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1. glululaaueaueufued (Monoclonal antibodies) Wuenfifiluanavuiatvaiuninfazanunse
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biwaduziSelianunsoutsimsensgiulald veasindinisthanstudunnmssdynfindu monoclonal
antibodies tiialilAnnsianeisadugisaldunau viatle1 monoclonal antibodies finagluguuuuesendn

(IV Targeted therapy) leiuA trastuzumab pertuzumab bevacizumab rituximab obinutuzumab



2. gluanavuadn (Small molecules) Wuegiiluanatan anunsarudigilionuead 39au15o
Juiudhmnenmegneluaduazuuiiwaals lnediulngjeruseny small molecules agagluguiuy
w948150UsEMU (Oral Targeted Therapy) dln Erlotinib sunitinib imatinib dasatinib everolimus

olaparib palbociclib ribociclib abemaciclib

M19199 1 uanssedeensnvueisanguyadi

Type How they work Examples
These drugs reduce the blood supply to a tumour to
angiogenesis slow or stop it growing. They target various proteins
bevacizumab
inhibitors linked with the growth of new blood vessels and stop
them from working.
High levels of the protein HER2 cause cancer cells to
HER2-targeted grow uncontrollably. Some targeted therapy drugs trastuzumab
agents destroy the HER2 positive cancer cells, or reduce their | pertuzumab
ability to divide and grow.
anti-CD20
These drugs target a protein called CD20 found on rituximab
monoclonal
some B-cell leukaemia and non-Hodgkin lymphomas. obinutuzumab
antibodies
Type How they work Examples
Tyrosine kinase inhibitors (TKIs) block proteins called Erlotinib
tyrosine kinases from sending signals that tell cancer sunitinib
TKls
cells to grow, multiply and spread. Without this signal, imatinib
the cancer cells may die. dasatinib
These drugs block mammalian target of rapamycin
mTOR inhibitors (MTOR), a protein that tells cancer cells to grow and everolimus
spread.
These drugs block poly (ADP-ribose) polymerase (PARP),
PARP inhibitors olaparib
a protein that repairs damaged DNA in cancer cells.
These drugs block cyclin-dependent kinase (CDK) from
palbociclib
sending signals that tell cancer cells to grow, multiply
CDK inhibitors ribociclib
and spread. Without this signal, the cancer cells may
g abemaciclib
ie.
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Szesd 1 Project initiation

SpeEdl 2 Project planning
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LU SEnenenmalulagnueilenuIUfUAves Intemational Society for Pharmaceutical Engineering
(ISPE) seyimarinfedeelud:

Scope and objective

Resources and budget

Timeline and milestone dates

Roles and responsibilities

Deliverables and acceptance criteria

Assumptions, constraints, and risks

Detailed risk mitigation plan to address items identified in the gap analysis

Work plan and goals for the tech transfer process

Work plan and goals for development studies at either the receiving unit or the sending unit

Equipment details

Any demonstration studies required

Supply-chain and cold-chain logistics, if applicable

Training requirements
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1. msaneloudindfay/uansiu

2. MsaneleuisiATei

3. msegleutenansuseiuamuan
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Pharmacopoeia lassyussinnuainisaneleuisinsgily <1224> TRANSFER OF ANALYTICAL
PROCEDURES #ail

1. nMedauBUIeuLiou (Comparative Testing)

2. MIATIIABUAINYNABIVDIITIATILVTIAUTENINWRIUHURANT 2 Uvie (Covalidation
Between Two or More Laboratories)

3. mimwaaummgﬂéfawaﬁﬁﬁmeﬁ%ﬂ (Revalidation)

4. NNSENLVIUNISENELUIS LAY (Transfer Waiver)
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M1519% 3 uanwndedTinneinaevinisineneanugULuuen (Dosage form)

TESTS API DOSAGE FORM
Semi-Solids

Solid Qintments/ Liquids/

Doses Parenterals Inhalation Creams Suspensions | Transdermals | Ophthalmic
Assay X X X X X X X X
Content Uniformity X X X X X X X
Impurities/ Degradants X X X X X X X X
Dissolution/Release Rate X X
Identification X X X X X X
Cleaning Verification X X X X X X
Microbiological X* X X X X X
Dose Delivery X
Physical Criteria™ X X X X X X X X
Sterility X X

Typically, compendial methods do not need to be transferred. In certain cases, however, the compendial method may not be described in sufficient
detail or it may not include the critical parameters required to obtain accurate results. For these cases, a method transfer may be necessary.

* Microbiological testing is only appropriate for APIs that promote biological growth.

**The term ‘Physical Criteria’ can be applied to different dosage forms in a variety of ways. For example, the term can mean clarity of solution or pH
of a parenteral or ophthalmic, or hardness of a solid oral. For Inhalation Products, the term refers to particle size.

2.4 MsTmnssenastunzdeusiuenvewssmdlng

dmsuUsemdlngssuumstunsSousiugtiu finsdawseuenasivetunsidousfuen
AIULUU ASEAN Common Technical Dossier (ACTD) wagluu electronic The Common Technical
Document (e-CTD) #ad

2.4.1 ASEAN Common Technical Dossier (ACTD) Aa N153UuNztJ8Ug1mUTanNadua9usenaAauITn

a
DIYYU

Part|
Administrative Data &
Product Information

Part lll
Non<clinical Part IV
QPaIr: 4 Clinical
o Overview,
Overall Summary| Summary Overview,

& Reports & Study Reports’| Summary
& Study Reports*

gllm‘wﬁ 1 uanalaseainaveayaves ASEAN Common Technical Dossier (ACTD)



nansiillunistudvetungdusin3uen [ASEAN COMMON TECHNICAL DOSSIER (ACTD) FOR
THE REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE] d@wiusnlug (New Drugs) Usenaunig 4
du (Parts) fail

dudl 1 (Part1) Lonansteyavinluuazdosaveindnsias (ADMINISTRATIVE DATA AND PRODUCT
INFORMATION)

d2ufl 2 (Part 2) lonansndngIuuansteyaRAA MY (QUALITY DOCUMENT)

druil 3 (Part 3) lenansndnguuansdeyanuUasndsveen : Joyailslinig Anwimaenddn
(SAFETY: NONCLINICAL DOCUMENT)

dudl 4 (Part 4) lonansvdngunanstoyaussansnmuosen : deyanisdnuivna addn (EFFICACY
:CLINICAL DOCUMENT)

A5197 4 néninasisenevgioysrmaudmiumstungiDouiivell (oniuendaing)
d9uil 1 (Part 1) : lonansdeyaiialunazdoyanansiasi (ADMINISTRATIVE DATA AND PRODUCT
INFORMATION)

319N13LBNEHAT

Aaudi A (Section A) : A111 (Introduction)

Aoyl B (Section B) : #1508y ( Table of Contents)

maull C (Section C) : w@nad1sngu

1. suunasuAvadunziisunisuen (Wuu 8.1)

2.%19805U5996194 (Certificates)

2.1 nsainnandugnannglulsemne

2.1.1 dnlusugendneunuiagiu

2.1.2 viiedesUIIInIgIUIBNSNALUNTHER

2.1.3 Certificate of Origin ¥®4 active ingredient raw material

2.2 nsainnandusinvsedatunlusivenaning

2.2.1 dunluaygndwisedeeunudagdudnanlusivenandng

2.2.2 nilsdasuseanannunen (Certificate of Pharmaceutical Product)

° v A v aa P a Y a
2.2.3 E‘ZﬁLu’]‘wuqaaﬁU3@\11]'1miﬁqujﬁﬂqimmi‘hmqima@aﬂ@ﬁ%Na@@qﬂﬂﬁgwlﬁ

3. aa1n (Labeling)

q. %’agawamﬁmw‘im (Product Information)
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4.1 %’agaiﬂaajﬂmaﬂmamﬁmsﬁmmwu Summary of Product Characteristics (SPC) %438 Product

Data Sheet

4.2 na1sANAue (Package Insert, PI)

4.3 onansteyadmiuduae (Patient Information Leaflet, PIL)

5. AMURRUNIANER/NHI81A8EN9

5.1 Mgy InKang e ievetunzidouiniuen (Wuu ne.8)

5.2 AveaygIndmTedte e 1N tuTve1dns evetunsideusiSuen (wuu 1e.8)

6. ArFusasiiuA1vedunsiisu (Applicant Declaration)

6.1 AFusediuAveTunsideuiiuen

6.2 ASUseItaulunsVuUNz Do Sus

6.3 MTusensudstoyanistungileuglulseimesing o

6.4 AFUTINUITLAGVEURTEN

6.5 A1SUTaIauluNIsHAITIBAITISNLATENAY

6.6 AN1SUTIDU 9 (A1)

6.6.1 msuseslunisduenasiiau@ulun1sAneIANUAIENTNUD I8

6.6.2 3useaReulumstunsidowinsuganiznay (nsalenndmelmanizlulsmeiuia/

FAD1UNYIUNA)

6.6.3 AMSUTBIaUlUNSTUNZLDeUMS U LiBN1dI8aN

6.6.4 NIIABDLITRL@ NS UAIDEN (NSANLTRedmSUdID8N)

6.5.5 MINFUBUSIUD

7. 91979819

8. dayaTeuliisudan-taide sendnenlvinvetunsideuivenlungunisundadnelsaneiuim

g = 35 1 = =Y o/
Tavungidsuludszmalngwaanslundussansninuazanulaanny

9. wuutuiintayansidoudiuen

dufl 2 (Part 2) : LBNEITVANFIULEAIAMNINEY (QUALITY DOCUMENT)

