

(see Appendix 6

. . . ) o U 1 = gj
information regarding the product) [Form 8] dmsuludinvesuseimeisaunuiy

fenansiienteshe ajldevemandusiluionuiu (Brief of product in Vietnamese) [Form
7B:|(see Appendix 7)

C. lAuuuLanasaulvIn1suedsnsusIUsEnauiiansan (Technical Documents) @11SU

S o i | =i Y RN I
enansyatdnegluenasdiui 2 viangIukanAMnINYeden (Part Il Quality) ~ @ailluyn

UTLINARINISIA 19

Y] o

D. wdng1uuansdnsinsuazinieanunenisan (Patent/Trademark Evidence) [81l]

v
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Y

E. nandmuaieniltgendds (Reference Product) [a1d] fluussinadanlds wadsemelne

Huauy dady WaUTud wardulaildeludl IneUssmadsalusdnidelioglunuunasudve
Jungioudisuen (Application Form) wileu ACTD / ACTR uanarsildlaidumidelung uadn

. - o X . L 8
aglunauin 3 Teazidead1veTuneileu (Section 3: Application Details)

o w v o =1 . . 7,8,9,13, (int l
E._A5usasfuduetiunzdeu (Applicant Declaration) flunnuszive e

document), (see Appendix 4)

Tngsmelngseain ACTD / ACTR o shdeiilallédneglunuumesudue
Funziowsi3uen (Application Form) LwiLLaﬂﬁaﬁaﬁaanLﬁuﬁas’u’aimgtﬁu%’aﬁ 10 %’magﬂumauﬁ
C wmanisdaviludruvesteyaimluuardeyavewdnsiasion (Section C: Guidance on the
Administrative Data and Product Information) %Q@Ji@f’mﬂmﬂmmﬂ 4 Tneflonansfiiendes
i Fsusesiufetunsfousivenadiy (WU 13.a.0) uiemiusesdoulunstung Doy
M3ugionsdseensisUszina (wuu a.0.1) Wudu drudssinaienunuiienarsiieites

Wi Tuwdesan: s1AeugIun1BnsUnduAivinvudsweaieauny (Price declaration: CIF
(see Appendix 8)

a A
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wuunesulinsenm i BPOM Declaration template
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% | \ . (see Appendix 9) &
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%’Usaa;@uﬁwamlﬁau (Applicant declaration)  dwiuiisaundndudruniavemdade

(internal document)

SUe4 (Certifications)

98 3 wilsdesusenng (Certifications) #u ACTD / ACTR leuuseanidu 4 nsdl laun
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manufacturing “under-license”) [dwgusazlseingl, nsandnsluuszina (For locally
manufactured products) [uaniuileannt1eiu] uaznsaeuTedut Nl uI1991UIINS
o U a 2 6 o v 13 d! > % 1 Q‘Jl Y o v
(dmsundndaeiingn) ~ Fantsdesusessingg Uu ACTD / ACTR lanmunaseuaquiallunn
Usewa wiaedlsunuuviseteivuausegunntesuandseaniununstiveudasUssne lny
Uszwialvewiadu 2 nsdl fe nsdlowdnn3ouusussy (laun duuiluoygrandnsiunuiagiy,
° oA W ~ o o Y 1 o ° A O o v
dumiladesuses GMP) wagnsaleninds (laun duunluenginiivsediewnudagiudiunly

ﬁ’WJEﬂEu']"\]ﬂ'i Muqaasmaqmim%ma (CFS) maumaasmamamﬂm%m (CPP) Wazdiun
UNARGDLIAY LL‘VS\IZJﬂl@uﬁﬂ‘u‘um&ﬂlﬂﬂiﬂ'ENTLHEi‘lJﬂﬂ‘u‘WHﬁﬂiﬁﬂﬁﬂﬁiuﬂﬁﬁﬁﬂ]ﬂﬂﬁ]im‘”l (CUIR)

Lﬂuuﬂmay‘ammﬁaﬁmmmmeuﬂ?tymwﬁwuwmmumﬁﬂmzm‘fﬁﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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wiladesuses GMP  diuvesUszimAnieauuiuivualviividsdeSuseunduiueiniugiiuy
s Y . 1 PN
p3AN1sauNelan (CPP according to WHO-format; #1314 FSC wag GMP-WHO wnula) dau

(see
)

Usemanauludnnualridviedasusasndunne (Certificate of Pharmaceutical Product

Appendix 1 see Appendix 10)

) wagluaugnaiiiun1siidnen (License to Operate as Drug Importer)(
druvszmadenlusivualifienansiildsumsousi@sneg 1wy enasiildsuniseusfiann
‘dizL%ﬂﬂmamﬁa%ﬁwmuﬁ’eﬁuﬂ (Proof of Approval from: Country of Origin Reference or
Agency or Others) waglonansiildsuniseysianuisnunzifouiiddnnunuenssunis
31/18??1’1361%?1‘031’11/\1381413 (Proof of Approval from HSA's reference regulatory agencies) W
fu swdvdidosusomdninueiuazisninaniinvedranudazsnsuaziievesndniasion
ﬁﬂL%ﬁ];ﬁJ (GMP  certification/proof of GMP compliance for each finished product
manufacturer inclusive of secondary packer(s)) LLaxﬁL'fiiaulsuﬁéfaﬂimuﬂmsmwlu 6 LU
MNATlETUANUBULeNAINBIANTHTUT UMD suevesdeAlUS (Health Sciences Authority;
HSAY uen9nfigaiiuan1eain ACTD / ACTR wesUssmaniaifofondetiazdneglushdedos
Vo f uag 99 | e?faagﬂumauﬁ E/moufl F wonansifianiiu (Section E/ Section F: Supplementary
Document) lagAnualtinisdesusounduse (Certificate of Pharmaceutical Product
(CPP)), wilsdosuTean13919UnY (Certificate of Free Sale (CFS)) wazuilsdosusosnaninusilaz
33n15uARTIA (Certificate of Good Manufacturing Practice GMP) TuduvesUszine
sulaili@ousznoudaslueygnnisndnvesiBulunsidouuasdudn  (License  of
Pharmaceutical Industry of both Applicant and Manufacturer), wilsdosusesnansiuian
(CPP) wagniadoiusomdninasiuazIBnsnaniifvesgunuuLndvfusiuszgnd (Manufacturer's

internal document)

GMP Certificate of the applied dosage form)(

U8 4 a1 (Labeling) [ldn1w1dsngw waz/v3e Aw1s1wn1s] dlunnuseina usenadl
JommuANIImUN wIRANAaTuLAazUsEINA 19U Ussimannial@esyyinaaininldn1wdenge
yieniwuniad (Bahasa Malaysia) Ussiwedsalufssyiaandoaduniwdsnquiiibu mn
Lilimwisanguazdesimiudefvuansudalidunudngusne” Ussmaisaumszsyin

internal  document)

4 5 L% ( S 1 ¥ % CY ¥
28MNABILNINIYIBINYRALN 1 NILAUIY Wudu ludiudanisdniseaiite

Fusulsemnalng Geauin Wdeaainwazianaisnfugiiausenaunistunzid suduluniy

(internal document

. . 7, ) { ! v v Jo ! {
ASEAN Harmonization luruguszmanai@eunnsneee deldneglunoudn
. 9 <4 a s o v A
D aa1n (Section D: Label (Mockup)) wenainfluszinadsalusdnmdelisiulunain way

PYPIL Thausluuseimnedsnlus (Labeling and PI/PIL proposed in Singapore)8

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
Lﬂuuﬂmay‘aﬂlmuﬁ@mmaﬂmNmﬂﬁmmmwu‘ﬁ%mmummmzm’fmﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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U0 5 Yayaveindniusien (Product Information) U8 5.1 Package Insert uag 5.2

Patient Information Leaflet (PIL)” fvualiiivilou ACTD / ACTR lumnuszine usazdl

)y

disinuandiseenlumudeivunvesudazyseine lngussnalnedienansifisiia fe
Summary of Product Characteristics 38 Product Data Sheet; SPC &aflidouluinnsdienaniiy
Uszdrthulildienansiiduen PIL daunsdleniililldenandyuszsiduealdionasidiuen Pl
wa SPC agdlaethaile’ dmsuussmadsauuduiiionansiiudia fio SPC uiy Farmun
Fosuuuuamzidoni “Form2/ACTD” dau PIL i§ond1 “Form3/ACTD” ™™ ©U™ (g0
Usanpdealusdntailsanduaain uay PVPIL faueluussmadenlud (Labeling and PI/PIL
proposed in  Singapore) Wawdllenansfiifeadesa n1seylAveyavewansiueienuiia
(Approved  SmPC/PI/PIL) dmuuszimadsalusivdefinifufeisosnsoenuuuvieussg

(internal  document)

(Packaging designing) uaﬂmﬂﬁqmﬁumﬂﬁwmﬂ ACTD / ACTR va9Useine

Wiaereidetiazdnegluiitedey do i (SPO) [0nil] uag U j (PIL) [G1d] Ysegluneud E/
i A a . . . 9 Y o
MOUT F Lona1siiiuiu (Section E/ Section F: Supplementary Documentation)” usnainiles
fdafimuanun wuandsiuauLaazUsema 1wy Usemalnessyindesdiienalsiiuen
Mwlng waziindnwdngulvidsunme dmsuenaisiinueiniwdue susesinldnsamy
Mwlneiilasueunn nsdlindienansiiugnniwdus) ienisdseenliuuunmenseususes
! o w = ! } gj T = ! o w 14
Jnduenarsiidueniiensdsesnyiiiy dudssivannaidessyinenarsiiduenlild
v A s . 1 o % o 1 L% :’1 [
AMWTINGY WIeNAE (Bahasa Malaysia) WA mFUALWIT1904 PIL 58UABINITINI I8N Y
«9 a 3 ! o v 2/ [ [ R 9 1
wazn1wuad drulsemafealliseyinenarsmiveideaduniwmdinguwiniu winlaly
% v o Y o 1 % vy 8 = '
Mwdanguagdesimutenmuanisulaliluniwdinguiig diudssmaisauussyin

(internal document) & o
wunu

281NABITIN I TINGWHAZNIBNIIAUIN

YDNLAUBINLBNAITVIP U TUUNIUsEAlaLinISYaLenasiiuLAud 1 nsunisouly
drudeyaniluasdoyandninmien dsll Ussmelnedoawuu juirgenvedunsidousi Suends

Y = o 7 a
BENIANYUE d LagIUIRYINYALIU (LQW’]%EJ']Lﬁﬂ LLﬂ‘U“ga LLﬁ%EJ’]L‘VIﬁ‘U) UTLLNAYAUIULAY

(internal  document)

AAUTUAADILUUAIDE NN A UNSIUTLNDUNITNAITUN Useinadulatdela

LﬁMLamaﬂmﬁ%UUﬁ’JLa“U“UENi;uﬂ’IiNam (Batch numbering system), d@unvanNani1suswiu
Aeun1stuTunzdeu (Copy of Preregistration Evaluation Result) wazluiadarldananistu
el (Registration Payment Receipt) ™™ ™" Yszinedenlusiidoulvvesnistiuenans
2 wuuie nMsUszdiunawuuiialy (Verification Evaluation) waznsussiiiunawuuge (Abridged

Evaluation) @9599MUumenNasanenufa kuuMluADILUUSI89UNSUTEIIUNALA8UI89UY

neidoundrinnuanenssunTIneimansaunmssyld (Assessment report issued by HSA's

reference regulatory agency) maﬁmmaaswumuawaaymsmam (Description of batch
‘U‘ﬂﬂﬂﬂ@uﬁ LL‘VS\IEJsllﬂllﬁﬂ‘U‘Um&IGU’ENIﬂﬁﬂﬂuﬂ%mﬂﬂu‘WU‘ﬁﬂiWUﬁﬂ?iiuﬂﬁﬁﬁﬂlﬂﬂﬁ]‘w’?’l (CUIR)

Lﬂuuﬂmay‘ammﬁaﬁmmmmeuﬂ?mmwﬁwuwmmmmﬂmzrrr‘ﬁﬁﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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numbering system) Wavan uzn1svUnNeIsuluUsenadU (Registration Status in Other
Countries)  luvrauzAiuuugoUeAULUULRNIZLONAITA10B UL VBITEUUA LAYV UNIINER
(Description of batch numbering system) wazaatugn1stungidoululszinadu (Registration

Status in Other Coun‘tries)8

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I Y aa Y a I 1 ] Ao o
LﬂuuﬁmayamamﬁmﬂWaﬂmwmﬂ?tyﬂgmwu‘ﬁwmwmmmmmmﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



4.5 enasEIUN 2: MENFIUUANIAMINTWYDIEN (PART Il: QUALITY)

Part B: unajulagsiuauAnnIn (Quality Overall Summary: QOS)

[ o/

S. IMQAUAIYN

o [

d1Agy (Drug Substance) Usznausie

S1 %’agaﬁbﬂﬂ (General Information)

1% o v a o o v & ° oy = o 20
I@S%@Hﬁ‘ﬂ'ﬂﬂm@ﬂ'ﬂmq@‘Um?EJ']ﬁ'WﬂﬁqJ]uu ACTD ﬂ'?ﬂu@lﬁi%uﬁ']ﬂagl@’ﬂﬂ mLLaﬂﬂumi%‘m 3
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ACTD lafinnsivualvissyieasdenueinsmageuingfumendiy 919198wnuisnisvesinsenala (wWu BP 2011)

ACTD Requirements ne fealUs | wnae | WaUTud | eaun | dulatide
S1 %’aa&aﬁb'ﬂﬂ (General Information)
11 | ssuumsisde (Nomenclature)
- Famussen (Compendial name) v V V V N N
- Registry number of chemical abstract service (CAS) V N N Y N N

