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1.8.3 SMP Protocol

1.9 Information relating to Clinical Trials

1.10 Information relating to Pediatrics

1.R Responses to Questions

1.R.1 RESPONSE DESCRIPTION

1.A Additional Data

1.A.1 Assessment report from other

regulatory agency

Optional

1.A.2 Checklist Form /Self Assessment Report

Checklist From (eg. uuu amg ND1 Wusu)

1.A.3 Information on Development Studies

P.2.1 feyavesnsinuiann Information on Development Studies) ~Optional

1.A.4 COA from Institute of Biological Product

nadAs T IngBeegmeldintiguavesanituiyingnsuinermansnsunng enusestuuwasduled

)BIOLOGICS)

1.A.5 Comparison Table

v o v

8.0 deyaiUssuiiieuted deidy -sewineilwmifivetunsdeuivelungy

mstinshulsaieiuildtunsdeuluusamdlnewdaislunivssnsuauavanudasade

(comparison table with exiting products)

1.A.6 Information of Exportation

- widdofinsioszuriredsuimadiin vide INvoice wie Proforma Invoice vie Letter of
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6.5.4 wisdeussdosndwiudsonn
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)

6.5.3 msusesdeulvnmstunziousiueniienisdseendsssing

. o v e
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9.0 wuutuiindeyanzfoussusnOptional)

1.A.99 Other
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Part / Section

Content

(Certificate of Analysis)

S.4.2 Fmsiwsesi )Analytical Procedure)

Procedures)
S.4.4 msdwswimsndnusazsu )Batch Analysis)
S.4.5 mstussmgraresdermunnesgiu )Justification of

Specification)

2.3.5.5 Reference Standards or

Materials

Quiality

2.3.5.6 Container Closure System

Quality

B | S6 szuulaveantwuzussy )XContainer Closure System)

2.3.5.7 Stability

Quiality

B | S7 mwnsanw)Stability)

2.3.P Drug Product - NAME

Quality

B | P uénsosien )DRUG PRODUCT)

2.3.P.1 Description and

Composition of the Drug Product

Quiality

B | P1 dnhwawsuardmuszneu )Description and Composition)

2.3.P.2 Pharmaceutical

Development

Quiality

B | P2 msimumandunssu )Pharmaceutical Development)
P.2.1 feyavesnisfinuiinn

(Information on Development Studies)

P.2.2 dgudszneuvemaniasion YComponents of the Drug
Product)

P.2.3 udnfasidniagy Finished Product)

P.2.4 msiannnssuaunisuds )Manufacturing Process
Development)

P.2.5 szuudavesanwurussy )Container Closure System)
P.2.6 auaudivnigadviven )Microbiological Attributes)

P.2. 7Tamnudfuldwendnsdast \Compatibility)

2.3.P.3 Manufacture

Quality

B | P3 mswan )Manufacture)

P.3.1 gmsensiesuniswan )Batch Formula)

P.3.2 nszuiumswanuayismsaugunsyuiunisuan )Manufacturing
Process and Process Controls)

P.3.3 mseunuduneumsuaaiiddy uay ansifsduas )Controls of

Critical Steps and Intermediates)
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P.3.4 msamaseunugndeiwensyuiuns waz) wie nsUsufiuna/Process

Validation and/or Evaluation)

2.3.P.4 Control of Excipients

Quality

B | P4 msmusuansuswsis )Control of Excipients)

P.4.1 fefwununnsgu )Specifications) wavwidoiuseimsiinses
(Certificate of Analysis)

P.4.2 Bmsiwsesi Analytical Procedure)

P.4.3 asuswdsiifiundatudinanuyuduiodn )Excipients of Human
or Animal QOrigin)

P.4.4 asuswsisiduanseiielmi )Novel Excipients)

2.3.P.5 Control of Drug Product

Quality

B | P5 msmunurdnsmsidnsegu )Control of Finished Product)
P.5.1 fefwununnsgiu )Specification) wasuifdesusesnisiasies
(Certificate of Analysis)

P.5.2 Bmsiwsesi Analytical Procedure)

