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3. 9a1n (Labelling) fasidoninunsudunuiifmualy

4. Yeyandnsiasion (Product Information) #osiidemuasufumaiiiualy

4.1 %’auﬂaimanﬂmadwamﬁm%mmwu Summary of Product Characteristics (SPC)
%39 Product Data Sheet

4.2 Wanaisniiuen (Package Insert, PI)

4.3 wenansteyadwmiugUan (Patient Information Leaflet, PIL)
5. WUU He.8 vio un.8 Tildiuayiifuda

6.AFusBItuAvaTunsiiou (Applicant declaration) laun
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nouil B unagUlagsiuduaanm (Quality Overall Summary)

AoUi C Lf‘famﬁaga (Body of Data)

eudl D wnandnsBafidndnydeldfunsifani(Key Literature References)
wnadl 3 (Part3) tonansndngiunansdeyannuiaendovese : Joyailiiling Anvimnarddn
(SAFETY: NONCLINICAL DOCUMENT) tenansdauiiussnousie 5 mau (Section) léinauii A, B,
G D, uagkE
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pouil B nmamvesdoyadilalinsfinumeadtin (Nonclinical Overview)

nouil C unasuvestayaillilinisAnymndinludnuuedusseiouasnss
(Nonclinical Summary : Written and Tabulated)

o =5 = ! P=1 aa Aw . e
nouf D s1891unsanwnidlinis@nemisaatin(miunmesnis) (Nonclinical Study

Report) (as requested)
Aewdl E 5189n1510na1591987id1A ey (List of Key Literature References)
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Rouil B MwsamesteyanisAnyivnanain (Clinical Overview)
poul C unagUrestayanis@nuimnenaiin (Clinical Summary)
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[
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4. Electronic The Common Technical Document

Electronic The Common Technical Document wie eCTD lunistiusenansnzideusiu
glneIBvedidnvsedindiussnaudaetoyadunmuam Ussdvna wasanudaonse udarmun
mamadinusenialag ICH (ICH eCTD specification) Uaqiu eCTD gneeuiuesunsvaty u
wpspunanlunstunsifeuhivelngismadidnnsedndialan eCTD sosiunisUssiiiuienans
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Centralized Procedure Lﬂunﬂiﬁqﬁulﬁ?julugULLUU eCTD winthu (Mandatory eCTD) wiunan
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ana wazitelinsussluenarsfululufismadiontu awnsadrdedoyalsogsinda (Easy
view or navigation) Lag@L1305895U95TInV0NANSUY (Lifecycle support)
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Module 1 eCTD structure

1 Administrative Information and Prescribing Information

1.0 Cover Letter 1.0.1 Tracking Table

1.0.2 Cover Letter
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1.2 Application Form

1.2.1 Application Form

1.2.2 Annexes

1.2.2.1 Letter of Authorization

1.2.2.2 Manufacturing License

1.2.2.3 Production Permit

1.2.2.4 GMP Certificate

1.2.2.5 Importing License

1.2.2.6 Import Permit

1.2.2.7 CPP-CFS Certificate

1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product Description

1.3.1.2 SPC

1.3.1.3 Package Leaflet

1.3.1.3.1 Package Leaflet - Thai

1.3.1.3.1 Package Leaflet - English
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1.3.1.3.1 Package Leaflet - Other Language

1.3.2 Mock-up

1.3.3 Specimen

1.3.4 Consultation with Target Patient Groups

1.3.5 Product Information already approved in the Other

States

1.3.5.1 Foreign Regulatory Status

1.3.5.2 Foreign Product Information

1.3.5.2.1 Data Similarities and Differences

1.3.5.3 Data Similarities and Differences

1.3.6 Braille

1.4 Information about the

Experts

1.4.1 Quality

1.4.2 Non-clinical

1.4.3 Clinical

1.5 Specific Requirements for

Different Types of Applications

1.5.1 Information for Bibliographical Applications

1.5.2 Information for Generic, Hybrid or Bio-similar

Application




39

1.5.2.1 Information for Generic Application

1.5.2.2 Information for Hybrid Application

1.5.2.3 information for Bio-similar Application

1.5.3 (Extended) Data/Market Exclusivity

1.5.4 Exceptional Circumstances

1.5.5 Conditional Marketing Authorization

1.5.6 Additional Trade Name Declarations

1.5.7 Co-marketed Medicines Declarations

1.6 Environmental Risk

Assessment

1.6.1 Non-GMO

1.6.2 GMO

1.7 Product Interchangeability

Equivalence Evidence

1.7.1 BE Protocol

1.7.2 BE study report

1.7.3 Comparative in vitro dissolution/release studies

1.7.4 Comparative clinical studies

1.7.5 Comparative pharmacodynamics studies

1.7.6 Other
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1.8 Information relating to

Pharmacovigilance

1.8.1 Pharmacovigilance System

1.8.2 Risk-management System

1.8.3 SMP Protocol

1.9 Information relating to

Clinical Trials

1.10 Information relating to

Pediatrics

1.R Responses to Questions

1.R.1 RESPONSE DESCRIPTION

1.A Additional Data

1.A.1 Assessment report from others regulatory agency

1.A.2 Checklist Form /Self-Assessment Report

1.A.3 Information on Development Studies

1.A.4 COA from Institute of Biological Product

1.A.5 Comparison Table

1.A.6 Information of Exportation

1.A.7 Declaration from applicant

1.A.8 Template of Database entering

1.A.99 Cther
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Module 2 eCTD structure