318N13LBNEATT

AaUil A (Section A) : #15Usy (Table of Contents)

mouil B (Section B) : unajulaesiudiuamnm (Quality Overall Summary)

naudl C (Section C) : wilam (Body of Data)

(% o/ o o

S ngAunle1d1Aey (Drug Substance)
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S1 %’ayjaﬁ"'ﬂﬂ (General Information)

S.1.1 G?J'a (Nomenclature)

S.1.2 lAs9a519 (Structure)

S.1.3 @mamﬁaﬁaiﬂ (General Properties)

S2 n15uan (Manufacture)

S.2.1 ffudn (enaflnnnimils) (Manufacturer(s))

S.2.2 ABBUNENTFUIUNMIHARLAEITAIUANNTEUIUNIHER (Description of Manufacturing

Process and Process Controls)

5.2.3 M3muANIRgAU (Control of Materials)

S.2.4 MIAUANTUABUNMISHARTIEATY wazansdisduns (Controls of Critical Steps and

Intermediates)

S.2.5 MINTINADUANHYNFABIVDINTFUIUNTHARNLAY/MTONTUTLTUNG (Process

Validation and/or Evaluation)

S.2.6 MIWAUINTZUIUNIINES (Manufacturing Process Development)

S3 N15ASIANWULRNIE (Characterisation)

S.3.1 miLLamImqa%’NLLazﬁﬂwmzLawwﬁ'm (Elucidation of Structure and Other

Characteristics)

S.3.2 @13499Uu (Impurities)

S4 MM5AIVANINYAUAI81EIATY (Control of Drug Substance)

S.4.1 UanmunLanz (Specification) and Certificate of analysis

$.4.2 /N5 IATIE (Analytical Procedure)

S.4.3 NIATIVABUAIUYNABIVEIITNTAATIEN (Validation of Analytical Procedures)

S.4.4 NMFIATIEANIHARNAAZTY (Batch Analysis)

S.4.5 MITWLVARATBIUBRMMUALRNIE (Justification of Specification)

S5 #1350 IFIUNIBTEANINTFU (Reference Standards or Materials)

S7 AUALENN (Stability)

P nannn9ien (DRUG PRODUCT)

P1 anwazeuazaiuusznau (Description and Composition)

P.2 NMSWRAIUININAGBNTIH (Pharmaceutical Development)

P.2.1 YayanisAnwuarn1siiaun(information on Development Studies)

P.2.2 dulsznauveinaniuden (Components of the Drug Product)
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P.2.3 nansiaueidn5a3U (Finished Product)

P.2.4 MIWAIUINTZUIUNISHES (Manufacturing Process Development)

P.2.5 s¥uuUnv03n1vUrUsTy (Container Closure System)

P.2.6 AuANURN199a¥ MY (Microbiological Attributes)

P.2.7anuniulavesu@niueg (Compatibilty)

P3 n1s5uan (Manufacture)

P.3.1 gnsesa3unsHan (Batch Formula)

P.3.2 NSEUIUNTHANKALITNITAIUANNTFUIUNIIHER (Manufacturing Process and

Process Controls)

P.3.3 NM3AIUANTUABUNINARTIEATY wag a13858uns (Controls of Critical Steps and

Intermediates)

P.3.4 MINTIVADUANIUYNABIVDINTFUIUNST Uaw/vi3on 15UsuLiluna (Process Validation

and/or Evaluation)

P4 n13A2uANEI5UTIUAY (Control of Excipients)

P.4.1 TorvunanIy (Specifications)

P.4.2 33n159A518Y (Analytical Procedure)uaglususasmanisiasien

s

P4.3 N13ATIRADUAIINYNABIVEIITIATIEN (Validation of Analytical Procedures)

P.4.4 NM3TUILVRNATDIVBAMUALANIE (Justification of Specification)

I A 1 o a

p.4.5 miﬂiqmmwﬁt,mmmLummﬂwwéu‘%aé’mi (Excipients of Human or Animal Origin)

P.4.6 mquuLmﬁLﬁums%ﬁﬂi‘wﬂi (Novel Excipients)

P5 msmuquwamﬁmsﬂﬁ%‘%agﬂ (Control of Finished Product)

P.5.1 Tofuualanz (Specification) wag COA

P.5.2 3511534A5189 (Analytical Procedure)

s

P.5.3 N13ATIAABUANUYNABIVDIITNTIATIEN (Validation of Analytical Procedures)

P.5.4 N1TIATILVIUNITHER (Batch Analyses)

P.5.5 N13M3298NBaZIaNEUeIa15L 30U (Characterisation of Impurities)

P.5.6 NM3TUILVANAVBITBAMUALANIE (Justification of Specifications)

P6 msmmsg'mw%ai’a@mmgm (Reference Standards or Materials)

P7 szuulaveasn1vuzussy (Container Closure System)

P8 AuAgENN (Stability)
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d9uil 3 (Part 3) : lNaIUANFILUARIAMAYRBARBYRSN : TayaTilalinisAnwmienddin (SAFETY:
NONCLINICAL DOCUMENT)

318N13LNEAT

Aoufl A (Section A) : d15Usy (Table of Contents)

Mol B (Section B) : nwsanvasdlutayanlilidayaniendiin (Nonclinical Overview)

Lynauilpeiialu (General Aspects)

2 tilomuagguiuulaseasng (Content and Structural Format)

mauil C (Section C) : unasUvastayaililddayanisndin ludnuauzAusseneuasanynensng

(Nonclinic Summary : Written and Tabulated)

1unagudeyanlulydeyaniendin TudnwazAiussens

(Nonclinical Written Summary)

1.1.0&¥3ne1 (Pharmacoloey)

1.1.1 Lné’suwamam%ilgmgﬁ (Primary Pharmacodynamics)

a

1.1.2 Lﬂﬁ'ﬁtjwamam%naﬁmu (Secondary Pharmacodynamics)

U

1.1.3 wndineimulasasiy (Safety Pharmacology)

1.1.4 dupsnseveseludundswarngans (Pharmacodynamic Drug Reactions)

1.2 Wdvyaaurans (Pharmacokinetics)

1.2.1 M3nAZY (Absorption)

1.2.2 113505291981 (Distribution)

1.2.3 WUMUeaTN (Metabolism) nMstUsautiisunielu species (inter-species comparison)

1.2.4 n159unee (Excretion)

1.2.5 sunsizevesenlusmundyaaummans (dhuililydeyaniendiin) Pharmacokinetic

Drug Interaction (Non-clinical)

1.2.6 NM3fnBugMandvaaurans (Other Pharmacokinetics Studies)

1.3 WwIne (Toxicoloey)

1.3.1 anuduiiviniinainisiiennsaden (Single Dose Toxicity )

1.3.2 mmﬂuﬁwﬁﬁﬂmmﬂﬁmsﬁ’]6‘] ( Repeat Dose Toxicity )

1.3.3 anuluiivnnaiugnssu (Genotoxicity)

1.3.4 Msneuglse (Carcinogenicity)

1.3.5 anuduiiwsenisduiuguaziniuinisvesiioeu (Reproductive and developmental

Toxicity)
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1.3.5.1 anuanunsatunisduiusuasinmnisvesiigeulussesusn (Fertility and Early

Embryotic Development)

1.3.5.2 Waun1svedonusle - feouluasssd (Embryo-fetal Development)

1.3.5.3 WAILINISUDIAIDDUNINBUARDANI DNAIARBATINTINTN N8R (Pre-Natal

and Post-Natal Development including Maternal Function )

1.3.6 ALNUANIET ( Local Tolerance)

1.3.7 miﬁﬂmﬁfswmﬁm (Other Toxicity Studies, if available)

2. unaguvasdayanlilydeyanieadiin Tudnwazai3ne (Nonclinical Tabulated Summaries)

aaudl D (Section D) s1es1un1sanefildldnisAnuiniemdin (muideenis) (Nonclinical Study

Report ( As requested))

1. a15Ugy (Table of Content)

2. 1na¥Ine1 (Pharmacology)

2.1 Lné’suwamam%ilgmgﬁ (Primary Pharmacodynamics)

a

2.2 Lﬂﬁ'ﬁtjwamam%naﬁmu (Secondary Pharmacodynamics)

U

2.3 WndrineinnuUasnde (Safety Pharmacology)

2.4 Jupsnsevesslumundynarans (Pharmacodynamics Drug Interactions)

3. WdUaUAIENS (Pharmacokinetics)

3.1 FFIATILNUAYIIEUNIINTIAFBUAINYNABS (Analytical Methods and Validation

Reports)

3.2 N39AT3 (Absorption)

3.3 11513231881 (Distribution)

2.4 Wunusasy (Metabolism)

3.5 N153UN188N (Excretion)

3.6 dunsisenvesenlusnundvaauenans (@unldlyveyaniandiln) Pharmacokinetics Drug

Interaction (non-clinical)

3.7 NMsANYIBUgIINFYIaUAIEnT (Other Pharmacokinetics studies)

4. #eine (Toxicology)

