ANSANHIMUT U ULDNEAISNNSEUTUNLLD I ULALTUNDUNSVUNLL DO U
gl uUseIAELNTNOTeU 6 USLNANAN

TIngldnseunnAnngszideudes ACTD/ACTR

1. wNaNdna ysayInad
2. Wg3ssins fusilae

3. WA L591aTeyLame

¥

TasensUsyayinusiiludrunilsvainisfnemunéangns
WHYAENTUNG d191I B NEVANENT
AMZNFYAIENT INIAINITAUNNINEGIAY

Un1sAnwn 2557

[ 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.



Comparative study of new drug registration dossier and processes in

6 key ASEAN countries using the ACTD/ACTR framework

1. Sirimas Buranaburivast
2. Jirapat Pimlai

3. Pasit Rotcharoenwet

A Senior Project Submitted in Partial Fulfillment of the
Requirement
for the Doctor of Pharmacy Program in Pharmaceutical Sciences
Chulalongkorn University

2014

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an Y a S ] Ao o
Lﬂuuﬂmay‘ammua@mmaﬂmmuﬂ?iymmwuwmmummmzﬁ‘ﬂmm
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



[ v 3 a /A = [
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I Y aa Y a I 1 ] Ao o
Lﬂu!LﬂNﬂlﬂyjamﬂﬂu@W]m’lﬂl@ﬂIﬂi\‘N'lu‘]J%iLliy'luWH‘ﬁ‘V]ﬁﬂW'lu“l/]'lﬁﬂmgﬂﬁx‘iﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



Tasanséaud 3.2

= =%
Un15Anw 2557

(% 1 a -4
unAngaUIIInus

JalATINIG - MsAnwIUSsUBuLeNasNsEuTUng Jsukaz JunaunsTune Jeuan ivaly

UssinAaunTna ey 6 Ussmeanan tngldnseuiuifnngseileusas ACTD/ACTR

Wmtilaseng DUNENETINA ysauInad 5336577533
g3aulAsang ruedsing failay 5336507633
L NENGYg l59tllaSeynard 5336551133
¢ a a o a
2191389UTnW¥ L HANGLT.ANIN 1503 oTiunlyf
2197158NUTNYS M : ngy.Usganssal NazWaunay
#1U1/01A3Y1  LNAYANANSHIAULAZUINNS

Tudagiunistunzdeueivewnuszmaluendeu feaduldaiu ASEAN common technical dossier/ASEAN
common technical requirements (ACTD/ACTR) usviaillumsufufinu wuiluwsagUszmaiizuuuy doivuaienans
wagtumaunITunsidouiuandraiu - FuiliuwiAniesnisussaasienasunsidoureginiaiiguassalunis
afiunts nstunsdouslnl lnsanizdsueUssaniiddeddgdudaenlnd (New Chemical Entities, NCE) avn
Uszwedinsimuanasinistunsidounidesnisenasmangiudiuiuunn sulddivuneu Alddne wasszezalunis
a ~ P % X ~ o o | o g v = .
fnsamzideuuiuiign nswilasuamenistunsideusn NCE dwmsunsazUszne agviliniswseuenalsinay
Asufunargneinwnndaly dwalildsuniseyliinadowstu endsamnsaeengnanliiiatu Feawnsaanaudelonia
M9n15ALe

AnnUsEasd 1) AnwiANuwiaularANULANA19UessULUU Jafvunenans wardunaunistudunsidoueiln 2)

T Y
Anwnanastunyilousisue g unsideuass

3813338 1) Anwenansnguune szileudetedu wastuneulunstunsideusiivid Tudsswaaundnedou 6
Usziwmendn F9loun Ine uiade Faalds Huauy duleilde wasiautud Ineldisnsnumuissanssy 2) Anvneideu
frsvenindfvunzidonass 1 dsu ludsemaaundnandeu 3 Usvna laun Tne vua@es wavdeals lnawSeuiieu
netdgussuaseiunuunesuenas Jefviun wazdunauasn1siuTunsideuening

nan13338 MnnsAnyILUTeUTisunsIdsuasiukwInuiiRvesnstunzideouen wuiwmsidewssdinisldenans

Y o <, a wa Y & A ) a a wa & ~ '
wazdoivuadulumunuimnaujifvesUszsmanuies usnsiillowseuiiisuiuinisufifvesnistunsidounesusas
Useine gnuItenasnstungideuisveunasyssinaianuuananaiuluunediu dudeiiruanisiungideusnln

o v
LY = a

wiarUseinaidafinuafiuananatuly wuhertududuneunistung dousnlnd FJawnnsraialudiuesdnssuiuau

<ol

oy sruunisButunadeu Suutuims faniiutunadou amnild uasasssudon

ayuua wihnguneeilugiinaedeulsdnsussaasiidenadosiu uwilumafifindunuiusdasszmandsd
TwanBeafiunnsnatuly mnenuusnisesteriauamatu vungnsiauenaissUuuunasitanasoysannsld
swusussmmBuluondouldsoly Tnsenasguuuunananansolisunsdeuldtunnussmaandnondeu Tazdae
”LﬁaﬂéfmquuazL';m‘uaamsfzjyuml,ﬂsum wioudvausadndienlndiingussimadialugiinalanfonqiu dawals

Useguanunsainfeenlndldsingdu

ARLNAYFNERS ETOTUAN
PAINTUIN IR A8HWORINITENUTAYY o

[ 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.



Project No. 3.2
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Abstract

Senior project title : Comparative study of new drug registration dossier and processes in 6 key

ASEAN countries using the ACTD/ACTR framework

Students’ name : Miss Sirimas Buranaburivast 5336577533
: Mr. Jirapat Pimlai 5336507633
. Mr. Pasit Rotcharoenwet 5336551133

Advisor . Asst. Prof. Puree Anantachoti, Ph.D.

Co-advisor : Miss Prapapan Peerapatanapong

Field/Department : Social and Administrative Pharmacy

The pharmaceutical product registration requirements of ASEAN countries are harmonized by ASEAN
common technical dossier/ ASEAN common technical requirements (ACTD/ACTR), however in practice each
country remain using different formats, and requirements. Although these minor differences are obstacles in
harmonizing pharmaceutical product registration. To register new drugs especially New Chemical Entities
(NCE), applicant has to submit a lot of documents, take long time to get the document approved. The more
time it takes, the more opportunity cost it has to bare Understanding pharmaceutical product registration
requirements makes the documents completely prepared and quickly approved. Finally, drugs can be
launched faster and the general public can access to new drug.

Objectives 1) To study similarity and difference of formats, requirements, processes of new drug

registration. 2) To study new drug registration dossiers.

Research method 1) Review laws, requirements and process of new drug registration in 6 ASEAN
countries which were consist of Thailand, Malaysia, Singapore, Vietnam, Indonesia, Philippines. 2) Compare
formats, requirements, process of new drug registration with new drug registration dossiers in Thailand,
Malaysia and Singapore.

Result From comparing dossier and guideline for new drug registration, the result revealed that dossier

followed the guideline of each country. However, there were some different formats of dossier. The new
drug registration requirements were also vary. For new drug registration process, they had difference licensing
authority, submission process, duration of registration, applicant, language, and processing fee.

Conclusion Although law on drugs and medical products of ASEAN countries were harmonized, in
practice each Drug Regulation Authority (DRA) had small different process and regulations. These distinctions
led to idea to create integrated format of new drug registration that can be used among ASEAN countries.
Integrated format can reduce cost and time of registration. Moreover, we can totally distribute new drug in

ASEAN countries. As a result people will access new drug faster.
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Part I: Administrative Data and Product Information

Section A Introduction

Section B Table of Contents

[EN

Application Form

2. Letter of Authorisation (where applicable)

W

Certifications
4. Labelling
5. Product Information
Section C Administrative Data and Product Information
1. Application Form
2. Letter of Authorisation

3. Certifications

® For contract manufacturing:
a. Licence of pharmaceutical industries and contract manufacturer
b. Contract manufacturing agreement

c. GMP certificate of contract manufacturer

® For manufacturing “under-licence” (country specific) :
a. Licence of pharmaceutical industries
b. GMP certificate of the manufacturer

c. Copy of “under-licence” agreement
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® For locally manufactured products (excluding the above):
a. Licence of pharmaceutical industries

b. GMP certificate (country specific)

® For imported products:
a. Licence of pharmaceutical industries/importer/wholesaler (country
specific)
b. Certificate of Pharmaceutical Product issued by the competent
authority in the country of origin according to the current WHO format
c. Site master file of manufacturer (unless previously submitted within
the last 2 years) (country specific)
4. Labelling
5. Product Information
5.1 Package Insert
5.2 Summary of Product Characteristics (Product Data Sheet)

5.3 Patient Information Leaflet (PIL)
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Part ll: Quality

Section A Table of contents

Section B Quality Overall Summary

® S. Drug Substance

S.1 General Information
1.1 Nomenclature: Chemical names, other names and CAS number
1.2 Structure
1.3 General Properties
S.2 Manufacture
2.1 Manufacturer (s)
2.2 Description of Manufacturing Process and Process Controls
2.3 Control of Materials
2.4 Control of Critical Steps and Immediates
2.5 Process Validation and/or Evaluation
2.6 Manufacturing Process Development
S.3 Characterization
3.1 Elucidation of Structure and other characteristics
3.2 Impurities
S.4 Control of Drug Substance
4.1 Specification
4.2 Analytical Procedures
4.3. Validation of Analytical Procedures
4.4. Batch Analysis
4.5. Justification of Specifications
S.5 Reference Standards or Materials
S.6 Container Closure System

S.7 Stability
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® P. Drug Product

P.1 Description and Composition
1.1 Description
1.2 Composition
P.2 Pharmaceutical Development
2.1 Information on Development Studies
2.2 Components of the Drug Product
- Active Ingredients
- Excipients
2.3 Finished Product
- Formulation Development
- Overages
- Physicochemical and Biological properties
2.4 Manufacturing Process Development
- Selection and optimisation of the manufacturing process
- Differences between the manufacturing process used to produce
pivotal clinical batches, if applicable
2.5 Container Closure System
2.6 Microbiological Antributes
2.7 Compatibility
P.3 Manufacture
3.1 Batch Formula
3.2 Manufacturing Process and Process Control
3.3 Control of Critical Steps and Intermediates
3.4 Process Validation and/or Evaluation
P.4 Control of excipients

4.1 Specifications
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4.2 Analytical Procedures
4.3 Excipient of Human or Animal Origin
4.4 Novel Excipients
P.5 Control of Finished Product
5.1 Specification
5.2 Analytical procedures
5.3 Validation of Analytical Procedures
- Information including experimental data
- Non compendial method
- Verification of compendial method applicability - precision and
accuracy
5.4 Batch Analyses
5.5 Characterisation of Impurities
5.6 Justification of Specifications
P.6 Reference Standards or Materials
P.7 Container Closure System
P.8 Stability
P.9 Product Interchangeability Equivalence evidence
- In Vitro, Comparative dissolution study as required
- In Vivo, Bioequivalence study as required
Section C Body of Data

Section D Key Literature References
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Part lll: Nonclinical Document

Section A Table of contents
1. Nonclinical Overview and Summaries
Section B Nonclinical Overview
1. General Aspects
2. Content and Structural Format
Section C Nonclinical Written and Tabulated Summaries
1. Nonclinical Written Summaries
1.1 Introduction
1.2 General Presentation Issues
2. Content of Nonclinical Written and Tabulated Summaries
2.1 Pharmacology

2.1.1  Written Summary

° Primary Pharmacodynamics

° Secondary Pharmacodynamics

o Safety Pharmacology

° Pharmacodynamics Drug Interactions

2.1.2 Tabulated Summary
2.2 Pharmacokinetic

2.2.1  Written Summary

° Absorption

° Distribution

° Metabolism

® Excretion

° Pharmacokinetic Drug Interaction (Nonclinical)

2.2.2 Tabulated Summary
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2.3 Toxicology

2.3.1  Written Summary

° Single-Dose Toxicity

® Repeat-Dose Toxicity

o Genotoxicity

® Carcinogenicity

° Reproductive and Developmental Toxicity

2.3.1..1 Fertility and Early Embryonic Development
23.1.2 Embryo-Foetal Development