Common Technical Document Summaries

2.2 Introduction

2.3 Quality Overall Summary

2.3.1 Introduction

2.3.S Drug Substance - NAME - MANUFACTURER

2.3.5.1 General Information

2.3.5.2 Manufacture

2.3.5.3 characterization

2.3.5.4 Control of Drug Substance

2.3.5.5 Reference Standards or Materials

2.3.5.6 Container Closure System

2.3.5.7 Stability

2.3.P Drug Product - NAME
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2.3.P.1 Description and Composition of the Drug Product

2.3.P.2 Pharmaceutical Development

2.3.P.3 Manufacture

2.3.P.4 Control of Excipients

2.3.P.5 Control of Drug Product

2.3.P.6 Reference Standards or Materials

2.3.P.7 Container Closure System

2.3.P.8 Stability

2.3.A Appendices

2.3.A.1 Facilities and Equipment

2.3.A.2 Adventitious Agents Safety Evaluation

2.3.A.3 Novel Excipients

2.3.R Regional Information

2.4 Nonclinical Overview

2.5 Clinical Overview

2.6.1 Introduction
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2.6 Nonclinical Written and

Tabulated Summaries

2.6.2 Pharmacology Written Summary

2.6.3 Pharmacology Tabulated Summary

2.6.4 Pharmacokinetics Written Summary

2.6.5 Pharmacokinetics Tabulated Summary

2.6.6 Toxicology Written Summary

2.6.7 Toxicology Tabulated Summary

2.7 Clinical Summary

2.7.1 Summary of Biopharmaceutic Studies and

Associated Analytical Methods

2.7.2 Summary of Clinical Pharmacology Studies

2.7.3 Summary of Clinical Efficacy - INDICATION

2.7.4 Summary of Clinical Safety

2.7.5 Literature- References

2.7.6 Synopses of Individual Studies
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Module 3 eCTD structure

Quality
3.1 Table of Contents of
Module 3
3.2 Body of Data
3.2.5 Drug Substance 3.2.5.1 General Information

3.2.5.1.1 Nomenclature

3.2.5.1.2 Structure

3.2.5.1.3 General Properties

3.2.5.2 Manufacture

3.2.5.2.1 Manufacturer(s)

3.2.5.2.2 Description of Manufacturing Process and

Process Controls

3.2.5.2.3 Control of Materials
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3.2.5.2.4 Controls of Critical Steps and Intermediates

3.2.5.2.5 Process Validation and/or Evaluation

3.2.5.2.6 Manufacturing Process Development

3.2.5.3 Characterizations

3.2.5.3.1 Elucidation of Structure and Other Characteristics

3.2.5.3.2 Impurities

3.2.5.4 Controt of Drug Substance

3.2.5.4.1 Specification

3.2.5.4.2 Analytical Procedures

3.2.5.4.3 Validation of Analytical Procedures

3.2.5.4.4 Batch Analyses

3.2.5.4.5 Justification of Specification

3.2.5.5 Reference Standards of Specification

3.2.5.6 Container Closure System

3.2.5.7 Stability

3.2.5.7.1 Stability Summmary and Conclusions
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3.2.5.7.2 Post-approval Stability Protocol and Stability

Commitment

3.2.5.7.3 Stability Data

3.2.P Drug Product

3.2.P.1 Description and Composition of the Drug Product

3.2.P.2 Pharmaceutical Development

3.2.P.2.1 Components of the Drug Product

3.2.P.2.2 Drug Product

3.2.P.2.3 Manufacturing Process Development

3.2.P.2.4 Container Closure System

3.2.P.2.5 Microbiological Attributes

3.2.P.2.6 Compatibility

3.2.P.3 Manufacture

3.2.P.3.1 Manufacturer(s)

3.2.P.3.2 Batch Formula

3.2.P.3.3 Description of Manufacturing Process and

Process Controls

3.2.P.3.4 Controls of Critical Steps and Intermediates
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3.2.P.3.5 Process Validation and/or Evaluation

3.2.P.4 Control of Excipients - Compendia

3.2.P.4.1 Specifications

3.2.P.4 Control of Excipients - Excipient

3.2.P.4.1 Specifications

3.2.P.4.2 Analytical Procedures

3.2.P.4.3 Validation of Analytical Procedures

3.2.P.4.4 Justification of Specifications

3.2.P.4 Control of Excipients — Animal-Human-Novel

3.2.P.4.5 Excipients of Human or Animat Origin

3.2.P.4.6 Novel Excipients

3.2.P.5 Control of Drug Product

3.2.P.5.1 Specification(s)