4.1 anuduiwniinainisiiennsaden (Single dose toxicity)

4.2 mwmﬁuﬁwﬁﬁmmmﬂﬁmeﬁ?6] (Repeat dose toxicity)

4.3 anadufivn1aiiugnssy (Genotoxicity)

4.3.1 nMsnnasslunasnnnasd (in vitro)
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SAaa

4.3.2 M5n9aadbudsliTiz (in vivo)

4.4 nM3neuwt5a (Carcinogenicity)

4.4.1 msAnwluszyzenl (Long-term studies)

4.4.2 nMsAnwlusEezaurIaluszazUuNas (Short or medium term studies)

4.4.3 miﬁﬂm?ﬁ'uﬂ (Other studies)

4.5 puluiivionsduiuguasimunisvesiigeu (Reproductive and developmental

Toxicity)

4.5.1 AnuaInTatumMsAuiugLasinuiNsvesiseulusvezusn (Fertility and Early

Embryotic Development)

4.5.2 Waun13vedonuile - foeuluasin (Embryo-fetal Development)

4.5.3 WAIUIN1VDIRI00UNINDUAADANIDNEIAADATININUNTIVDA I (Pre-Natal and

Post-Natal Development including Maternal Function )

4.5.4 ms@nwlugndninlasuen waz/mie lasunisussdiuiuiu
(Studies in which the offspring are dosed and/or further

evaluated)

4.6 ANUNULNIEN (Local tolerance)

4.7 NMSANYIBUGMNRYIVNGT (013)

(Other toxicity studies, if available)

4.7.1 Msnaiidunu (Antigenicity)

4.7.2 fwsipsyuugiAuiu (Immunotoxicity)

4.7.3 N1398A8" (Dependence)

4.7.4 wiknualan (Metabolites)

4.7.5 @13:99Uu (Impurities)

4.7.6 5us] (Other)

maudl E (Section E) 578n15 1anan5919890d1Aey (List of Key Literature Reference)

d9uil 4 (Part 4) : lanasUANgIULENUSEENEAWYRSN : FayanisAnwmianddin (EFFICACY :
CLINICAL DOCUMENT)

318N13LBNEAT

audl A (Section A) : d13Ugy (Table of Contents)

Aaudi B (Section B) : AMMWsaud1uAdn (Clinical Overview)
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1. wignalunsiaunansiae (Product Development Rationale)

2. MNTINVITUNFVNTIN (Overview of Biopharmaceutics)

3. ANTINVDIUNFVINGIN19AGTEN (Overview of Clinical Pharmacology)

* gNUssNeaddu

4. pnsanaulseansnmlunissnwn (Overview of Efficacy)

5. MNTAIUANUYaDAAY (Overview of Safety)

6. unaguiulsslevunlasuiuaudes (Benefits and Risks Conclusions)

maufi C (Section C) : unagun1eadln (Clinical Summary)

1. unagUYRINSANEINAANTUNTTULAZITIATIZANNAEITRY (Summary of Biopharmaceutic

Studies and Associated Analytical Method)

1.1 anudusnuagnngiu (Background and Overview)

1.2 UnagUIBmaNITANYILaEN1SANY

(Summary of Results of Individual Studies)

1.3 MaUSBUiguLarILATIZINATDINSAN IR
(Comparison and Analyses of Results Across Studies)

AMRUIN 1 (Appendix 1)

2. unagUvasmsAneN§¥INgm1eaaiin

(Summary of Clinical Pharmacology Studies)

2.1 andusnuazaIng (Background and Overview)

2.2 UNajUvRINanIsANYILAaTNISANY

(Summary of Results of Individual Studies)

2.3 MaUIguiisulaz ATz iNaTRIn15An®1i19e (Comparison and Analyses of Results

Across Studies)

2.4 MIANYINLAYAIY (Special Studies) n1ANWIN 2 (Appendix 2)

3. unasuaulszansninnieadilin (Summary of Clinical Efficacy)

3.1 pnadunuarnmsiuvesusyansaimnieaadin (Background and Overview of Clinical

Efficacy)

3.2 UnagUvaemansAnyIusiazn1sAne (Summary of Results of Individual Studies)

3.3 MSSYULTBULeILATIZNaURIN1IANYIAI9Y) (Comparison and Analyses of Results

Across Studies)
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3.4 Mylnsgndeyanpdiniduiusivruinefinugdl (Analysis of Clinical Information

Relevant to Dosing Recommendations )

3.5 AUADILIUOIUTEAVSNALAZ/¥50 AUNURDYT (Persistence of Efficacy and/or
Tolerance Effects)

A1ANWIN 3 (Appendix 3)

4. unaguaulasnienieadiin (Summary of Clinical Safety)

4.1 Mskasuen (Exposure to the Drug)

4.2 wnn1sallaifiaUseasdnes (Adverse Events)

4.3 NMsUsTLilUNaN19AGINAINYRIUL UANTS

(Clinical Laboratory Evaluations)

4.4 Faraudn, SPNUINNITRTINTNNIEY, taztadunndugitieiduanulasnde (Vital Signs,

Physical Findings, and Other Observations Related to Safety)

4.5 anudasadslunquiiewiarluaniunisaliiiay (Safety in Special Groups and Situations)

4.6 ToyanaIannsIMeen (Post-marketing Data)

AANWIN 4 (Appendix 4)

5.U1AMUEYRMAAZN1ANE (Synopses of Individual Studies)

Section D. A1519518N15UDINISANBINIIARTNNINUA

( Tabular Listing of All Clinical Studies)

Section E. $78971Un15ANWINI9AATEN 813l

(Clinical Study Reports (if applicable)

1. S7899IUNSANYIVBITANEVNTTH

(Reports of Biopharmaceutic Studies)

1.1 $78971UN15ANEY BA (BA Study Reports)

1.2 S189uUNsAnw L UIsuieU BA %38 BE

(Comparative BA or BE Study Reports)

1.3 s1891uMsAnwANNduNusUeInsnassluraoavnasdlayluddiain (In vitro-In vivo

Correlation Study Reports)

1.4 $9389UNTATIERLAeTITuATTIATIZN dnFun1sfnyilunyee (Reports of Bioanalytical

and Analytical Methods for Human Studies)

2. sguvasmsAnginedasiundvaauaansinld  Iadananuywd

(Reports of Studies Pertinent to Pharmacokinetics using Human Biomaterials)
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*m13 ACTR & ACTD on Efficacy (clinical) & audefimua NCE Apsguiitoll
*augomuuailaziona1siaesdus NI lddesunn ey NCE unneu, NS Buiile where applicable,

i.e. change of route of administration due to change in formulation.

2.1 S189UNTANINITIUAUNaIENIUSAU (Plasma Protein Binding Study Reports)

2.2 S9UMIANILNEINULLNUAATIAULA SUnIASE1V9981 (Reports of Hepatic Metabolism

and Drug Interaction Studies)

o d‘

2.3 Menunsanwlagldtaiandusuesuyud (Reports of Studies Using Other Human

9

Biomaterials)

3.5789UMsANYINFYIAUAIEAS IuNYBE

(Reports of Human Pharmacokinetic (PK) Studies

3.1 T1EUNSANYT PK TugSun1svneesguamd wagnsnusosn sezusn (Healthy Subject

PK and Initial Tolerability Study Reports)

3.2 181uMsAny PK Tugthe uay Mivusieeszezisniay (Patient PK and Initial

Tolerability Study Reports)

3.3 Te0uUNAny) PK Tunguuseynsdnes (Population PK Study Reports)

4.5789uUMsANYINFYNAAIEASIUNYBE

(Reports of Human Pharmacodynamic (PD) Studies)

4.1 989UN5ANWT PD way PK/PD TugSunisnaaesguaind (Healthy Subject PD and PK/PD

Study Reports)

4.2 97899°UN5ANWT PD wag PK/PD TugUae (Patient PD and PK/PD Study Reports)

5.51891UMsANEIAIUUsEANS A TNLazANUaRANY (Reports of Efficacy and Safety Studies)

5.1 e9ureInsinymeadtiniinguaiuaudaneitesiuteudldnuasld  (Study Reports of

Controlled Clinical Studies Pertinent to the Claimed Indication)

5.2 S1euraInsinyvneadinee nldiinguatunu (Study Reports of Uncontrolled Clinical

Studies

5.3 s1eumsiesgiteyanisfneiunnimiinisfine sufinslesginalaesuidu
SplgUMUULRUNTIATIZR AN uuAz TS IeAlaeeulestaya (Reports of Analyses of Data from
More Than One Study, Including Any Formal Integrated Analyses, Meta-analyses, and Bridging

Analyses )

5.4 $181UNMSANYINIAATNEUe (Other Clinical Study Reports)

6.51891U4V09UsTAUNTAINE99INNT591MUN881 (Reports of Post-Marketing Experience)
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7.UUUNBIUTIENUVDETUNINAABINTAIA99 uazdUaeniinisnd1dnudazsng (Case Report

Forms and Individual Patient Listing)