23.1.3 Prenatal and Postnatal Development
° Local Tolerance

° Other Toxicity Studies (if available)
2.3.2 Tabulated Summary
3. Nonclinical Tabulated Summaries
Section D Nonclinical Study Reports
1. Table of contents
2. Pharmacology
2.1 Written Study Reports
2.1.1  Primary Pharmacodynamics
2.1.2  Secondary Pharmacodynamics
2.1.3  Safety Pharmacology
2.1.4  Pharmacodynamics Drug Interactions
3. Pharmacokinetic
3.1 Written Study Reports
3.1.1 Analytical Methods and Validation Reports

3.1.2  Absorption
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314
3.1.5
3.1.6
3.1.7

4. Toxicology
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Distribution

Metabolism

Excretion

Pharmacokinetic Drug Interaction (Nonclinical)

Other Pharmacokinetics Studies

4.1 Written Study Reports

4.1.1

4.1.2

4.1.3

414

4.15

4.1.6

4.1.7

Single-Dose Toxicity

Repeat-Dose Toxicity

Genotoxicity

4.1.3.1 In-vitro Reports

4.1.3.2 In-vivo Reports

Carcinogenicity

4.1.4.1 Long Term Studies

4.1.4.2 Short or Medium Term Studies

4.1.4.3 Other Studies

Reproductive and Developmental Toxicity

4.1.5.1 Fertility and Early Embryonic Development

4.1.5.2 Embryo-Foetal Development

4.1.5.3 Prenatal and Postnatal Development

4.1.5.4 Studies in which the Offspring are Dosed and/or Further
Evaluated

Local Tolerance

Other Toxicity Studies (if available)

4.1.7.1 Antigenicity

4.1.7.2 Immunotoxicity

4.1.7.3 Dependence

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

I 9 an Y a S ] Ao o
Lﬂuuﬂhﬂlﬁ]y‘ﬁﬂlﬂﬂuﬁ@Li]WJENIﬂiNWU“]J%EIJ‘QJJWMW‘LJ“ﬁTIENWWU‘VINﬂmg‘VIET\‘]ﬂﬂ

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

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



15

4.1.7.4 Metabolites
4.1.7.5 Impuirities
4.1.7.6 Other

Section E List of key Literature References
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Part IV Clinical document

Section A Table of content
Section B Clinical Overview
1. Product Development Rationale
2. Overview of Biopharmaceutics
3. Overview of Clinical Pharmacology
4. Overview of Efficacy
5. Overview of Safety
6. Benefits and Risks Conclusions
Section C Clinical Summary
1. Summary of Biophamaceutic Studies and Associated analytical Methods
1.1 Background and Overview
1.2 Summary of Results of Individual Studies
1.3 Comparison and Analyses of Result Across Studies
2. Summary of Clinical Pharmacology studies
2.1 Background and Overview
2.2 Summary of Results of Individual Studies
2.3 Comparison and Analyses of Result Across Studies
2.4 Special Studies
3. Summary of Clinical Efficacy
3.1 Background and Overview
3.2 Summary of Results of Individual Studies
3.3 Comparison and Analyses of Result across Studies
3.4 Analysis of Clinical Information Relevant to Dosing Recommendations
3.5 Persistence of Efficacy and/or Tolerance Effects
4. Summary of Clinical Safety
4.1 Exposure to the Drug
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4.2 Adverse Events
4.3 Clinical Laboratory Evaluations
4.4 Vital Signs, Physical Findings, and Other Observations Related to Safety
4.5 Safety in Special Group and Situations
4.6 Post-marketing Data

5. Synopses of individual study

Section D Tabular Listing of AUl Clinical Studies
Section E Clinical Study Reports (If applicable)

1. Report of Biopharmaceutic Studies
1.1 BA Study Reports
1.2 Comparative BA or BE Study Reports
1.3 In vitro-In vivo Correlation Study Reports
1.4 Reports of Bioanalytical and Analytical Methods for Human Studies

2. Report of Studies Pertinent to Pharmacokinetics Using Human Biomaterials
2.1 Plasma Protein Binding Study Reports
2.2 Reports for Hepatic Metabolism and Drug Interaction Studies
2.3 Reports of Studies Using Other Human Biomaterials

3. Report of Human Pharmacokinetic (PK) Studies
3.1 Healthy Subject PK and Initial Tolerability Study Reports
3.2 Patient PK and Initial Tolerability Study Reports
3.3 Population PK Study Reports

4. Report of Human Pharmacodynamic (PD) Studies
4.1 Healthy Subject PD and PK/PD Study Reports
4.2 Patient PD and PK/PD Study Reports

5. Report of Efficacy and Safety Studies
5.1 Study Reports of Controlled Clinical Studies Pertinent to the Claimed

Indication
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5.2 Study Reports of Uncontrolled Clinical Studies
5.3 Reports of Analyses of Data from more than one study, Including any
Formal Integrated Analyses, Meta-Analyses and Bridging Analyses
5.4 Other Clinical Study Reports
6. Report of Post-Marketing Experience
7. Case Report Form an Individual Patient Listing

Section F List of key Literature Reference
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No. Malaysia ACTD
Section B: Product Formula
1. Batch Manufacturing Formula Summary of Product Characteristics
(Product Data Sheet)
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Plastic/ Others 6.5 Nature and contents of container
3. | Barcode/ Serial No. (Optional) -
4. | Recommended Distributor’s Price (RM) -
(Optional)
5. | Recommended Retail’s Price (RM) -
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applicable)
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for use in the exporting country? (Yes/ No)
(If no, please state the reason)
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No. Malaysia ACTD
Section E: Supplementary Documentation

9. | Is the product on the market in the exporting Certifications
country? (Yes/ No) (If no, please state the reason)

10. | Date of Issue of CPP Certifications

11. | Date of Expiry of CPP Certifications

12. | Certificate of Free Sale (CFS) Certifications

13. | CFS Issuing Body Certifications

14. | Date of Issue of CFS Certifications

15. | Date of Expiry of CFS Certifications

16. | Certificate of Good Manufacturing Practice (GMP) Certifications

17. | Certificate of GMP Issuing Body Certifications

18. | Date of Issue of Certificate of GMP Certifications

19. | Date of Expiry of Certificate of GMP Certifications

20. | Summary of Product Characteristics Summary of Product
(Product Data Sheet) Characteristics

21. | Consumer Medication Information Leaflet (RIMUP) Labeling
[Previuosly known as Patient Information Leaflet (PIL)]

22. | *Attachment of Protocol Analysis P5.2 Analytical

Procedures
23. | *Attachment of Analytical Validation P5.3 Validation of
Analytical Procedures

24. | *Certificate of Analysis (CoA) Part 2 Quality E)Eﬂ,u
Attachment of Certificate of Analysis for S&P section D
(Batch 1&2)

25. | Other Supporting Document (if any) -

26. Maufgcturequ(Nz;jme and address) iy - Application form

UnaagsdasuiudsuaniiaNys-Hasiuy :

0 9 9
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No. Malaysia ACTD

Section E: Supplementary Documentation

27. | Importer (if any) Application form

28. | Other manufacturer(s) involved, e.g. repacker (if any) | Application form

(Please attach Certificate of GMP, if yes)

29. | Store Address Application form

* Evaluated by Centre for Quality Control. For details, please refer to Section C:

Quality Control in the main DRGD.

dusuenansludiud 2 Wuenanswanguuaninanmaasen (Quality of Product)
1 a A I . . oA < .
nuIMUsEImALLaLaiinIskenaanilu section S wag section P @ail95iu79d8s section
Wmedulgiiilonmiloudu part 2 ¥e3 ACTD
Joya Section S vesUszwannadeilulunu ACTD/ACTR usinuinimidaifiaiy
nveseLuuly Section P: Drug Product (Finished Product) #adie P4: Control of
Excipients lagaiuiiliauaiuan @s Validation of Analytical Procedures way Justification of

Specifications uanantlviade P3.1, P5.2, P5.3 d3a3sazaglulonansdiuil 2 musuuuuves

£
1A

WU waUsEwmAL e oL Tvaantadty Partl: Administrative Data and Product

(%
Y

Information MuAlanalUT19AUY WA

¥

oyawatufiganssingeglu Part 2 Quality
RERATHY

Tudwil 3 enansndngrunansdoyailalldnisnwimienddn - (Nonclinical
Document) uazdIuil 4 lonansndngiunansdeyanisanuimneaddn (Clinical Document)

WU 2 daulunugluuusazderivunvesende
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Farmualagiialuvasnistunsbouesn meldszdeudeavssuves Control of Drugs
and Cosmetics Regulations 1984
aa1n (labeling)
ndwd 1 enansteyarniluuasdeyavedly section D: Label (Mock-up) For
Immediate Container, Outer Carton, Proposed Package Insert ﬁwuﬂdmﬁmﬁm%ﬁ%
FunuifoudostlaaniitiauneDousiiu Fsdeadulumutervun el
1. Yorivuaiiall

1.1) 99AMUALTOIRAINEINTU outer carton, Immediate container, blister/strips

Wulusanisns

R399 12 T9A1MUALTOIRAINEINSU outer carton, Immediate container, blister/strips

[ v a /A = @
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* enudmsuaannuusdnvekenng/a1snind hida emeenn enveeny e1veen
N MUTnestesnividewiniu 5 fadans

“* @nSUInNIUTINLANABILT LU iTEyUuaaINg1 INTUTINLALINABIS Y50
multivitamins and minerals

# 1) nadifindnsaeililil outer carton aasld security label finuy immediate label Tng
7i security label dadlaifiauy outer shrink wrap
2) sniiudmsunainuunanvekeung/a15nind 1ida emeenn enveent e1vgen
WnitUSasdesnimdowintu 5 addns

undagenasuiuteyantiufuvesTassnulSyanfinusildus msluadalyanginag (CUR)

Lﬂuglﬂu%ymmﬁﬁﬁL%’Wmmemﬂ’%mtywﬁwuﬁ{ﬁdqmummmz'ﬁﬁqﬁﬂ

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

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



57

dnSuterivuaten 15, 16, 17, 18, 20, 21, 22 waz 23 Hudarmnuafiilianiz

Uszwmanawewintu fadudiuniufuaindaninunvese ey

Janvuasnainluisasaann

NTMNANANLUL  outer carton =AM inner label szudaualiASUIUAIL

3 ]
Tomun
vuaanvendniurinnlszan axldoygaliiiiuledvesuitm viaiulediiionts
Tawaulngnsanuienlazlssnu wianusaliduwadvesuieniug o

9191NUIENLAIAUNTAIULTI UT0A81d1AYLANEITY AITAzYinaaInTwild
WANFINNAUAIY

a v ey a = v o oavy X =
aanvesHAniugdol UL ITuiuNlaveTunziey
Liouanlild stick-on label sniiunsvzlasuouymaNgLeuna Tnegiisnunvay
auwbildlunsaldssieluil

— WilY stick-on label fundndaeilasuniseudivelounad wasiinisuiluas

a o w P I3 U v & PN v
NSLUYUNTIU LLG]EJEJ']\‘]VLﬁﬂG]']lIIﬂTULLﬁL?ﬂﬁLUu@ﬁ’]ﬂWQﬂ@@ﬂﬂni
2 o v a 1 1
- Qaqﬂmaﬂmqﬁ]"lﬂﬁﬁﬂﬂmﬂqv\lﬂ Illﬁﬂsﬂ']ﬂ\ﬂﬂ

QR code augmlildaniznisaivnuaualunds 1Wu batch number Tuvunee

[y a (K7 (= a | (9] <
Tunde uadesludinisieudeduiulenlag
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sUnm 1 fegrsaan lneduariunnglunmduduauieatumssdeimuaiionain

@5V outer carton, Immediate container, blister/strips

'
v v o U a o a & o

1.2) wnansiniuen (Package insert (P1) Wudatarudnsundnsuniiduenteailay

<

A

naeslaludanmng (scheduled poison) wagedntoaniigfanunsadelalaglides
Taludunng wananienvagladiveteandyylungslalideslaludaunng

(Over-the-Counter products) @@ 1LU1983AURTUADIERIY FDA LiaUsziiiuainu

Y a =

gnAeaunzaunauiuldase nsdiiagldienaisiduendiuiu avinlafseiile

(%
(Y v a v Y v a [ 1 [ Ay

andeiluildieddgiiediu uillauwssinaiy - dmsudeyandeadily

o

>

wNANSANTULT tokA
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1) Foudnnaue (Product name)