3.2.P.5.2 Analytical Procedures

3.2.P.5.3 Validation of Analytical Procedures

3.2.P.5.4 Batch Analyses




48

3.2.P.5.5 Characterizations of Impurities

3.2.P.5.6 Justification of Specifications

3.2.P.6 Reference Standards or Materials

3.2.P.7 Container Closure System

3.2.P.8 Stability

3.2.P.8.1 Stability Summary and Conclusion

3.2.P.8.2 Post-approvat Stability Protocol and Stability

Commitment

3.2.P.8.3 Stability Data

3.2.A Appendices

3.2.A.1 Facilities and Equipment - MANUFACTURER

3.2.A.2 Adventitious Agents Safety Evaluation -

MANUFACTURER

3.2.A.3 Excipients

3.2.A.3.1 EXCIPIENT

3.2.R Regional Information

3.3 Literature References
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yHIn 4 (Module 4) Non-clinical Written Summaries and by the Non-clinical Study
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Module 4 eCTD structure

Nonclinical study reports

4.1 Table of Contents of

Module 4

4.2 Study Reports 4.2.1 Pharmacology

4.2.1.1 Primary Pharmacodynamics

4.2.1.2 Secondary Pharmacodynamics

4.2.1.3 Safety Pharmacology

4.2.1.4 Pharmacodynamic Drug Interactions

4.2.2 Pharmacokinetics

4.2.2.1 Analytical Methods and Validation Reports

4.2.2.2 Absorption

4.2.2.3 Distribution




4.2.2.4 Metabolism

4.2.2.5 Excretion

4.2.2.6 Pharmacokinetic Drug Interactions (nonclinical)

4.2.2.7 Other Pharmacokinetic Studies

4.2.3 Toxicology

4.2.3.1 Single-Dose Toxicity

4.2.3.2 Repeat-Dose Toxicity

4.2.3.3 Genotoxicity

4.2.3.3.1 In vitro

4.2.3.3.2 In vivo

4.2.3.4 Carcinogenicity

4.2.3.4.1 Long-term studies

4.2.3.4.2 Short- or medium-term studies

4.2.3.4.3 Other studies

4.2.3.5 Reproductive and Developmental Toxicity

4.2.3.5.1 Fertility and early embryonic development
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4.2.3.5.2 Embryo-fetal development

4.2.3.5.3 Prenatal and postnatal development, including

maternal function

4.2.3.5.4 Studies in which the offspring (juvenile animals)

are dosed and/or further evaluated

4.2.3.6 Local Tolerance

4.2.3.7 Other Toxicity Studies

4.2.3.7.1 Antigenicity

4.2.3.7.2 Immunotoxicity

4.2.3.7.3 Mechanistic studies

4.2.3.7.4 Dependence

4.2.3.7.5 Metabolites

4.2.3.7.6 Impurities

4.2.3.7.7 Other

4.3 Literature References
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Module 5 eCTD structure
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Clinical study Reports

5.1 Table of Contents of

Module 5

5.2 Tabular Listing of all

Clinical Studies

5.3 Clinical Study Reports

5.3.1 Reports of Biopharmaceutic Studies

5.3.1.1 Bioavailability (BA) Study Reports

5.3.1.2 Comparative BA and Bioequivalence (BE) Study

Reports

5.3.1.3 In vitro - In vivo Correlation Study Reports

5.3.1.4 Reports of Bioanalytical and Analytical Methods

for Human Studies
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5.3.2 Reports of studies pertinent to Pharmacokinetics

using Human Biomaterials

5.3.2.1 Plasma Protein Binding Study Reports

5.3.2.2 Reports of Hepatic Metabolism and Drug

Interaction Studies

5.3.2.3 Reports of Studies Using Other Human

Biomaterials

5.3.3 Reports of Human Pharmacokinetic (PK) Studies

5.3.3.1 Healthy Subject PK and Initial Tolerability Study

Reports

5.3.3.2 Patient PK and Initial Tolerability Study Reports

5.3.3.3 Intrinsic Factor PK Study Reports

5.3.3.4 Extrinsic Factor PK Study Reports

5.3.3.5 Population PK Study Reports

5.3.4 Reports of Human Pharmacodynamic (PD) Studies

5.3.4.1 Healthy Subject PD and PK/PD Study Reports

5.3.4.2 Patient PD and PK/PD Study Reports
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5.3.5 Reports of Efficacy and Safety Studies

5.3.5.1 Study Reports of Controlled Clinical Studies

Pertinent to the Claimed Indication

5.3.5.2 Study Reports of Uncontrolled Clinical Studies

5.3.5.3 Reports of Analyses of Data from More than One

Study

5.3.5.4 Other Study Reports

5.3.6 Reports of Post-marketing Experience

5.3.7 Case Report Forms and Individual Patient Listings

5.4 Literature References




55

UNN3
ASn1sAnun

sULuUNSANE

o =

nsAnwiitunisAnudaUfoRns action research) Fasidumsinuduniuagnunau
foyadevsvingrasmstung dousessuudidnnseting Tnensiudue] SuffRud unaa
NUNIUITIUNTIN AINGINTOLARNY sufdudutoyannmisdeuarismaduinmsitieades
nuutuneunITRIISANe YRR LarA AT athas s uran sl (assessment report e
evaluation report) 91nuiulasvesnsAnsmIuANEIvEsEn M NglsU anigewing uazeeansidy
svsdymuargUassainuszniimsinuanamiauese sauisuTnsetunsdouniiiu