[

Section F. $18n1598410na15919899981A%y (List of Key Literature References)

v

M3 5 dnnasiUsznaugieUssssudmiunstunsdeusiuen T ingdmiuaywd

Biotech : Biotechnological Product

Others : New Biological Active Pharmaceutical Ingredients (NBAPI), New Indication (NI), New
Combination (NCO), New Route of Administration (NR), New Dosage Form (NDOS), New Strength of
Approved New Biological Active Pharmaceutical Ingredients (NS), New Source of Origin

daudl 1 (Part 1) : Lanmsﬁagaﬁ"s‘lﬂuaz%’agaNamﬁm% (ADMINISTRATIVE DATA AND PRODUCT
INFORMATION)

New Biological Product
eNIaNa"3 Biotech | Others

naufi A (Section A) : A1t (Introduction) v v

Aaudl B (Section B) : d135U8y ( Table of Contents) v v

naufi C (Section C) : tanansfiou v v

1. wuuresadveTunzdeudifuen (wuu o.1) v v

2.%19805U5996194 (Certificates) v v

2.1 nsdifindnsasinannieluusyme v v

2.1.1 dunlusugendngunulagiu v v

2.1.2 wilsdefusennass it nsiflunsudn v v

2.1.3 Certificate of Origin U84 active ingredient raw material v v

2.2 nsdifindnsaenimsedadulusserandng v v

2.2.1 dwulveygeiwiedseusutagiudanlunyeinning v v

2.2.2 wilsdpsusesnaniugien (Certificate of Pharmaceutical Product) v v

2.2.3 dnumidsdosusounnsguisnsiinlunisnanvesinansiisUsyime v v

3. 2a1n (Labeling) v v

4. dayandningien (Product Information) v v
4.1 Yoyalagaiuvaanansinueinuwuy Summary of Product Characteristics

(SPC) %39 Product Data Sheet Y Y

4.2 Wnansnnue (Package Insert, PI) v v
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4.3 onansteyadmiuduae (Patient Information Leaflet, PIL) v v
5. AysaygIRKAN/ANEIwIFIRE"e v v
5.1 fweaynmHAne e et TunsToumiue (L He.8) v v
5.2 fweayneiwEodieieadulungenaning tovetunsdouiiy
97 (LUU UY.8) Y Y
6. ﬁ'l%'usm@’?iuﬁwa%wmﬁau (Applicant Declaration) v v
6.1 F3usasfusoTunsndousiiuen v v
6.2 fr3usesitoulanistunsdeussuell v v
6.3 F3usesnsuisdeyanstung deusluszinasg o v v
6.4 AFUTINUITLAGVEURTEN v v
6.5 AsusesteulunmsudsenisBoniAveay v v
6.6 A¥usasdu 9 (i) v v
6.6.1 ffuseslumsduenansiiiudilumsAnmiuasanimesen v v
6.6.2 fsusasteulamstunsideusiusnangndy (nadefismiele
wnglulsaneIuna/ aaruneuna) Y Y
6.6.3 Asusastoulamstunsideusiueuiionsdsoen v v
6.6.4 nisdeudstendmivdsonn (nsdliifidesdmivdsenn) v v
6.5.5 nilddeuaudIU v v
7. doyaFoudisudon-taide seuivelmifivatunsideutuelunguns
tiasnulsaideaduilldtunadouluysamalneudmslunivssansamuas v v
AMuUaRAsY
8. wuutuiintayansidoudiuen v v
9. HadAsziEnTringTsegnieldnisquavesnasdaing , ,

ASUANYIAEATNITHINNE

dauil 2 (Part 2) : LNETUANFIUUEAIAMAINET (QUALITY DOCUMENT)

New Biological Product

TIBNANET3 Biotech | Others
Aoufl A (Section A) : #1508y (Table of Contents) v v
Aaufl B (Section B) : unazulagsauinuamnIn (Quality Overall Summary) v v

naudi C (Section Q) : Lﬁam (Body of Data)

a o/ o o

S ngAuAl81d1AeYy (Drug Substance)

9
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S1 %’ayjaﬁ"'ﬂﬂ (General Information)

S.1.1 ¥ (Nomenclature) v v
S.1.2 Iasea$s (Structure) v v
S.1.3 @mauﬁ’aﬁ’ﬂu (General Properties) v v
S2 n1swWan (Manufacture)
S.2.1 HHan (0198fnnndmile) (Manufacturer(s)) v v
$.2.2 ABBUNENTEUIUNMITHAALAEITATUANNTEUIUNITHER (Description of
Manufacturing Process and Process Controls) Y Y
5.2.3 M3muANIRgAU (Control of Materials) v %
$.2.4 MamuANTuneuMIKAATIFNRTY wazanstsduns (Controls of
Critical Steps and Intermediates) Y Y
S.2.5 NIATIVADUAIUYNADIVBINTEUIUNTHAAWAL/MTBNTUTHLITUNG
(Process Validation and/or Evaluation) Y Y
S.2.6 NMIWAIUINTEUIUNTHEAR (Manufacturing Process Development) v v
S$3 N13ATIANEAULLANIE (Characterisation)
S.3.1 ﬂ’]iLLﬁﬂﬂIﬂNﬂ%’]ﬂLLazﬁﬂHmzLQW’wgu“] (Elucidation of Structure
and Other Characteristics) Y Y
S.3.2 @13499Uu (Impurities) v v
S4 nsAuANIRgRURlENd1AeY (Control of Drug Substance)
S.4.1 UanmunLanz (Specification) and Certificate of analysis v v
$.4.2 /N5 IATIE (Analytical Procedure) v v
S.4.3 NINTIVABUANIUYNABIVBIITNTAATIEN (Validation of Analytical
Procedures) Y Y
S.4.4 NMFIATIEANIHARUAAZTY (Batch Analysis) v v
S.4.5 m'ﬁ%ul,mmawamaﬁaﬁmumaww (Justification of Specification) v v
S5 a’nsmmg']w"ia"a'aqmmgm (Reference Standards or Materials) v v
S6 'i:UU'TJWUENmﬂJuzU'ﬁQ (Container Closure System) v v
S7 AMUASENTIN (Stability) v v
P w@ndgie1 (DRUG PRODUCT)
P1 anwazeuazauusenau (Description and Composition) v v

P2 ASWAIUINILAEUNTIN (Pharmaceutical Development)
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P.2.1 YayanisAnwarn1siiaui(information on Development Studies)

P.2.2 dulsznauveinaniugen (Components of the Drug Product)

P.2.3 nansiaueidn5a3U (Finished Product)

P.2.4 NSWAILNINTEUIUNTHEAR (Manufacturing Process Development)

P.2.5 s¥uuUnv83nN1vUrUs5Y (Container Closure System)

P.2.6 AuaANURN199a¥ MY (Microbiological Attributes)

P.2.7anuniulavesu@niugl (Compatibilty)

[ S S SR s

S L G O S U G N

P3 n1suan (Manufacture)

P.3.1 gnsesagunsHan (Batch Formula)

P.3.2 NEUIUNTHANKALITNNTAIUANNTEUIUNSHER (Manufacturing

Process and Process Controls)

P.3.3 NM3AIUANTUNBUNMIHARTIEATY Uag a15d58uns (Controls of

Critical Steps and Intermediates)

P.3.4 miﬁmﬁlaa‘ummgﬂﬁawmmzmumi LAL/Y39NN5USEIUNG

(Process Validation and/or Evaluation)

P4 n13A2uANET5UTIUAS (Control of Excipients)

P.4.1 Torvunaniy (Specifications)

P.4.2 3M51ATIEY (Analytical Procedure)iazlususasnanisiasisa

P4.3 MINTINABUANIUYNABIYDITTIATIEN (Validation of Analytical

Procedures)

P.4.4 NM3TUILVRNATDIVBAMUALANIE (Justification of Specification)

P5 n1spIuANNAAiugid13azU (Control of Finished Product)

P.5.1 FanuuARnIy (Specification) tay COA

P.5.2 381151189 (Analytical Procedure)

P.5.3 N13ATIAABUANUYNABIVDIITNTIATIEN (Validation of Analytical

Procedures)

P.5.4 N13ATILUIUNIIHEN (Batch Analyses)

P.5.5 N13M3298NBaZIaNEURIa15L 30U (Characterisation of Impurities)

P.5.6 NM3TMAITVRNATBITBAMUALNIE (Justification of Specifications)

P6 &1311M531UNIRIHANINTFIU (Reference Standards or Materials)

P7 szuulnvaen1uuzussy (Container Closure System)

L G U U N

S G O S N
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P8 AMUANEANTIN (Stability) v v
P9 nénguLansrIwinisaiuluniseangnsvask@nsiaal (Product

Interchangeability Equivalence evidence) Y Y
maudi D (Section D) : Lanmsé’wﬁaﬁé’ﬁﬁ'zy (Key Literature Reference) v v

dauil 3 (Part 3) : lenEsUANFILLARIANUABANBYREN : TayanlildnsAnwmnendiin (SAFETY:

NONCLINICAL DOCUMENT)

New Biological Product

IBMIANE3 Biotech | Others
ABUdl A (Section A) : d15Usy (Table of Contents) v v
mauil B (Section B) : nmsauvesdrudeyaililideyaniandin (Nonclinical
Overview) Y Y
Lanauaaeialy (General Aspects) v v
2.Lﬁamuazgmwu‘lmﬂaé’w (Content and Structural Format) v v

(Nonclinic Summary : Written and Tabulated)

mauil C (Section C) : unasUvasdoyainlilydayanisadin TudnwazAiussesuasdnunzaisng

Lunagudayanlilidayanieadiin TudnwuzaArussene

(Nonclinical Written Summary)