[y

2) %aLLazmwmmsuaaéhmﬁﬁmy (Name and strength of active
ingredient(s))

3) dnWMEURINaRsAY (Product description)

4) LAGYNAAIANS/LNFYIAUAIENT
(Pharmacodynamic/Pharmacokinetics)

5) Ul (Indication)

6) WAL (Recommended Dose)

7) 38151481 (Route of Administration)

8) Yoy (Contraindication)

9) ALABULALUDAIITEIY (Warning and Precaution)

10) $unsAsefuendus (Interactions with Other Medicarents)
11) am‘%ﬁﬂi’iﬁLLazam‘%izWiﬁﬂﬁuuqm (Pregnancy and Lactation)
12) ensldfieUsyasA (Undesirable Effects)

13) M3lAsusLAuILIALAZISN133NY (Overdose and Treatment)
18) praladidfuresiaen (incompatibilities) [dmSuendaindy
14) an1gnsiiusne (Storage Condition)

15) 'g‘du,wmLLazéuummﬁ@ﬁﬁaﬁ’mﬁw (Dosage Forms and
Packaging Available)

16) ¥euaziegvosndn  vieUwmIedeeunuTIgiutunluy

eX2p

51991841905 (Name and Address of Manufacturing / Marketing
Authorization Holder)
17) ’?uﬁﬁﬂﬁﬁLLfﬂﬂJU%JUU§ﬂLaﬂaﬂﬁ (Date of revision of package

insert)
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1.3) tenansteyadniugUle (Consumer Medication Information Leaflet, RIMUP)

o ea v

Judedsdudmsundndunigiisusmserrenues laun
44' o av ) ¢ 3
o y¥padeyineslyludnmd (Scheduled poisons) (Category A)
d‘ U d‘ 1Y ) 1
o g eaiglidesldludiunyg (Over-the-Counter products) (Category X)
a [ L3 a 4 & Ay 1
o nandnmayulng wavemsiaSunduayulng f919718@1015080A1Y
\deavaslsale
o w w Ay o o o v v v
dwsudeyaisediluenarsiivendmiugdie lawn
1) W1 MUIEIALY LazAIINLIIVDYT
2) melwenansiiusznaumeilenesls
3) eildiivensls
4) priloangzeeals
5) AafinauAsagsneunazSuusEnuenil
o Jalsinalaimsldeiil
o rounvuisulYyl
o mslgswiuendu
6) AauAsLdE0814ls
o AauAsldeUSIainlng
® aaAsldenilels
o anpdsldeuuminl
® {nansuusemuefewinegls
o ralasusivvuadeninegsls
7) vauzilgenil

o FulinuAdTv

QI dl 1 o
danmadlainasyin

NAIEABITEnTE Y

AN

8) NATLABIINANTITEN
o 1 9 o < a L=t Y a ]
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9) MSLAUNEILAZNSANTAEN

10) ANWULUVDINAN DU
al v [~ ]
o gianwazniousnlusgnals

®  AUUSENAUVDINANAUN

i < o

® LAUNNZLUYUNSU

L3 Y a a = ]

11) B0/ dydnvaivesiiuan /Adweamanie/ fiueynnndnavieth
vidodsounutlagtudanluswerandng
12) FuiuAlvusulgaenans
Fednumesiuatuiinmudinguuazawnadedesddli FDA vewnalde Lite
Uszifiupnugniesmunzauneuiiunldase wenarsfeyadmsuivaeldladudedifulunn
win s uidwsueidelalaslifedldludiumms asfesiionansiifusviaonansdoya
dmuiireiutzasuu outer-carton usazdy

nTefimuavetenalsmivetazienasloyad miudUlsvesuseinaunage

puIMaasdul v runLReINUA U LY EU

2. domvumaniy \Wudefvumdesnainiiswizivensiiniue Ineidenluaainayil

(%
Y

= PN ] Y] X v o ] a = | = & | & ] &
swazduauanaiulituiumeunazsin feazveldassivazidealuiloniaiui uavail
F1vazidunaIsae UANLANlA9In Drug Registration Guidance Document (DRGD) Tu

d1ue9 Appendix 9: Labelling Requirement

PMNMIANBILENE5TUNLIToUN AT UNTUALULNLALMUNRLIUTNTILEY ASUNUI
furesrensilalladuluniu Drug Registration Guidance Document (DRGD) ¥aauUsgine
WAy LU 1enans Part 1 ludiuved Package insert laga1n guideline lanvunlvisey

WHWaMILAEINUNIS IASUSNAUIUIALAZITN15S N Anuluidnduvessen (ddnsuean

(%
[

W) ANTENISNUSNY JULUUEIMAZIWINUTIYTIRT MY wazTouasTioguosinan w3e
dvsedeeunulagduidnnlusverandng  Fullefiansananienarstungideugilng

wuildlafimssyydeyanananaslu Package insert
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apa =) 4 11
UseinanauUus

finsfisuanuninevesenlvd (New drug) 13 2 Ussiande

'
a1

1. Wundadueienlagfnunddilasunissensu viedwunlaedideivigiiiuns

1

BUIUNINEIAEnINNeITee wazdililifeyaruainulasndaveseiiieddlden
srulddstawuziluenansinfuen
a o ¢ < ~ v o 1 & Y]
2. wanAmgwlagnay Naglasunissensuinlueilnl desmaadeunnuaiunsalunis
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wana e lud (New drug) G920

1. Usznaumesgndaunaunulng
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2. Usgneumemerdfgaaa 2 sdaauld ﬁﬁé’mdauwuauhjdwzL‘?fluimaqaLﬁmﬁ’u
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PIDLENAULAEATNIINIB AN
3. fdeuslyluy
4. FFMsuUSmse

5. AUt

susuuanasNsvunzilsusivstvaslsemaautud

910 Checklist of requirements for registration of pharmaceutical products (for

human use)”  vesUszinAMAUTuA nuisemailauTudlaldsuuuuues ACTD/ACTR
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USLNALIEAUII

g1lyial (New drug) vianedsenfiinsyunsilouduasausnlulsemaionuiu sauds

o w

1. eifendAmdusienlul (New active ingredients)

o

o w { ' . . 11
2. shfueilugasnaxlm (New combination)

susuuenaIMsvunzilisusnivivaslsemeaisnuiy

neutlagdmiendndnroandnowainlauy duluazdedinistunzsidounindun
i ¥ o & = v < D = =
nou laglanarswardafimunveinisiungideuiealulunudennasveseioy 1ile
#21501970 Checklist ¥09n150uneilgusnlniuszian NCE YoUseineigauid nuid

LONANTWALYDNNUAIY 4 dam“ﬂulﬂmugmwwaa ACTD/ACTR

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an Y a S ] Ao o
Lﬂuuﬂmayammuﬁmmmaﬂmwmﬂ?iytymwu‘ﬁwmmummmmmm
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



64

a o a 13
Uszmeadulaiige

National Agency of Drug and Food Control (BPOM) vesusginedulaiiide 1adnns
panngIetleuveinstunzlousn lnganvamiruakardunauvainsvunsdeugnt 2011
Tudauves Chapter 1: General Provision Tu Article 1 lanmusfienuasseiuazelniionld

&
U
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81 (Drug) A9 8135A¥LIATNNETINTITITNNUTENDUMEBATAINT DA THEL
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(Similar Biological Product %38 Similar Biotherapeutic Product)
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1. @il 1 Phienuguuuuvesenden
2. dhuil 2 99 ACTD/ACTR mstunzifousluai feauszneudesiade S1-57 was

P1-P9 widvsuUsemadulathde agly

® Part S ApdlEnANSWATYEMTUAYTIUE ST, S2.1, S2.2, S4.1, S4.2, S5
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® part P gesldlenaisuaztenmuaiide P1, P2.2, P2.4, P27, P3, P4.1,
P4.2, P4.3, P5.1, P5.2, P5.3, P6, P6, P7, P8, P9 wi’nfu
3. dadi 3 luisdudedd

4. @i 4 ludndudeald
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4.3  Yanviuanisaunsiiausnlni

NNIMUATNAINIT9AY 3ENUINNNSTUNLUsuendluuaUsemadanuvanued
ACTD/ACTR %nUsen1s wiluaigiuisuseimainisdniseaenans swuluistaimund
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= = = Y o X = a =
AITNN 13 LU?EJ‘UW]EJU‘UE]ﬂ']VUﬂ‘UENLE]ﬂﬁ'ﬁ?JUWSLUEJUEJ']IWN%UUiBW]ﬂﬂN']‘Uﬂ@']L"UEJ‘U 6 Useina

PART 1: ADMINISTRATIVE DOSSIER AND INFORMATION OF PRODUCTS

1. Application Form

Singapore
Full Abridge Verification
Dossier Dossier Dossier

2. Letter of Authorisation

(Where applicable)

3. Certifications

4. Labelling

5. Product Information

v v v v v
v v v v v
v v v v v
v v v v v
v v v v v

1. Application Form - English

and/or official native language

shall be used

2. Letter of Authorisation

3. Certifications for contract
manufacturing, imported
products,manufactruing "under-
licence", locally manufactured

product

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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Singapore Malaysia
Requirements ACTD Full Abridge Verification Full
Dossier Dossier Dossier Dossier

4. Labelling
- Unit Carton

v v v v v v v v v v v v v v v
- Inner label
- Blister/Strips
5. Product Information
- Package Insert (PI) for NCE, v V] V] V] V] V] V] J v v J v J y y
Biotech, Generic (Prescription
& non-prescription)
- Summary of Product v v v v v v v v v v v v v v v
Characteristic (SPC) for NCE
- Patient Information Leaflet y Y Y y y y y v v Y Y y J y y
(PIL) for Generic non-
prescription

not not not not not
6. Sample o] N/A | N/A N/A N/A | N/A N/A N/A v v
mentioned | mentioned mentioned mentioned mentioned
7. Applicant Declaration o] v v v v v v v v v v v v v v
8. Comparison safety and
Efficacy data between new
N/A v v v v v v v N/A N/A N/A N/A N/A N/A N/A

drug and approved drug with
the same indication

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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S.1 General Information
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S.2 Manufacture

1.1 Nomenclature v v N/A v v v v v v v v v v v v
1.2 Structure v v N/A v N/A | N/A N/A N/A v v v v v v v
1.3 General Properties v v N/A v v v v v v v v v v v v

Development

S.3 Characterization

3.1 Elucidation of Structure and

other characteristics

v

v

N/A

v

N/A

N/A

N/A

N/A

v

2.1 Manufacturer (s) v v N/A v N/A | N/A N/A N/A v v v % v % v
2.2 Description of Manufacturing

v v N/A N/A N/A | N/A N/A N/A v v v v v v v
Process and Process Controls
2.3 Control of Materials v v N/A N/A N/A N/A N/A N/A a a a v v v N/A
2.4 Control of Critical Steps and

v v N/A N/A N/A | N/A N/A N/A o o o] % v v N/A
Immediates
2.5 Process Validation and/or

v v N/A N/A N/A | N/A N/A N/A o o o] % v v N/A
Evaluation
2.6 Manufacturing Process

v v N/A N/A N/A | N/A N/A N/A o o o] % v v N/A

v

v v v v N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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3.2 Impuirities
S.4 Control of Drug Substance
4.1 Specification v v N/A v N/A | N/A N/A N/A v v v v v v v
4.2 Analytical Procedures v v N/A v N/A | N/A N/A N/A v v v v v v v
4.3. Validation of Analytical

v v N/A v N/A | N/A N/A N/A a o a v v v N/A
Procedures
4.4. Batch Analysis v v N/A v N/A | N/A N/A N/A v v v v v v N/A
4.5, Justification of

v v N/A N/A N/A | N/A N/A N/A a o a v v v N/A
Specifications
S.5. Reference Standards or

v v N/A v v v v v v v v v v v v
Materials
S.6. Container Closure System v v N/A v N/A | N/A N/A N/A v v v v v v N/A
S.7. Stability v v N/A v v v v v v v v v v v N/A

P. DRUG PRODUCT

P.1. Description and

Composition

1.1 Description v v N/A v v v v v v v v v v v v

1.2 Composition v v N/A v v v v v v v v v v v v

P.2 Pharmaceutical

Development

2.1 Information on

v v N/A N/A N/A | N/A N/A N/A v v v v v v N/A

Development Studies

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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2.2 Components of the Drug
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- Active Ingredients
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- Excipients