! a o/ L5 5 o a & L7 o i 1
maﬂaqmamnm%qmmwmmnsiu mnuummamswﬁmamLtmmqmswmummamiLUﬁaumu

uinnssunsEUIunMseygInenansyuunseawussuudiannsednd

y s
YUNDULALIZNITANYN
1. AnwtumeunazuumensimsaneygNansusiolaeisndidnnseindues
whenuiAuguananfusiguamiidunds wu anigeimsng annwglsy seainside LA
2. Anwumeuiamuazenansiisastumstuns ouhivevesundlng

3, Ainsgsiagmunmddunsidsuiuuinnssunszuiunseyanisenadestuuiun

mseLiunsRasnvelsewmalne

1% |

4. msuSunsenuimivesuimsuasiiiiviauludnwagfudiunaiy
fusznoums Fawuuasiveiaun iewmmsenveslym wumsdaduladFuvielisu dwue

muazanlinsideRannaandastutoulymsoygnn Velllvilszuumsdanmisaussloviu

Y = 1 | | ~ a a
Founoraindu sgralusalanazdussandnin



56

5. UsudsanszuaumsufjifiaussuunsemuliaenadsatunsufiRnuwuudidnnseling
LavUsunsEUIuMsIteIuUsEAvEnwlunssuisaaEmn anmssay Aldaeties
AUNMUANENTINNITOMITUALE AL S UBYHY A

6. UFuugeszuumssudwesiue Ingeenuuunszuinunsiun1snsiaaeuanuasuiIuLes

wnans Nlaidedlinaids wasteusruwnindaauinlifidwalunsdadurnugndes vauenas

!
T P v s

Tndnszuy audit Tasmhenuneusnitetesiunisliaiiatilaonades dail destanszuaunis
Tiimsesniariusveaiioaunu 1 Auevatsiausu Wy n1seeniaviudansm meeniawiv C 1w
$u A fleanuenivileaniaviudivenungne

7. 4aviaileUsEy1 TS UMTOYY MEINIUTEUY ICH eCTD MmdUsENIANTENTN
mmmqmLé@%ﬂis‘ﬁuﬁﬁﬁua%umsLﬁ'aw‘fﬁuaﬂmﬁ%’mqatﬁﬂmaﬁﬂﬁ asiuil 26 AanAu 2558 Lag
Usemia 0y, 13ee MeazBusmstusvetunsleumivenlagisnedidnnselind Tnedavhsiuy
MAeNTY uazmhenuiliAates sedlmdulumuannsuaives wsu. Stneauagaan Tng
Uiuupszezmlugilouszrmiliiasviounseurunmsiisidunliads

8. 4avi SOP uax Work instruction fiaeaadasitlémunseurumsiiuiuaindorimua
wnasmNUsEMANIENTIe Wannsoufufuazianldlaes Waadalunmsiarsandvelnivay
eutluuisuamezioumive Afukiussuu eCTD sauvt msfindumsdumdegaluszuy
eCTD

9. USuugauumumsnansanikagnsdndssiavvesavelunistunsidoumiveuas

YoNMNUALBNENS WdanARaINUaINg

1

10. Msmualidminininsuliaveulumsuiusuifiunzfewhiuen egraiu

& v a a wva a v o o 1Y) a da « v o
’Uum@'lﬂﬂEJI‘VIL?@JU{]Umﬂi\‘]ﬂ’]Ulmﬂ']LLU%‘U']"UENH‘UigﬁLllu’VlllUSgﬂUﬂq'ﬁmLLaE’EﬂL‘Uﬂ?’U']mﬂqﬁlu@ﬂ



57

(mentoring, coaching, on the job training) TILYNNSANYIAINTIENUNANITUTELEUTDIBIANT
L% 3 A =\ 7] o=y U
AuAueuszavanaisiiiussaunansUssfiuvatiuiiu wassienunansusziliuseansisay
11. Wannssuunsuszdiulagniy msussdiuluguuuumstadminyselevdiumnudes
w v e Y W -~y Y v a ) ac (W
Nndayananuand ununsinduladnfunselusunndleiwgy neenaudiulirisnmsddeyalma
v o a 4 o % ) a | v oA -
Blsavgussiiu Inensagiuszidudaniuyniunsuiasanadsldesvigvseiauslunisunis
5 [ ~ 5 [ ] ~ o s td U
UL UwansUsERWIITNALIIaviIs18un sUsslung T aud Suen Welauaasunuse U
12, wWaunss1saunmsuseiiungifoudsuenatuaisnsue Usyinnistdunsileu aan
o w & ¢ ) o v 1) U
nansmiuen maduleddeansise ielduselemilunisAuasesduiineg
13. YSuuganguunaifianfinmnuszasdasdaduliemnuseinneiaai eCTD
A o s - = ]
14, IMHULS 95 UUNSAAURAMUKALUSLEIUNAINNUIBNIUNIEUBN ATEBNLUUTEUY
v \ PR | [ & v Al |
InglinediuniNe 199 599 AMALNAULTINNTIEIUTIM
15. 99nUUUTEUUNMS WM USnssenieiiansameidoumiuen (proactive concurrent