1.1.0d83181 (Pharmacology)

Pharmacokinetic Drug Interaction (Non-clinical)

1.1.1 mé’wamam%ﬂgmgﬁ (Primary Pharmacodynamics) v v
1.1.2 induwaransniegil (Secondary Pharmacodynamics) v v
1.1.3 wndineinnulasnsie (Safety Pharmacology) v v
1.1.4 dupshserveseludundswarans (Pharmacodynamic Drug

Reactions) Y Y

1.2 Wndyaaudans (Pharmacokinetics)

1.2.1 N39AT (Absorption) v v
1.2.2 n1snsea1e8n (Distribution) v v
1.2.3 nuaadu (Metabolism) v v
1.2.4 n1stungen (Excretion) v v
1.2.5 Sunsizoweseludunduaaumans (druitlilideyanisaadn) y y
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1.2.6 MsAnwUINLNETIaUAIERS (Other Pharmacokinetics

Studies) Y Y
1.3 WwAne (Toxicology)

1.3.1 anudufiviiinanslennduden (Single Dose Toxicity ) v v

1.3.2 arudufieiiinansiiersn ( Repeat Dose Toxicity ) v v

1.3.3 Aunduiiwnaiugnssy (Genotoxicity)

1.3.4 n3neuwt5e (Carcinogenicity)

*

*

1.3.5 auduiiwsienisduiuguazinuinisvessieeu (Reproductive and developmental

Toxicity)
1.3.5.1 Anmanunsatunsauiugiasinuinisvessineaulussususn
(Fertility and Early Embryotic Development) Y Y
1.3.5.2 WW1n15909euUsle - feeuluassn (Embryo-fetal
Development) Y Y
1.3.5.3 WaILn13v89ig ouTenaunaenvs e naenaens LT anting
V998U (Pre-Natal and Post-Natal Development including Maternal v v
Function )
1.3.6 Avunuamzd ( Local Tolerance) * *
1.3.7 miﬁﬂmﬁﬁmm%m (Other Toxicity Studies, if available) * *
2. unagUvasdeyaiiliilidayaniendiin ludnwaizaisne (Nonclinical , ,

Tabulated Summaries)

aaudl D (Section D) s1eunsanentlailanisfnwimieadiin (muiidesnis) (Nonclinical Study

Report ( As requested))

1. @15U%y (Table of Content)

2. Wdy¥Inen (Pharmacology)

2.1 mé’%wamam%ﬂgmqﬁ (Primary Pharmacodynamics)

2.2 WndynamansnAenil (Secondary Pharmacodynamics)

2.3 Lnd¥inennulasnny (Safety Pharmacology)

L G O U N

L G G U I N

2.4 dupsnseveselunuLndanarnans (Pharmacodynamics Drug

Interactions)

3. W@dUaUAIENS (Pharmacokinetics)
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3.1 FUATILNALIILIUNITATIVEOUAINYNABA (Analytical Methods

and Validation Reports)

3.2 MIAAT (Absorption)

3.3 N15n3¥7881 (Distribution)

3.4 . WNUeagy (Metabolism)

3.5 n159uaee (Excretion)

3.6 Sunsiseveeilusnundyaumans (@unldlydeyaniandin)

Pharmacokinetics Drug Interaction (non-clinical)

3.7 NMsANBIBUGMILAEUIaUAIERS (Other Pharmacokinetics studies)

4. feIne (Toxicology)

4.1 anuduiivniinainsiienasafen (Single dose toxicity) v
4.2 prudufiuiinanslie1dne (Repeat dose toxicity) v

4.3 prluiienieiugnssu (Genotoxicity)

4.3.1 MsNnasdlunaenNnand (in vitro)

4.3.2 NMIAaaIbudsTIn (in vivo)

4.4 n1sneugise (Carcinogenicity)

4.4.1 mMsAnwluszure1 (Long-term studies)

4.4.2 MsAnwluSEeTaUnsaluszazUIuNa1s (Short or medium term

studies)

4.4.3 NMsAnwdus (Other studies)

*

4.5 pufuiivronsduiuguasimunisvedisey (Reproductive and developmental

Toxicity)

4.5.1 AnuaEunsatuMsAuiugias N svessaulussasusn

(Fertility and Early Embryotic Development) Y
4.5.2 WaunsveueNUsle — Aeaulunssa (Embryo-fetal

Development) Y
4.53 WanmsvehdauTnsunanvsendnaens LT Mt Tia i

(Pre-Natal and Post-Natal Development including Maternal Function ) Y
4.5.4 nmafnwlugndnildiue uav/vde lsumsussiiuiiiudy
(Studies in which the offspring are dosed and/or further v

evaluated)
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4.6 ANUNULNIEN (Local tolerance)

4.7 MIANEIBUMIIREINGT (OE )

(Other toxicity studies, if available)

4.7.1 Msnaniiiunu (Antigenicity)

4.7.2 fusipsyuuniauiu (Immunotoxicity)

4.7.3 N139A8" (Dependence)

4.7.4 wwnualan (Metabolites)

4.7.5 @13.99Uu (Impurities)

4.7.6 5146] (Other)

neudl E (Section E) 518015 tanansdnedeiidndey (List of Key Literature

Reference)

dauil 4 (Part 4) : lanansuANgUUARIUSEANEA N YREN : TayansAnwmeAdiin (EFFICACY :

CLINICAL DOCUMENT)

318N13LNEAT

New Biological Product

naudi C (Section C) : unagunnemailn (Clinical Summary)

Biotech | Others

ABUTl A (Section A) : d15Ugy (Table of Contents) v v
naufi B (Section B) : nAMmsauduaddn (Clinical Overview) v v

1. wgNalunsNaIuINEASM9 (Product Development Rationale)

2. MNTINVDITUNFVNTIU (Overview of Biopharmaceutics)

3. ANTINVBIUNFWINGIN1IAATEN (Overview of Clinical Pharmacology)

4. pnsanaulseansnmlunissnw (Overview of Efficacy)

5. MNTIATUANUUaDAAY (Overview of Safety)

6. Umas;dé’mﬂaﬂwﬂﬁlﬁ%’uﬁummL?’ism (Benefits and Risks Conclusions)

v v

1. unasuvamsAnwInisdndunssuuazisaiaseinineatas (Summary

of Biopharmaceutic Studies and Associated Analytical Method)

1.1 Anaduniiagsnng (Background and Overview)

1.2 UnagUramanIsAnyILsaEn15AnY

(Summary of Results of Individual Studies)
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1.3 MIUSBUIBULAZIATISANATDINITANY IR
(Comparison and Analyses of Results Across Studies)

AMRUIN 1 (Appendix 1)

2. unasuvasmsAnwndyIngmieaaiin

(Summary of Clinical Pharmacology Studies)

2.1 euduniazaingiu (Background and Overview)

2.2 UnagUvBINaNSANY LAY N3ANY)

(Summary of Results of Individual Studies)

2.3 MaUIEULEULazlATIZiINEURIN5ANYI9) (Comparison and

Analyses of Results Across Studies)

2.4 MIANWINLAYAY (Special Studies) n1ANwWIN 2 (Appendix 2)

3. unasuaulszansnimniendiin (Summary of Clinical Efficacy)

3.1 anudusnuaransinvealsyansnnmiamain (Background and

Overview of Clinical Efficacy)

3.2 UnasUveINanIsAnNwILAaN1SAN®Y (Summary of Results of

Individual Studies)

3.3 MaUSBUiuLasIATIZINaTRINISANYIR1SY (Comparison and

Analyses of Results Across Studies)

v ¢

3.4 mylmsgvideyanadidnduiusivuinenfiuuzidy (Analysis of

Clinical Information Relevant to Dosing Recommendations )

3.5 ANUABLLeIeIUTTAVSHALAZ/1TD ATUVIUADYN (Persistence of

Efficacy and/or Tolerance Effects) n1anNuIn 3 (Appendix 3)

4. unaguaNuUasnnenienaiin (Summary of Clinical Safety)

4.1 nsl@isuen (Exposure to the Drug)

4.2 winnsadliifiaUsyassingg (Adverse Events)

4.3 nMsUsLiiuNaneAanaNviesl UuAnIs

(Clinical Laboratory Evaluations)
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4.4 FeygedTn, FNNUIINNITNTINTNNY, LaTOFINADUINETUAIIL
Uanany (Vital Signs, Physical Findings, and Other Observations Related to
Safety)

4.5 anuvaeadelunquiiavwazluaniunisalfiey (Safety in Special

Groups and Situations)

4.6 ToyanaeannsImeen (Post-marketing Data)

AANUIN 4 (Appendix 4)

5.UANNEDYBIUAAZNNSANYI (Synopses of Individual Studies)

Section D. A1519518N15VINISANYINIIARUNNINUA
( Tabular Listing of All Clinical Studies)

Section E. $7891Un15ANYIM19AATN a1l

(Clinical Study Reports (if applicable)

1. S7899IUNSANYIVBITANEVNTTH

(Reports of Biopharmaceutic Studies)

1.1 $7997UN15ANY BA (BA Study Reports)

1.2 S189UMsAnw L UTsUigU BA %58 BE

(Comparative BA or BE Study Reports)

1.3 s1991uMsAnwANNduiusUeInsnassluraonnassiayludediain

(In vitro-In vivo Correlation Study Reports)

1.4 978U TIATeAlneTYIswasI5 R e dmsunisfnuluuywd

(Reports of Bioanalytical and Analytical Methods for Human Studies)

2. enuYssAnwiietasiundvaaumansiild  Javanainuyed

(Reports of Studies Pertinent to Pharmacokinetics using Human
Biomaterials)

*mu ACTR & ACTD on Efficacy (clinical) & mudiariivun NCE dasiushdotl

*mudermuauazienansfidetun NI lifesdudn weBu NCE andeu, NS Su
o where applicable, i.e. change of route of administration due to change in

formulation.