P.5.3 msnsiasoumnugndewediimsiasizi )Validation of
Analytical Procedures)

P.5.4 mswswisumsndn )Batch Analyses)

P.5.5 msasiednuwaziewzvesansidevu )\Characterization of
Impurities)

P.5.6 mstuasmauavestierimunsnasgu )Justification of

Specifications)

2.3.P.6 Reference Standards or

Materials

Quality

B | P6 awunsguvdetanumsgiu )Reference Standards or Materials)

2.3.P.7 Container Closure System

Quality

B | P7 szuulavesnwurussy XContainer Closure System)

2.3.P.8 Stability

2.3.A Appendices

Quality

B | P8 mnuasanw)Stability)

o

2.3.A.1 Facilities and Equipment Quality

2.3.A.2 Adventitious Agents Safety Quality B

Evaluation

2.3.A.3 Novel Excipients Quality B

2.3.R Regional Information Quality B
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2.4 Nonclinical Overview

Part / Section

Content

Nonclinical | B

aouil B (Section B) : smsawmesdudoyaitlilideyanenddn
)Nonclinical Overview)
Linasilaevialy \General Aspects)

2. devuasguuuilasiasna )Content and Structural Format)

2.5 Clinical Overview

Clinical B

souil B (Section B) : amsawdweain (Clinical Overview)
Lpalumsimundnsios )Product Development Rationale)
2. amsmesdundunssy )Overview of Biopharmaceutics)

3. nmwsmveandyineminain JOverview of Clinical
Pharmacology)

4 pwmshudszavsanlunisinw )Overview of Efficacy)
5.amsashumnuasnds Overview of Safety)
6.unaguinudssleninlasutuammudss )Benefits and Risks

Conclusions)

2.6 Nonclinical Written and

Tabulated Summaries

Nonclinical | C

C uwnagUvestoyaiililidoyamndinludnumefussenouasdnuniznisg

(Nonclinic Summary : Written and Tabulated)

2.6.1 Introduction

Nonclinical | C

1.0 wnagudeyaitlsiladoyamenddnlusnvasdussens )Nonclinical

Written Summary )

2.6.2 Pharmacology Written

Summary

Nonclinical | C

1.1 wévinen Pharmacology)

1.1.1 wndwwarmansugugdl )Primary Pharmacodynamics)

1.1.2 wédwmamansuiegil )1Secondary Pharmacodynamics)
1.1.3 wnévinenarunlasnsis )Safety pharmacology)

1.1.4 supsiseweweluiwadwarans )Pharmacodynamic Drug

Reactions)

2.6.3 Pharmacology Tabulated

Summary

Nonclinical | C

2 unagvestoyaitlilideyamenddnludnumzass )Nonclinical

Tabulated Summaries)

2.6.4 Pharmacokinetics Written

Summary

Nonclinical | C

1.2 wndwauenans )Pharmacokinetics)

1.2.1 msgadu HAbsorption)

1.2.2 msnsyaeen )Distribution)

1.2.3 wunueddu )Metabolism) mswssuiisunelu species ( inter
—species comparison)

1.2.4 mstudnesn )Excretion)

. o o o X oo ; ;
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Part / Section

Content

1.2.5 sunsieweselusundveaumand (d@uillilvdoyamndin)
Pharmacokinetic Drug Interaction (Non-clinical)
1.2.6 msfinwdugmandvaauenans YOther Pharmacokinetics

Studies)

2.6.5 Pharmacokinetics Tabulated

Summary

Nonclinical | C

2 unagvestoyaitlilideyamendinludnumzasns )Nonclinical

Tabulated Summaries)

2.6.6 Toxicology Written Summary

Nonclinical | C

1.3 fwinen JToxicology)

1.3.1 aruduiiviinnnslienduie )Single Dose Toxicity )

1.3.2 anuduiiwiiinanisliiedn Repeat Dose Toxicity )

1.3.3 avwfufiwmeiugnssu )Genotoxicity)

1.3.4 msdeuzidaCarcinogenicity)