. A V8 a ¥ o w A °
consultation) e lgUsznauNMsanInsauiuUdayadiAnydndu



58

UNN 4
NANISANEI

1. NaN15ANY AATIEN WagNUNILITSANTSNTIBUNTITenslulagiwseina gile
Usznau vdninaiuazuumislutiagiuessUszmalveuazaina udnhuinduesmeidseuiiou T
MsdmiessuvnuMwImeessEuUmfuguananiueien Msdavinseasiduntedssuy naendu

(-7 s a 5 (-7 A o 12
msiumanna nszideunsenguuneg dunsulazmITauINTzUINMsBuLeysIneT inlnle
WUIMNNSIUABURIULIRNT NN ZUIUNTEUAY 8RN TEUUNSE AW usEUUBEnusatind (eCTD)

5 a’f ] 1Y} o =) Y o [v] = vdl' 1%
90 Matlwuhlunszuaunsmsiaw duduszdedinsiauweluladuazainugiseanisld

walulagunidmtnnaiugiunsusuugenseuiumseygyn

2. lewwamensusudgensguaunisufufnussuunseam wunssudve lagesnuuy
NSYUUMIIUNITITIRdaUmMNATURuTeLend1sidenndsiunmsufUuRvuwuudidnvseiind
o & QI a a o U Vo 5
(eCTD) wagUsunszurunsiediayszansamlunissrineauazain annseand anldaneaves
Y. kazgSuaun1n IneAnw1a1nMsLaniUAsuFULULAIINUIRNS TUNTEUIUNTNNTEYQIAE WU
52UV eCTD 289neInAnfnaigunImLInnIsuuarnITuINIg SOP Wag Work instruction W1y

workshop uag on the job training YNNG ARAMI AU WUIRNTINMAENITUTNS

3. USudgauuamemsRansanuazn1sdnUseinnvasiveiunstung o iveuay

o a

YamuunenaTinaeandesivainalngduluifnidAg Ao

Y] [ A . [ &
3.1 InsEAUAINANILEL (risk-based approach) kagAINNLTIAIU INABAIETUEY

wazUselevdvesdidulade welinisdnassninensdulusgredivseansam

3.2 NM5uaN work sharing Tun1siasan g

% a ¢ a0 4 o
3.2.1 MnamsussiuvesasAnsmuauendiindefiouldlunsiwunyseiiu
ddraussloviuaranudowaten Tnaiunsinneitadeionafinnuuansisluuiunaedlng
WU AYUAENINYDIET ANUUANAITRIRURNTRILaEa Mg BdlTALlULARE U AILANF1YEY

Uszrnslaglaniziunugnssy iy

LY U o A = 1 s lﬂ. J
322 ﬁ]ﬂﬂqu‘U@ﬂﬂ’]‘U@Vlﬁ’]ﬂJ’]’iﬂ‘Ui&fLNU?’JNHUVL”J‘I,UWWEJUF‘WWJE]FWTYJLﬁ&l’) Ty

o !

Usgnmelduuavned auu. ladavidulaeguszneunisldsinuaz UfoRluuaind o



59

v

(1) wwmnamsinsameilouiSueunulagiu Mdesenstunsidovaiseluil

(Y]

« UINNISUAIIERERINMeLANAReTUNELDeuliLaD
o o o o
« 8UIANTTUMUN unmet need A3B81MLUU breakthrough product

« graniglidefunuutungifoudrsue/smuneluyssmelne

Y A o v v ~ 9 vv o el
« g1ENNYNTAINLLELIAT FIUSUTNIINANAINALTTY DI MUAUDI81 TR

£

= = v w v a [} aal o W 15 11 ]
LﬂEJ\iEj\'i LWE]IME]QTU?L’@UMI?W&Lﬂ&J\‘iﬂ‘U‘UiL’L‘V]ﬂ‘VliJS&;’UUﬂ’]ﬂUQLLﬁL‘UﬂJLL‘UQ LU Complementary
medicines U8409aIAL8Y, Natural health product YBaANIAN Waze1 OTC drug monograph ¥84

ansgewin dalveauddlasluinisussiliudunzidousisuen

(2) wavadinsandveutluudsunamedoumiuenm ABumdidnsednd
eannn wwvmaufludsuudamesdouhiunvesendou TroazBaamuuuivnares EU uimd
andouusnald U waransgousnusrauiymansrnufingaiuinn Saiuupnszuaunisa
Anandes Tngliduimenuungy wuy do and tell AlFudlyluieuwdiudslunionds mstuuuura
5167 Fetrwandnumue Mz a1 wavaldieiwesiussneumsuaidudhil iy fae
wWaruuasdetieguasiffuoynyn aunsedusin 1 fwe vnsfissuudsiuienyomadeou ueild

msunludsunlasundusesiignddgyieatianuisoduralganuusism 1 Mo

[

3.2.3 STUULAZWUINANTEY Drug Master File lnnseaingnansiagndieiy
eannsUsziliuddeu ananudsdunislusuaeilesangnanliansaduenatsaununin