2.3 Finished Product

- Formulation Development N/A v v v v v v v v v v N/A
- Overages N/A v v v v v v v v v v N/A
- Physicochemical and

N/A v v v v v v v v v v N/A
Biological properties
2.4 Manufacturing Process
Development
- Selection and optimisation of

N/A v v v v v v v v v v v
the manufacturing process
- Differences between the
manufacturing process used to

N/A N/A | N/A N/A N/A v v v v v v N/A
produce pivotal clinical
batches, if applicable
2.5 Container Closure System N/A v v v v v v v v v v N/A
2.6 Microbiological Attributes N/A v v v v v v v v v v N/A
2.7 Compatibility

P.3 Manufacture

3.1 Batch Formula

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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3.2. Manufacturing Process and

N/A v % % % v % % v v
Process Control
3.3. Control of Critical Steps

N/A N/A N/A | N/A N/A N/A % % v v
and Intermediates
3.4. Process Validation and/or

N/A N/A N/A | N/A N/A N/A v v v %

Evaluation

P.4. Control of excipients

4.1. Specifications N/A v v v v v v v v v
4.2. Analytical Procedures N/A v v v v v v v v v
4.3. Excipient of Human or

N/A v v v v v a o a v
Animal Origin
4.4. Novel Excipients N/A v v v v v v v v N/A

P.5. Control of Finished

Product
5.1. Specification N/A v v v v v v v v v
5.2. Analytical procedures N/A v v v v v v v v v

5.3. Validation of Analytical

Procedures

- Information including

N/A N/A N/A | N/A N/A N/A v v v v
experimental data
- Non compendial method N/A v v v v v v v v v

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

Singapore
No Requirements Full Abridge Verification
Dossier Dossier Dossier

- Verification of Compendial
method applicability - precision N/A N/A | N/A N/A N/A N/A N/A N/A v v
and accuracy
5.4. Batch Analyses v v N/A v v v v v v v
5.5. Characterisation of

v v N/A v v v v v v N/A
Impurities
5.6. Justification of

v v N/A v v v v v v N/A
Specifications
P.6. Reference Standards or

v v N/A v v v v v v v
Materials
P.7. Container Closure System v v N/A v v v v v v v
P.8. Stability v v N/A v v v v v v v
P.9. Product
Interchangeability
Equivalence evidence
- In Vitro, Comparative

N/A N/A N/A N/A N/A N/A N/A N/A N/A v
dissolution study as required
- In Vivo, Bioequivalence study
N/A N/A N/A N/A N/A N/A N/A N/A N/A v

as required

v v N/A v v v v v v N/A

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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S. DRUG SUBSTANCE

S.1. General Information
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1.1. Nomenclature N/A v v v v v v
1.2. Structure -
stuctural,molecular formula,

N/A v N/A | N/A N/A N/A v
mass, relative and absolute
streochemistry
1.3. General Properties N/A v v v v v v

S.2 Manufacture

2.1 Manufacturer (s) N/A v N/A | N/A N/A N/A v
2.2 Description of Manufacturing
Process and Process Controls -
flow diagram, sequential

N/A N/A N/A | N/A N/A N/A v
procedure narrative and
alternative of manufacturing
process
2.3 Control of materials N/A N/A N/A | N/A N/A N/A N/A
2.4. Control of Critical Steps

N/A N/A N/A | N/A N/A N/A N/A
and Immediates
2.5. Process Validation and/or

N/A N/A N/A | N/A N/A N/A N/A

Evaluation

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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2.6. Manufacturing Process
Development - description and
v

discussion of significant change

in development process

S.3. Characterization

3.1. Elucidation of Structure and
other characteristics -
confirmation of structure based,

Identification of steriochemistry

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

Singapore Malaysia
Full Abridge Verification Full
Dossier Dossier Dossier Dossier
o] o] a v
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N/A

N/A

3.2. Impurities

S.4. Control of Drug

Substance
4.1. Specification
4.2. Analytical Procedures v N/A v N/A | N/A N/A N/A v v v v v
4.3. Validation of Analytical

v N/A v N/A | N/A N/A N/A a o o] v N/A
Procedures
4.4. Batch Analysis v N/A v N/A | N/A N/A N/A v v v v N/A
4.5. Justification of

v N/A N/A N/A | N/A N/A N/A o] o] a v N/A
Specifications
S.5. Reference Standards or

v N/A v v v v v v v v v v
Materials

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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S.6. Container Closure System v N/A N/A | N/A N/A N/A v v v v v v N/A
S.7. Stability v N/A v v v v v v v v v v N/A

P. DRUG PRODUCT

P.1. Description and

Composition

1.1 Description

v N/A

1.2 Composition

P.2. Pharmaceutical

Development

2.1. Information on

Development Studies

2.2. Components of the Drug
Product

- Active Ingredients

v N/A

- Excipients

2.3. Finished Product

- Formulation Development

- Overages

- Physicochemical and

Biological properties

2.4. Manufacturing Process

Development

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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- Selection and optimisation of

v N/A v v v v v v v v v v
the manufacturing process
- Differences between the
manufacturing process used to o N/A v N/A | N/A N/A N/A v v v v N/A
produce pivotal clinical batches
2.5. Container Closure System o N/A v v v v v v v v v N/A
2.6. Microbiological Antributes v N/A v v v v v v v v v N/A
2.7. Compatibility v N/A v v v v v v v v v v
P.3. Manufacture
3.1. Batch Formula v N/A v v v v v v v v v v
3.2. Manufacturing Process and

v N/A v v v v v v v v v v
Process Control
3.3. Control of Critical Steps

v N/A N/A N/A | N/A N/A N/A v v v v v
and Intermediates
3.4. Process Validation and/or

v N/A N/A N/A | N/A N/A N/A v v v v v
Evaluation
4.1. Specifications v N/A v v v v v v v v v v
4.2. Analytical Procedures v N/A v v v v v v v v v v
4.3. Excipient of Human or

v N/A v v v v v a o a v v
Animal Origin
4.4. Novel Excipients v N/A v v v v v v v v v N/A

77

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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5.2. Analytical procedures

5.3. Validation of Analytical

Procedures

- Information including experimental

v v N/A N/A N/A | N/A N/A N/A v v v v v v v
data
- Non compendial method N/A v N/A v v v v v v v v v v v v
- Verification of Compendial method

N/A N/A | N/A v v v v v N/A N/A N/A N/A N/A v v

applicability - precision and accuracy
5.4 Batch Analyses v v N/A v v v v v v v v v v v v
5.5 Characterisation of Impurities v v N/A v v v v v v v v v v v N/A
5.6 Justification of Specifications v v N/A v v v v v % % % v % v N/A
P.6 Reference Standards or

v v N/A v v v v v v v v v v v v
Materials
P.7 Container Closure System N N N/A v N N N v N N N N N N N
P.8 Stability v Vo NA v v v v v v v v v v v v

P.9 Product Interchangeability

Equivalence evidence

- In Vitro, Comparative dissolution

study as required

N/A

N/A

N/A

N/A

N/A

N/A

N/A N/A N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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- In Vivo, Bioequivalence study as

required

PART 3: NON CLINICAL

1. General Aspect
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N/A N/A | N/A v v v v v N/A N/A N/A N/A N/A N/A v
o v v v v v v v v v v v v v N/A
v v v v v v v v v v v v v v N/A

2. Content and structure format

1. Nonclinical Written Summaries

1.1 Introduction

1.2 General Presentation Issues

2. Content of nonclinical written

summaries

2.1 Pharmacology

N/A

N/A

N/A

N/A

Primary Pharmacodynamics v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
Secondary Pharmacodynamics v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
Safety Pharmacology v v N/A o N/A o} N/A N/A v N/A N/A v v v N/A
Pharmacodynamic Drug Interactions v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document




No

Requirements

ACTD

2.2 Pharmacokinetics

Singapore

Malaysia

Full

Dossier

Abridge

Dossier

Verification

Dossier

Full

Dossier

80

Absorption v v N/A a a o] N/A o] v N/A N/A v v v N/A
Distribution v v N/A a o] o] N/A a v N/A N/A v v v N/A
Metabolism v v N/A o ol o} N/A o v N/A N/A v v v N/A
Excretion v v N/A o o] o] N/A a v N/A N/A v v v N/A
Pharmacokinetics Drug Interaction

v v N/A a a a N/A a % N/A N/A v v v N/A
(non-clinical)
Other Pharmacokinetic Drug

v v N/A a a a N/A a % N/A N/A v v v N/A
Interactions
2.3 Toxicology

Single Dose Toxicity v v N/A o N/A | N/A N/A N/A v N/A N/A v v v N/A
Repeat Dose Toxicity v v N/A o N/A | N/A N/A N/A v N/A N/A v v v N/A
Genotoxicity v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
Carcinogenicity v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A

Reproductive and Developmental

Toxicity

- Fertility and Early Embryonic

v v N/A N/A N/A N/A N/A N/A v N/A N/A v v v N/A
Development
- Embryo-fetal Development v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
- Prenatal and Postnatal

v v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A

Development

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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Local Tolerance v o o o] o] N/A o] v N/A N/A v v v N/A
Other Toxicity Studies v o o ol o} N/A o v N/A N/A v v v N/A
3. Nonclinial Tubulated Summaries v a o o] o} N/A o v N/A N/A v v v N/A

1. Table of Contents

2. Pharmacology

2.1 Primary Pharmacodynamics v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
2.2 Secondary Pharmacodynamics v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
2.3 Safety Pharmacology v N/A a N/A a N/A N/A v N/A N/A v v v N/A
2.4 Pharmacodynmamic Drug

v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A

Interactions

3. Pharmacokinetics

3.1 Analytical Method and Validation

Reports (If separate reports are v N/A N/A N/A | N/A N/A N/A v N/A N/A v v v N/A
available)

3.2 Absorption v N/A a a o N/A o] v N/A N/A v v v N/A
3.3 Distribution v N/A o} o] ol N/A o} v N/A N/A v v v N/A
3.4 Metabolism v N/A o} o] ol N/A o} v N/A N/A v v v N/A
3.5 Excretion v N/A o o} o} N/A o v N/A N/A v v v N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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3.6 Pharmacokinetics Drug Interaction
o % N/A o] o] a N/A a v N/A N/A v N/A
(non-clinical)
3.7 Other Pharmacokinetic Drug
o Y% N/A o] o] a N/A a v N/A N/A v N/A
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Interactions

4. Toxicology

4.1 Single Dose Toxicity

N/A

N/A

N/A

N/A

N/A

N/A

N/A

4.2 Repeat Dose Toxicity

o v N/A
v N/A

4.3 Genotoxicity

- In Vitro

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

- In Vivo

v
o v N/A

4.4 Carcinogenicity

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

- Long term studies o v N/A | N/A N/A v N/A N/A v N/A
- Short or medium tern studies o v N/A N/A N/A N/A N/A N/A v N/A N/A v N/A
- Other studies o} v N/A N/A N/A | N/A N/A N/A v N/A N/A v N/A

4.5 Reproductive and Developmental

Toxicity

- Fertility and Early Embryonic

a v N/A N/A N/A N/A N/A N/A v N/A N/A v N/A
Development
- Embryo-fetal Development o v N/A N/A N/A | N/A N/A N/A v N/A N/A v N/A
- Prenatal and Postnatal Development o v N/A N/A N/A | N/A N/A N/A v N/A N/A v N/A
- Study in which the offspring are dosed

a v N/A N/A N/A | N/A N/A N/A v N/A N/A v N/A

and/or further evaluated

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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4.6 Local Tolerance

4.7 Other Toxicity Studies

- Antigenicity o} o} o} o o} o} N/A o v N/A N/A v v v N/A
- Immunotoxicity o} o} ol o ol o} N/A o % N/A N/A v v v N/A
- Dependence o o o] o] o o] N/A o] v N/A N/A v v v N/A
- Metabolites o o o] o] a o] N/A o] v N/A N/A v v v N/A
- Impurities e} e} o} o o} o} N/A o v N/A N/A v v v N/A
- Other o o o] o] a o] N/A o] v N/A N/A v v v N/A

v v a a o o N/A o] v N/A N/A v v v N/A

PART 4: CLINICAL

1. Product Development Rationale v v v v v v v v v v v v v v N/A
2. Overview of Biopharmaceutics v v v v v v v v v v v v v v N/A
3. Overview of Clinical pharmacology v v v v v v v v v v v v v v N/A
4. Overview of Efficacy v v v v v v v v v v v v v v N/A
5. Overview of Safety v v v v v v v v v v v v v v N/A
6. Benefits and Risks Conclusion v v v v v v v v v v v v v v N/A