2.1 T19NUNMTANEINITIVAUNAIENILUSAY (Plasma Protein Binding Study

Reports)
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2.2 S18UNTANYUAYINUNUNUAANAULEZOURIAI81V081 (Reports of

Hepatic Metabolism and Drug Interaction Studies)

2.3 Seaumsanelaglitrianduuesuywd (Reports of Studies Using

Other Human Biomaterials)

3.5789UMsANYINFYIAUAIEAT luNYBE

(Reports of Human Pharmacokinetic (PK) Studies

3.1 9180UMIAny PK TulSunismeaesguamd wagnisnusios seesulsn

(Healthy Subject PK and Initial Tolerability Study Reports)

3.2 s181uMsAny) PK Tugthe uag Minusiseszeslsnisy (Patient PK

and Initial Tolerability Study Reports)

3.3 9891UM3ANYY PK lunguusesnnsdiey (Population PK Study

Reports)

4.5789uUMsANYINFYNAAIEASIUNYBE

(Reports of Human Pharmacodynamic (PD) Studies)

4.1 $799UN15ANY PD wag PK/PD 1u&§§Uﬂﬂiw®aaﬂq5ﬂﬂ1Wa (Healthy
Subject PD and PK/PD Study Reports)

4.2 789°UN5ANYT PD way PK/PD TugUae (Patient PD and PK/PD Study
Reports)

5.5189°UNsANIAUUSEANS A NLazAuUaRAAY (Reports of Efficacy
and Safety Studies)

5.1 M8avesNsAnyIneddnidngumuaudufeadesiudeuddiuds
17 (Study Reports of Controlled Clinical Studies Pertinent to the Claimed

Indication)

5.2 1891198IN15AnyImMeAdlne1e Nliingualuaw (Study Reports of

Uncontrolled Clinical Studies

5.3 MenumseneideyansAnniinnimilinisdnm sudans
Jpzvinalaesufidussfousuumunsiesmgiefuunazmsinszilas
L%amismﬁi’iayja (Reports of Analyses of Data from More Than One Study,
Including Any Formal Integrated Analyses, Meta-analyses, and Bridging

Analyses )
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5.4 swamumiﬁﬂwmmaﬁﬂﬁm (Other Clinical Study Reports)

5.5 LHUARMILANUABAABINNTSIYYY (Pharmacovigilance Plan) lanig

v

TrguF Uyl

6.5189MUVB9USTAUNSAINAIAINNTTINNUBE (Reports of Post-

Marketing Experience)

7.UUUNBSUTIEUVDETUNINAGRIN TR wazdUaeniinisnadraneue

a¥918 (Case Report Forms and Individual Patient Listing)

Section F. Lanﬁ’ﬁé”mﬁﬂﬁﬁ’lﬁmu (List of Key Literature References) v v

* = Shall be submitted upon requested

2.4.2 electronic Common Technical Document (eCTD) tJunisdutenasngifoudisuenlaeiznisg
a g a ea Y v Y a a U =% Y o a
auinnselindusznaumigdayanuamnn Ussdnsua uazanulasady Fedeinuamanaiialsenialay
ICH (ICH eCTD specification) Jaguu eCTD gneeuiusgraunsvats {uinasgiunanstunsiunedeusisu
aa a & a ¢ & o a [ a & aNa a [ 3
g1lagisnediannsaidndvialan eCTD 9995UNTUTZIIULDNANTIUA NWUENILTWI9ATTINVOING P T U]
(Support life-cycle management) lassas1aves eCTD T¥nuguuuy ICH CTD Wunisdmisedenansmieis
neBidnnsednd anusasesiunisiuluguiuy ATCD laennsdug (mapping) lastasnadeya’ Usenaudie

LONANSVRINARS LU U 5 %129 (module) Ten

Module 1
Administrative
and prescribing
information
(not harmonized)

Module 2
: Nonclinical Clinical
Quality overview overview
overall : 7o
summary Nonclinical Clinical
summary summary
Module 3 Module 4 Module 5
Quality Nonclinical Clinical
data study reports study reports

sUnni 2 uanslassasiadeyaved electronic Common Technical Document (eCTD)?
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v '

#U20 1 (Module 1) Administrative Information and Prescribing Information A998y a7 1A 829 941U

Y

=Y

= i A o a' v & a a I UMYy 1w
ﬂ{]izL‘UEJ‘UGUENLLmagﬂﬁgLVlﬂ‘Vlﬂ'ﬁﬁu@L'E]ﬂa'ﬁ‘ﬂ‘ﬂ%ﬁ@ﬂEJUI‘Uﬂ'ﬁGUUVWL‘UEJu Iﬂﬁ]ﬂ@ﬂﬂﬂi%ﬂ@‘wﬂaﬂlﬂ&ﬂ GUE]ll“ﬁsU@Q

[y

H3UaUNINVSBRBUMYTUNzITYY Yeyandnsiue Tundudvetunsleu

mswﬁ 6 ,eN@15tU module 1 U89 eCTD structure

Module 1 eCTD structure

1 Administrative Information and Prescribing Information

1.0 Cover Letter 1.0.1 Tracking Table

1.0.2 Cover Letter

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

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
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Module 1 eCTD structure

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

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

1.8 Information relating to

Pharmacovigilance

1.8.1 Pharmacovigilance System

1.8.2 Risk-management System

1.8.3 SMP Protocol
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Module 1 eCTD structure

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 Other

%#U2A 2 (Module 2) Common Technical Document Summaries ﬁasﬁa;ﬂaﬁaqﬂmvmmqﬂsumLLGiasa'au

aa

vosfeyarsiununin wiratinuazadiin Tudiemiailazdudeunndaiunisdniesenaiswuy ACTD

A1519% 7 enanslu module 2 ¥ eCTD structure

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
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Module 2 eCTD structure

2.3.P Drug Product - NAME

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 Nonclinical Written and

Tabulated Summaries

2.6.1 Introduction

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
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Module 2 eCTD structure

2.7.6 Synopses of Individual Studies

U0 3 (Module 3) Quality #1358 Chemical, Pharmaceutical and Biological documentation ﬁa%’azgaéfm

AMAINVIINNATIAEITUNTEUIUNTNARLALAIUANNITHANVRIAI81d@ATY (drug substance) wag &R

(drug product)

A1519% 8 Lenanslu module 3 ¥ eCTD structure

Module 3 eCTD structure

Quality

3.1 Table of Contents of
Module 3

3.2 Body of Data

3.2.S 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.S.2.2 Description of Manufacturing Process and Process

Controls

3.2.5.2.3 Control of Materials
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No. | Activity/ Documents Scope
1 | Registration Module 3 Quality part (Submit variation or change to regulatory health
authorities)
Formulation and Process development, following Quality by Design Approach,
Analytical methods transfer
2 | Quality system Quality manual
3 | Manufacturing facilities Facility
Utilities (Utilities qualification)
Equipments (Model, principle of working, capacity of equipment qualification, ,
critical equipment component, calibration & preventive maintenance program of
equipment)
4 | Raw materials and active | RM & API source list
pharmaceutical ingredient
(API)
5 | Production Manufacturing Processing (Process validation report/ In-process control / Hold
time study/ Process development report/ Scale-up report)
Packaging process (Packaging material specification/
Cleaning process (Cleaning validation report)
6 | Quality control: analytical | Drug substance (Specification/ Analytical procedure /
method transfer Analytical method validation Protocol and Reports)
Excipients (Specification/ Analytical procedure )
Drug product (Drug product specification/ Analytical procedure /
Analytical method validation Protocol and Reports/ Stability data)
Reagents, reference standards, working standards and impurity standards
7 | Warehouse Approved supplier list, Storage condition for API/ RM
8 | Other Annual product review, history of changes

Gap analysis
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3.2.P Drug Product 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
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3.2.P.5.4 Batch Analyses

3.2.P.5.5 Characterizations of Impurities

3.2.P.5.6 Justification of Specifications

3.2.P.6 Reference Standards or Materials
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(aUav.) nsudydnans dndnaudseiudsay) Jeganguen ICD-10 (International Classification of Diseases

and Related Health Problem 10th Revision) LLaSGﬁagaﬁszﬁwm PNUIN

v

- Imatinib Tulagtuiinanenandiydndinnadsemarsutiann e1avitlvinisudadulunaines

a %

- Erlotinib Tulaguuiidnaneaniey 4 510 uaz Erlotinib 150mg 1WuenludyTendnutemnfiugy
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- Gefitinib Tudagtugnaneadydiidosseuseana 2 US¥n insuinluewanidsaediiiiugin
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aY a LY