9¢
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ACTD Requirements ne dealUs | vua@e | AAUTud | Peauin | dulaide
- Laboratory code (81%) V V N N N N
- Favaadl (Chemical namel(s)) v V N N N N
1.2 | tms9as19 (Structural Formula) N N N N N N
1.3 @mauﬁaﬁalﬂ (General Properties) J v v V v N

= Y o o  w w ) v a o o o 89,13,20(int Ld t)
3197 3 Farmuaves ACTD dwsudeyanlivesingiudenddey e e

o

91NA13199 3 NNUTEMALALINTIEYTIEazdnnun ACTD nvualisgneasuiiu agluiite S 1.2 uag S 1.3 ACTD uag

[

Uszinadealus ladin1sseyseasiduniiufiunadl

luiide S 1.2 lasea$a (Structural Formula) ACTD laiinnsimundn lassase Inldteyanuiisien (compendial
. = Y A oA ) v a 20 a P o 9 v v o & =
requirement) %30 YayamvinfiuiuaNgWan uarUszmadaluslaiinsuugdiliszytoyansil structural formula Taud

. 8
stereochemistry, molecular formula &g molecular Mass

1

Tute S 1.3 Anaud@naly (General Properties) ACTD lafin13Mvundn AIsisen15vednyaenuaiigal@nd
. . wa A A A P ) o o 20 a vy o § v v o X .
(physicochemical) kagAMENUADU 9 NNBIVDIVDINIYNFIATY LLamJizmmm‘[ﬂiﬂlmmmmuzuﬂmzq%ya AU physical
description, physical form, solubilities, pH taz pKa values, 8149 (19U partition coefficients, melting #38 boiling points, optical

rotation, refractive index (for a liquid), hygroscopicity, UV absorption maxima &g molar absorptivity8

LC



S2 MswaR (Manufacture)

VY o v =) a o a L% o o v Y 1 [} QAI 20
ACTD lasinnsivuabissyieasdenvesmsndningaumedidgluidenis q dauanddunised 4

ACTD Requirements fealus | wnade
S2 | n1swan (Manufacture)
2.1 | WH&n (Manufacturer(s)) v v
55 ABTUIENTEUIUNTHANLALITAIUANNTEUIUNITHER P P
' (Description of Manufacturing Process and Process Controls)
2.3 | MmImuAudngau (Control of Materials) V¥ V¥
N13AIVANTURBUNISHAN A A LazanslisEuns
2.4 - , v v
(Controls of Critical Steps and Intermediates)
be N1IATIAABUANUYNABIVDINTLUIUNTHARLAY/MTBN1TUTITUNE . .
| (Process Validation and/or Evaluation)
2.6 | MINWUINTZTUIUNITHER (Manufacturing Process Development) v* v*

AN 4 TaNNUAYD ACTD d@USUNISHAR

ho))

=

8,9,13,20,(internal document)

8¢
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91NANTNI 4 Varimiun ACTD dmsugnandyimunlissyseasidentuite 2.1 Wil wasynUssmalassyliogeasudiu

UseimpdenlusuazUseimannadeladnisseuseasideaiiuiluinge 2.2-2.6

a = 1 = A

Tuide S 2.1 gudn (Manufacturer(s)) ACTD ladinsimuninlisey Yeuarseaviduniley siuiaveiloarUssmevatingn

Y

(% o o 20 a Y o %4 2 QAI Y a 1 1 Y a [y a 0 o w ¥ =) J 1 d"
mendfny” wasUsewedealusladnisimunlissuninvessnanuiaz sy 1w guaningaudiendify dnsavseldssniuiie

° | = Yo A a ! | A a o A a Y o a 8
V1%UNY immgma@mﬂ (contractors) Lagd@D UNHNARLAAZLAY BIDEIDIUIYAIMUELAIN NLNYIVDINUNITHARLLAZNITNAFDU

Tuiide S 2.2 - S 2.6 UsemedsdlUsuasUseinaniaide ladn1sssyseaziBeniiubiy Al

- Ussinanade : eazdenluiade S 2.2 - S 2.6 aveglu DMF Tuduilidu closed part Finsdutenans part S veauszine
= a A A
Wayazdl 3 NedenA

1. 14 DMF aasisrwaziden part S ATUNNIYD 79 opened part (51, S 2.1 way S3-57) uaz closed part (5 2.2 - S 2.6)

Faudnngaumenddyensiludduonars DMF lUdmhesnunsuiutunsdewes vseagly DMF AudBudvetuy
<

nzileududdanle

2. 19 Certificate of suitability of the European Pharmacopoeia (CEP) Iumﬂjﬁﬁgwﬁmijﬁmauﬁjmﬁﬁ Soull CEP fiiudne

q o

&

o

Junsifouannindaonans CEP uay Lanans part S Tuvadio S1.3, 53.1, 54.1-4.4, S5, S6 uaw S7 Wity
3. 1fhenans part S Mswazidunasuyninde
ofiansanann 3 madenagnuidmiumadent 2 uaningiusenddndl Cep AlisududosdineasiBenly
Wife s22-526

- Ussinadenlys : seandenluiite S 2.2 - S 2.6 avaglu DMF d3u closed part @sdgndningaudiienddgyliiUamedoya
duiifaziludBu DMF du closed part Tiffumiisaunsuumenuies uslunsdliduan 75

1%
Y

grdAyuululuni Ph.Eur standard v3elidndulumiu Ph.Eur standard Aazasnsadesieazidenluide S1,S 2.1, S 4.1,

6¢
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S 4.4, S6 kay ST YU Lwiﬁnf]ummgmémﬁlﬂﬁd Ph.Eur standard 9¢fasdaseasidentuiige S1, S 2.1, S 4.1-S 4.5, S6

way S7

Y a a o W 1 8
AnanIngRusedylid CEP

S3 N15MSI98NWaELaNIe (Characterization)

suagnuneasdealuiite S 2.2 - S 2.6 dmsulszmadenlusazaeduluguiuy DMF @ closed part lunsdin

ACTD lafinnsivualbissyeasdenueinsnsisansauzanzasingivmendfgluiitesig q dwandunisnen 5

ACTD Requirements ne fealUs | wnae | WaUTud | eaun | dulatide
S3 | n1smsnaanwazlanie (Characterization)
nsuanlATIES LA SN v NY DY
3.1 o ! - v Vv N N N N
(Elucidation of Structure and Other Characteristics)
3.2 | @1599uu (Impurities) J N J J N N

M13°9% 5 Taimunves ACTD dusun1snITITRNBALRNITYRYINgAUMIENEAY

o 8,9,13,20,(internal document)

o

INAN5199 5 NUsEmAlilinssyyTgasdennuil ACTD Avualisgneasuiiu

Tuide S 3.1 msuwandassadauardnuazianieduy (Elucidation of Structure and Other Characteristics) ACTD léiinns

° i Y ) i vy ° . . 1% i ) v a 20
Mvuadl nsuandlassasiuazanvuzianzau 9 Wilddeyaniusiisen (compendial requirement) isedayaiivinieuiuaInguan

0¢€
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a 6 d v Y 1 i 4" F 2Nl d Y a %3 a o %3 1 8
wazUsemedanlusaziuenansluiite S 3.1 Tusuwuured DMF @iy opened part 39agldsaiilanndninafuedranlall CEP
3 P P A Y

q

luside S 3.2 @1sdevu (Impurities) ACTD 1afinsinnunii a1silevu Wilddeayanusisien (compendial requirement)

v {0 Y v a 20 a s y v v ] \ = v
visetoyanvinfieniuanindn” uwasdssinaderlusazduenaistuiite S 3.2 Tuguwuures DMF d@wuiliilu opened part @9gld

[

oA v oA a °o o P 8 = = vt o q v v o &
owlegnaningaveddgylill CEP FeUszwadanluslatinsuugilvssydeyasiil

- Naaiﬂmadmiﬂmﬁau (potential and actual impurities) PAnanNNsdunsIz (synthesis), W@® (manufacture) wag/13e A3
aa18# (degradation) Isfszy fewadl (chemical Name)/sauftins (aboratory code), wndsiiun/adiavesansuuiou
(origin/type of impurity) tazlassasna (structure)

- asswiunsiiedesiuansiudien (process-related impurities) 19w §aviavanefilduda (residual solvents) sy %o

& ' . 8
a@15Usenau (compound Name), TUfUB8UBINIEUIUNNT (step in process)

54 MsmuANIngAumMEengdiAty (Control of Drug Substances)

ACTD lagimsinualssuseazidenvainisauauingivimenddgluiitesng 4 duanddunisned 6

ACTD Requirements na fealUs | vuale | AaUTud | Feauiu | Bulaiide
S4 | M3AUANINgAUAI81E1AY (Control of Drug Substances)
4.1 | vafmunaniy (Specification) v v v v v v
4.2 | 3®n51ATIEI (Analytical Procedure) v v v v v v

T€
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ACTD Requirements ne dealUs | vua@e | AAUTud | Peauin | dulaide
N1IATIVFOUAINONADIUDIIDNTIATIEN
4.3 o v v v v v v v
(Validation of Analytical Procedures)
4.4 | MIBATIBANITHEALAALIU (Batch Analysis) - v v - - -
4.5 | MITBuIAnAHaveIeimuaanie (Justification of Specification) - v v* - - -

N Y o o w v a W o o 8,9,13,20,(internal document)
AN 6 VBNTNUAYDY ACTD ﬁ’WﬁUﬂ’ﬁﬂ’JUﬂN'ﬂmQ@Um?ﬁl’]ﬂ’]ﬂm

o

91NAN59 6 Vaimun ACTD dmsugnandyimualissyseazidentuiite 4.1 4.2 uag 4.3 Wiy wasynUsswmelassyll

9819ATUAIU UseinafealusuazUsemana@eladinmsivualissyiiadnluiite 4.4 uag 4.5

Tuiite S 4.1 Tomuumanig (Specification) ACTD 1Afin15AIMUA11 $19a8198AT0ARUALRNIE T0N1TNAGDY WagINaNLY
fasanluniseeusuingiudendidy Tddermunanizaiusisne (compendial specification) flfiesne WiaNaBuaseE AU

TogRuded Ayt In1sdelaudemuderinuaanizaingiy nseuiueNaTLanInanIsngIainsIen (Certificate of Analysis;

[ a Y o o

= v o 20 a P ° v Y o X ) ° Y
COA) Wﬁa‘ﬂﬂaaULaﬂIﬂﬁlaﬂu@’]%@ LLa%‘USgL‘WﬂﬁQﬂIU% IﬂmﬂqﬁLLuguqiﬁiguﬂJ@%a PN U ﬂqiﬁUia\ﬁquﬁiﬂluaq‘Viﬁ‘U’qu UNIYEN 3l
(standard claimed for the drug substance) 1 USP, BP 1Hu@u 35naaeuiild (test), 350115 (method) 11 HPLC, wnasiiun (source)
WU USP,

a Y o w

Yorvunlun1slassr uingfudie1dfey (release

in-house, ) specification), Sﬁaﬁmummqmﬂ%’mu (shelf-life

specification) GRS

[43
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Tuite S 4.2 3n15A5189% (Analytical Procedure) ACTD 1adinnsmuunin mshisieasidenaasion1sinsesnilinagaudi

1Y I

g1dnAy egriieanalumstihumaaelneviesliansdu lagldidaaseiniusisien (compendial method) visatayaiiviniiey

o

v a 20
NHNER

Tuiide S 4.3 NINTIEOUAINYNABIVBYTTNTIATIEN (Validation of Analytical Procedures) ACTD laiinsimviuadn Yeya

v aa o w [

N13ATIVADUAIINYNABIVDITTIATIEN T953UT0YAINAINAARIEMTUITIAT NN Inaaey Tngaudiedfty an vy n1s
M3IRERUANNARINILUNILITTaN TouA selectivity, precision: [repeatability, intermediate precision, reproducibility],
accuracy, linearity, range, limit of quantitative (LOQ), limit of detection (LOD), robustness Wz system suitability %Gé}jaﬂm’i“ﬁjaaﬂa

A 4 mm o : 20
wngIdnadeunludilusisen (non-compendial method)

v
14 v

luide S 4.4 mMyleseinsnanusaziy (Batch Analysis) Ussimednlus tndinisuugilvissydoya fell vungunisudn

Y

a

il (typical production batch size), la¥3uUN1SWER (batch number), WUIAYBITUATTHER (batch size), VHAUBITUNITHER (batch

type) 19U pilot %38 production, Jufinde (date of production), a0ufinGn (site of production)8

Tude S 4.5 nMstuasmenavesdaimvuaanie (ustification of Specification) Uszimedsnlusludndudestuanarsluiide

o o [y

=1 v [J AAY a o a o °o v a a o & [ 1 Y a a
NsPuAnARATRstafmuUaanie Tunsiliguaningaudienddnll CEP wazingiviendrAytululaig PhEur. wivnguand

o

audndudesduenarsluiided Ussinadaalus lainisuuzdibissynisnadounazn stuasmgnavestomnuaanizy (test and