1. Summary of Biophamaceutic Studies

and Associated analytical Methods

1.1 Background and Overview

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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1.2 Summary of Results of Individual
v N/A N/A v N/A
Studies
1.3 Comparison and Analyses of Result
v N/A N/A v N/A

Across Studies

2. Summary of Clinical Pharmacology

studies

2.1 Backeground and Overview

2.2 Summary of Results of Individual

Studies

2.3 Comparison and Analyses of Result

Across Studies

2.4 Special Studies

3. Summary of Clinical Efficacy

3.1 Background and Overview

3.2 Summary of Results of Individual

Studies

3.3 Comparison and Analyses of Result

across Studies

- Study Populations

- Comparison of Efficacy Results of all

Studies

N/A

N/A

N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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- Comparison of Results in Sub-
v N/A N/A v N/A
populations
3.4 Analysis of Clinical Information
v N/A N/A v N/A
Relevant to Dosing Recommendations
3.5 Persistence of Efficacy and/or
v N/A N/A v N/A
Tolerance Effects
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4. Summary of Clinical Safety

4.1 Exposure to the Drug

- Overall Safety Evaluation Plan and

Narrative of Safety Studies

N/A

N/A

N/A

- Demographic and other Characteristics

of Study Population

4.2 Adverse Events

N/A

N/A

N/A

- Analysis of Advers Events v N/A N/A v N/A
- Narratives v N/A N/A v N/A
4.3 Clinical Laboratory Evaluations v N/A N/A v N/A
4.4 Vital Signs, Physical Findings, and

v N/A N/A v N/A

Other Observations Related to Safety

4.5 Safety in Special Group and Situations

- Patient Groups

N/A

N/A

N/A

- Drug Interactions

N/A

N/A

N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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3.4 Analysis of Clinical Information
v v v v v v v v v N/A N/A v v v N/A
Relevant to Dosing Recommendations
- Use in Pregnancy and lactation v v v v v v v v v N/A N/A v v v N/A
- Overdose v Vv v v v v v v v N/A N/A v v v N/A
- Drug Abuse v v v v v v v v v N/A N/A v v v N/A
- Withdrawal and Rebound v v v v v v v v v N/A N/A v v v N/A
- Effects on Ability to drive or Operate
v v v v v v v v v N/A N/A v v v N/A
Machinery or Impairment of Mental Ability
4.6 Post-marketing Data o} v v v v v v v v N/A N/A v v v N/A
5. Synopses of individual study v v v v v v v v v N/A N/A v v v N/A
- Overall Safety Evaluation Plan and
v v v v v v v v v N/A N/A v v v N/A
Narrative of Safety Studies
N/A N/A

1. Report of Biopharmaceutic Studies

1.1 BA Study Reports a v N/A v v v N/A o} v o} o] v v v N/A
1.2 Comparative BA or BE Study Reports o v N/A v v v N/A v v o] o v v v N/A
1.3 In vitro-In vivo Correlation Study

o] v N/A v v v N/A v v o} o] v v v N/A
Reports
1.4 Reports of Bioanalytical and Analytical

o v N/A v v v N/A v v a o v v v N/A
Methods for Human Studies

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =

New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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2.1 Plasma Protein Binding Study Reports N/A N/A v N/A N/A N/A
2.2 Reports for Hepatic Metabolism and

N/A N/A v N/A N/A N/A
Drug Interaction Studies
2.3 Reports of Studies Using Other Human

N/A N/A v N/A N/A N/A
Biomaterials
3. Report of Human Pharmcokinetic
(PK) Studies
3.1 Healthy Subject PK and Initial

N/A v v N/A N/A N/A
Tolerability Study Reports
3.2 Patient PK and Initial Tolerability Study

N/A v v N/A N/A N/A
Reports
3.3 Population PK Study Reports N/A N/A v N/A N/A N/A
4. Report of Human Ppharmcodynamic
(PD) Studies
4.1 Healthy Subject PD and PK/PD Study

N/A N/A v N/A N/A N/A
Reports
4.2 Patient PD and PK/PD Study Reports v v v N/A N/A N/A

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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5. Report of Efficacy and Safety Studies
5.1 Study Reports of Controlled Clinical
Studies Pertinent to the Claimed e v v v v v v v v a o v v N/A
Indication
5.2 Study Reports of Uncontrolled Clinical

a Vv v N/A v v N/A v v a o v v N/A
Studies
5.3 Reports of Analyses of Data from more
than one study, Including any Formal

o N/A | N/A N/A N/A | N/A N/A N/A v o] G v v N/A
Integrated Analyses, Meta-Analyses and
Bridging Analyses
5.4 Other Clinical Study Reports o N/A | N/A N/A N/A | N/A N/A N/A o N/A N/A v v N/A
6. Report of Post-Marketing Experience o N/A | N/A N/A N/A | N/A N/A N/A o} o ol N/A N/A N/A
7. Case Report Form an Individual

a v v v v v v v v N/A N/A v v N/A
Patient Listing

v = Necessary, & = where applicable, i.e. change of route of administration due to change on formulation, N/A = Not required, NCE = New Chemical Entity, NI = New Indication, NCO =
New Combination, ND = New Delivery System, NR = New Route of Administration, NDOS = New Dosage form of Approved Drug, NS = New Strength of Approved Drug, a = If the product

contains previously registered NCE but not submitted by the same applicant the requirement of NCE must be followed, b = NI must be submitted the copy of Approved document
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Classification Fees (Pesos)
Initial Renewal
(for one year) (for 5 years )
1. Drugs
1.1 New Drug / Monitored Release 20,000.00 / 3 yrs
1.2 Unbranded 2,000.00 7,500.00
1.3 Branded 3,000.00 10,000.00
2. Medical Device 1,500.00 -5,000.00
3. Diagnostic Reagent ' 1,500.00 5,000.00
4. Food
4.1 Category | 200.00 1,000.00
42 Category 2 250.00 1,250.00
4.3 Food Supplement 1,000.00 5,000.00
4.4 Bottled Water 1,000.00 5,000.00
5. Cosmetics
5.1 Listing 500.00 2,500.00
5.2 Registration 750.00 3,750.00
+ 100.00 per variant
; or 50.00 per variant if
. more than 6
_6._Household Hazardous Substances (HHS) 500.00 2,500.00
7. Others: (per product)
7.1 Product Classification (by ACB) 500.00
7.2 Certificate of Exemption from registration (non-registrable 500.00
product)
7.3 Re-application
7.3.1 Drug, Device, Reagent 1,000.00
732 Food 200.00
7.3.3 Cosmetics 250.00
734 HHS 250.00
74 Amendment of CPR
74.1 Food 200.00
7.4.2 Drug, Devices, Reagent 500.00
(Change of business name/address; change of importer or
distributor; or additional package size)
743 Cosmetics / HHS 300.00
7.5 Re-issuance of CPR (for lost CPR) 500.00
7.6 Extension of Shelf-life 1,000.00 .
7.7 Food: Provisional Permit to Market (locally manufactured) 200.00 / document
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78 Drug
7.8.1

782
783

784

7.8.5
7.8.6

79.1

Accreditation of Bioequivalence Testing Center (3-
year validity)

Periodic inspection of Bioequivalence Testing Center
Review by ACB

a. New Chemical Entity

b. New Dosage Form / Strength

¢. New Formulation (SUPAC Guidelines)

d. New/ Additional Indication

¢. Protocol for MR / Post Marketing Surveillance
f. Protocol for Clinical Study (Phases I, 11, III)

g. Amendment of Protocol

h. Monitored Release Extension

i. Compassionate Special Permit fexcepr drugs for cancer,
HIV ! AIDS, and other life threathening diseases)

j+ Re-classification: Rx to OTC, OTC to HHR

k. Rationale for Fixed-Dose-Combination (FDC)

Approval for change in packaging materials / revision of

packaging design (ex.for mergers)
Change or addition of brand name
Importation Clearance for Clinical Study

7.9 Cosmetics

Approval for product / label claim (by ACB)

10,000.00 / year

5,000.00 / audit

5,000.00
2,500.00
2,500.00
2,500.00
2,500.00
2500.00 / phase
1,000.00 / phase
6,000.00 / year
500.00

3,000.00
3,000.00

500.00

2,500.00

500.00/ product /
year

500.00
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Uszinnanlagang Alg31e (IDR)
Andunzideuen
® NCE, ¥33ng, mssauriulu 30,000,000
o yilmivioTringfildsunstunsdew/fusesiinans 20,000,000
drudsenaulu vunansldll qudlal
o giiflvwanislilul viefigslu dslisidudeddnis 7,500,000
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e nsUszliuenasnNIsnaaeueujURn1s Evaluation of clinical 5,000,000
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Licensing d1inuAMENITUNIT | Health Sciences National The Food and Drug | Drug Administration | National Agency of
authority DINTHATEYN Authority Pharmaceutical Administration of of Vietnam Drug and Food control
(Food and Drug (HSA) Control Bureau the Philippines (DAV) (NADFC or BPOM)
Administration (NPCB) (FDA)
(FDA))
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Submission

process

submitted directly to
FDA

Both offline and
online
(Pharmaceutical
Regulatory and
Information System

:PRISM)

online submission

via QUEST system

online submission

submitted directly
to DAV

online submission
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Thailand
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Duration 210-280 working ® Full dossier: 245 working 240-365 working | 540-720 working | 340 working days
days 295 working days | days days days
® Abridged dossier:
205 working days
® \/erification
dossier:
85 working days
Language Part 1: Thai English English or English English or English or
Part 2-4: Thai or Bahasa Malaysia Vietnamese Indonesian

English




Thailand

Singapore

Malaysia

Processing

fee

I o w 49{ =
o aludAgnstunzilou
sfueunulagiu aduay

2,000 U

® Screening fee:”

- Abridged
/verification: $500

- Full dossier: $2,750

® Fvaluation fee:

- NDA-1 & NDA-2
(abridged): $11,000,
- NDA-3 (abridged):
$5,500

- NDA-1 & NDA-2
(verification): $16,500
- NDA-3 (verification):
$5,500

-NDA full dossier:
$82,500

Aldane
® USB token Fufiuussunmgld

® N5 Lunis A RM 1,000

' ¥
4

a A = a
® MlATIENeTUNzITYY
TngvniifendnAgy 1 vila

A RM 3,000 wazynilfae

1%
[ a =

dAry 2 vilatuly Ais RM
4,000

o luaug1nUssinnegg 1
lusugwdmsunsuan n1s

11191 3DN15d990n

® AsssuLlanvadlusused lng

CPP wag GMP avuaz RM 50

® Pre-NDA
evaluation =
PHP 6,000

® NDA
submission =

PHP 20,000

VND 4.5-6 M
(depending on
whether the
medicinal
products have
data
confidentiality
requirements
or
bioequivalent
dossier and/or
clinical dossier

requirements)
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T -

IDR 26.1 - 48.6 M
(depending on
category of new

medicine)
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Thailand Singapore Malaysia _ Indonesia

Processing | @ anludAgnistunzidou | ® Screening fee: Alddne ® Pre-NDA 6,780.00 - | 65,776.25 -
fee (baht) fdueunudagiu adu | - Abridged /verification: ® USB token %uﬁwszmw@%’ evaluation = | 9,040.05 122,480.08
8% 2,000 umn 15,000 o - 4506.73
® N1ALUUNIT 9,300 UM
- Full dossier: 82,500 . ® NDA
_ ® MsiATIETiaTunzLley o
® Fvaluation fee: submission =
_ NDA-L & NDA-2 TnenndifendAey 1 uie 15.022.44
(abridged): 330,000 A9 27,910 U Lasnniisn
- NDA-3 (abridged): g1ddey 2 winTull fo
165,000 37,214 U
- NDA-1 & NDA-2 , ,
o luaygnUssnmnengg wu
(verification): 495,000 N
- Tuaugednsunisuan ns
- NDA-3(verification): )
165.000 111 w3on15a998en
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Part I: Administrative Data and Product Information