1.3.5 aufuiivdenisauiiuguazimuinisvessieou )Reproductive and
developmental Toxicity)

1.3.5.1 mnwannsalunisduifuguas sinnnnsvessneevluszesusn JFertility
and Early Embryotic Development)

1.3.5.2 sfmunnsveneuusle ) sheeulunsss -Embryo-fetal
Development)

1.3.5.3 sawmsveshseuiinounaenviovdensearataihiivestaul (Pre-
Natal and Post-Natal Development including Maternal
Function )

1.3.6 avmmuanzdt )Local Tolerance)

1.3.7 msfnwfwinenduq JOther Toxicity Studies, if available)

2.6.7 Toxicology Tabulated

Nonclinical | C

2 unagvestoyaitlilideyamenddnludnumzansis )Nonclinical

Summary Tabulated Summaries)
2.7 Clinical Summary Clinical C | mouit C (Section Q) : uwnagumsnatn )Clinical Summary)
2.7.1 Summary of Biophamaceutic Clinical C | Lunagdvesmsfnwmadundsnssunasisinmsifideates (Summary of
Studies and Associated Analytical Biopharmaceutic Studies and Associated Analytical
Methods Method)
1.1 mnudusnuazamsan )Background and Overview)
1.2 unasuvesmansdnwudazansner )Summary of Results of
Individual Studies)
1.3 mswseuiieuuarinssinavesmsanesneg JComparison and
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Part / Section

Content

Analyses of Results Across Studies)

amrun 1 (Appendix 1)

2.7.2 Summary of Clinical

Pharmacology Studies

Clinical C

2. unagdresnsAnuindinemanaiin )JSummary of Clinical
Pharmacology Studies)

2.1 audusnuazawsa )Background and Overview)

2.2 unasuvemanisAnwudaznisine )Summary of Results of
Individual Studies)

2.3 mswsuiisuagiinszinavesnmsinesneg JComparison and
Analyses of Results Across Studies)

2.4 msdnwfawsineg )Special Studies)

manwan 2 (Appendix 2)

2.7.3 Summary of Clinical Efficacy -
INDICATION

Clinical C

3 unagushuuseansammsaddn )Summary of Clinical Efficacy)
3.1 avwdunuazamsiuvessyansammerdiin )Background and
Overview of Clinical Efficacy)

3.2 unagdvemansinwudaznisdnen )Summary of Results of
Individual Studies)

3.3 maSeuilousazlieszinaresnsdnusieg JComparison and
Analyses of Results Across Studies)

3.4 menseideyemsnaiiniiduiusiurunniiuugin )Analysis of
Clinical Information Relevant to Dosing
Recommendations )

3.5 mnudeiilowesssavinauas) vie mmmusiesy/Persistence of
Efficacy and/or Tolerance Effects)

mern 3 (Appendix 3)

2.7.4 Summary of Clinical Safety

Clinical C

4 unaguanuvasademenddn )Summary of Clinical Safety)
4.1 mslésuen Exposure to the Drug)

4.2 wamsalliifisUszasdsinag JAdverse Events)

4.3 msdszfiunavsnadnaniesufjdinns )Clinical Laboratory

Evaluations)

4.4 Fyanadv, Ffinuainnsnsiasenig, wasdedunnduafiierfiuanulasade

Wital Signs, Physical Findings,and Other Observations
Related to Safety )

4.5 mnuvasnsitlunguiies uavluanunisaliivens )Safety in Special

. o o o X oo ; ;
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Groups and Situations)

4.6 Foyavdnmssmieen Post-marketing Data) aewwan 4

(Appendix 4)

2.7.6 Synopses of Individual Studies | Clinical C | 5.umanudevssusiazmsiinu )Synopses of Individual Studies)

o o o o X o o , ;
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3. Module3eCTD

Quality C | S.1.2 Tnssadne)Structure)

Quality C | S.1.3 qaemd@inld \General Properties)

Quality C | S2 msuén )Manufacture)

Quality C | S.2.1 fuan) (efunnnimiloManufacturer(s))