- Dasatinib lutlvqUudelifidnanenandyuay Dasatinib WusnludyTemanussfiuds

Y

- Palbociclib tWusrigrunlni tazdianuiisuiindu Ribociclib @1usun1slgsnunlsa metastasis

breast cancer (Ribociclib Uagtuduenieglunsudaina)

a o

- Sorafenib Tullaguudelififudneandiayuasidueeglunsudaydnas

Y
- Lenvatinib Uagtulsleglunsulny®@nats uazdalifideyaiiiome

- Everolimus lutligtudalsifiveya

ICD-10 (International Classification of Diseases and Related Health Problem 10th Revision) e Tay@isiuunlsasswinsdssmeatuudly ased 10 Wuszuuiilesdusznou
Aty 2 dau dall 1. szuumsiamneavgedlsauasdymaguamensginuluuyud uae 2. szuusialsawazsialmauam e davhdulasesdniseundiolan
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= n: v .:I % o (% d‘ Vs =1 Y a ] Y A
LANLLU YW FDNIIAN 2aMIYIF1AY BOHIVORIN ﬁagwammaﬂizmﬁ ﬂszmﬁgwam
1. | Imatinib ( ATC code : LO1XE019901)
YIAULUU
1C 46/58(N) GLIVEC 100 MG imatinib mesilate | Tusfa (Usewnelng) 9199, | NOVARTIS PHARMA PRODUKTIONS | Germany
U GmbH
1C 41/60(N) GLIVEC 400 MG imatinib mesilate | Twans@a (Uszinelne) $11m, | NOVARTIS PHARMA PRODUKTIONS | Germany
U GmbH
1C 135/47(N) GLIVEC 400 MG imatinib mesilate | Tuasia (Usewalng) 31799, | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
USen NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
UGG
1C 15092/62(NG) | IMATINIB TEVA 100 imatinib mesilate | #aun1swnng 31190, VSN PLIVA CROATIA LTD. Croatia
1C 15005/62(NG) | TINIBAT 100 imatinib mesilate | #aun1swing 31190, VSN RELIANCE LIFE SCIENCES PVT. LTD. | India
ALVOTINIB 100 MG imatinib mesilate | salaau (Usswnelng) $71a, REMEDICA LTD. Cyprus
1C 29/57(NG) .
YIYn
IMNIB 100 imatinib mesilate | LaAABSA WANWAT (Usend | INTAS PHARMACEUTICALS LTD. India
1C 15126/63 (NG) o
na) 31im, USEn
VEENAT 100 imatinib mesilate | WBALAUAT WARALAS 311m, | NATCO PHARMA LIMITED India
1C 22/63(NG) .
YIYn
1C 15093/62(NG) | IMATINIB TEVA 400 imatinib mesilate | #aun1swnng 31190, VSN PLIVA CROATIA LTD. Croatia
1C 15006/62(NG) | TINIBAT 400 imatinib mesilate | @aunswnng 3119, VSN RELIANCE LIFE SCIENCES PVT. LTD. | India
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1C 30/57(NG) ALVOTINIB 400 MG imatinib mesilate | dalatau (Usemelve) 911m, | REMEDICA LTD. Cyprus
UIEN
1C 15127/63(NG) | IMNIB 400 imatinib mesilate | uoAABsA W@aNLAT (Uszina | INTAS PHARMACEUTICALS LTD. India
na) 1w, VSN
1C 21/63(NG) VEENAT 400 imatinib mesilate | waaLaus1 wWaRALAT 917, | NATCO PHARMA LIMITED India
UIEHN
1C 1/60(NG) IMATERO-400 imatinib mesilate | tevimels (Insuaus) $119, HETERO LABS LIMITED India
U
2. | Erlotinib (ATC code: LO1XE030000)
YIAULUY
1C 31/60(N) TARCEVA (FILM-COATED | Erlotinib Is9lnsuaun 911in, USEN F.HOFFMANN - LA ROCHE LTD Switzerland
TABLETS 100 MG)
1C 62/62(N) TARCEVA (FILM-COATED | Erlotinib 1s9lnsuaun 911in, USEN DELPHARM MILANO S.R.L. ltaly
TABLETS 100 MG )
1C 44/61(N) TARCEVA (FILM-COATED | Erlotinib 1s9lnsuaun 911in, USEN F.HOFFMANN - LA ROCHE LTD Switzerland
TABLETS 150 MG)
1C 100/55(N) TARCEVA (FILM-COATED | Erlotinib 1s9lnsuaun 911in, USEN DELPHARM MILANO S.R.L. ltaly
TABLETS 150 MG)
UG ENGY
1C 31/61(NG) FRLONIB 100 Erlotinib WAL WrsungRnea 911A, | HETERO LABS LIMITED India
UIIN
1C 15134/62(NG) | ERLOTINIB TEVA 100 Erlotinib daunsuwne 9119, VTN S.C. SINDAN-PHARMA SR.L. Romania

49




wanziian Hoanan Hodrmdamn Fafsuauna BagNANAL TN Uszinaguan
1C 15110/62(NG) | ALVOCEVA 100 MG FILM- | Erlotinib daliau (Uszinelve) 910, | REMEDICA LTD. Cyprus
COATED TABLETS UM
1C 32/61(NG) ERLONIB 150 Erlotinib UALLUDS vxhi‘miujaﬂaa 911m, | HETERO LABS LIMITED India
UIEN
1C 35/61(NG) ERLOTINIB SANDOZ (150 | Erlotinib lunsia (Usenelne) 911m, | REMEDICA LTD. Cyprus
MG) UIEHN
1C 15133/62(NG) | ERLOTINIB TEVA 150 Erlotinib daunsuwng 9119, UTEN S.C. SINDAN-PHARMA SR.L. Romania
ALVOCEVA 150 MG FILM- | Erlotinib daluau (Uszinelve) 91, | REMEDICA LTD. Cyprus
1C 15111/62(NG) .
COATED TABLETS UM
INERLOTINIB Erlotinib dumn (Usewalne) 911a, REMEDICA LTD. Cyprus
1C 20/62(NG) .
U3en
3. | Gefitinib (ATC code: LO1XE020000)
YIAULUY
1C 120/55(N) IRESSA Gefitinib Is9lnsuaun 911in, USEN F.HOFFMANN - LA ROCHE LTD Switzerland
RGNy
1C 15046/63(NG) | GEFITINIB ALVOGEN 250 | Gefitinib daluau (WUszinelne) 91, | LOTUS PHARMACEUTICAL CO.LTD. | Taiwan
MG USEN
1C 43/63(NG) INGEFITINIB Gefitinib dumn (Usewalny) 911a, REMEDICA LTD. Cyprus
UIEN
1C 60/63(NG) GEFITINIB SANDOZ Gefitinib Usen Wwsaa (Usene REMEDICA LTD. Cyprus

ne) 119
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1C 15089/63(NG) | GEFITINIB TEVA Gefitinib YS9 171 Wasan TEVA PHARMACEUTICAL Israel
(Uszwalng) 311ia INDUSTRIES LTD.
4. | Dasatinib (ATC code: LO1XE060000)
YIAULUY
1C 18/52(N) SPRYCEL (TABLETS 20 Dasatinib USEM Uianea-lulwesa ASTRAZENECA PHARMACEUTICALS | United States of
MG) amauy Whsun (Useindlne) LP America
nehlel
1C 19/52(N) SPRYCEL (TABLETS 50 Dasatinib VTN Usanea-luluesa ASTRAZENECA PHARMACEUTICALS | United States of
MG) anuy Y5 Wszndlne) LP America
119
1C 20/52(N) SPRYCEL (TABLETS 70 Dasatinib USEM Uianea-lulesa ASTRAZENECA PHARMACEUTICALS | United States of
MG) amauy Wsun (Useindlne) LP America
il
1C 11/53(N) SPRYCEL (TABLETS 100 | Dasatinib VTN Usanea-luluasa ASTRAZENECA PHARMACEUTICALS | United States of
MG) anuy Yhsun Wssndlne) LP America
10
5. | Palbociclib (ATC code: L01XE330000)
YIAULUY
1C 68/60(NC) IBRANCE (CAPSULES 75 | Palbociclib U3 Irlwed (Uszdle) PFIZER MANUFACTURING Germany
MG) 719 DEUTSCHLAND GMBH
1C 69/60(NC) IBRANCE (CAPSULES 100 | Palbociclib U3 Irlwed (Uszwdley) PFIZER MANUFACTURING Germany
MG) 719 DEUTSCHLAND GMBH
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1C 70/60(NC) IBRANCE (CAPSULES 125 | Palbociclib Ustm lilwes (Uszinelne) PFIZER MANUFACTURING Germany
MG) 1A DEUTSCHLAND GMBH
6. | Sorafenib (ATC code: LO1XE050000)
YIRULUY
1C 60/50(N) NEXAVAR Sorafenib vion lueeilne 91ia BAYER PHARMA AG Germany
7. | lenvatinib (ATC code: LO1XE299901)
YIAULUY
1C 22/59(N) LENVIMA (4 MG) lenvatinib U3Em toly (Uszinalne) 115 | PATHEON INC. Canada
mesilate WAnis $arin
1C 23/59(N) LENVIMA (10 MG) lenvatinib U3Em toly (Uszinalne) 115 | PATHEON INC. Canada
mesilate WAnRs $ain
8. | Everolimus (ATC code: L04AA180000)
YIAULUY
1C 190/47(N) CERTICAN ( 0.1 MG Everolimus Usom lunsifa (Usemelng) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
DISPERSIBLE TABLETS) 119 NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
1C 186/47(N) CERTICAN (0.25 MG Everolimus UTon lunsfa (Usemelne) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
TABLETS) 19 NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
1C 191/47(N) CERTICAN (0.25 MG Everolimus Us™m lunsfa (Useimelng) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland

DISPERSIBLE TABLETS)

o

3109

NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
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wanziian Hoanan Hodrmdamn Fafsuauna BagNANAL TN Uszinaguan
1C 187/47(N) CERTICAN ( 0.5 MG Everolimus o lunsfa (Usemelng) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
TABLETS) 1A NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
1C 188/47(N) CERTICAN (0.75 MG Everolimus UTon lunsfa (Usemalne) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
TABLETS) 37179 NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
1C 189/47(N) CERTICAN (1.0 MG Everolimus Usom lunsfa (Usemelng) | NOVARTIS PHARMA STEIN AG(FOR | Switzerland
TABLETS) el NOVARTIS PHARMA
AG.,BASLE,SWITZERLAND)
1C 28/62(NC) AFINITOR (2 MG Everolimus UTon lunifa (Uszmelne) | NOVARTIS PHARMA STEIN AG Switzerland
DISPERSIBLE TABLETS) 19
1C 29/62(NC) AFINITOR (3 MG Everolimus o lunifa (Usemelne) | NOVARTIS PHARMA STEIN AG Switzerland
DISPERSIBLE TABLETS) 37179
1C 114/53(NC) AFINITOR (5 MG) Everolimus o lunifa (Usemelne) | NOVARTIS PHARMA STEIN AG Switzerland
iy
1C 30/62(NC) AFINITOR (5 MG Everolimus o lunifa (Usemelne) | NOVARTIS PHARMA STEIN AG Switzerland
DISPERSIBLE TABLETS) 37179
1C 115/53(NC) AFINITOR (10 MG) Everolimus o lunifa (Usemelne) | NOVARTIS PHARMA STEIN AG Switzerland

o

3109
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4.4 wan1sUszyalviAuuzdn 139 wuamensaliunisatenanmalulagnisuannguensnu

uzi39vlnyan( Targeted Therapy)

mafidelainsdauszyulimuuz Fee wumnsmsdidunsareneamaluladnisuannguen
SnwmziSeviingadn (Targeted Therapy) Tufusansi 3 waednieu 2563 lnsanansaaguanuiiiuvesd
Usegalldwadl
nsfntdeneniinasrinnsaneneamalulad

semsfiasdeniinisaeneanalladidusuiuusn Wud Erlotinib esanidusludayden
s Flwsnmmsldoluowanedifiuntu SnvklutlagtudsduidneandyroutreiiosTei
Timalssoundanduiusilunsziiannsautsiunms msnanald safs Erlotinib feglusede “dyTen

yadmazantunissesanstungdeudisuen” Magaunsatisdiuisanuazainlutunaunistunsleu

% =
g leuINTU

'
v a ) o [

Palbociclib daluandudiun 2 dmsumsinnmsaeneamalulad lesantagUuluiussmenandy
ylilsanundandudueilunszasaunsadulndneadysneusnvestssnalngld dawaldaiuise

ATDUATOIAIULUINIINITHAALAADUT1IUIN Li1D991NaNTaanTIANNEs LR laAuY 191N (anuuleue

OQd’I % 1%

Yodlsanunanndyiaaiiunseasigatunisiisevestssvulng nglivimanilsunn) 8nnslueuen
mnnalsanurdnndvsuilunszisaunsondn Palbociclib lisiarawdaianiniten Ribociclib azédina

e Palbociclib asnsaussyeglullemanuianaununen Ribociclib 1a

I a o

g1 Dasatinib dniduedudenit 3 dwsunisaneneanalulad esnlulaguudaluduigven

angiyvhlrlsanundanduiusilunseasanunsadiaseuasesdiuiimansnatnlaunn snvedaduenly

v A v I a

T vanwiiasnf danalinusunannsireluaunani ki s AiNaInUy

o

[ 7 '
I [

atlgnegludnydevanuianassisiaueigumusseznafiiul lunendudueieguan

Y

Uydemanaziuuliusiafanas fedusindanuiisusindu @ansaldunudulalunisshelsaneai)
aunsasmaunugiaeegludydervaniiula 1wy g1 Erlotinib fuen Gefitinib wagen Palbociclib fu
81 Ribociclib tJudu

LUINIINITANENBAMNAIULAENISHANYN

Joyanisaiiunisinevenmalulagaunsadnyienaisauiladaseazidealiuiiunying de
‘-gwm'iaj FAAVLUINIIVDS Annex TWHO guidelines on transfer of technology in pharmaceutical
manufacturing, Pharmaceutical Production and Related Technology Transfer, Applications for

Finished Pharmaceutical Product (FPP) Prequalification based on Technology Transfer (TT)
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= v
uni 5 unaguuasdaiauauuey
5.1 agunanisinen

Msfinw Bos wuInenisandunisatenaamalulagnisndanguensnwinsis ey wii
(Targeted Therapy) 1 AsauAquatLanIsAmaanelunguinwuzssaladifiuiaula nsAadend i
walulag (Sending unit) karnsinsguAIUNTausuNIsAeneamaluladgdmsudSunisateneamalulag
(Recieving unit) $18A15LONEITUAEATEUIUNSTLABIAUNNSE18NoAALLUlaE AaeAIUNITIANTEULBNETS
o U d’{ = =2 Y dy
dnsutungiteuenelulsema agunanisfinuilansil

Fen1seInguesneuzisiagut (Targeted Therapy) Mifinnsuuziilaun Erlotinib, Palbociclib
wag Dasatinib mua1du lngiansanandeyasemamedouiSueilasueudludsemealng Ysenauiu
PoyaluBelTunanisidendus nemuguam 3 neau (nsudaydnans ava. wag avav.) Jeyanguen ICD-10
¥ a bt I o Y o k4 ! dy v v = Y
Toyaszu1nineg) Wisuieudnnuauldiviuuauldenlunguil (euldndndanissne)

Tofinnsanlunsdnidenglinalulad (Sending unit) Wu mniingidewsiSuiilasueyd@ng e uain
wlguifuguasiue1iianudundadunguuszmanmuiugs (Stringent Regulatory Authority) Lu
ansgeisnis annmelsy eeamside GUu way/vIeasanisewndelan d1UnauAMENIIUNITOIMTHALET
9198198 wan1sUseifiueg 1 ufugULuuns audIuUsEnaunsiiasanved unzideudings dmsu
wwanen1stungideu wuzilidurmaetunyideuiisuenlaeisnisdiannsednd lnsdunsgiuias

aaaa

lassaiedeyaveansinieuenaisaulediey 8391A (ICH eCTD) muuuInensiaIsame e udsuen
Lqu‘meﬂ’uﬁﬁuﬁwaéﬁgumﬁauﬁi’w%’umiﬂa%%maﬁLﬁmnsaﬁﬂﬁmaaﬂaqwﬁmﬁ’meﬁqmmwui’mﬂismmzmi
U3N1S (8U.) uay ICH CTD Guideline

Nnfeyamsaneneamaluladifioansyoziauasnineinslumidouasimun wasidussdamud
desesonlumananednuuzdajaiiiug Tasdinsdidunmsnunszuaunisiatedniadedamgl
walulad (Sending unit) UismgnaneTusnsUszmafidanamionlunsdavimzideusuazgnsondniu
nseenenmalulad wazRiannsananarumieslusussdanuimanisnanifimasnisuanlndifssiues
Tssundususlunsyi3fidudfunisdenenmelulad (Recieving unit) avian1sTiAs1est msUsedy
AN wazmsliduinwinasnautielunsdiiiuniseusuynains iewmsuninunie uiuesdaauy
dmudamiemenansdmiutunsdousnnelulseme meldlssnundnndudasilunsed s1ineds
nsaldall

Fanns@nwdananaldfinsussadlimuugiun Tssnusdandssiusilunsgds s1ing1dequn
50l Bo wwmsmssuiunisatenenmaluladnisndnngueninumeziSauiag i Targeted Therapy)

Tududsnnsh 3 wgAdnieu w.e. 2563
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5.2 YaLEUDLUL

wuvnsmssuiunsaevenmalulaniswanngueninuussesiiagad (Targeted Therapy) 1
Huiftssuumdlumsfinsandeyaludesiu dmsunahluldierauwamdunsieneamalulad
msuanlUIuATURTEUIUNS TuswanmsTimsifisdudeyanassnmnaninsion AsoUAqUAGBAITIYI
nsanenenmaluladnaniugien (Technology Transfer Life-cycle) wazainn1sanwAuanluseninednyi
LInMIEeneamalulagnisHane1 nuiinsweunsteyanisaneveamnalulagnisuaneiliuintn
dinauangnssunmsemsuazsmstimsdnideya Weduadunsdeveamaluladegnausyuy Wy
osdmmslunsegenimuWanAusTnsz U SHAR elulaBnsudnindnendstusiely Tigtaeida
enlfosnamnzay duasuliAnadosnmuazdussaluszuulsefuguaw Ssagdeliithedionnsuay
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