Section A: Introduction*
Name of Product: Active ingredient, Dosage form, Strength
List of excipients
Product description
Pharmacolosgical class
Route of administration
Indication
Recommended dose
Contraindication
Pharmacodynamics
Pharmacokinetics
Warning and precautions
Interaction
Pregnancy and lactation
Side effects
Symptoms and treatment of overdose
Storage condition
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Shelf life

(*section A 1HudruiNuLANIuL19n ACTD)

Section B: Table of Contents

—_

Application Form

2. Letter of Authorisation (where applicable)
3. Certifications

4. Labelling

5. Product Information

Section C: Administrative Data and Product Information

[EN

Application Form

2. Letter of Authorisation

3. Certifications

4. Labelling

5. Product Information

5.1 Package Insert

5.2 Summary of Product Characteristics (Product Data Sheet)

5.3 Patient Information Leaflet (PIL)
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Application Form

[ v 3 a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I Y aa Y a I 1 ] Ao o
Lﬂu!LﬂNﬂlf]yjaﬂlfJﬂu@W]m’lﬂl@ﬂIﬂi\‘N'lu‘]J%iLliy'luWH‘ﬁ‘V]ﬁﬂW'lu“l/]'lﬂﬂmgﬂﬁx‘]ﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



132

Letter of Authorisation

Company’s Letterhead
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Certificate of a Pharmaceutical Product (WHO format)
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Labelling

> Labelling Parameters required for Unit carton

1. Product Name

2. Dosage Form

3. Name of Active Ingredient(s)

4. Strength of Active Ingredient(s)

5. Batch Number

6. Manufacturing Date

7. Expiration Date

8. Route of Administration

9. Storage Condition

10. Registration Number

11. Name and Address of Marketing Authorisation Holder and / or Product Owner

12. Name and Address of Manufacturer

13. Special Labelling (if applicable) eg. Sterile, External Use, Cytotoxic, Alcohol
Content, Animal Origin (Bovine, porcine)

14. Recommended Daily Allowance (For Vitamins and Minerals)

15. Warning (if applicable)

16. Pack sizes (Unit/Volume)

17. Name and content of preservative(s) where present*

18. Source of ingredients derived from animal origin (active and excipient)
including starting materials and gelatine*

19. Source of capsule shell (if applicable)*

(* U9 17, 18 wae 19 Lﬁudauﬁlﬂmﬁﬁummﬂ ACTD)
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> Labelling Parameters required for Inner label
1. Product Name
2. Dosage Form*
3. Name of Active Ingredient(s)
4. Strength of Active Ingredient(s)
5. Batch Number
6. Manufacturing Date*
7. Expiration Date
8. Route of Administration
9. Storage Condition*
10. Country’s Registration Number*
11. Name and Address of Marketing Authorisation Holder*
12. Name and Address of Manufacturer*
13. Special Labelling (if applicable) eg. Sterile, External Use, Cytotoxic, Alcohol
Content, Animal Origin (Bovine, porcine)*
14. Recommended Daily Allowance (For Vitamins and Minerals)*
15. Warning (if applicable)*
16. Pack sizes (unit/Volume)
17. Name and content of preservative(s) where present**
18. Source of ingredients derived from animal origin (active and excipient)
including starting materials and gelatine**
19. Source of capsule shell (if applicable)**
* (exempted for small label such as 5 ml size ampoule and vial)

** (99 17, 18 ay 19 Li‘]udauﬁﬁmﬁu%ummﬂ ACTD)
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> Labelling Parameters required for Blister/Strips

1.

2.

7.

Product Name

Name of Active Ingredient(s)#

Strength of Active Ingredient(s)#

Batch Number

Expiration Date

Name/Logo of Manufacturer/Product Owner/Marketing Authorisation Holder
(country specific)

Country’s registration number (country specific)

# (exempted for multi-ingredients product with more than 3 ingredients. For example

multivitamins and multiminerals it is suggested to label as multivitamins and

multiminerals.)
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Product Information

> Package Insert
1. Product Name
2. Name and Strength of Active Ingredient (s)
3. Product Description
4. Pharmacodynamics / Pharmacokinetics
5. Indication
6. Recommended Dose
7. Mode of Administration
8. Contraindication
9. Warnings and Precautions
10. Interactions with Other Medicaments
11. Pregnancy and Lactation
12. Undesirable Effects
13. Overdose and treatment
14. Storage Condition
15. Dosage Forms and packaging available
16. Name and Address of Manufacturer/Marketing Authorization Holder
17. Date of Revision of Package Insert
18. Incompatibilities (for injectable drug)*

* 9 18 WuduiinFNTIuL191n ACTD)
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» Summary of Product Characteristics (Product Data Sheet)

1. Name of the Medicinal Product
1.1 Product Name
1.2 Strength
1.3 Pharmaceutical Dosage Form

2. Quality and Quantitative Composition
2.1 Qualitative Declaration
The active substance should be declared by its recommended INN,
accompanied by its salt or hydrate form if relevant
2.2 Quantitative Declaration
The quantity of the active substance must be expressed per dosage
unit (for metered dose inhalation products, per puff) per unit volume
or per unit of weight).

3. Pharmaceutical Form
Visual description of the appearance of the product (colour, markings,
etc) e.g.: “Tablet White, circular flat beveled edge tablets marked
‘100" on one side

4. Clinical Particulars
4.1 Therapeutic indications
4.2 Posology and method of administration
4.3 Contraindications
4.4 Special warning and precautions for use
4.5 Interaction with other medicinal products and other forms of
interactions
4.6 Pregnancy and lactation
4.7 Effects on ability to drive and use machine

4.8 Undesirable effects
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4.9 Overdose
5. Pharmacological Properties
5.1 Pharmacodynamic Properties
5.2 Pharmacokinetic Properties
5.3 Preclinical safety Data
6. Pharmaceutical Particulars
6.1 List of excipients
6.2 Incompatibilities
6.3 Shelf life
Shelf life of the medicinal product as packages for sale. Shelf life after
dilution or reconstitution according to directions. Shelf-life after first
opening the container
6.4 Special precautions for storage
6.5 Nature and contents of container
7. Marketing Authorization Holder
8. Marketing Authorization Numbers
9. Date of first authorization/renewal of the authorization

10. Date of revision of the text
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> Patient Information Leaflet (PIL)

1.

2.

8.

9.

Name of Product

Description of Product

. What is in the medicine?

. Strength of the medicine

. What is this medicine used for?

. How much and how often should you use this medicine?

. When should you not take this medicine?

Undesirable effects

What other medicine or food should be avoided whilst taking this

medicine?

10.

11.

12.

13.

14.

15.

16

17.

What should you do if you miss a dose?

How should you keep this medicine?

Signs & Symptoms of over dosage

What to do when you have taken more than the recommended dosage?
Name/logo of manufacturer/importer/Marketing Authorisation Holder
Care that should be taken when taking this medicine?

. When should you consult your doctor?

Date of Revision of PIL
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Part Il: Quality

dwmdu Part Il Quality iemlumidednsqgdrulngiiunisilvuussens 3
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v '
2 e

FuAuIsnldneaeu 1w HPLC, IR “av diwsuguuuunansues Part II: Quality 1ulusadl
Section A Table of contents
Section B Quality Overall Summary

> s, Drug Substance

S.1 General Information
1.1 Nomenclature: Chemical names, other names and CAS number
1.2 Structure - structural, molecular formula, mass, relative and absolute
stereochemistry
1.3 General Properties
S.2 Manufacture
2.1 Manufacturer (s)
2.2 Description of Manufacturing Process and Process Controls - flow diagram,

sequential procedure narrative and alternative of manufacturing process

Compound Name Rel. mol. Mass

2.3 Control of materials

Materials

Starting material

Solvents

Auxiliary material

2.4 Control of Critical Steps and Immediates
[ 9 v a3 a Jaq ¥ a [
%U‘nﬂﬂﬂauazmﬂmagaauummlaﬂﬂiwmiﬁmmwuwu5%1wu5miclimmﬁiyayi;wm (CUIR)
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2.5 Process Validation and/or Evaluation
2.6 Manufacturing Process Development
S.3 Characterization
3.1 Elucidation of Structure and other characteristics
3.2 Impurities
S.4 Control of Drug Substance

4.1 Specification

Test Frequency Limits Test Method

1. Appearance

2. Identity test by HPLC

3. Identity test by Infrared

Spectrum

NIR Identity test

Optical Rotation

Water

Sulphated Ash

Heavy Metals

AR e N A

Racemic Content by

Non-Aqueous Titration

10. Racemic Content by
HPLC

11. Impurities by HPLC

12. Ethanol

13. Toluene

14. Particle Size (D 50%)

4.2 Analytical Procedures

4.3 Validation of Analytical Procedures

4.4 Batch Analysis

4.5 Justification of Specifications

[ v a /A = @
‘U‘nﬂﬂfJauamﬂm%}agaa‘uummaﬂﬂ";'Nmﬂ?mmquUﬁﬂﬁ’Uimicluﬂmﬁiyﬂyigwm (CUIR)

I 9 an Y a S ] Ao o
Lﬂuuﬂmmy.aﬂlmuﬁ@mmaﬂmwmﬂ?iymmwuﬁ%mmumﬁﬂmzm’fﬂﬂﬂ

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

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



S.5 Reference Standards or Materials

S.6 Container closure system

145

® Packaging
®  Suitability
® Characterisation
® Quality
® Specification/test methods
Test parameter Requirements Method
Characters
Tests
® Acceptability certificate
S.7 Stability
® Stability Summary and Conclusion
® Post-approval Stability Protocol and Stability Commitment
— Stability protocol
Storage Storage time Number of Comments
conditions (month) batches
— Specification
Test parameter Requirements Method
Characters
Purity tests
Assay
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® Stability report
— Test results

— Stress testing

> P. Drug Product

P.1 Description and Composition
1.1 Description of the dosage form

1.2 Composition

146

Each tablet contains

Name of ingredient Unit and/or Function

Percentage formula

Reference

to standards

Active ingredient

Other ingredients

Total weightKey

1.3 Description of accompanying reconstitution diluent(s)
1.4 Type of container and closure used
P.2 Pharmaceutical Development
2.1 Information on development studies
2.2 Component of Drug Product
2.2.1 Drug substance
2.2.2 Excipients

2.3 Finished Product
P 2.3.1 Formulation Development
P 2.3.2 Overages
P 2.3.3 Physicochemical and Biological Properties
P 2.4 Manufacturing Process Development
P 2.5 Container Closure System
P 2.6 Microbiological Attributes
P 2.7 Compatibility
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P.3 Manufacture

P 3.1 Batch Formula

P 3.2 Manufacturing Process and Process Control

P 3.3 Controls of Critical Steps and Intermediates

> In-process controls

> Control of intermediates

P 3.4 Process Validation and/or Evaluation

® Batch numbers of validation batches

® (ritical stages in manufacturing processs

® Results on the final product

® (Conclusion

P.4 Control of excipients

4.1 Specifications

® Excipients described in a Pharmacopoeia

Excipient Pharmacopoeia
A USP/BP XX
B USP/BP XX

® Excipients not described in a Pharmacopoeia

Excipient Specification
C In house
D In house
® (ertificate of analysis
Test Specification Result
Appearance

pH

147
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4.2 Analytical Procedures

148

Test

Procedure

Appearance

Identification ex. Spectroscopy, IR

4.3 Excipient of Human or Animal Origin

4.4 Novel Excipients

4.5 Validation of Analytical Procedures*

4.6 Justification of Specifications*

* 99 4.5 wag 4.6 WudumANLALIuL1In ACTD)

P.5 Control of Finished Product

5.1 Specification

Test

Specification

Method

Appearance

pH

® (ertificate of analysis

Test

Specification

Result

Appearance

pH

5.2 Analytical procedures

Test

Procedure

Appearance

Identification ex. Spectroscopy,

IR

Disintegration

Dissolution
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5.3 Validation of Analytical Procedures

- Information including experimental data

- Non compendial method

- Verification of compendial method applicability - precision and

accuracy

Validation parameter

Result

Specificity

Linearity

Accuracy

Precision

Repeatability

LOD/LOQ

System suitability

5.4 Batch Analyses

149

Limit

Batch 1

Batch 2

Batch 3

Date of -

manufacture

Site of -

manufacture

Batch size -

Appearance

|dentification

Microbial

examination

5.5 Characterisation of Impurities
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5.6 Justification of Specifications

Test Specification limits Justification

|dentification ex.