Quality C | S.2.2 feduenssurunsudnuasisauaunssuiunswan (Description of
Manufacturing Process and Process

oooooooo

Quality C | S.2.3 msmunuingdu )Control of Materials)

Quality C | S.2.8 msmuauiunounssdniidrdy uas arstsduns )Controls of

and Intermediates Critical Steps and Intermediates)

r | Quality C | S.2.5 msmsnasuanugniesveinssuIunsHinLazuse n1susliung/

Evaluation (Process Validation and/or Evaluation)

Quiality C | S.2.6 msimunszuaunisndn )Manufacturing Process

eeeeeeeeeeeeeeeeeeeeeee
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Part / Section Content

3.2.5.3 Characterizations Quality C | S3 msnsadnwaiamz )Characterizations)

3.2.5.3.1 Elucidation of Structure Quality C | S.3.1 mswanslassadauazdnuazianzdug )Elucidation of Structure
and Other Characteristics and Other Characteristics)

3.2.5.3.2 Impuirities Quality C | S.3.2 asidevu)impurities)

3.2.5.4 Control of Drug Substance Quality C | S4 mseuauingAudhenddty JControl of Drug Substance)

3.2.5.4.1 Specification Quality C | S.4.1 derhmumnnasg )Specification) uaswifidesusesnsiiasizyt

)Certificate of Analysis)

3.2.5.4.2 Analytical Procedures Quality C | S.4.2 Bmsaasest Analytical Procedure)

3.2.5.4.3 Validation of Analytical Quality C | S.4.3 mmvaseuanugnsissresisnisiinsieyt Walidation of Analytical
Procedures Procedures)

3.2.5.4.4 Batch Analyses Quiality C | S.4.4 mslmswinsnanusiazsu )Batch Analysis)

3.2.5.4.5 Justification of Quality C | S.4.5 msfusammmavesdormumnnsgiu )Justification of
Specification Specification)

3.2.5.5 Reference Standards of Quality C | S5 aswmsgrumsetaquinsgu )Reference Standards or Materials)
Specification

3.2.5.6 Container Closure System Quality C | S6 szunavesnvurussy )Container Closure System)

3.2.5.7 Stability Quality C | S7 avwasanw )Stability)

3.2.5.7.1 Stability Summary and Quality C | S7 avwasanw )Stability)

Conclusions

3.2.5.7.2 Post-approval Stability Quality C | S7 arwesaann )Stability)

Protocol and Stability Commitment

. o o o X oo ; ;
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Part / Section Content

S7 aumsanm )Stability)

3.2.5.7.3 Stability Data Quality

3.2.P.1 Description and Quality C | P1 dnwasenuazenusznau )Description and Composition)

3.2.P Drug Product

\

Composition of the Drug Product

3.2.P.2 Pharmaceutical Quality C | P2 msmumandunssu )Pharmaceutical Development)

Development

3.2.P.2.1 Components of the Drug Quality C | P.2.2 dwuszneuvewdnsinsien Components of the Drug

Product Product)

3.2.P.2.2 Drug Product Quality | C | P.2.3 udmsfusidniegd Finished Product)

3.2.P.2.3 Manufacturing Process Quality C | P.2.4 msiimunnszuaunswdn )Manufacturing Process
Development Development)

3.2.P.2.4 Container Closure System | Quality C | P.2.5 ssuulaveanwuzussy )Container Closure System)

3.2.P.2.5 Microbiological Attributes | Quality C | P.2.6 auaudinieqgadainer )Microbiological Attributes)

3.2.P.2.6 Compatibility Quiality C | P2 7Tarmdhiuldvesmansast )Compatibility)

3.2.P.3 Manufacture Quiality C | P3 aswan )Manufacture)

3.2.P.3.1 Manufacturer(s) Admin C | 1.2 uwuAmetunaieusisusuuu ASEAN HARMONIZATION)wuu o.1)
- Page 1-2

3.2.P.3.2 Batch Formula Quality | C | P.3.1 gasesiesumisudn )Batch Formula)