. . . [ . 8 = o & v A o v & Y o N Y a
justification of specifications)” wasUsziwannaidslddndudesduenarsluiide nstiuaunamavestorimuaans lunsdlfiguan

v A

naaumendAgyd CEP

S5 #133935 UM IARAN1M5FIU (Reference Standards or Materials)

a o

ACTD laginsinunliseysneazidenuedansunIsgIumiaianiiniguuesingaumend1fy dauanslunisan 7

q

€¢



34

ACTD Requirements ne dealds | wale | AaUTud | eauiy | dulatide
=P
A1511ATFIUNTDIEANINTFIY
55 3 it L J J J J J J
(Reference Standards or Materials)
q‘ Y o o w A W v a W o o 8,9,13,20,(internal document)
159 7 Terimunved ACTD dvsUansuInsgIuvise Tanu1nIgIuveingaufiiend Aty
INAN5199 7 NnUsewmAllimssyuTeasdenniuil ACTD mvualisgnsnsudiu lng ACTD ladinsimundt esiideyadiu
AN NYBIENTUINTTIUVT TR RSTUNlInaaeuingaufiend Ay Tagldveyanusiisnen (compendial requirement) w3adayai
A v a 20
WihnileuangHan
Uszwadaalus lasinsuusihlvissydeya fatl 1aa3uniswde (batch number) wag Wiasiiu (source) (Wu USP, in-house)
o o w & . .. 8
YIRIY1@1AEY (drug substance) wagasaBUY (impurities)
S6 s¥UUUA189N1YULUTTY (Container Closure System)
ACTD laginsinualiseusneazdenuedssuulnuaen1vusussydmsvingaudedidy auanddunisnedi 8
ACTD Requirements na fealUs | vnale | AaUTud | Feauiu | dulailide
S6 | svuuUnvaIn1¥ULUsTq (Container Closure System) - V «/ - - -

M131991 8 Tonmuaves ACTD dmsuseuulnvesnyusussydmsuingaudiendfy

o 8,9,13,20,(internal document)

o

143
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PN Y o 0 Y] % M Yo 1 = a ° v ¥ a o o w
A1NH1T 1N 8 Yannum ACTD dnIvydndley lﬂlﬁﬂqﬁu@sl%igui']ﬂa%L'E')EJ@‘SU'ENig‘U'U‘UWGUEN.ﬂWﬂugUﬁiﬂaqﬁi‘Uij@‘Umﬁ?J']ﬁ']ﬂfg

20 1 a [ a 2 o v b4 a VY o b4 o a a
wivsswadaalusuasUsemannaldlanmunlvssuionll InsUsemedaalusiadniswugdiissy A1asunessuulnueinivusussy

(description of the container closure system(s)) @wsutiusnuing

S7 AnuAdNIW (Stability)

q

a U o w

AUNIYFALY

8

ACTD lfin1smuualiseysneazdenueianuaian nuesingfumendfy Auandlumsei 9

ACTD Requirements ne fealUs | wnae | WaUTud | eaun | dulatide
S7 | mauAsanIw (Stability)
- FIHNUANUAIENTNVDIYN (Stability report) #39
(Stability report) J J o J J J

Uoyaannenansnin1safiam (Literature data)

-'-NI 14 o o QU Y a 5 o
$135191 9 YN 1un ACTD ﬁ’ﬁ/ﬁ‘Uﬂ'}’]@Jﬂ\Tﬁﬂ’]WGUEN’JWQWUWJEﬂﬁW

o 8,9,13,20,(internal document)

Aty

o

NA13199 9 NNUsEWAlINMTsEUTIasdean1uil ACTD mMvualisgneasudiu lag ACTD ladinsimundt dwsuenanday

vy Y a N v A A a 1 20
Imsﬁsﬂaﬂﬂaﬂ'ﬂqﬂﬂﬂaﬂqwf\nﬂﬁjma@ ﬁi@%@%a@umLmﬂULWq

a V. o QI a 1 - v % i/8
Uszadealdsladnsiivunsigazideaiuiiy Inenuadu 3 vde sail

1) unagUimuAuAEnIn (Stability summary and conclusion)

Uszinadealusladnsiusihlvissyssazidunluiite Anuasan nvesingaudendfy dall
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- YWIATUNIINER (production batch size (kg)) 1vsey
WAYTUNIIHER (batch Number), YU1ATUATSHER (batch Size), Tuiindn (date of Manufacture),
anuiNGn (site of Manufacture), A1vuguuuUA (container closure system), @n1IgtAuSnw (storage

condition U °C, % RH, ua), Inedten1snaaeusg19auysal (completed test intervals)

- dnmemsiiusnwlaznelan1sageutn (storage conditions and re-test period) (W38 S¥EtIa1NTIHU
(shelf life) Tufuanumunzan) Tisey
NYULUTIIUUUTA (container closure system), annazifiusnw (storage conditions), ¥1aamMAgeU

(%

1 (re-test period), z8gL3a7199U (shelf life)

2) Fmsfinwanuaanmkazaiulunsnwanuasaninaaingtlasueylilvidnning (Post approval stability

protocol and stability commitment)

Uszimadsnlusladnisuusiiliseysieazidealusiite 35n1sAnwianuasanintazaiulunisAnwiainuasanin

(%
[

asINelasuayiAlTmUNe Al

- TavegeuaNuAd T uTennauesIun1sHEn (stability protocol for commitment batches (913)) Tisey
protocol parameter LU LAYTUNITHER (number of batches) warIUIATUNITHEN (batch sizes), TaNAdDY
(tests) wagLNasin1588u5U (acceptance criteria), izuuﬂmﬂwuzmiﬁ; (container closure system(s)), AL
lunsnaaeu (testing frequency), @n1zlunsiAUSN¥ILATANUNUNIUTIDIRIBEY (storage conditions (and

tolerances) of samples) wavdu y

9¢



3) YoyanuAINAIEAN (Stability Data)

Usgwannadedivesn iulilidesdeneasienrinde S7 Wenw

test period veEuAveTUNELTEUNTON re-test period NT¥EELIAUIUATY

dmsuneasidgnadeyanuAsanInYeingRuied1Atyd

1a97n ASEAN guidelines on stability study of drug substance”

P. wAnAggian (Drug Product)

P1 anwazgazaulsznay (Description and Composition)

9

U ¥ o

a o a %

aningausend1fnil CEP 913 re-test period Nwidlouriufiu re-

o w

o
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NUTaNYUA ACTD waglanInuATeIUIZINADY 9 @11190071989

ACTD ladimsimualviszyuseasidunvesdnuazeuazdiuUsznouvesnaniueien duandlumnsnn 10

ACTD Requirements

ne

Fealus

LAY

PauUud

LIYAUIY

dulailide

P1

aAnwazeuazaauusznau (Description and Composition)

AN5199 10 TaA1MUA ACTD @ MSUSNWMULEILaLAIUUSLNOUVDINANAUNEN

8,9,13,20,(internal document)

91N913999 10 nUsemaladinisseysieazidenniui ACTD Amualisgaasuaiu lag ACTD ladnisimundl misesuie

anwauveuavdiUsznaulaeiiveyanssialyil

- anwayYRsFULUUEN

- diudszneu Wu semsansuseneunianualuzukuuet YSinawesasusenausievidaviiguesen (53U overages §13)

- MTIYRIETUTENOULAREMT kAT ANNINUIANTIIUTDNNBY (WU MUFISIE1 TeAUTRNIUARINEVBIENER)

LE



o o a | v . . . { o I 20
- fviRevenvianaunauld (reconstitution diluent) AwuuLAULN (913)
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MnmsUszdussuslagdinuangnIsuNTeImsware1vesUssndlne (aw.) ladidenvunlilanstioalsdfy Lastioans

Usausia (excipient) assiuluynadiuvesinu

P2 N15AmUINILNEYNT53 (Pharmaceutical Development)

ACTD lafinnsmuualissysneazdenueinsnauImandinssuveiandueianluidena 9 duandunisen 11

ACTD Requirements ne fealUs | wnae | WaUTud | eaun | dulatide

P2 | nM1sWaIUINIaLNEYnTsN (Pharmaceutical Development)

2.1 | YeyavesnisAnuimun (Information on Development Studies) - J V - - -
2.2 | drulsznauveimdnsdauien (Components of the Drug Product) «/ V 3 N N N
2.3 | wansaueidnsagy (Finished Product) N N N N N N
2.4 | MINWUINTZUIUNITHEAR (Manufacturing Process Development) - v V - - -
2.5 33UU?Jmemsuuzmia; (Container Closure System) v v N N N N
2.6 | AuauUAn199aT3INe (Microbiological Attributes) N N N N N N
2.7 | anudniulaveandndue (Compatibility) N N N N N J

dl ¥ o o U v U a U 6
13191 11 ¥9n11%Un ACTD @IUNITNRIUINIAFVNTINUDINARNUNYN

8,9,13,20,(internal document)
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91NAN5199 11 Farimua ACTD dmsugnandyivualissysigazdenluiite 2.2-2.3 way 2.5-2.7 Wiy fwnusenelise

9

Y] 1Y) a s a vy ° v A a v v 9,8
Pognsuiiu dsumadenlusuazUssmennadeldiinsmmuslissydfisdalufade 2.1 waz 2.4

Tuhte P 2.2 dulsznauvowwdndudien (Components of the Drug Product) ACTD lafinsivuain

[ a

- IngRudied1Any (Active Ingredients) Titayavnienansifinisaniusiniissnalunisuinunldy
- @13U3ausi (Excipients) Aaslimaralun1siansadena susawamuiudelily P1 femnundutu wasdnuazianizenall

! o a o 20
mamamimmmamammsﬁm

Tuade P 2.3 ndndasidn5a3u (Finished Product) ACTD ladinnsivundn

- msimwIgasiiuen (Formulation development) lusseneiduunazudu q laseSuraieatunsiamnadndasien Ty
fia1sananaUsEaavedlsmMsiiewaznislden wasiseuiiguanuuanseseningnsildlunismaaesendinuazgns
M3uen (W drudsenauen) Mualy PL wag P2 m3siin1siansainaaInn1sAn®USeuLiiguluy in vitro (Wu n1sazane)
V30NSANYUUTIUBULUY in vivo (WU Hrauya) uauanavsnga

- Overage MsaTUWANavadansiSueudelily P1

wa a a a . . . . . a v a 9 1Y)

- ANANUANIANNITAINLAENINYIINEN (Physiochemical and Biological Properties) A5NNTNTATETLNYITIAUNT

ﬁﬂqwumaﬂwémﬁmsﬁﬁﬁagﬂ LS pH, ionic strength, dissolution, redispersion, reconstitution, particle size distribution,

aggregation, polymorphism, rheological properties, biological activities %38 potency Wwag immunological activi‘ty20

Tuiide P 2.4 nMsWmuINszUIuNSHEAR (Manufacturing Process Development) ACTD ladn1sivuain igsiwazidenly

Wt p 3.27°
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Tuiaide P 2.5 suuUnT9901%Uz U35y (Container Closure System) ACTD 1ifin1simuadn aisedusnefisninuimngauves
52UUTATDINIYULUTTY dmumaiuine nsvuds wasn1sndndueiennld lnefinnsandadene q wu nisdenviintan nns
Jasiuannanuauuiasias anudiiulavesian (ldvinsugussy) duguuuue saumsnisgaduiendilulunivueussy (sorption)
LAZN13YZA9E1580NINNBULUTTY (leaching) AuUasnduvasianiludiulsznoutiu Lazn1599u 1wy @unsaiduung

. cal & 1 = a [ I3 2/ 1 ° ey 20 1 Ao
(dose delivery) anngunsaiiiludiunilsvesnindusignlaegvasinate (reproducibility)” Uaglenals comment INNUIBTUATY
BuvesUszimalnedslaunanustmen lalinsssysivasBeaiiuiindi Tusserednvasussaduiiy 9 aunsadesiundnd asien
ndadeiiinadenunsanin Yawdnsduslnegls uagssutoyannudiiulavewdniamitarn1vugussy (compatibility) Useine

a v ° ' 1 PN o v 8
daalus ladnisivunin WiessuneasiBeadiuduluinge P7

Tuiade P 2.6 Aauantfn1eqadvinel (Microbiological Attributes) ACTD ladin1simundn lunsdifivangay adsiinisesued
AEUTR N19aTIInewesgliuue Sndsgratunislidinimegeunisyuieuvedtordunidlundndarienliligusuuysimann
\W® (non-sterile product) n1sidenuazUsz@nsnmvesszuuiude (preservative system) lundnsiauiildansinugadmduingiude

° o a o ¢ X v oa = a Q{' ) & &y a = 220
ANTUNANNUNUIIANLAD G]EN&Iﬂqiﬂaqjﬂﬂaﬂqwma\iﬁgUUU@mENﬂ']slju3U5§ﬁ!V]a’]3Jqiﬂ{jaﬂﬂuﬂq?lJULU@usﬂaqL%@'ﬂaumifﬂ@

Tuide P 2.7 anudhiulavesdnsioe (Compatibility) ACTD ladin1sszusivazidendn anaunsalddeyadnionaisiiinig
AL (literature data) uazUssmedalus ladnsuuzihlvssydeya fall eSuieanudniulavesnidnsdueien (compatibility) fu

. . . = . ! 5y °o w ) A = v 20
reconstitution diluent 138 dosage devices 1u M3sanaznauveid@dgluasarats nsgeduvesnivueiildlunisds [Wudu

P3 n1s5wae (Manufacture)

ACTD lafinnsivuatissyieasidenvedanseidaiunsnanvendndugieluriveniag dwanslunisni 12

ov
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ACTD Requirements ne dealds | wnale | AaUTud | eauy | dulatide
P3 | n1swan (Manufacture)
3.1 | gnseeaIuNSNEn (Batch Formula) v v v v v v
NITUVIUNTHAALAZITNITATUANATEUIUNITNER
3.2 _ ) N N N N N N
(Manufacturing Process and Process Control)
nMsmuANTURUNSHARTIEALaransTsEung
3.3 ! - ° . N N N N N N
(Controls of critical steps and intermediates)
N13ATIFFOUAINONABIVDINTEUIUNTHAALAE /W38N TUTEITUNE
3.4 Y _ N N N N N N
(Process Validation and/or Evaluation)