medAgymlurnudunenmsi suvis aansedeutdeuvesinangtdniozy

4. W szuudsediunazmsdndulafiannisldnaiianazasisasuls laeUiuisussuy
v a v “ v o o 1Y) 1 a Ao &
msdndulaannistdnnuiuvesifiosng Wundn lagluduumanisussdiundaau dussuy
msdadulalaglinisussiuuseleviiumnudessndeyavianuaiiduenaumnudesiidfeuan/
dAges lnsusuiliupuuuimisanaudidnihenunanisuseidiiu udraguusznuiaumnaiu
neufasaAliermyvaiauelunssuniss mMuwInaIng 10ty dinansuseiurianuam
davisenunsusziunzifeumdueumiluedsunselusu veslieivey wazilleasnueygyn

o v v Y w0 ~ = o as ' A 1 v
P YUTDULAIUUILABINNNITI8IUNSUSELHUVSLUB U TUYR DA 51T EUE LW@IMMM’iWIS’Jﬁ]ﬂEJUiW

5. Tdnausumsdnviwasgiu mstunsideussvenssuudidnyseiing eCTD Tawsie

YOAINWUINIDUTBY NIbULSDITBANUUNLENATS (Asean Common Technical Dossier: ACTD)



wanunaeinsungLlsudfugimuiuimsendeu nseyg1n nsuan/Avsedenguy

vnndnsildlulagtu et luimnlilyszansnwldege viunisal

14

6. luuszgndldlunisusulgessuumseygiawdnsiueiguan ideserdonszuiunis

A = a a o«
W"iﬂ'ﬁﬂﬂLW@@HQJ]WWIUEULLUU@LﬁﬂWi@Uﬂﬂ

60



61

uni 5
ayduasdalauauue

dyUna

Tumsimundnnssunssuiunisoygymenanszuunseawlussuudidnvseiing
$ududosinsiaunlaeiimsiumaluladunldmugiunsfinuidaiiieuiuussnszuaunisliaes
SunuanasesfumTideiawnuglume st fussruuBidoseiing 3ld
thran1s@nuidensiannszuufusuuresmatunsdoumveidoderiuusyansamlunisnda
enLﬁamiﬁdwwmuLmLLasdqaaﬂﬁuamJixmﬂlwamﬁmmamLLaSU%’UUqaaummmﬁwajmsﬂﬁﬂ’ﬁlﬁ
\udszmausnlusndeu

MMMUNINIIUNTINTIBNUNMTIdeidlulazissana Alfeussanmu vdninasiuag
wumnlutagiuvesdsemalneuazaina udrnunduasendieuieu lunisdavidaszuuay
amsmvesszuUiiuguananfusieniluuinnssy madaimeandeavesssuy tuneuuas
nszuINNTsIRAYIAvIeuasEn S sigunIn mamuInszuIumstidflunseynnfe uun
mqm’ﬁumzLﬁauﬁTﬁwmuﬂwﬂ’u WWININTTRYYIARERETITE Y181 ITBuazn1Ideg

a

UnIde antuatuaywuideninigiag

aa

addndalsussgungudesiuiseiyiy Wi

fduszneunsiieItes uagthssuutiinldlunshiduinwndndasieuasndn Snriguaindus 8n

visldiveusslludveeygendnendde Avetunadeussuen dveudlunsidousisuen uage
Fungieuisuguuudiannseiing wiefiiund e-submission
HANITIATIZANUT STUUNMTeUIANERSaeigua nveUssalnessiansanudn s

dudaguTainunsidouds Sddannsasedunsitedaumdntauriguninvessmaganannldodhs

fsgansnm msIdeduunniadszautymilunissesenliaunsalasunseygntiedming



62

Tulssmauazdsean Tedasimussuuiiuguanasoya andniusiguninsewinamside ey
UsgiinBnmlumsndnsdadueigunmvssUssmelng Tnsssuuliduugdisesiunsidomauin
Wifussuunseygin msdiudeszuunsdalssavadnsusiuasuuimansoyannan s
gunw Winzauduussinnedniug naenau nsiaumdninae ngseileuviongwune Waen
v W aw o o = ) =
SunumsIdeimunmidukuimaieiivedaulazaina
nsdaanzivssauddglunsiaussuuiiuguandndasiorniseimuinasiuinn sy

= a a 9 a LY o 1Y) < a o ¢
nilszavsnn ammannsUssliusglevdiuanudesuasnannnalun1srIuaLNan wue
= < o W as A a a o &
gunw lngilusuidudAglunsimuissuvauniiussansamaail
1. liwdnnsussidiuusslemiduanuesmuiveinmsaiuauadndueigunmlunisesnuuy
TEUULAZAMUATIEALEEAYRTZUY
2. UiuugsUssianvesdvelunistunsidowiugiiaenrdesivaina Tnediaeniuiu
svuumstungidouiiuelutlagdu wieliliiAnauduauludraddounu Tinswaunduly

[

agradudunou 39950159 TsazBeaTiiuinanszuuLRudud fy inlvanusnidunaean
KR Suaang9dloyaundunioviimunvaseualifuuuy (New chemical entities) 1in
7 |lﬂl v 1 <y I Q‘ = = YV = o s ﬁ‘d‘ ) 4’
winnsailminaiyarvseusslovdifufuanenaliduluuiin naenau wanduiilinedy
o | v o 2 o ") & @ = o I
vziloululve widnisldedniwnmuduisessuafuuimsgunsine anunsatunsdeuls
3. USuussmdnfinanueeteussinmeeg
4. MIIAYINIRSEIN vannaa waziuImndaaulunistunzieudiiiuen Tnasesenain
WM NTU islulsosanuualendls (Asean Common Technical Dossier: ACTD), U&ntneust
NSTUNLLTLUAISTUIRLLLINIDNT U (LU nsAnwiauyas n1suiluvasuwlameideu