Spectroscopy, IR

P.6 Reference Standards or Materials

P.7 Container Closure System
® Description

® Specification

Packaging component Specification
P.8 Stability
Storage Duration | Appearance | Disintegration | Dissolution | Microbial
conditions of storage test
in weeks

30°C/75% RH 0

12

24

36

40°C/75% RH

P.9 Product Interchangeability Equivalence evidence
- In Vitro, Comparative dissolution study as required

- In Vivo, Bioequivalence study as required

Section C Body of Data

Section D Key Literature References
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Part lll: Nonclinical Document

dmiulenans Part Iil: Nonclinical Document NnUsemnalagaguiuuniu ACTD 34
Lifinsasuuanieiuduidelngadluenaisdd Tneseazidenvosiidosiag
anunsa@nusiindnléan ACTD for the registration of pharmaceutical for human use’
Fohdendnuenonaisand Usznause
Section A Table of contents
1. Nonclinical Overview and Summaries
Section B Nonclinical Overview
1. General Aspects
2. Content and Structural Format
Section C Nonclinical Written and Tabulated Summaries
1. Nonclinical Written Summaries

1.1 Introduction

1.2 General Presentation Issues
2. Content of Nonclinical Written and Tabulated Summaries

2.1 Pharmacology

2.1.1  Written Summary

° Primary Pharmacodynamics

° Secondary Pharmacodynamics

° Safety Pharmacology

° Pharmacodynamics Drug Interactions

2.1.2 Tabulated Summary
2.2 Pharmacokinetic

2.2.1  Written Summary
° Absorption

L Distribution
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° Metabolism
o Excretion
° Pharmacokinetic Drug Interaction (Nonclinical)

2.2.2 Tabulated Summary
2.3 Toxicology

2.3.1  Written Summary

° Single-Dose Toxicity

® Repeat-Dose Toxicity

o Genotoxicity

® Carcinogenicity

° Reproductive and Developmental Toxicity

- Fertility and Early Embryonic Development
- Embryo-Foetal Development
— Prenatal and Postnatal Development

° Local Tolerance

° Other Toxicity Studies (if available)
2.3.2 Tabulated Summary
3. Nonclinical Tabulated Summaries
Section D Nonclinical Study Reports
1. Table of contents
2. Pharmacology
2.1 Written Study Reports
2.1.1  Primary Pharmacodynamics
2.1.2  Secondary Pharmacodynamics
2.1.3  Safety Pharmacology

2.1.4  Pharmacodynamics Drug Interactions

152

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

I 9 an Y a S ] Ao o
Lﬂuuﬂhﬂlﬁ]y‘ﬁﬂlﬂﬂuﬁ@Li]WJENIﬂiNWU“]J%EIJ‘EIJWMW‘LJ“ﬁTIET\‘]WWU‘VINﬂmg‘VIET\‘]ﬂﬂ

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

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



3.  Pharmacokinetic

153

3.1 Written Study Reports

3.1.1
3.1.2
3.1.3
3.14
3.1.5
3.1.6
3.1.7

4. Toxicology

Analytical Methods and Validation Reports
Absorption

Distribution

Metabolism

Excretion

Pharmacokinetic Drug Interaction (Nonclinical)

Other Pharmacokinetics Studies

4.1 Written Study Reports

4.1.1
4.1.2

4.1.3

414

4.15

4.1.6

Single-Dose Toxicity

Repeat-Dose Toxicity

Genotoxicity

4.1.3.1 In-vitro Reports

4.1.3.2 In-vivo Reports

Carcinogenicity

4.1.4.1 Long Term Studies

4.1.4.2 Short or Medium Term Studies

4.1.4.3 Other Studies

Reproductive and Developmental Toxicity

4.1.5.1 Fertility and Early Embryonic Development

4.1.5.2 Embryo-Foetal Development

4.1.5.3 Prenatal and Postnatal Development

4.1.5.4 Studies in which the Offspring are Dosed and/or Further
Evaluated

Local Tolerance

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

I 9 an Y a S ] Ao o
Lﬂuuﬂhﬂlﬁ]y‘ﬁﬂlﬂﬂuﬁ@Li]WJENIﬂiNWU“]J%EIJ‘QJJWMW‘LJ“ﬁTIENWWU‘VINﬂmg‘VIET\‘]ﬂﬂ

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

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



154

4.1.7 Other Toxicity Studies (if available)
4.1.7.1 Antigenicity
4.1.7.2 Immunotoxicity
4.1.7.3 Dependence
4.1.7.4 Metabolites
4.1.7.5 Impurities
4.1.7.6 Other

Section E List of key Literature References

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

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



155

Part 1V: Clinical Document

dwsulenans Part IV Clinical document ynUsemelagaguuuuniu ACTD Jalidl
nswdsunlasdeidiunduidelaqaddluenarsaiud Tnosieazid snveatadonien
anunsa@nuiiudnldann ACTD for the registration of pharmaceutical for human use’
Fohdendnuenonaisand Usznause
Section A Table of content
Section B Clinical Overview
1. Product Development Rationale
2. Overview of Biopharmaceutics
3. Overview of Clinical Pharmacology
4.  Overview of Efficacy
5. Overview of Safety
6. Benefits and Risks Conclusions
Section C Clinical Summary
1. Summary of Biophamaceutic Studies and Associated analytical Methods
1.1 Background and Overview
1.2 Summary of Results of Individual Studies
1.3 Comparison and Analyses of Result Across Studies
2. Summary of Clinical Pharmacology studies
2.1 Background and Overview
2.2 Summary of Results of Individual Studies
2.3 Comparison and Analyses of Result Across Studies
2.4 Special Studies
3. Summary of Clinical Efficacy
3.1 Background and Overview
3.2 Summary of Results of Individual Studies
3.3 Comparison and Analyses of Result across Studies

[ 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.



156

3.4 Analysis of Clinical Information Relevant to Dosing Recommendations
3.5 Persistence of Efficacy and/or Tolerance Effects
4. Summary of Clinical Safety
4.1 Exposure to the Drug
4.2 Adverse Events
4.3 Clinical Laboratory Evaluations
4.4 Vital Signs, Physical Findings, and Other Observations Related to Safety
4.5 Safety in Special Group and Situations
4.6 Post-marketing Data
5. Synopses of individual study
Section D Tabular Listing of All Clinical Studies
Section E Clinical Study Reports (If applicable)
1. Report of Biopharmaceutic Studies
1.1 BA Study Reports
1.2 Comparative BA or BE Study Reports
1.3 In vitro-In vivo Correlation Study Reports
1.4 Reports of Bioanalytical and Analytical Methods for Human Studies
2. Report of Studies Pertinent to Pharmacokinetics Using Human Biomaterials
2.1 Plasma Protein Binding Study Reports
2.2 Reports for Hepatic Metabolism and Drug Interaction Studies
2.3 Reports of Studies Using Other Human Biomaterials
3. Report of Human Pharmacokinetic (PK) Studies
3.1 Healthy Subject PK and Initial Tolerability Study Reports
3.2 Patient PK and Initial Tolerability Study Reports
3.3 Population PK Study Reports
4. Report of Human Pharmacodynamic (PD) Studies
4.1 Healthy Subject PD and PK/PD Study Reports
undagenasuiuteyantiufuvesTassnulSyanfinusildus msluadalyanginag (CUR)
Lﬂuglﬂu%y‘mmﬁaﬁL%’wmmeuﬂ?mmﬂﬁwuﬁﬁﬁqvhummmz‘ﬁﬁqﬁﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



157

4.2 Patient PD and PK/PD Study Reports
5. Report of Efficacy and Safety Studies
5.1 Study Reports of Controlled Clinical Studies Pertinent to the Claimed
Indication
5.2 Study Reports of Uncontrolled Clinical Studies
5.3 Reports of Analyses of Data from more than one study, Including any
Formal Integrated Analyses, Meta-Analyses and Bridging Analyses
5.4 Other Clinical Study Reports
6. Report of Post-Marketing Experience
7. Case Report Form an Individual Patient Listing

Section F List of key Literature Reference

[ v a /A = @
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I Y aa Y a I 1 ] Ao o
!ﬂullﬂuﬂl@yﬁﬂlﬂﬂuﬁ@!ft]15116\‘]Iﬂi\‘]\‘]1Uﬂ‘§ilulﬂuﬂu‘1/\lu‘ﬁ1/lﬁ\‘]W1u1/n\1ﬂi1!$1/l’€’f\‘]ﬂﬂ
The abstract and full text of Senior Project in Chulalongkorn University Intellectual Repository(CUIR)

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



unil 5
A3Unan13338 afuTena uasdatauaunuy

51  @5Unanisivey

lenansn1stungSoudifusnlniniunseures ACTD/ACTR 9xasUsznousie
wnans 4 g Falgun
1. dwudl 1 L@ﬂﬁﬂi%@gaﬁalﬂLLazGﬁag_gaﬁuawamﬁmsﬁ (Administrative Data and
Product Information)
2. dwdl 2 lonansndngIuLanInuNNYRsen (Quality of Product)
3. gl 3 enansndngiunansdeyailalinisfnuimenatin (Nonclinical Document)

4. dui 4 lenansmangiusansteyan1sAnyinieaailn (Clinical Document)

(%
Y

& a = = v PN '
YNULAAZUTELNAFUITNBILT YU QSMEULLUULLﬁ%ﬂ’]iQ@IL?HQL@ ﬂaqﬁ‘l/lLLG]ﬂG]’NVLU‘iﬂﬂ

ACTD/ACTR sastoluil

'
| a

Usewelneg WaUTud wazidoauny Bamuguuuvendeulunan Tnglufidiun

wan@elUann ACTD/ACTR

Useinedanlud Idfmuaguuuuienansiiagldveiutunsidould 2 suuuy fo ICH
CTD Fawvadu module 1-5 waz ACTD Fewvadu part 1-4 Tag module 2 43 ICH CTD
awunanegluusay part 103 ACTD uslnpanulvgia 2 sUsu Sanuedondatuuasiuiy
sUwuuveIstungidou (Full, Abridged, Verification) #a8 g module 7 1 azumnsing
970 ACTD Tunaneiite 1w Wade 1.6 Assessment report issued by HSA’s reference
regulatory agency agldlanng Verification dossier agluifinivunlu ACTD waz¥ide 1.4
Labelling Tu ACTD azrwunvide Suiiiinisufilvuiuusaenans (Date of Revision of PIL)
Tuwae?t IcH CTD lalléiwunly wonend ICH CTD Tudau module 4 fursadeditnun
wwizlu ACTD 1u Section 3.5.1 Fertility and Early Embryonic Development Hudu

e ICH CTD Tudiu module 3 wag 5 dUuvunastemnuaiguiiiediu ACTD
[ v a /A = [
unAageuazuudoyaniivauves Tassaulfganinusnliusms luadsdyangwa (CUIR)
I 9 an 9 = a S ] Ao o
L“]Jl'!!;l,ﬂllellﬂlluﬁellﬂ\iuﬁmi]WJENIﬂiQQTU‘]JﬁﬂJQJﬂUWH“ﬁTIENNTUTI"Nﬂmg‘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.