A15NA 12 Forinum ACTD dnsugnsensoIunsnanvaanansiueien

8,9,13,20,(internal document)

INA15197 12 Nndsemelaiinisssysgazdennui ACTD Avualisgnensuiiu

Tusiade P 3.1 gnsenrasunisudn (Batch Formula) ACTD ladimsimunin asseyiionasUunaansnniisiuismendfsy

[

o

wazansau 9 lugns siutsansidesersenluseninanisnan lagli seyuSunaildaswesansusenau svy overage 33Adsiivaya

AUUAUNLAZIMANATDY overage SEUTUIUNANAMIETLAIINNITHENRDTUNTHAN UaEABISUIEYNTUABUTIALITRINUNTEUIUNS

a 20
NaREN
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=

nMsUszlivinfuelasdinnuangnssunsemswarevessemelneg (ee.) lalin1sseuseasideniiubiuii Yolugnsen
AOJUNIIHAR (batch formula) vesied1fyuazansdu 4 lussu dnudusssesmseiunszylunszuiunsndniazisnismiugy

N3EUIUNITHER TavslisrylayaUsinaduUsenauresisuse 1 wiie wavfaslinsduliosusesdeninunisnsiagunisuan

[y

Uszinadaalusladnisuusinlvissudaya fedl gasendesunisudn (batch formula) dwmsunn 9 Usuiunsuas (production

'
o

batch sizes) Minaus fniiaueluzuuuuysvesUsunuiunsHEn (batch range) AITILITLYAIGIAALALAINIAAYBIGNTLIROTUNNT

v '
v Y =

K& (batch Formula) fume @elaun dauusenay (component), 11MsgIUAMAIMN (quality standard (or grade)), USanausiogunisuan

(quantity per batch)’

ndeyanlaannnisuseiiuisuelaennenITunIseIMskaze1vesUseimanaulud (Food And Drug Administration

[ ] [y

Philippine) ldifuualiuanaisnisimungnseisesunisudn (batch formulation) Miludadiuiuusinaesieniiants (unit dose)

i 2 N5Y AnLayis y a anufacturine Process and Process Contro A4l
Tude P 3.2 nszurun1sndnuaziinismununszuIunIsWan (Manufacturing P dp Control) ACTD 1@din1s

'
a o w

Avundn kanauauiadunaunsnanieanuiunaunsidntag ngaunldlusiasd9ueanssuiuns AsseytunouLasnd Ay ad
ANIAIVANNTZUIUNTT NMSVAGEUAIIIEEUNT (intermediates) waznsmuaukansnTiednsagumsiideduienszuiunisudni

= P PN o o 1 & a A a o ¢ & . o a aa a
azlduaLiigNeNITLANIIAA AR YRILAaY TUNOUYDINTTNER TUNSHNENIMIIUTIMIINTe (sterile product) UagAadueiansnTe

o 2/ dy ! ! ] a [ v 20
LAz S lUsIRIINGevetdIuUsENaUAIN 9 Wil MususIgEUn WWuduy

NNNSUTLEUASUIABFITNINUANENTIUNITDIMS WAL e UBIUSEMALLaWe (National Pharmaceutical Control Bureau;

NPCB) lpdidarvunliszydeyanaludl lnsuanudumnisn

1%
Y

TUABUNITHER (Manufacturing stage(s)) NANTTAIVANAMNINTENINKER (in-process quality control; IPQC)

N13AIVANAMNINTENINNENNLAYIN (IPQC conducted)

[47
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Toimun/naafeausulareIn1sAIUANANNINIENININGS (specification/acceptance criteria of IPQC)

mm?wl/naﬂumizjuﬁaasm (frequency/time of sampling)

[
(=1

FUIUVDIADYINANTVULN L ULAAZASI (SAUDIUSIA Wiy dmitin/JSunmsuaaiiegng a1dl)

q

MnMsUszdiuisulagdinauanenssinsemsuazevesUsendlng (9e.) uazUseinaionwis (Drug Administration
of Vietnam; DAV) laildafimualviinisssusvazideaiiiuifiufe THLandutiunInenIzsuIun1sHanLagsn sz uIuNITuIIITIUAIL

niounsliszuiasolaflily NTEUIUNTHEALALNTEUIUNITUTI

(Y LV s

Tuiide P 3.3 nMsmivAnTuneun sianidAyuazansdsduns (Controls of critical steps and intermediates) ACTD l¢isinns

o

o w

AMuAdT dmsunsruANtURUNSHENNE1ATY (controls of critical steps) TikanaIBN1sNAGRUKALINAUTTILINAITUINITEBUTUIN
MANgIUUBYaN1INAABY (experimental data) nseyi1 a TumeunddgveInszuIuMWanmuLdalilute P 3.2 iiveliuilalai
szuunsuaaiinisauauluegnad dmsuansdséuns (intermediates) Amuninnisideyasuannmuasnisruay Tunsdindnis

o o 20
wenastsdunsaann

nNsUsEuisuelnedinuaugnIsuNTeIMSKarEveslsEnalng (ae.) ladvervunlissyseazdeniiuiay taun

(%
Y [

Tumpunsuaniidfgyveantostlenlylunisudn (manufacturing equipment critical process step) uaginasiNneausulavaIRILUTAg

9 (parameter acceptance criteria)

Twige P 3.4 mamaf\maummgﬂé’fawmmzmummamLLaz/M‘%amiﬂizLﬁuwa (Process Validation and/or Evaluation)

ACTD ladimsimualviseudesuien1sianienalsusenounagkavraIn1sany) N15nTIadeuANgndesas/vsensussiliunadmiu

[

g a ao a a Ao o = a . . . . 20
TunpUNTHANTIAATY NIanN1TIATIzRUSINundAydldlunszuiunisuanau ASEAN Guideline on Process Validation

1317
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P4 msauANansugeas (Control of Excipients)

ACTD lafin1smvualbissyieasdenveinsauana sUTwitanandugieluitone q dauanddunisan 13

ACTD Requirements ne dealds | wnale | AaUTud | eauy | dulatide
P4 | nInruANa1sUsIuas (Control of Excipients)
4.1 | vemuunanig (Specification) J J J J N N
4.2 | 38n15A5189 (Analytical Procedure) N N N N V N
ansUsussifiunasiflaanuywdusod
4.3 * | J J J J J J
(Excipients of Human or Animal origin)
4.4 | ansusaussiiduansviialv (Novel Excipients) - v N - - -

i ¥ [J ] U | a [ 8,9,13,20,(' t Ld t)
3197 13 Fornun ACTD dmsunsmunuasUIwmseIndnsiaueien e cocimen

91NA1319 13 Yarimiun ACTD dmsugnandyivualissysigazidealuiite 4.1-4.3 Wit wagnnusenelaiszyliogna

AsutY Usemaderlusuasuseinana@alaiinsmvunlissydiadnluiite 4.4

[

Tuie P 4.1 demnualaniy (Specification) ACTD  lasinasAiuusluldianinuaanizniumisien (compendial

- . P i v a 20 a o w o w
specification) ¥3atoyanviiisnaindudn” ann1susslivinfuenlaeditinnunuenssunisemiswaz s1vesUsenaienuiy (Drug

4%
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Administration of Vietnam; DAV) lafierinnuniiliuaninanisnsiadinsnzi (COA) a1suauns (excipient) lunsdlitansuulid

YONAUANINIIT1E7 (non-compendial specification)

Tuiide P 4.2 36n1591A5189 (Analytical Procedure) ACTD ladn1siuualilddeninuaanizaum1sien (compendial

. . v { v a 20 v ° a a Y A o v v
speoﬂca‘uon) W%E]“Uﬁ]gaﬁwnl,ﬁﬂll‘ﬂ'm%wam LLa%Uﬁ%WIﬂ@J']LaL%EJ lmﬁmsﬂ’mumwmmmﬁ Q%G]'ENLW?,JM'JSUE]ﬂ'ﬁWTJGUﬁ@UWJ']ﬂJQﬂG]'ENGUEN

(3

a a . . . Y ¥ o . o[ . . re . 9
BNTIATIEY (validation of analytical procedure) LLasmi%LLf\NmamaﬂJawamuum (justification of specifications)

Tuiide P 4.3 ansUssussniuvasniinainuywdvsedn? (Excipients of Human or Animal origin) ACTD ladinsinnualily

Y a

Y o ° . . vy iy o o 20
YONUARILAITIET (compendial requirements) 813 e ldUayanidenuailounu

Y

[V

Useimedenlus talinsssuseavidoniiuiy Al

' [
s YV o = =

- dwuasuansisiuvanninandad doumvetunsidounisazensdaia Guideline on the Registration of Human Medicinal

Products Containing Materials of Animal Origin8

&

[
v o

—  dwSuunwazdiulsznouu e 1eweIuy (W lactose) Wewnansussianailaeinludadnduasuasadiefdndmingasus
wisaadlideyastaiisaned unildnnniguandmingdmiunisusinavesuysduagliinsldiannilonadiae andnd

XX 4 - 8
LAYILDDIBDU € Tunszuiun1skan

P5 n1smuAurdndueidniagy (Control of Finished Product)

ACTD lasinnsimualviseysvazidenveinisnivaunaniaidnsagudmsunaasdueien luiitons 4 daanddunsd 14

174
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ACTD Requirements ne dealds | wale | AaUTud | eauy | dulatide

P5 | M3ntuAunandneidiagy (Control of Finished Product)

5.1 | Yefmunanig (Specification) N J J J N N

5.2 | 3n151A3189 (Analytical Procedure) N N N N V N
NNINTIVABUAINONADIVBIIDNITIATIEH

53 v J J J J J J
(Validation of Analytical Procedures)

5.4 | MIAATIERIUNTHER (Batch Analyses) v N N N - N
NNINTIVANWULLANIZUDIATITDUU

5.5 J J J J J J
(Characterization of Impurities)

56 | nsuawmanavestanmvuaanie (Justification of Specification) J 4 J J J V

i ¥ o ] U a .Y ] 8,9,13,20,(' t ld t)
a3dl 14 Farnun ACTD dwsunismununaasdasidniagy e o

91NAN51N 14 Yarimiun ACTD dmsugnandiyivunliseysigazidealuiite P 5.1 - P 5.6 wagnnUsemealadnisseyliagng

Asutu Useinadeauuldlafimunlvssyiade P 5.4

YR ) . . Yy o 1 = Y o a [ o 20
Tude P 5.1 defmunang (Specification) ACTD lafinsivunlisyysvazideatoimuannizvemdniuidniogy

14
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L4 1

Useinedaalus lﬁﬁmsﬁmudﬁisummsgmﬁﬁﬂmﬁﬁ \ USP, Ph.Eur, BP, JP 1usiu uasszyidesiig 4 laun Sanedoui
14 1 HPLC 1Busiu saiadermualumsudessinunantos (release Specification) Forwunengnisléu (shelf-life specification)
GREY) LLaz%ﬁmizw’hsra'%i‘]ummgfmﬁﬁmuwﬁmm (in-house specification) viarluannsgmiildandisen” uazannisuseidiu
MU lAYENTNNUANENTINNTEIMNSHAL e URIUSEINAIEAWIN (Drug Administration of Vietnam; DAV) lafitaiuunin #oans
%’aﬁmumﬁugm (basic specification) sl wegliiannanisnsaiasEet (COA) dmdunansdaust (finished product) Tu

nsainansUulill Jen vuanuA13187 (non-compendial specification)

Tusiade P 5.2 801534A51991 (Analytical Procedure) ACTD ladin1simunlvissysneastdenisinsisilinageundnsiom

° 20
du5agu

14 & @

Usewanniade ladnsuugtlvissydeyavedsiasey el

3

1. ymsvesgunsaiuaziedosiiofld

2. FIEM5vesEsadl waransazatenan il

3. Bawieuasazaienna Wy asaraefiesns (sample), a15agatesnnIgIu (standard), asazanelddudindoud
(mobile phase) wazansidusanans (medium) Judu

nsteresesiefdlunisiassi

ANTVNAABUANULMUIEANVBITEUU (system suitability tests)

qmﬁamyjmﬁ (complete formula) 7ildluntsruiauaznisulana

[

Uarinun (specification) W3BLNUITIBEUTY (acceptance criteria)

N R

LY
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Tngagdatlllddiun viansdnaenandsienmualaenss lunsaiildisvaaeumusisentildaneseazidondeyai
Jefosdl wazdzdevdidayanifedewimuainusiurinlussnitimsnageunuaiiuaraadaivien 1wy chromatograms ¥e4 HPLC

= ° 9
ez GC F18UNANITNAEDU LLﬁ%QG]iVlIﬂUﬂ’]iﬂ’m’Jm

Tusiade P 5.3 N13ATIRE0UANNYNABIVEIITNTIATIEN (Validation of Analytical Procedures) ACTD 1adinnsinnuman
foensteyavesisnaaauilidiludisienvintii (non-compendial method) agnslsfinnudesdinisBuduninugnsias (verification) ve4

aal PR ° ~ VYo vy 20
Fnaaaunilusisedebaiiunlgnie

nMsUszlivinfuenlaedinnuanenssunsemiswazevesUsewmalne (sv.) laddeivualiagudayanisi analytical

validation 7% luiide test uwazusiay test naaausulatng

Usewadealus asinsuusinvissudayanisvinaausng 1 Alavin luvhdedl Toismeaey, Navidenianaaey, selectivity,
linearity, range, accuracy, robustness, system suitability LLazﬁﬂﬁLﬁmaﬂﬁigq ﬁm%"umiﬁuﬁummgﬂé’aamaﬁ%maauﬁﬁhﬁﬁﬂ
gTilerinanle AITTEUINTRYaN1VAABUAN 9 Alavin luvhdesl Toiamaaeu, Navidenianaaey, selectivity, linearity, range,
accuracy, precision, reproducibility, limit of detection, limit of quantitation, robustness, system suitability LLazﬁﬂﬁLﬂlmaﬂﬁizu