FTUET) WAYNISAUUALIATEIU VENINUT WAZLUIMNTITALAULDI15ENINNTIY N15aYYIN

NIHER/UIMToF NN UTIVIUITNTIHENITITENARTIN Lﬁa’lﬁmmimﬁLﬁumﬂé’adwgﬂﬁaq



63

v s v [ g =l o @ o n] ¥ o =1 ) Tl
A9AAADINULONINUALUNISTUNZLTBURIS UL wazaandgymnnwuainnsiian UsSnwian Tafl

) @ Y Y] P S Y] vt a a v
M%@lmﬂulﬂmummgm Maﬂmm%uaxLmeqﬁ‘Lfi’ﬂu{]m;w wWath W liUszavsnnlaegig
@ ¢t s v wa o o w A v o v ey
NUNTO LYY mmeLﬂﬂlmuaqmm‘waumiumwLUaauLLanauﬂ“a AT JULUVY TBNNg
a [-1 ;Y
yImse wunu

5. MsvmszuuMIliAUInwseninan1s39e18egn (proactive consultation) wagnsli

AUSnwsgniansinsameleousifuen (proactive concurrent consultation) Fen5lef
o = 1 =N o & 2 o a 1 = ] o vy
ANUINWITENINNITNIT LI NTUABIALTIUNIS AL AN Z Y WU AL UNIUS YUY Lwalmﬂixﬂaumﬁ

2/

[ 3/ Ao w S o & v J a LY <
ausaUsulgwayandngdediluneddseninanmsvsadiudsylevdiuanmdes

6. nwﬁmum’tﬁﬁmﬁwﬁﬁMﬁwﬁ%’uﬁwaﬂumsu‘flumjﬂﬁsLﬁummﬁauﬁﬁum st udumay
Ima‘lﬁﬁwﬁﬂﬁﬁm18161’9%’1LLuxﬁwan”UﬁzLﬁuﬁﬁﬂixaumszﬁuawﬁﬁm‘uwmauaﬂ
(mentoring/coaching/on the job training) SN sAN9INTIBUNANTUTHIT LT 03ANS
MUQNEJﬂ,uixﬁua’maﬂg\iﬁlﬂm’lm’mwaﬂ?iUﬁ%LﬁuQﬁULﬁu (un-redacted assessment report) Wag
S18URANTUTEIIURRENS 190 (public assessment report)
7. M3UTunsEUIUNMYIOIUlng
7.1 nsziunanIuides (risk-based approach) wazAANIsaL ﬂu’wiaa'lﬁmuqm
wavUseleviveagfidnlide ilelinisdnassninennsiluluegraiiussansnm
7.2 n1slanan work sharing lun1siansan Tne
7.2.1 Wnan1sUssiliuresesdnsauaueriundefionldlunisimuaussiiy
dfeyseUstlovtiuasaudsesen lnaunsimssidadsionadinnuuanssuuiunedlne
U ANLASENINTBIE) ATIILANAswBIgTRANTAlazanvadlsaluuRa LA AuAnA1es
Ussnnslaglamzauiugnssu usiy

7.2.2 danguvesinvefianuisaUssiliusiulilunstuvensudes



64

7.3 msldwaluladansaumanigiglunisufjifeu wu eCTD nistianany Wudu
8. MmywaszuunsiafuAssandon uazAwinsiAedesiuniseyny e luniifia
UsedvBnmuessruuiuuesdsa Tnsfiansanadnssauduianisidnfeen n1sdunsesuslag au
AUV EANYRIlATIATIINNgIAMAZNTAMU Raenau N15INTEUUlIMUmIUAIETSIL ey
y

doe o & o v a wa ] = LY [ |
WAy Fdndudainisujifian wesndinsinusenvAivenavideane

Aoamandnuaina vinliiaaudaulntuludeafivuaendls annisiasvsevaenalsiludniu

v 11 Q‘A o L% 1%
as uaakeunsiundulsdndragylaua
a = o o LV aldl o dl’l = o ao
1. wwmansiasamvzileusisuguaudagiungumvetune doui Suenlag3s
a d a ¢ v o < | VoA | v & X = [ &
vdiinnsetind udusuusaluszevedsselies dwalvidasanistunsleulagianizendasioluil
1Y) da o o a o & a [ v d o
- gruinnssumidesesenanmeniuiasdunzidouling awisaturve
HUL0919 hybrid application
@ o & - g
» YIUINNTTUTLUY unmet need uspe MUY breakthrough product
s 2 Iy k4 5’ = o o 1 -
- gralgAliderdunuuTunzidousisve/amigludszmalne
» gy ndaudsan aususwmsliaaanudunanauildten vua