3.2.P.3.3 Description of Quality C | P.3.2 nszuvaumsudnuaziinismurunszuiuniswan )Manufacturing

Manufacturing Process and Process Process and Process Controls)

Controls
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Quality C | P.4.4 ansususisiduansedialvi )Novel Excipients

Quality

C | P5 nsmunurdnsusidndagy )Control of Finished Product)
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Part / Section Content
3.2.P.5.1 Specification(s) Quality | C | P.5.1 derwunuasgiu )Specification) waznidodusesmsinseit
)Certificate of Analysis)
3.2.P.5.2 Analytical Procedures Quiality C | P.5.2 3msins1zsi YAnalytical Procedure)
3.2.P.5.3 Validation of Analytical Quality C | P.5.3 msmsnnaeuanugndesvesidmsieei )Validation of Analytical
Procedures Procedures)
3.2.P.5.4 Batch Analyses Quality C | P.5.4 msamszisuniswan )Batch Analyses)
3.2.P.5.5 Characterizations of Quality C | P.5.5 msamadnvasanzvesansidevu )Characterizations of
Impurities Impurities)
3.2.P.5.6 Justification of Quality C | P.5.6 mstusamguavestorimumnasgiu JJustification of
Specifications Specifications)
3.2.P.6 Reference Standards or Quality C | P6 asmmsgundeTanuinsg i )Reference Standards or Materials)
Materials
3.2.P.7 Container Closure System Quality C | P7 ssuullmwasnwuzussy )Container Closure System)
3.2.P.8 Stability Quality C | P8 anumsanm )Stability)
3.2.p.8.1 Stability Summary and Quality C | P8 anumsanm )Stability)
Conclusion
3.2.P.8.2 Post-approval Stability Admin C | - 6.5.1 msusedumsduenansifisniulunisfinwanunsanmyssen
Protocol and Stability Commitment (Stability Commitment)
3.2.P.8.3 Stability Data Quality P8 anunsanm )Stability)
%
3.2.A Appendices / %

. o o o X oo ; ;
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3.2.A.1 Facilities and Equipment -
MANUFACTURER

3.2.A.2 Adventitious Agents Safety
Evaluation - MANUFACTURER

3.2.A.3 Excipients

3.2.A.3.1 EXCIPIENT

3.2.R Regional Information

3.3 Literature References Quality | D | ‘endnsensosnang (i)
(Key Literature Reference, if applicable)
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4. Module 4 eCTD

P rt/ Section Content

_

4.1 Table of Contents of Module 4 / / .

4.2 Study Reports Nonclinical senumsinunitlilgmsinwmendin enudiseans) (Nonclinical
Study Report ( As requested))

4.2.1 Pharmaco logy Nonclinical D 2. wéAnen )Pharmacology)

4.2.1.1 Primary Pharmacodynamics | Nonclinical D 2.1 wdwwaenansgugil )Primary Pharmacodynamics)

4.2.1.2 Secondary Nonclinical D 2.2 wndwaransyiend 1Secondary Pharmacodynamics)

Pharmaco dynamics

4.2.1.3 Safety Pharmacology Nonclinical D 2.3 wndfAneamnasnds )Safety Pharmacology)

4.2.1.4 Pharmacodynamic Drug Nonclinical D 2.4 Fupsisenvessn luhundewarans )Pharmaco dynamics

| Drug Interactions )

4.2.2 Pharmaco kinetics Nonclinical D 3. indyaaurnans ) Pharmaco kinetics )

4.2.2.1 Analytical Methods and Nonclinical D 3.1 Fheswiuayesnumsasvasurugndes JAnalytical

Validation Reports Methods and Validation Reports)

4.2.2.2Absorption Nonclinical D 3.2 msged@y)Absorption)

4.2.2.3 Distribution Nonclinical D 3.3 nsns ¥91881 ) Distribution)

4.2.2.4 Metabolism Nonclinical D 3.4 wunueadu )Metabolism)

4.2.2.5 Excretion Nonclinical D 3.5 msdudeen Excretion)

4.2.2.6 Pharmacokinetic Drug Nonclinical D 3.6 Sumsisevesen Tushunduaaumans (suilalvdeyanisndin (

Interactions (nonclinical) Pharmacokinetics Drug Interaction (non-clinical)