8

£
s

Usemanade Tadvuadisi@nn 1vh full validation Tuns@lfduisimsesinfinualiues (in-house analytical

Y o . . . ) v a i o 9
procedure) wazlwin partial validation dmsUsnaaeUNTluA1T187

dmuTeazBealun1sNTTNTINEOUAILYNABIYBTBNTIATIEENN15061983LAR1n ASEAN guidelines for validation of

analytical procedures22

8
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Tuide P 5.4 M5AT1wRTUNIHAR (Batch Analyses) ACTD laiin1sivuninmisiianssasunsiesievsuninisuds (batch
N 20
Analyses) Inguansnswlunsalfiungau

Useineadenlus ladnisimuaiiadndn issuiauiunisude (batch Number), 911A%093un156an (batch Size), wHinvedsu

N13uanR* (batch type), Juindn, anufinds, ao unndaessiunansad (site of batch release) seuanuarluwdaziu 1y unldly
Y] |l ° . I A a |l ~ aa | e Yoo . . | g v 8
s, sunlglunisvin pilot, suinges, suildlunisfinwimeediin, suildvi validation, Junlduiey

Tuide P 5.5 nsnTiadnuaizianizveansidovu (Characterization of Impurities) ACTD ladinsimualvilddayaniusiigen
Y { Y} v a 20
visedayaniviniieuiuanguan

Useinedenlus ladnisimunlissytoyadnuazvesdaievuililassylilu S 3.2 wu deyavesansiiinainnisaaiedives
a o 4 . aAa £ a = N a [ o ¢ [y [ v = A
Hansiaue (degradation products) MinTuasauarillenianaziin uagnangilumsimuanaeinldlunisseusu Wudu siuds Yo
. o a wa ¥ o a a QI . . . . 8
w3l (chemical Name)/s9aufjufins (laboratory code), Auriavseutinvesdadavu (origin/type of impurity)

lusiade P 5.6 NM3Tuaunaravasdarimuaaniy (ustification of Specification) ACTD ladinsivualvlddamivuaniusii
. . P { o v a 20
g1 (compendial requirements) sadayativintiguiUINEHER

P6 &133191551U303aAN19551U (Reference standards or materials)

ACTD laginsinnualiseysneasidenuedansunsgIumriaianiinsg udmsundniuene) daandunisne 15

ACTD Requirements ne dealUs | vnal@e | AAUTud | eauin | dulaiide
A15UINTFIUNIDIFANINTTIU
P6 5 FHARE Y Y J J J J
(Reference standards or materials)

q" v o o w Y A v o & 8,9,13,20 (internal document)
A1919N 15 Yan1mnun ACTD ﬁ'TWTUa']ﬁll'lGﬁi'ﬁ,‘lﬁi@'}ﬁﬂlﬂmigfmma@]ﬂm"mﬂ']Liﬁ]EU

61
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91NAN5199 15 NnUszmalaiinisssysigazidennui ACTD fmualiagnensudau lag ACTD ladinssyylilddarinunniy

° . . N v a0 oA ) v a 20
A137181 (compendial Requirements) #139U0LaNNINEUNUINNENER

nMsvsziiudsuenlagdrtinaunuenssunsemskasevesUssmelng (ee.) latafimunlissyiariuved primary

reference standard ML USBUTIBULAZ DN TUAAINANITASIVIATIZN (COA) ¥4 primary reference standard 1u

1%
v A

Uszinadenlus ladnisimunsivaziBoniiaiiiu fell dransiduansunsgiug1eds (reference standard) iueansunnsgiud
HaseaneluealURn1g wienelulssau (secondary standard (in house/working standard)) agfiosinang ususesii ans
WNIFIU9B (reference standard) dudisnasgruiisuiniuasuinsg 1wl official standard suE9zRodionaTLaAINANIT

a vy 8
G]ﬁ')ﬁ]')l,ﬂirlgﬁ (COA) wUulmnIY

P7 seuuUnueen1yugussy (Container Closure System)

ACTD lagimsinualiseusneazidenuedssuulnuain1vus ussadmsunaniamen duandlunisnei 16

ACTD Requirements na fealUs | vuale | AaUTud | Feauiu | Bulailide

P7

55UUUAYRIN1TULUTT] (Container Closure System) J J ) ) V V

A Y o o  w a °o ¥ a w 8,9,13,20,(int Ld t)
AN3197 16 Formun ACTD dmsusruulnuosnyusussednsunandnmien e e

a

91N91397 16 nUsemaladinisseyseazideaniun ACTD Amualiagaasuniu lag ACTD lainisimuninagdead

= o &
NYaLLYR AU

0s
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- TmhfeSunessuulavesnivurussy sadaendnvaiuaztermunianzvesianusazin M dudmusznovveanivuy
Uiiﬁgﬁé’uﬁa‘lmmqﬁwémﬁm%a1LLasﬁﬁlﬁé’mﬁﬁﬁuwémﬁm%m (primary and secondary packaging component) amuuA
enzilfsufiuseewssmsfigniendnual @AfidAy wieumegunuauminzay) eswuutoyaIsilidlusse
(non-compendial) WSaun1snsIadeUATINYNABY (validation) ANAIILLNEEY

- Mﬂimmuﬂswﬂawaqmwvmiwmlmama‘lmsmm‘umsn (secondary packaging) ) lsifiuasiondnsiost (gu lidudu

‘ﬂ@\'iﬂ‘LlL‘WllLG]@JWi@iMiJNﬁIUﬂ'ﬁ‘UiV?iEI’]) ﬂ']illﬂ?i@ﬁiﬂEJam;*}muLL‘U“UﬁiUﬂu 9 ﬁﬂﬂiUﬂ?%Uu‘Uii’ﬂﬂMl@ﬁNNﬂIﬂEJG]Nﬂ‘UWJEI’]LLG]lI
NAONARA N Immwagammmm

v a Y Y ya 20
- %@Hamaﬂﬂ'ﬂqmL‘V]ll'13?11]1“ﬂ’]iLa@ﬂﬂ’]sﬁug‘UﬁiﬂqﬂfJiLLﬂ\‘ilTﬂ P2

Useadaalus ladinsuusihlvisvydeyadsil oA Aesuiessuulnuean1vusussy Wy o5u1en1sUaTeenITueussy 31U
1 1 [y L4 (3 . 8
ABNILUTIIU YWIAWRA (pack Size)

nAsUTzdusTUslagdlnUANENTIUNTEIMS WALV IUSEIWALIBAUNLY (Drug Administration of Vietnam; DAV) ¢

ToMMuATEyTamnuAveIssULTAYEINITULUTTY UAZIDNATTHAAINANITNTIVIATIZN (COA) UBINTUTUTTY wazlinsivuain

€

HNER primary packaging 3x#adlasuTomINTTIUNANINMILAEITN1SNALUNTIHER (Good Manufacturing Practice; GMP)

P8 ANUAIANINUBINARNS I (Product Stability)

ACTD lagimsinualissuseasidenueinnuansan nuaiandusidmiundndumien asuandunnsiei 17

ACTD Requirements na fealUs | vuale | AaUTud | Feauiu | duladide

P8

ANUASENINYBINARAMY (Product Stability) v v v v N N

= Y o o w A o o0 o a o e 891320(nternal document)
A9 17 N 1RUA ACTD dNUTUAIUASENTNYDINANAUNFTRIUNAR N LN

TS
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91N915°99 17 Nnusemalaiinisseysivagildenniui ACTD  Amualiagnensuiiu lag ACTD  ladinsnivuadl deduans

Y IS LY ! a v 6 d‘

wangududuI KandueidianuaEnn warlnunmaudeivusianizaaeneignisideuiausly liwuarsiiinannsaaieiives

<9

ransue luszauiiniAnfivszninagiongreseuazsnwIseiuaUL o LasUssansnmeesingfudelva 1Uusu Jamn

Y

Usmelassyseazidentumdeiliognsnsuiu waslammunsisazidenlidall

- wagﬂé’mmmmamw (Stability Summary and Conclusion) 1glenans81989 ASEAN Guideline on Stability Study of Drug

Product”’

- 3‘%{1’15%%?mmmam‘wLLazﬁﬂﬁuiumsﬁmsnmmmamwwé’qmﬂEﬂlé’%'ummyﬁmﬁﬁmma (Post-approval stability
protocol and stability commitment) 1glona1591983 ASEAN Guideline on Stability Study of Drug Product””

- U8yaAuAIANN (Stability Data) mi‘ﬁ']Lauamamiﬁﬂmmmmamw‘[,u;mquﬁmmzau (19U AN IAeSUNe) AIT
foyaveaiBililinnziuaznisnsaaeunmgnieswesism e ilagldionaisdnads ASEAN Guideline on Stability
Study of Drug Productﬂ, ASEAN Guideline on Validation of Analytical Procedure”””

Usemedenlus lalinnsseyseazdeniiauiufe ssyauinvesgunisndniildans (commercial batch size) (ke) tneuugilv

'
v a a Y

JPYTIEALLREN Al LaYFUNIIHER (batch Number), WUIAYBITUNITHER (batch Size), JUTNGR, @0UNNER, WAGIWBIINgAUMIL

9

(%
a =)

d1Ary, szuLlnnruzussy, annedildlun1sdanu (storage conditions) Insazsosszygauuall anuay uavaulsauas (°C, % RH,

Y

. a ¢ v 8
light) wazsvEzIMNINARDUANYSAILE?

P9 ndngruuansanuminitsuiulunisaangrsvewm@asia (Product Interchangeability)

ACTD lasinismwualisenuvangiukanianuinieuiulunseengrsveswdniaandmiunindueien dawandunisedn 18

[4S]
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ACTD Requirements ne dealUs | vua@e | AAUTud | Peauin | dulaide
. nangusanIavinisuiuluniseangnsvakandoel
(Product Interchangeability)
In vitro / In vivo - N N J J N

PN Y o ° o Y] oA 1Y) £ a o
#1599 18 Yaninua ACTD ﬁqﬁﬁ‘UwaﬂiquLLaﬂQﬂ'J']lIWnL‘V]ﬂllﬂlﬂ:ﬂﬂ’]i@@ﬂqmﬁmaqwﬁ@ﬂm

£8,9,13,20,(internal document)

91N913797 18 Tarinun ACTD dwsuenandiy lanmualissaundngiunansmnuminieudulunisesngrsveswansdus 39

nnusemnalaszyliegensudou eniudsendalne WewnUseimalneiveivualissyideilianznstuneidouenandaivsimg

ACTD ladimsmuunin Tusieunsanwaasiinsiiauevinuesnsfinelasesnin1sivy (protocol) wasnan1sanwastinues

mMsfnuildansdademudaiuevas ASEAN Guideline for the conduct of Bioavailability and Bioequivalence studyzo’

A3 in vitro Tlansan1sAnwIUIsUTIBUNTaYaN18v99@I87 (comparative dissolution study)

] U . . % = = . . 20
- @IV in vivo ”memwamamwwaamyja (bioequivalence study)

Usemedenlds lainisuugtlsey

&
ANU

1. lunsdimdudeyaiUieuifisunisazarelunasanaaes (in vitro comparative dissolution profile) Tiszy

- ADULVDITDVDINANN N WATAINULTI

23

- @UIUNISNER (batch number) wag BE/SIN YDIIAULUU (reference product) #ieeadley (generic product)

- Nansvedaunisazany (dissolution test)

€5
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2. luns@ifidudeyansfnudrsiinasengws (bicavailability study) 13e deyanisfnuiauyavesen
(bioequivalence study) Wiz“uq
- gnansty (generic product) TiduTumnzideusiu HoA
wﬁmﬁm%ﬁmwuﬁﬁumLﬂauiuﬂizmﬂ?mﬂiﬂﬁwumsﬁ?u (current registered singapore reference product)

TEazdAUINTSANYIIVTUIMEBNANT (bioavailability study) 1170 Toyan1sAnyITIauLavade

(bioequivalence study)”

=

Y o Y o . . tY [ 1 . 9
Uszwannadeldimualviviinisfinundiauyavesen (bioequivalence study) langenangdayiieglungu (scheduled poison)
NMsUszlivinfuenlaedinnuanenssun1sevnskarevesUsemnaenuy (Drug Administration of Vietnam; DAV) la

Toinualiszusenunansiinudilinaeengyi (bicavailability report) vise doyan1sAnuiauyavesen (bioequivalence
report)
Fanainazdemvualunisivemnusemarsenedemudarinmuaves ASEAN Guideline for the conduct of Bicavailability

and Bioequivalence s‘tudy23

PLELUR) Vv = H99N15 v* = fean19nsaitiauly
- 9

#
laldens

vS



4.6 ansnaglseuiisutenvuaenansildlunisturunzileueadglulszmaaunidn 6 Uszma

aylienansdum 1: deyamluazdoyavandnsineien (Part I: Administrative Data and Product Information)