WAgITU e1ndaddsaa wu Awunliei) process validation Tvidgenangesiugimnudes a1ved

oy veulvigngnnauinilusinansanuaulag certified by input 16 @13 deregulate

i )
s

dduluidielimsujiRauiirenadasiuussmaiissuui fu quasiduudanntu wu eflunds
complementary medicines v849alm 3L nay Natural health product ¥BaMALIAY waENGNYT
OTC drug monograph U84 @n3galuin, Felamudurmunsusaduneuiunzden

2. wumemsiarsandveudludsunamadousiniueunuiligtuiidudvety

= o @ aa a & a o A = = o w =
V]%LUHUW’]?UHWI@H?ﬁW’]\T@Laﬂ‘Vﬁa‘Uﬂa LUBNIYIN LL‘m‘VlNLLﬁl‘ULUaEJULL'LJ@W]::LUEJUGH?UEH‘UENEJ’]L%EJU

N519aldennuIEINIeUes EU windsedaudssniald wuseanuiannmelsvuagansgawsn



65

Uszaulymnssauiugaiuiin 3alafinsusulsanssuiumslilivssansamiiaiuniuaig
e laenisweslvidumvenuungu waznsiidudveidu do and tell TiuAlaluldnouwdaudalu
Y] o o2 Y VYo @ ) = | )
Menas wuus1et faladnuinienananunldlunisesnwuusuimienisualuldsunUasdanal
AN30aATIUIUAIYE anN1TENULAzRAMTlUNTaNYR TINnsaaAltatensTuduves

¥ 2/ £ dl 1% ' ' o Ad dl | ] 1 Vo
duszneunsuasldmimlaegnann Wi Amveniinsivdsuulastevseiegveduoynyn awisn

as

o Vo = = a o ° ° Ao = | 9 o
EJUIW‘(’JI‘UF’YW]@L@EJ'] VUSNIZUUHEURBNATIYD ﬂ’]‘UEWIJJﬂﬁLLfﬂﬂJL‘tJaUULLUa&U%‘]ﬁ%U‘Ua&m&nﬁ’lﬂm
= 9 A o o v ovy o
Lﬂﬂ?ﬂUﬂquqﬁﬂUUQqﬂ@N'ﬂuwaq8ﬂ37ﬂLLi\1W§€]§Jﬂu1ﬂLUu 1 Ao

VDLEUDLUY

)
as

nszUIUMIRNTUNY KA nTgunWunsifiddyresdinnuaaznssuns

a wa

A as v v a Y
IMTLATYI ’Lu‘ummng suilou vianineus “UE]UQUG] LAENISAILUENAITATUITINTNEN LAY

VAR

d v u o a L% £ [ a o o v vV a v
Lﬂ?J’D‘U@\‘iﬂ‘Uﬂ’]iE)‘HEUU’W]Nﬁmﬂm%?ﬂﬂ’lwENLﬂu‘UE]‘fl']ﬂﬁ]ﬁ’]ﬁiU%lUiSﬂE]Uﬂ?iﬂ%auﬂ’.]ﬁ]&l WQUULWE]LﬂU

@ @ s

nsdaaiulvguszneunsviedndn dndt vietnIfendadueiaunmdilanssuiunisinnsan

| v v

augy IR @w1sadnwuImlunITesENenasIAAYMeaULed JarsinviaileUseunyuiies

d{' o 1 = o w ad a & = ¢ o (Y ]
nsgudwedunsiloudmsuelaeiavniedidnnselind Wesesiuniseyny1nesitussuy ICH eCTD
lngdnvhiiudu maenvy wasmhsnuiitiertes naanaudnyin SOP uaz Work instruction 7

dampapaiunsruInnNsRUSUlu Wislvaznounssuiunisuaiuaulaass



66

UITUYNTY

1. ngun1 Auvuiuu. Wauseagnisussdiuenasveidousnsugiuy e-submission vesdningn.
1MIA150IMTUaTY. 2561; 25(3): 75-77.

2. International Conference on Harmonization. The Common Technical Document. 2021,
Available at: https://www.ich.org/page/ctd

3. World Health Organization. WHO Expert Committee on Specifications for Pharmaceutical
Preparations: fifty-fifth report. World Health Organization. Annex 11 Good regulatory practices
in the regulation of medical products. 2021. Available at:
https://apps.who.int/iris/handle/10665/340323,

4. International Federation of Pharmaceutical Manufacturers & mp; Associations. Assessment
Reports - a tool for reliance Frequently Asked Questions. 2022. Available at:
&quot;https://www.ifpma.org/wp-content/uploads/2019/10/Assessment-Reports FAQs-

VFINAL.pdf&quot; .

5. An agency of the European Union. The Centralised Procedure at the EMA presentation.
Available at: https://www.ema.europa.eu/en/documents/presentation/presentation-
centralised-procedure-european-medicines-agency en.pdf

6. Department of Health and Aged Care Therapeutic Goods Administration. Prescription
medicines registration process. Available at: https://www.tga.gov.au/how-we-regulate/supply-
therapeutic-good-0/supply-prescription-medicine/application-process/prescription-medicines-

registration-process

7. NINARAUNAUN AU TANTTULENITUTNT. Tunaun1sTunzleuiniue nasdaaiunis

Ui%ﬂaumiwﬁmﬁm%a’j‘umw New licensing process for drug registration. 2560.



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

67