4.2.2.7 Other Pharmacokinetic Nonclinical D) 3.7 msfnwdugmandvaaumans XOther Pharmaco kinetics

Studies studies)

4.2.3 Toxicology Nonclinical D 4. fwiven )Toxicology)

4.2.3.1 Single-Dose Toxicity Nonclinical D 4.1 enmdufiniiinainis Iinsuien )Single dose toxicity)

4.2.3.2 Repeat-Dose Toxicity Nonclinical D 4.2 enudufiniiinainis 1%endn JRepeat dose toxicity)
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Part / Section Content
4.2.3.3 Genotoxicity Nonclinical D 4.3 anuiduiwneiugnssu \Genotoxicity)
4.2.3.3.1 In vitro Nonclinical D 4.3.1 mveaedunasanaass )N Vitro)
4.2.3.3.2 In vivo Nonclinical D 4.3.2 manaaeduded@in in vivo)
4.2.3.4 Carcinogenicity Nonclinical D 4.4 msrenzds Carcinogenicity)
4.2.3.4.1 Long-term studies Nonclinical D 4.4.1 asdinwiluszezeny )Long-term studies)
4.2.3.4.2 Short- or medium-term Nonclinical D 4.4.2 msdnwilusserduvielussesounans )Short or medium
studies term studies)
4.2.3.4.3 Other studies Nonclinical D) 4.4.3 msnwiduq )Other studies)
4.2.3.5 Reproductive and Nonclinical D 4.5 enudufiwsensiuiuguasimunmsvesiiseu (Reproductive
Developmental Toxicity and developmental Toxicity)
4.2.3.5.1 Fertility and early Nonclinical D 4.5.1 prwanunsalunsduifuguas Wwumsvesshdeuluszesusn
embryonic development (Fertility and Early Embryotic Development)
4.2.3.5.2 Embryo-fetal development | Nonclinical D 4.5.2 simunnsveaeuuile ) shseulunsss -Embryo-fetal

Development)
4.2.3.5.3 Prenatal and postnatal Nonclinical D 4.5.3 simunmsvesiseuinourasauiondemasasiuimiiiivesiou
development, including maternal )Pre-Natal and Post-Natal Development including
function Maternal Function )
4.2.3.5.4 Studies in which the Nonclinical D 4.5.4 msfnwlugndnifilézuen uazvie/ldsunsussifiuiniu
offspring (juvenile animals) are )Studies in which the offspring are dosed and/or
dosed and/or further evaluated further evaluated)
4.2.3.6 Local Tolerance Nonclinical D 4.6 aumuewizii )Local tolerance)
4.2.3.7 Other Toxicity Studies Nonclinical D 4.7 msfnwdugmaiivine ) (#dOther toxicity studies, if
available)

4.2.3.7.1 Antigenicity Nonclinical D 4.7.1 msregiisnumu )Antigenicity)
4.2.3.7.2 Immunotoxicity Nonclinical D 4.7.2. deszuugiiduiu )Immunotoxicity)
4.2.3.7.3 Mechanistic studies Nonclinical _
4.2.3.7.4 Dependence Nonclinical D 4.7.3 mséinen )Dependence)
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4.2.3.7.5 Metabolites Nonclinical D 4.7.4 wunvelavi )Metabolites)

4.2.3.7.6 Impurities Nonclinical D 4.7.5 ansidevu Impurities)

4.2.3.7.7 Other Nonclinical D 4.7.6 8uq)Other)

4.3 Literature References Nonclinical E sems LonansdBeiidndny IList of Key Literature Reference)
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5. Module 5 eCTD
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Clinical
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Clinical E | 1.2 sweunsdnwdieuidieu BA wise BE (Comparative BA or BE

Bioequivalence (BE) Study Reports | | | Study Reports)