55

A | @11 (Introduction) v v v v v
B | a13U% (Table of Contents) v v v v v
wnmamsivinludiuvesteyaluuazdesyavendndasion
¢ (Guidance on the Administrative Data and Product Information)
1. wuuvladudvatunziaus¥uen (Application Form) [Ae189NgY kag/130 N1¥131BN13]
A wastBeavesfiiufiveuaziian (Details of Applicant and Manufacturer) v v v v v
B. s1uaztdunuINaniuai (Details of Product) v v v v v
C. louuuenasmuisnnsuesinsug1usenauiiansan (Technical Documents) v v v v v
D. wé’ﬂgmuamﬁw%ﬂ’muasLﬂ%‘aﬁwmﬁaﬂ’]iﬁ'ﬁ (Patent/Trademark Evidence) [5151‘] - - - - -
E. wAnsTausieniildsnsda (Reference Product) [§1dl] - v - - -
F. ﬁfl%’maqﬁﬁluﬁwaﬁumuﬁau (Applicant Declaration) [ zisiasUseimne] v v v v v
2. wilsdauauadune (Letter of Authorisation) [01] v v v v v
3. nilsdesusaenngg (Certifications)
- N3alvidrYay 1N 15uan (For contract manufacturing)
» nselfluayInnsHan (For manufacturing “under-license”) [ mzidazUseineg] v v v v v

- nstinaneluUszva (For locally manufactured products) [Wenwiioaind1aau]
« nsdlemTedutuluT1vedns (For imported product)

3}
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4. aann (Labeling) [Mw189NY kag/%38 A1W131UNII] v v v v v v

5. dayavananinaien (Product Information)

5.1 Package Insert v v v v v v

5.2 Patient Information Leaflet (PIL) (Appendix VII) v v Vv v v v

nansiudniilaiflu ACTD / ACTR

6. Ut Nvetunziivuinfusnduansdnene 8 uazvuine ey v - - - - -

7. A19819HANAMY (sample) - - - v v -

8. :eumMsUssiiunalasniisnunslsundinnuamznssunisinermansguawlassyll
(Assessment report issued by HSA's reference regulatory agency)

9. AMBBUNYITZUUALAYVBITUNTIHER (Description of batch numbering system) - v - - - -

10. donuzdunsdoululszmady (Registration Status in Other Countries) - v - - - -

o a 4 ls' lg = . . .
11. d@unvasnanisussiiunaun1sauvunsiuey (Copy of Preregistration Evaluation Result) . - - - - v

12. Tudndgyn1syumzileu (Registration Payment Receipt) - - - - - v

P59 19 Wssuiisuenasaun 1 flglunistunzideusansiglulssvaainnendou 6 Uszina

Iﬂﬁﬂ,‘gﬂﬁa‘ULLu’lﬁﬂ ACTD / ACTR13,7,9,8, (internal document), (see Appendix 1-10)

99
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ayutanansdIun 2: lna1maEnguLanetayanMnINYaLen (Part Il Quality Document)

[ a

- JngRuddedfsy (Part S: Drug Substance)

S. DRUG SUBSTANCE
S.1 General Information

1.1 Nomenclature \ \ \ \/ \ \/ \/
1.2 Structure N v N N N N N
1.3 General Properties V y V V V \ \
S.2 Manufacture

2.1 Manufacturer (s) V y V V V \ \
2.2 Description of Manufacturing Process and Process Controls - - \* V* - - -
2.3 Control of Materials - - \* \* - - -
2.4 Control of Critical Steps and Immediates - - \* V* - - -
2. Process Validation and/or Evaluation - - \* V* - : -
2.6 Manufacturing Process Development - - \* * - : -
S.3 Characterization

3.1 Elucidation of Structure and other characteristics \ \ \* \ \ \ N
3.2 Impurities \ \ \* \ S N N
S.4 Control of Drug Substance

4.1 Specification \ \ \ \ \ \ \
4.2 Analytical Procedures \/ \/ \/ \/ \ N N
4.3. Validation of Analytical Procedures \ \ \ N v v v
4.4. Batch Analysis - - \ v - - -
4.5. Justification of Specifications - - \* * - - -
S.5. Reference Standards or Materials S S \ \ \/ N N
S.6. Container Closure System - - V \ - - -
S.7. Stability \ \ \ \* N N N

Y v a w o o & o a ) a 89,1320 (internal document)
M1579% 20 Wisuisuenansingauseddyldlunistunedoueandylulssmaaundnondeou 6 Ussme lagldnsauwuifa ACTD / ACTR

LS
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- wanAmeien (Part P: Drug product)

P. DRUG PRODUCT

P.1. Description and Composition V \ \ N N N N
P.2 Pharmaceutical Development

2.1 Information on Development Studies - - N \/ - _ -
2.2 Components of the Drug Product \ \ N N N N N
2.3 Finished Product \ \ \ \ \ N N
2.4 Manufacturing Process Development - - N N - _ -
2.5 Container Closure System \ \ v v N N N
2.6 Microbiological Attributes v N v N v N N
2.7 Compatibility \ v N N N N N
P.3 Manufacture

3.1 Batch Formula N N N N N N N
3.2. Manufacturing Process and Process Control V N \ N N ~ N
3.3. Control of Critical Steps and Intermediates v v v v V N N
3.4. Process Validation and/or Evaluation v v v V V ~ \
P.4. Control of excipients

4.1. Specifications N N \ N N N N
4.2. Analytical Procedures N N N N N N N
4.3. Excipient of Human or Animal Origin N v \ N ~ ~ N
4.4. Novel Excipients - - N N . _ i
P.5. Control of Finished Product

5.1. Specification V V N N N N N
5.2. Analytical procedures V V N N N ~ N
5.3. Validation of Analytical Procedures v v v V J < \
5.4. Batch Analyses N J N N N _ N
5.5. Characterization of Impurities V \ v V N N v

89



59

5.6. Justification of Specifications V V v v v v v
P.6. Reference Standards or Materials \/ \ v v \ \ \
P.7. Container Closure System v v v v v \ v
P.8. Stability v v \ \ v v v
P.9. Product Interchangeability Equivalence evidence

- In Vitro, Comparative dissolution study as required v - v V* v \ v
- In Vivo, Bioequivalence study as required v - v Vr v \ v

m15797 21 Wisuisuenansifeaiundndusienlglunistungidousadglulssiveautnendou 6 Ussmalagldnsouwuifn ACTD / ACTR

8,9,13,20,(internal document)
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4.7  gaenastunistudunsilsudmiuginiaaduingn (One ACTD
dossier for ASEAN)

yatonansudmivdqui 11 deyaiilunazdoyavesndnineion (PART I
ADMINISTRATIVE DATA AND PRODUCT INFORMATION) #ilflun1studungiSenenansialu 6

a o

Usemea ey Unal

noudl A @11 (Section A: Introduction)
noudl B a3ty (Section B: Table of Contents)

pounl C uuinamsinviludiuresteyaniliuaydayavendnduie (Section C: Guidance

on the Administrative Data and Product Information)

1. wuuvesuAvedunsidoud1suen (Application Form) [A1183Nguuas/139071
31UA19]

WesnnuuuefulsuuuuuansaiunudeimvunveusazUseing uiludiutoya

= o o 13

dlevnifulau ACTD / ACTR faiufsdnguuuumusiadiefissylu ACTD / ACTR #isil

Y

® 1YavlIUAYRINEUAYBUALENAR (Details of Applicant and Manufacturer)

® S18arLduAvBINANNUN (Details of Product)

o |ALuULNAISAIUIBINITVRIFITULNUSENBUNI5AN (Technical Documents)

dmsuenansyaildnegludiun 2 nangiunaninun1myeen (Part II: Quality)

® panineienlyaneds (Reference Product) [a13; @salus]

e f3usastiuA1vefuneiley (Applicant Declaration)

2. visdeuaudune (Letter of Authorisation) [61]
idlesnuuuresufiuuuuuanieiunudedmusveusazussmea usludiuteya
dovidhiluana ACTD / ACTR é’feﬁ?uﬁmmwa%’mgﬂl,wumu ACTD / ACTR”
3. WNATUTIRNY (Certifications)

v ' v ° 5% v v o X7,8913,
wausinsdl Ingldaguionansdnlundeddanynusemelansil

(internal document), (see Appendix 1)
e luaygnnisanuset1dse (License of pharmaceutical industries)

o yilsioTuUTEMENINAUIIIBNITHARTIAYOENEN (GMP certificate of

manufacturer) '
o 1 9 v I a Jq Y A o
unAagotazuiudoyantiumuvesInssnuiSyaninusndusms luadslyangna (CUIR)

I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellﬂ\iuﬁ'@!ft]WﬂJ@QIﬂ3QQTUﬂ§iLJQﬂUWH°ﬁTIENWTU‘VINﬂﬂ!Z‘VIENﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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o yilsdnsusanndu i (Certificate of Pharmaceutical Product) sanleg
Ussnaduaniddnansnssunisensuare15usem1ugunuu buzinves

paan1saundalan (WHO format) [lanizentnds]

4. aa1n (Labeling) [nw189nquias/M3001¥1319015]*
5. deyanansiausien (Product Information) [A1¥189Ng¥kaE/M3001¥151UN5]*
5.1 Package Insert
5.2 Patient Information Leaflet (PIL) 38 Summary of Product Characteristics (SPC)

N (%)
U a 8
- wsangy [Aalus]
2 =) = 9
- AWISINGUATENITIINT [Wae]

7, (internal document)

- ANWSINguELAENI¥IIYNT [ne, Beauy]

(%
Y

faudde 6 Wuduly Wuwenansusduiilaily ACTD / ACTR

6. sUtheefivetunsdouifunduansdnuney 3 wasruaefitau ameeudn
uAUga wazemiiv) (lne)’

7. $hognawdndae (sample) [Beauy, HauTug) " e

8. s1enunsUsziliunalasvmiisnunsidoufiddnauangnssumsineimansguninle
33141’3’ (Assessment report issued by HSA's reference regulatory agency) [%ﬂﬂ‘[ﬂ%ﬁ**

9. ANBFUNLITUUMILATVBIFUNIINAR (Description of batch numbering system) [@salUs

8]**’ XXX

£ P A . . . . a s8 ,
10. anugtunzidouluuszinedu (Registration Status in Other Countries) [EaAlUS 1**
*KX*
8
VUGG (%, *%)
- seoslnsalusziliunaunuuialy (Required for Verification)

- seslinsdlusziliuNanuuge (Required for Abridged)

11. dnwnveswanisuseiiiunounsdutungidsu (Copy of Preregistration Evaluation

internal document)

Result) [Bulailide]

internal

12. Tuiadarlddron1stunzidou (Registration  Payment Receipt) [Bulailide]

document)

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
!“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ@Li]TﬂJ@QIﬂ§QQWUﬂ§Q’JﬂJTUWH°ﬁ%’€NWTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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YALRNETIUFMTUAUN 2: LonanTvangIuuanstoyanmunInvede (Quality

[y

Document) fifagnakuunasusail
S. Drug Substance - .............. (@O INOAUAIVANALY) e
S1 General Information

[ a

(sruTIEazdenraenIsageuingaumeddny 19198emuTsn1svesinsenaula wu BP
2011)

S 1.1 Nomenclature

International Nonproprietary Name: INN

- Compendial name

- Registry number of chemical abstract service (CAS)
- Laboratory code

- Chemical name(s)

[y

S 1.2 Structural Formula - ................. (FoTngRufedfy). ...

o

(L stereochemistry, molecular formula, structure k&g molecular mass)
S 1.3 General Properties - .................. (W INQRAUFIEIFNARY). e

(1w physical description, physical form, solubilities, pH W&z pKa values, ﬁuq (19 partition
coefficients, melting #39 boiling points, optical rotation, refractive index (for a liquid),

hygroscopicity, UV absorption maxima &z molar absorptivity)

S2 Manufacture - .................. (FoYnQRUFIENFIFY). ..o
S 2.1 Manufacturer(s)

(1Wu Peuazswaviduniiey SiuisteillowarUseimavasinandiendifny mihfvesndnusas

318 W grandngAudiend1fty gnmavteudesnnuiiod iy sunaindayay (contractors)

'
A a

LATANTUTINARLAAZ LA MIDAITIUIANUALAIN MNYIVBDINUNISHANKALNITNAADU)

(A798199115149)

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellf]\iuﬁ'@Li]Tﬂlaﬂiﬂiﬂﬂu‘ﬂﬁiymﬂuwuﬁﬂfﬁNTUTINﬂﬂ‘!ZTlfNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.
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Name, address, and activity of each manufacturer, including contractors, and each proposed

production site or facility involved in manufacture and testing:

Activity Name and Address GMP Compliance

Slte of Manufacture

Slte of Batch Release

S3 Characterization - ................. @O TR RAURIENENFEY).

S 3.1 Elucidation of Structure and Other Characteristics

(liUayanusi131e1 (compendial requirement) M‘%@GﬁmﬁaﬁwhLﬁamﬁ’ummﬁwam)

S 3.2 Impurities - ............. (@ YnQAUFIEENEEY) oo

(Al 4teyamusisen (compendial requirement) iedeyaiyindienfuaingnan)

(A79819M15149)

Summary of potential and actual impurity arising from the synthesis, manufacture

and/or degradation:

Chemical Name/Laboratory Origin/Type of Impurity Structure
Code

(insert structure)

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
< 9 an 9 = a S ] Ao o
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Process-related impurities (e.g. residual solvents):

Compound Name

Step in Process

S4 Control of Drug Substances - ......