159

UsenAuaL@y Jaiunuanaaannuseinasugogdaau Ao dlona1sdiu product

<

validation tisLANTUIN wenantlienansaiui 1 degnuenaenilu 5 section Usgnaume

Y v oy

A, B, C, D uag E 3l sdniseanunns19ainukuued ACTD Nfliies 3 du uaviailiilam

£
Y

fauedreadsdu TudiureataninuaAve1Ra1n NIt ALLANTUNIDINTDAINUAYD
DNTFU LU FBIUDNTINIVBIAIBIE A LazdIuUTZNOUTDI8 Ifldrulanvinunainds

A [ d‘ a o a ¥ d‘ U o [} 1 A
wiold AvsuanTauazUiniavesansiuds desuanfuussdiendingylazdiulsznouind

o YN

dlafivinanndnivield Aeaveniiunvenddenuauya wazdesuanitaninuinivenli
Y oA @ & =~ @ < v =~ | a v v

Wuilawn WWunwinaldeiazn1widingy Wudu uenaniltenansdiun 2 ide Pa:
Control of Excipients f@1uliulfnauNn As Validation of Analytical Procedures Wag

Justification of Specifications Turaeiienansaiud 3 waz 4 Wulusiu ACTD/ACTR

Uszinadulaflide fionansdiuf 1 auguuuuved ACTD/ACTR drutenansaud 2
Part S 9gldlenansiate S1, S2.1, S2.2, S4.1, S4.2, S5 Wi uag Part P agldienanside
P1, P22, P24, P2.7, P3, P4.1, P4.2, P5.1, P5.2, P5.3, P54, P6, P7, P8, P9 L‘I/llﬁﬂj!?u
wananildruiuanaeanluanUssimeduguiniian Ae tenansdiudl 3 uaz 4 Gl

o @ v o X = ' = o v DY &
Pudusedldlunstutunslouenlu luvaeivssmeduadadddoyamani

Fusutaniruanisunzidsusnlud wuluaasUsenalaNuLanNaAIeAULEaNTIDE
famolUll

enansaun 1 nudmnussimaiivenvuaiuilouny snviudeninuaisas Sample

Y 1

PffissUszmanadonazdeauufisndudesds sample Wiiues. iieldnsadmsziina
maesUfiinisnelutsying venanidmuidermunides Comparison safety and
Efficacy data between new drug and approved drug with the same indication 3iLig4
Uszinalnewhiuidudoda

enansdiud 2 asfesUsznousie 2 @undn Ao Part S: Drug substance @9
Usgnoudie S1 §9 S7 uag Part P: Drug Product @wszneause P1 89 P9 Taevnuszine

Avualvlddaivuannde snviudsewedulaildelaildvafimunves Part S o S2.3-S2.6,

S3, S4.3-4.5, 6, ST wag Part P Wil4 P2.1, P2.3-2.6, P4.3, P4.4, P5.5-5.6
unAadeuazuiutoyaniuduveslnssauiSyaniinusilfuims luadalyangma (CUIR)

I 9 an 9 = a S ] Ao o
L“]J‘L!Ll,ﬂllell?Jlluﬁellﬂ\iuﬁ'@!ft]WﬂJ@QIﬂ3QQTUﬂ§iLJQJJUWH°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.



160

N A =

enasdud 3 wuinUssmadenlusidruiiuandne e nsditunsfewdy
Abridged Way Verification dossier ltlanig Table of content wag Content and structure
format usmniunsdeunu Full dossier agdaslidaimuannitdomioutulssmadus
drulssnadulaiidedl lWsludedddormunvetenarsdiud 3 luvaesfiussmadugdos

I G G RD

Y

'
=

WNANTAIUN 4 wuIUszmadaalusidrununng1e A nsmnTunzsdeusdy
Abridged Wag Verification dossier 1an1g Clinical overview d@uussineadulaiide la

o & £ YY o 1 N a o £% Yy &
amﬂumaﬂwamwummLaﬂmimw 4 Tummzmﬂizmmauqmaﬂ%agammu

o v & = | ¢ Ao o4 X = =

dmiudunesunstungilouenlnd desrnssudulungideu As FDA vaslsuine
& o X = 5 « <
Huq lngszuunstutunsifoulunarsqgusymeldssuveoulad Turuznuszmelnauas
Jeawwdesllduenaisiaensail FOA  duiiansiudvetunziloussdendudilasu
aunanNan/Amsedee i unlussma widmiulssinadulali@easdadinisasnelsany
Tindulailige vedesrniunssiuiuusengnanenlulseinadulatile dmiusseziaa
Tumsiasannzilounazalddeuuwanasiuliluusasusena wasdmsunwnldlunis

gutunziiou aunsaldlanintdinguuasnewUssdnva
52  adUs1uNan1sIvey

winngmaneenluginaendeulaiinisussaansiiaenadesiu uwilumsljifndu
wuhusarUsemandsdineandenfiunnefiuly arnauuansasaii tungnisian
lonansgUnuUnasiaansaysannsidsniufuUssmadugluedouldsely Tasienans
sUsuunaansalitunndouldfuynussmaaundnaniou Geasraslian funuuaziaa
yan1sTungLdeauen wioudvarusadtrelnaiidngussmaniqluginialanou i

danalilsenvuaiunsaiinnsenivilasiasau

[ 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.



161

5.3  UlAUDLUIKAZUDINNAYDINITIVY

1. deyan1stunsidousvesunassma fanzssnuiiduniviseind 3
yhlenuinisdusindoyaressumatiug wu UsemaduladiBe wasusena
BRI TR

2. p¥INMsAuganIsiTe Tormuauazvdninasiuisdestad madsuudadld
ibigusuunanslyianunsainllsle

3. frogreiuenildsuindnuniifismdaiu eraviilillanmsadusunuds
Tumsa¥esUuuunansld dsdumnazdinisadeguuuunandlusuianisasd
msRnwuauiegwhiuelvinnnil

4. sUuvunaneAseildlddmivnstunsdeunlnilunstunfusnifies
it ldrudsnsveduuilumsdousi3ue

5. UszmafidenyinsAnuilidios 6 Usema Jslianunsadusunumosseme

anuatunguondeule

[ 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.



UIFTUIUNA

—_

Badjatya JM. Overview of Drug Registration Requirements for Pharmaceuticals
in Emerging Market. Journal of Drug Delivery & Therapeutics. 2013; 3(2):
227-32.

a § & = o o
2. NENATUANEN [DULNBDILUR]. UUNYT: SUNNUAUZNTINNITBINTLASEYN; 2007.

o

AMUTINLDAURIUTENATUDWTEY; [TUND19D 8 UNF1AN 2557]. Nun:

http://drug.fda.moph.go.th/zone_asean/accsg-ppwg.html

a § & =) o o
3. ABNATUANEN [BUNDILURM]. UUNYT: SUNNUAUZNTINNTITBINTUALN; 2007.

[y

Ada/muuzdn; [Tunoehis 25 Suneu 2557]. 1w

http://drug.fda.moph.go.th/zone _asean/introdruction.html

4. dinen [Buwmesiia]. uunys: dninen dinnuamznssunisemsiazen; 2011,
noMueeT; [TuN19ns 25 Swanau 2557, Aan:

http://drug.fda.moph.go.th/zone law/law039.asp

5. U.S. Food and drug Administration [Internet]. Silver Spring: U.S. Department of
Health and Human Services; 2013. New Molecular Entity Approvals for 2012;
[updated 2014 Jan 15; cited 2014 Dec 25]. Available from:

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/Druglnnovation/ucm

336115.htm
6. MUUINITeyandndaueiaua nuBunesle [Bumesidel. wunys: dnineu
ANIENTIUNITOINIUWAZEN; 2558, NARAIET; [Tunoneds 25 Suau 25571,

http://fdaclap.fda.moph.go.th/logistics/dredrug/DSerch.asp?id=drug

7. Eliquis® [package insert]. USA: Bristol-myers squibb; 2014.

[ 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.


http://drug.fda.moph.go.th/zone_law/law039.asp
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugInnovation/ucm336115.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/DrugInnovation/ucm336115.htm
http://fdaolap.fda.moph.go.th/logistics/drgdrug/DSerch.asp?id=drug

163

8. Association of Southeast Asian nation [Internet]. Jakarta; Association of
Southeast Asian nation; c2014. Harmonization of Standards and Technical
Requirement in ASEAN; [cited 2014 Dec 25]. Available from:

http://www.asean.org/communities/asean-economic-

community/item/harmonization-of-standards-and-technical-requirements-in-

asean

9. Health Science Authority [Internet]. Singapore: Health Science Authority;
c2014. Guidelines on Drug Registration; [cited 2014 Dec 25]. Available from:

http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/Western

Medicines/Overview/Guidelines_on_Drug Registration.html

10. National Pharmaceutical Control Bureau [Internet]. Petaling Jaya: National
Pharmaceutical Control Bureau Ministry of Health Malaysia; c2002-2014. Drug
Registration Guidance Document (DRGD); [updated 2014 Nov 24; cited 2014

Dec 25]. Available from: http://portal.bpfk.gov.my/index.cfm?&menuid=137

11. Kherk Ying Chew, Andy Leck, Daru Lukiantono, Maria Christina J. Macasaet-
Acaban, Yee Chung Seck, Peerapan Tungsuwan, et al. ASEAN Pharmaceutical
Harmonization [Internet]. [place unknown]: Baker & McKenzie; 2013 [cited 2014
Dec 25]. Available from:

http://www.bakermckenzie.com/files/Publication/3ce1997b-3768-4403-afd3-

81f495060b2d/Presentation/PublicationAttachment/555e9675-5581-4de8-89H9-

825c214dfcb9/bk asean pharmaceuticalharmonizationguidebook 2013.pdf

12. Food and Drug Administration Philippines [Internet]. Manila: Department of

Health Philippines; 2005. ACTD/ATR Drug Registration Requirements; [cited

2014 Dec 25]. Available from: http://www.fda.gov.ph/industry-

corner/downloadables/217-requirements-for-drug-registration/95567-actd-atr-

requirements

[ 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.



164

13. Trade Related Rulebook [Internet]. Jakarta: The Coordinating Ministry for
Economic Affairs (EKON) Indonesia; c2014. Criteria and procedure of drug
registration; [cited 2014 Dec 25]. Available from:

http://traderulebook.ekon.go.id/rulebook/document/13597?lang=en

14. Food and Drug Administration Philippines [Internet]. Manila: Department of
Health Philippines; 2005. LTO and CPR processing; [cited 2015 Apr 13].

Available from: http://www.fda.gov.ph/industry-corner/downloadables/237-

integrated-application-form-and-process/148185-to-and-cpr-processing-2

15. Global Health Technologies Coalition [Internet]. Vietnam: Global Health
Technologies Coalition; c2009-2015. Vietnam Drugs; [updated 2014 Sep 22,
cited 2015 Apr 12]. Available from:

http://regulatory.ghtcoalition.org/data/vietnam/drugs/

16. Corporate & business law [Internet]. Vietnam; Ministry of Health; 2009 [cited

2015 Apr 11]. Available from: http://luatkhaiphong.com/Van-ban-Tieng-

Anh/Circular-No.-22/2009/TT-BYT-dated-November-24-2009-4763.html

17. Conventus law [Internet]. Vietnam; Conventus Publishing (Asia) Limited; 2014.
Jurisdiction - Vietnam,; [cited 2015 Apr 11]. Available from:

http://www.conventuslaw.com/vietnam-overview-of-pharmaceutical-licensing/

18. FTA Department of Trade negotiations [Internet]. Thailand: FTA Department of
Trade negotiations; c2010. Ummmlﬁmﬁ’u FTA; [cited 2015 Apr 9]; Available

from: http://www.thaifta.com/ThaiFTA/Portals/0/ctrprof iddec57full.pdf

19. lasans@nwguassanianisa dmsundndunelunaindseaniiddgveding

[y

[Buwesiidn]. ngawme: dinyuasughagnaInnssy; c2014 [Juiidnad 9 wwisy

2558]; Fian; http://rubber.oie.go.th:93/Detail.aspx?cate id=18&id=23

20. JPMA [Internet]. Japan: Japan Pharmaceutical Manufacturers Association; c2006-
2015. Regulations and Approvals Expert Working Group (RA EWG); [cited 2015 Apr
17]. Available from: http://www.jpma.or.jp/english/apac/pdf/130722 05.pdf

[ 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.


http://www.thaifta.com/ThaiFTA/Portals/0/ctrprof_iddec57full.pdf
http://rubber.oie.go.th:93/Detail.aspx?cate_id=18&id=23

	หน้าปกภาษาไทย
	หน้าปกภาษาอังกฤษ
	หน้าอนุมัติ
	บทคัดย่อภาษาไทย
	บทคัดย่อภาษาอังกฤษ
	คำนำ
	กิตติกรรมประกาศ
	สารบัญ
	บทที่ 1 บทนำ
	บทที่ 2 เอกสารและงานวิจัยที่เกี่ยวข้อง
	บทที่ 3 วิธีดำเนินการวิจัย
	บทที่  4 ผลการวิจัย
	บทที่ 5 สรุปผลกำรวิจัย อภิปรายผล และข้อเสนอแนะ
	บรรณานุกรม