Clinical E 1.3 s1weumsAinnenudusiusveinismaaeslunasannassuayludsddin )N

SSSSSSSSSSS

Clinical E 1.4 snenumsianzilaedBuasitinseidmsunisinuluyed )Reports
Analitical Methods for Human of Bioanalytical and Analytical Methods for Human
Studies Studies)

Clinical E 2 swnuresmsinuiiisdesiundueaumansiliiannnuyud (Reports
to Pharmacokinetics using Human of Studies Pertinent to Pharmacokinetics using Human

Biomaterials Biomaterials)

Clinical

SSSSSSSSSSS

Clinical E 2.2 swoumsfnwifefusunuedeiifuuassunsizevessr (Reports of
Metabolism and Drug Interaction Hepatic Metabolism and Drug Interaction Studies)

Studies

Clinical

Other Human Biomaterials Other Human Biomaterials)

Clinical E | 3.swarumsinwinduaaumanslunysd )Reports of Human

Pharmacokinetic (PK) Studies Pharmacokinetic (PK) Studies

M ;
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5.3.3.1 Healthy Subject PK and Clinical 3.1 sreumsine PK luffunmsneaesguamd waznns nusdesnszezusn

Initial Tolerability Study Reports )Heatthy Subiect PK and Initial Tolerability Study Reports)

5.3.3.2 Patient PK and Initial Clinical 3.2 sweumsinw PK Tufthe waznisnudesnszesusnisu)Patient PK

Tolerability Study Reports and Initial Tolerability Study Reports)

5.3.3.3 Intrinsic Factor PK Study Clinical

Reports

5.3.3.4 Extrinsic Factor PK Study Clinical

Reports

5.3.3.5 Population PK Study Reports | Clinical 3.3 swaumsine PK lundudszanseneg )Population PK Study
Reports)

5.3.4 Reports of Human Clinical 4 snoumsiinwinduwaenansluiyed )Reports of Human

Pharmacodynamic (PD) Studies Pharmacodynamic (PD) Studies)

5.3.4.1 Healthy Subject PD and Clinical 4.1 s1eaunsiinu PD way PK/PD Tug3unsmeassaunmi (Healthy

PK/PD Study Reports Subject PD and PK/PD Study Reports)

5.3.4.2 Patient PD and PK/PD Study | Clinical 4.2 srwvumsine PD uay PK/PD lufihe )Patient PD and PK/PD

Reports Study Reports)

5.3.5 Reports of Efficacy and Safety | Clinical 5. swaumsfinsduussansamuazanudasade )Reports of Efficacy

Studies and Safety Studies)

5.3.5.1 Study Reports of Controlled | Clinical 5.1 swamensinwmendindifingueunudaiedetudouddiudly

Clinical Studies Pertinent to the (Study Reports of Controlled Clinical Studies Pertinent to

Claimed Indication the Claimed Indication)

5.3.5.2 Study Reports of Clinical 5.2 swevesnmsinymsnaiindeg ilsifinguaiuau )Study Reports of

Uncontrolled Clinical Studies Uncontrolled Clinical Studies

5.3.5.3 Reports of Analyses of Data | Clinical 5.3 siwamumsieseideyamsinuiinnniminisfnvsuiimsiensica

from More than One Study Tassiifussifovuuuusunisiinnsiofuuuasmsiinnzilaodelssdeoye
)Reports of Analyses of Data from More Than One
Study,Including Any Formal Integrated Analyses, Meta-
analyses,and Bridging Analyses )

5.3.5.4 Other Study Reports Clinical 5.4 swowmsinwmandinduq )Other Clinical StudyReports)
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5.3.6 Reports of Post-marketing Clinical E | 6.51enuvewszaunmsaindsainmssmiiesn )Reports of Post-
Experience Marketing Experience)

5.3.7 Case Report Forms and Clinical E | 7.uvuedumsnuvesiiunisveaesnsdisnequaziiaeiifinnsndniudassg
Individual Patient Listings )Case Report Forms and Individual Patient Listing)

5.4 Literature References Clinical F | F. swemswesenanséadeiidrdy )List of Key Literature References)
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