S 4.1 Specification

(A79819915149)

Standard Claimed for the Drug Substance (e.g. USP, BP, etc):

Test Method (e.g.
HPLC)

Source (e.g.
USP, in-house)

Release shelf-life
specification specification (if

applicable)

NIDUAULDNETUAAINANITATITIATIEN (Certificate of Analysis; COA) 13anNa

nsnadeuinelnedduivetungideu

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
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S 4.2 Analytical Procedure

(msliTeazldunvesion1 Tz lnageumedfyegisissnelunisiinmaassgilay

2N

v a w 44' Yada ¢ ° . A v A 1A
e uAnsau neldislinsevinusingen (compendial method) 3ateyafiuviniienain
)

N

eXe

S 4.3 Validation of Analytical Procedures - ............. @ TnaRUFIEENEEY) e

4

(ToyansnsraaeunmgnFieweisiiaTey Terudeyaanmnnassdniuisineiild
yiaaey aqAusied ity dnuay nsnsvaeuaugniesluithaniionsan laun
selectivity, precision: [repeatability, intermediate precision, reproducibility], accuracy,
linearity, range, limit of quantitative (LOQ), limit of detection (LOD), robustness ag

system suitability @ssipani1seyaanisnaaeuiiliiilus1s1e1 (non-compendial method))

S 4.4 Batch Analysis

(A29E1991919)

Typical production batch size:

Batch Number [ Batch Size Batch Type Date of Site of
(pilot/productio | Production Production
n)

S 4.5 Justification of Specification - ................ (%ai’mqﬁuﬁ’smﬁﬂ 2127) IO

LUz TEUNISAFBULAENSTUIANANAVBITRN VUM (test and justification of

specifications))

o v a3 a /A = @
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S5 Reference Standards or Materials -

(Weingaumend

66

[y

213l

>

a o

(AITTVBYARUANANYBIETUINTTIUVTO TANUR ST IUNLINAaUIngRUFAIeN

q

dAny Ingldvoyan s (compendial requirement) wsatoyaitinineNaINGKER

Tneiuugilviszydoya Al laugun1suan (batch number) uag Ui (source)

(19U USP, in-house) wasi81d1Aey (drug substance) wazasidauu (impurities))

(A79819915149)

Drug Substance

Batch Number

Source (e.g. USP, in-house)

Primary Reference Standard

Working Standard

Impurities

Batch Number

Source (e.g. USP, in-house)

Primary Reference Standard

Working Standard

S6 Container Closure System -

(5¥YMBBUYTYUUTUAYBIN1TUYUTTY (description of the container closure system(s)) &3y

]
o o Y [ 1

WusnuringAudied Aty 1wy druUssnauwazILIAYeis primary Wag secondary packaging)

S 7 Stability - .....cccoo....... (o TnQAUFIEENTEY) oo

Y Y Y a A v A aa ] [ v Y o &
dﬁﬂ%ma;&ammmﬁmmmm@jmam NIDUVBHADUNNYULN Tnouualu 3 Wt AU)

1) U%agﬂﬁmmmmamw (Stability summary and conclusion)

(A29819915149)

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
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Proposed Production Batch Size (kg):

Batch Number Batch Size

Date of

Site of Container

Manufacture Manufacture Closure System

Storage Condition ttu (°C,
% RH, light)

Batch Number

Completed Tested intervals

Proposed storage conditions and re-test period (or shelf life, as appropriate):

system

Container Closure Storage Conditions Re-test Period

Shelf Life

2) Fnsfinwanuasanmiazidulunsfinmanuasanmmaaanen lasuoyda v

mu1e (Post approval stability protocol and stability commitment) (81&)

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
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(F98199115149)

Stability protocol for commitment batches (if applicable):

Protocol Parameter Description

Number of batches and batch sizes

Tests and acceptance criteria

Container closure system(s)

Testing frequency

Storage conditions (and tolerances) of

samples

Other

3) ToyamuAuAIENTm (Stability Data)

(@111509199951858198n AN ASEAN guidelines on stability study of drug

21
substance™)

P. Drug Product
P1 Description and Composition
(PIveSuganvazewarduUsEnaulnetayadssialull

- AnualrvessUkuUEN

- dnlsznou i iwsmimsﬂizﬂauﬁgwmiugﬂLL‘UUEﬂ Usuauos
ansUsznaudenilivithevesen (5908 overages 613

- wihflvesansUszneuLsiagi LAy ALAINLIATEILASNIB (Wi A
15187 MTOMUTRMNUALRNILYDIENER)

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
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- fvRevenvianaunauld (reconstitution diluent) AkUULAULN

(a3)

lng Foansddny wazdeansusause (excipient) AzAsnssiuluynaiuvesiiv)

(F798199115149)

Description of the Dosage Form:

Strength ( Label claim):

Components

(including overage if

any)

Quality Standard

Quality per unit

%

Function

Total

P2 NMSWAIUININLNEYNTSY (Pharmaceutical Development)

P 2.1 Information on Development Studies

P 2.2 Components of the

Drug Product

(dmsuingAudiendfy (active Ingredients) Tiilddoyasinienansidnishfiunf

Weanelunsdiunld wazansugauss (excipients) AIstimanalunIsiiansaGenansusauwss

ALY P1 F9AUTNTY WALENHULIANILD1TNAADNISYINUVBINARN f91e1)

P 2.3 Finished Product

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
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(Fmsunsiauignssiisuen (Formulation development) 1ﬁUiiaﬂaLﬂuuma§U§u ‘
Tngosureiigafunsiauwdndueien Tngfinnsanangauszasdvesisnsliewagznslden
wazlUToufisuauuaneszningesildlunismaasmisedidnuaggnsdifuen (9u
dmvszneven) Mudslu P1 uag P2 msfimsfiansansaainnsAnyiiuSsuliieunuy in vitro
(19U N1sazany) MTeNSANYIUSEULTIBULUY in vivo (W F3-auya) Waiwarumisnzay

g3 Overage misagumsNavasgnsinsuenuialily P1

wagdmsupuaudAnIaaiinIenIntazn19§3Inen (Physiochemical  and
Biological Properties) miﬂmimﬂﬁaﬁLﬁm%’aaﬁ’umiﬁwmumawamﬁmsﬁﬁﬁL%'gﬂ
L pH, ionic strength, dissolution, redispersion, reconstitution, particle size
distribution, aggregation, polymorphism, rheological properties, biological activities

%39 potency tay immunological activity)

P 2.4 Manufacturing Process Development

(Wipsneasidenluiade P 3.2)

P 2.5 Container Closure System

(MIT0AUTIETINUMNIZANTDITEUUTATDINIFULUTTY dIMFUNITINUSIET Nsvuds
warnsiwansarieonnld lnefinisandadesns 4 wWu madenviatan nisdesuainaiuiy
wazuas aruniniuldvestan @ldvinvurussg) fugduuuen uisnisgeduiendiluly
AYULUTTY (sorption) WAENITTLANNEITRBNIINNIYULUTTY (leaching) ANUUABAAEYDS ”a@‘ﬁ
Hudiusznoutiy wagnsvheu wu amnsoiidsunnen (dose delivery) a1ngunsnifidu

druvileveswdniugienlavdsainaus (reproducibility)

wagliusseeanurusIiaeiiy 9 Manunsatesiundniagieaindadeniinasie
ANUASANIN VBIENTUI LT UazsryTeuarudiulivenandugiuar YT UTTY

(compatibility) Uszimnadenlus lasinisimundn vgssyseazideaisaisluinte P7)

P 2.6 Microbiological Attributes

(PIsN1sESUEINAMENTR MRatIINeIvesFURULE SIuduvaNalun1slidng
& X a = a o ¢ A | & .
naaeun1stuilouveueydunidlundndumnelilisuwuuuseniige (non-sterile
product)

wazn1siaeniazUssAnsnmuesszuuiuds (preservative system) Tundnaiiildans
éf’lma%wLﬁuﬁ’maﬁ’mﬁaﬁm%’umémﬁm%ﬂmmmL’i‘ia A891N15NANIDIENNYDITEUUUN VD

ﬂWuvmiwmuﬁm’]aqﬂumiﬂuLﬂamlaaLﬁuaaaumsﬂ,m)
UNAAIDLAY Lgﬂumauaauummaﬂmwmﬂ?mmmwuﬁﬂwuﬁmﬂuﬂmﬁmmmwm (CUIR)
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P 2.7 Compatibility

(@ansalddeyaanienansiiinisifiun (literature data) Inguugiil esuieaadiiulaves
nanuge1 (compatibility) iU reconstitution diluent %38 dosage devices LU N1IANAZNDUY

younedAgyluaisarate nsgeduresnivuziildlunisda Wudu)

P 3 Manufacture

P 3.1 Batch Formula

[

(A5USENUMESI8aLLDEAGIL

- gnse1RaIuUNISKER (batch formula) dwsuvn 9 Ysuianisuan (production
batch sizes) Miuaue diiausluguiuutisvesUiunasunisndn (batch
range) MTALTEYANGIAALALANANANYBIGRTERDTUNIHAR (batch Formula)
thusae Bsléun drudszneu (component), 1IMIFIUAMAIN (quality Standard
(or grade)), Usunaumasun1suan (quantity per batch)

- szyUnaiiliawesasuseney sey overage damsiidoyaatiuayuuas
WIARAYDY overage

- Foveadhendifuazansau “lugnserogun1sudn (batch formula) $118u
whosnssiufiszylunszurumandnuay33n1seuaunsEUIUNIHaR STl
syydeyaUTinudinUsznouvesiiude 1 mie uasdosinmaduietuses
UOAINUNTATIATUNITHER)

(fn9g19m1519)

Strength (Label claim):

Batch Size (Number of dosage units):

Please provide batch formula for all
proposed production batch sizes. If a batch
range is proposed, the minimum and

maximum batch formula should be provided.

Component Quality Standard (or | Quantity per batch Quantity per unit

Grade)

(Please show the

AN TS5 AT R T (COTR)

0 9 9
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calculation)

Total

P 3.2 Manufacturing Process and Process Control

a‘ViLLﬂ@flLLNUNQ“UU@E}UﬂWiB\IaG}LL@”']Sﬂ'ﬁ‘Uii"\]W’i@llVlﬂ‘lﬁi“‘ULﬂi’eNllE] LLa“mmuﬂﬂuLm

)

avtevRINIEUIUNT AsTifeSuensruIumInanTiasBenssyduneunasgadidyvesns
AUANNTEUIUNT NTNARDUANTISEIURS (intermediates)

TunsaindnAaaiusiaanniaie (sterile product) LazAIB3UITNITATLULAZNNTYINIA
Us1AnigevesduUsznausig 4 wu nvuzussgle udu

sputoyadalutl Insuanadunig

- Supsuniswan (manufacturing stage(s)) mimmmmmwaumwmam (in-
process quality control; IPQC)

- MsmUANAMAMESEHIeHARTLII (IPQC conducted)

- dofmunnasifivensuldvesnsmunNaunNsEineHEn
(specification/acceptance criteria of IPQC)

- mmﬁ/naﬂumiduﬁaaﬂw (frequency/time of sampling)

- Snnuvesedisfiduiulusazay (nufatiina wu dnth/Uueses
A9Ene 01l)

P4 Control of Excipients
P 4.1 Specification

(vlgvaimuaanizanusnsen (compendial specification))

o v a3 a /A = @
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P 4.2 Analytical Procedure

(Wlddafimumaniznusisen (compendial specification) n3edayafiiniiguNEWEn
5Tz YN3RI TINAOUANYNABIVBIIBTNITIATIEN (validation of analytical procedure)
LAENIBLARVIANEYRITBAMUA (justification of specifications)

P 4.3 Excipients of Human or Animal origin
(Wlddarimuaniusingen (compendial requirements) il w3elddayaniiten nunimilouiu

dmSuansugaudaniunasininndsd A3599198984 Guideline on the Registration

of Human Medicinal Products Containing Materials of Animal Origin8

dwiuuluaraulsEnauLNed el (WU lactose) Aadlideyaagaiiganedn uui
lgunnirguamiwsnsdmiunmsuslnavesuyeduarlifinsldTannilenadinie a1ndn]
WPED0IBU 9 TunTEuIUNITHER)

P 4.4 Novel Excipients

P5 Control of Finished Product

P 5.1 Specification

(A79819915149)

Standard Claimed for the Drug Product (e.g. USP, Ph.Eur, BP, JP etc):

Test Method (e.g. Source (e.g. Release shelf-life

HPLC) USP, in-house) specification specification

(uaninan1sns19ATIE9 (COA) dmsunaniiug (finished product) Tunsaifansuulill
YONUANINAIT187 (non-compendial specification)

o v a3 a /A = @
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P 5.2 Analytical Procedure

(szymvaslduniTinmzinlinaaeundnsaridifasy
wuzi ey loyarasis AT e il
emsvesgunsaluaziaieilefily
2. FIEN5vesETAdl wavansazatenanfild

AWNIPTLUEITATANYAN LU @1588aN8AI9819 (sample), @sazane
1IM35U (standard), arsavaneilddusadeud (mobile phase) uag
ansdusiinans (medium) iud
nsmerespsiefldlumsiney
ANTVNAABUANULNUICANVBITEUU (system suitability tests)
gnsianysal (complete formula) AldlunsAunmuagnisudana

N A

Uarimnun (specification) W3aBLNUINTIBRLTU (acceptance criteria)
Tneazaaalilddiun #3an15ANaBNANNANTIENNINUALABRAT)

P 5.3 Validation of Analytical Procedures

(Foanistoyaianizaasisnaasvitliiludisiensiidu (non-compendial
method) egdlsAmuspsiinisiuduaugndes (verification) vesismaaeuilusis
edsléianldsng uazaisiinsasudeyanisvih analytical validation 31vilusadie test
Ivuuazusiay test naaoudulathg uupiliszydoyansveaeusing 4 Al Tusfde
sail %aﬁ%mﬁau, 319aLDYNIONAADU, selectivity, linearity, range, accuracy,
robustness, system suitability wazdilfandslisey dwsumsbudiuanugnieswes
Fnaaevidlumseiildihunld asssyirdoganismaaousng q Aldvh lushdeded
%a'ﬁ%maau, iﬁﬂﬁz@ﬂﬂ%ﬁwmﬁa‘u, selectivity, linearity, range, accuracy, precision,
reproducibility, limit of detection, limit of quantitation, robustness, system
suitability wazdiliianfsliszy

dmsuseasdonlunisiinisnsiadeunugnfeswedisn1snszdEuse
91989L9971n ASEAN guidelines for validation of analytical procedures)

P 5.4 Batch Analyses

(AITinNT19ETUNITIATIZTUATNIIHER (batch Analyses) lnauanadunsila

Tuvnensaiimanzay wuzihliseyiaviunisndna (batch number), IUIAVBITUNITHER

(batch size), ¥llauasgunIsHan (batch Type), Juiugn, anufings, aauniuasesu

MRS (site of batch release) ngulinvaiuni1suan lasulenUseaIruoIgunIs

naniu wu Todmsunsiann, Tddmsunisin pilot, Tddmsunisudn, Taddmsu

L . AsAnueediln, Jgdmsuin va%ationjﬂi?ﬁ)ﬁ%uﬂgisuﬂ L‘ﬂw;fjj)

unaageazuuvoyantUALUed lassnlsyaninusn Inusns lunaayyigma (CUIR)
I 9 an 9 = a S ] Ao o
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(A29819011574)
Batch Batch Size Batch Type Date of Site of Site of Batch
Number Production Production Release

P 5.5 Characterization of Impurities

(4teyamusien videdeyaivinivuiuanguan Tnsszydoyadnuazvesdaiovud
Lilaseylilu S 3.2 wu %’a;&ammmiﬁLﬁmmﬂmiamaﬁwmmamﬁmsﬁ (degradation products)
fiintursuarilomaiiazin uasndnglunstmunnasiildlunissousu Dudu st Te
Al (chemical name)/saufURn1s (laboratory code), Fuslasoriavosdaievu
(origin/type of Impurity))

P 5.6 Justification of Specification

(lddarimvunniusiigen (compendial requirements) v3etayaimviniieuiuaNENEn)

P6 Reference standards or materials
(Wilgtormunniusiisen (compendial requirements) ¥3etayaiviniiuuiuINENEn

wazlviseyauTUYes primary reference standard UMM USEUMIEULAZLONATLAAINANITNTID
AA129% (COA) v@4 primary reference standard 1y Ingmnansfitduansuinsg uensds

(reference standard)

Wuansumsprunindnesnisluiesujifinis vsen1elulsssu (secondary standard (in
house/working standard)) 9¢AnaNFIUTUTEIIN @1511M5§ U198 (reference standard)
& a Y a .. = Y
Tufluesgruiisuwinduansuinsguidu offical standard 5909 ARedloNaNTUARINANT

A57996A5189 (COA LUUNINIE)

(f79819911574)
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Drug Substance Batch Number Source (e.g. USP, in-house)

Primary Reference Standard

Working Standard

Impurities Batch Number Source (e.g. USP, in-house)

Primary Reference Standard

Working Standard

P7 Container Closure System

(WavinAes U8 s3ULUATe9n 1YL U] 1Y 85U18NTUAYRINITULUTIY T1UIUAD
MIBUTIVNT VAR (pack size) WAZLENATTWARINANITNTITIATIZN (COA) VI
U399

yuduendnvaliazdefmumanzvesiaguazyile Alddudiulsznouresnivuz
Ussndudalaunsatundndusienasniladuiaiundndueien (primary and secondary
packaging component)

ado

Toiunnzilnnuieiusisewaesnsigaliondnual @aNdAY wfeunguaiy

ANUWNIZEN) wazmITHUUTaLaIsNliTlus13181 (non-compendial) #391N13ATIIERUAIY
QnFead (validation) muAdamagay

lunsaldiudszneuvesnivusussanilladudalnensaiusien (secondary packaging) 7
Lifinasondnsioe (wu lidudndesiuiufuvseliinalunisuimsen) asinnseSuie
ANYULRUUATURY 9

dmfunvugussynilladuialaensaiumeudiinadonindue ikuudeyaiiuiy
Toyarasnnumzanlunsienn1vusUsIIAIswaelin P2

lneguEn primary packaging 3¢#adlAsUTBNNATFIUNANNAUTILALTENITNAUNITHER

(Good Manuf? ring Practice; GIMP))
UnaAngeIAziL 3J611@11aﬂuummaﬂmwmﬂ%mmmwuwlemmﬂusamﬁmmmwm (CUIR)

< an = a [
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P8 Product Stability

I

(AIsHUNATUAIUAIINALANIN (Stability Summary and Conclusion), 35n15AN®IAIY

asanmuazAiulunsAnwauasanmudaninenléfuniseysialidming (Post-approval
stability protocol and stability commitment), Gzljai,ﬂammmamw (Stability Data) AI5LEUD
nansAnwANAsEnmlugULuUTivINzay (Wu ss1ens1vdesuie) asiideyavedisily
AATIIUALNINTIVADUANYNABIVBNITNTIATIEAE1TLaNA1581989 ASEAN Guideline on

Validation of Analytical Procedure””

(F98199115149)

Proposed commercial Batch Size (kg):

Batch Batch Size

Number

Date of Site of

Manufacture | Manufacture

Source of
Active
Ingredient
and Batch

Number

Container
Closure

System
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Appendix 2

FORM 2/TT:
APPLICATION

FORM 2A: FIRST REGISTRATION

A. Details of applicant and manufacturer
1. Applicant (Marketing Authorization holder)
1.1. Name of applicant:
1.2. Address:
Website (if any): -
1.3. Tel.: Fax: e-mail: -
1.4. Name and address of representative office or contact person in Vietnam:
e Name:
o Tel: Fax:
e Contact address:

2. Manufacturer (*)
2.1. Name of manufacturer:
2.2. Address:

Website (if any): -
2.3. Tel.: Fax: e-mail: -

(*) = Final manufacturer responsible for batch release
2.4 Other manufacturers:

Name and address Role (**)

(**) = “processing semi-finished products”, “packaging”, “granulating”, “producing
crude dosage form”, contract of studying”, “licensing’,...

B. Details of product:

1. Product name, dosage form and strength
1.1. Trade name:

1.2. Dosage form:

1.3. Active ingredient, Strength of active ingredient:
2. Description of product:

2.1. Description of dosage form:
2.2. Description of packing size
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2.3. Classification:

Prescription drug

oTC

ATC code:

2.4 Quality specifications:
2.5 Shelf-life:
2.6 Storage condition:

89

Psychotropic drug

Narcotic drug

3. Generic name and formula (including content of active ingredient and
excipients) for a smallest divided dose or a smallest packing unit.

No. | Composition (INN)

Strength | Declaration of pharmaceutical
substance/excipient

C. Technical documents:

D. Special proposals related to drugs for registration

1. Drugs those data are

requested for

protection.

Drug applicant proposes the Drug Administration to consider the protection of the
following data which are submitted in conjunction with the drug registration

dossier:
[[] Data on toxicity testing

] Data on clinical testing for drug
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The drug applicant hereby commits that the above-mentioned data are met with
all conditions of data protection in accordance with the regulations of law, and the
drug applicant has duty to prove upon the competent authority’s request.

2. Drugs that are registered according to the regulations
under Article 15 of the Circular instructing the registration
of drugs (register prior to the expiration of exclusive protection).

3. Drugs that are registered according to the regulations under
Item 5 of Article 30 - Circular instructing the registration of drugs
(requesting to be considered for issuance of reg number quickly).

E. Documents of intellectual property that are submitted in conjunction with
the dossier

F. Accompanying legal documents of applicant, manufacturer
G. Declaration of applicant:

The applicant hereby commits to:

o v a3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
< 9 an 9 = a S ] Ao o
Lﬂuuﬂlﬁu@yﬁﬂlﬂﬂuﬁmﬂWﬂJ@QIﬂ§QQTUﬂ§ﬂJﬂJTUWH°ﬁﬂﬁQWTUTINﬂmgTI’GNﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

are the Senior Project authors' files submitted through the faculty.



91

Appendix 3
FORM 1/TT: COVER PAGE

DRUG REGISTRATION DOSSIER

Name and address of drug
applicant:

Name and address of drug
manufacturer:

Name, strength, concentration of
drug:

Dosage form of drug:
Type of drugs to be registered:

Type of registration:

YEAR: 2014
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Appendix 4
Application form
1. General information
6.1 Product Center:
6.2 Authortization:
6.3 Type:
6.4 Primary Activity:
6.5 Current License:
2. Establishment information
2.1 Name of Establishment
2.2 -
2.3 Tax Identification Number
2.4 Office Address
2.5 Warehouse Address
3. Product information
6.1 Product Category
6.2 Product/Brand Name
6.3 Drug Classification
6.4 Packaging
6.5 Do you need brand name clearance?
6.6 PCPR of CLIDP?
4. Supporting information
5. Sources & Clients
6. Applicant information
6.1 Approving Authority
6.2 Applicant

Declaration
This is the declaration form for pharmaceutical product registration by Food and

Drug Administration of the Philippines.
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Appendix 5
FORM 4/TT: MASTER FILE OF MANUFACTURER

1. Name of manufacturer:

2. Office:
Address: Website (if any):
Tel.: Fax:
e-mail: -
3. Plant:
Address: Website (if any):
Tel.: Fax:
e-mail: -
4. Manufacturing areas allowed in country of origin:
5. Dosage forms allowed to be manufactured and granted GMP:
6. Product categories manufactured:
7. Which countries that the products of the plant have been exported to:
8. List of products licensed to manufacture in country of origin:
9. Year of establishment:
10. No. of certificate for satisfying trading conditions: Expiry date:
11. Name of competent authority granting certificate in country of origin:
Address:
Tel.: Fax:

12. Total numbers of officers in the plant:
13. Total number of officers possessing pharmaceutical expertise:
14. Director of company:

Full name:

Expertise qualification:

Tel.:

Fax: E-mail:
Signature:

15. Person in charge of quality assurance/inspection:

Full name:
Expertise qualification:
Tel.:
Fax: E-mail:
Signature:
| shall hereby confirm that the above contents are true, otherwise | shall take full responsibility for it.
Date ....ooovieiiiin.
Date ..c.oooviiiiiii, Date ..o,
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Appendix 6

FOOD AND DRUG ADMINISTRATION
FORM 8

APPLICATION FOR REGISTRATION OF PHARMACEUTICAL PRODUCT

To be fill

ed up by the applicant

A

COMPANY APPLICANT

Company Name:

Complete Address:

Contact Numbers:

Type of Establishment:

[ 1 Manufacturer [ ] Trader [ ] Importer/Distributor/Wholesaler

[ 1 Imported in bulk and repacked locally

[ 1 Imported finished and packed locally

[ 1 Imported finished product

LTO Number:

Valid until:

DATA ON [ ] MANUFACTURER (Batch Release Site) [ ] REPACKER

Company Name:

Complete Address:

LTO Number: - Not applicable

Valid until: - Not applicable

TYPE OF APPLICATION

[ 1 INITIAL REGISTRATION

[ ] Established Drug

[ 1 New drug (Monitored Release)

[ ] Fixed Dose Combination

[ ] Others (Monitored Release Approved as Regular Initial Registration)

[ ] RENEWAL REGISTRATION

[ ] MONITORED RELEASE EXTENSION

ACB Approved Extension [J1yr[]2yrs[]3yrs

BFAD Registration Number:

Valid until:

COMPLETE INFORMATION REGARDING THE PRODUCT

1

Generic Name(s):

Brand Name, if any:

Dosage Strength:

Dosage Form:

Route of Administration:

o0~ WIN

Pharmacologic Category:

Classification:

[ 1 Rx (Prescription Drug) [ ] OTC (Over-the-Counter) [ ] Restricted/Regulated
Essential Drugs List (EDL)

[1Yes[]No

Claimed shelf-life:

Storage Condition:

10

Primary Packaging (Market/Commercial Presentation):

11

Suggested Retail Price (as per A.0.#48-C s. 1999):

12

Reference Monograph: [ ] Official [ ] Non-official
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Appendix 7

FORM 7B - FIRST REGISTRATION (IMPORTED DRUG)

BRIEF OF PRODUCT

Name of drug:
Dosage form:

Generic name:
Strength, concentration:

Name of applicant:
Address:

Tel.

Fax:

Name of representative office in Vietham

(if any)
Address:
Tel.:
Fax: NA

Name of manufacturer:

Address:

Tel.
Fax:

Name of packager (if any) :

Address:

Tel.:
Fax:

Storage condition:

Shelf-life:

Prescription drug:

Drug classification:

Route of administration:

Specifications:

Pharmaceutical formula (for one smallest packing unit)

No. | Composition (INN) | Strength

(mg)

Declaration of pharmaceutical
substance/excipient

Packing sizes:
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Appendix 8

FORM 1-GT
SOCIALIST REPUBLIC OF VIETNAM

No. :
Ref: Date;
To: Drug Administration
DECLARATION TABLE OF DRUG PRICE
(Attached to the registration dossier
No. :.....date..../.... S i)
Name of medicine, Import price into
strength or Unit Country of Vietnam (CIF)
No. ) API .
concentration, manufacture | Foreign VND
package size currency

The Company commit that the above-mentioned information is accurate and to be
responsible to the existing law of Vietnam.

Notes:

- Exchange rate: 1 USD = 21.036 VND dated

- Unit: In accordance with the smallest package size.
- Foreign currency: Specify the currency used in contract (USD, EUR...)
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Appendix 9

FOREIGN SERVICE OF THE REPUBLIC OF THE PHILIPPINES

...................................................................................................................................................
...............................................................................................................................................................

Letter of Authorization

Category Manufacturer

Healthcare

Household Hazardous Substances

Personal Care Products

Mesical Devece

Signed by Date

...............................................................
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Appendix 10
LICENSE TO OPERATE
as DRUG DISTRIBUTOR/IMPORTER

Name of Establishment:
Address:

Owner:
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