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daud 1 wenarsdeyaniluuazdayandnsiouei (Administrative data and product information)

1.0 Cover Letter

1.0.1 Tracking Table

History of Sequence - Required by

Validation Criteria

1.0.2 Cover Letter

Overview of application and
sequence - Required by Validation

Criteria

1.2 Application Form

1.2.1 Application Form

WUUATBTUNZLTEUANS UL (WU ©.1)
nlsannnistuiindayaluszuu skynet
Wintu

1.2.2 Annexes

Optional

1.2.2.4 GMP Certificate

nsflatuasdluguuudidnnseing 1
WLULBNENSTS verify Anandu
authenticity ﬁL%au"LUé’agmﬁa;gamm
whenufiosnmilsdedusednense

1.2.2.7 CPP-CFS Certificate

nladeIUToINAN MY

anede atuase vise eCPP lugduuy
didnnsetind lnglddnIudassuses
aneidulaganIune

DD UBNATITINNSRTAN
usdesdsnounsoantudRzidu
UL
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daud 1 wenarsdeyaniluuazdayandnsiouei (Administrative data and product information)

1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product Description aannuuulu Artwork Aifidmiieuaain
939 uaglviuuuynuuiaussy lunsdli
panfifiufisiAatiosndn 3 mseii 1
fusesindudowianse wad ludes
fysesdindnusuaziiuaain sndnns
Susastonnuindulumunguuneg

Aunsdifidoanisildedidnnseing
WU ARlelunisnaNen @uisavelyly
dqunainled (nowuulnade
Sidnmseiindlii 1.A.99)

13.1.2 SPC Toyalagasuvewdnsiausinuuuy
Summary of Product Characteristics
(SPC) %39 Product Data Sheet (91)

1.3.1.3 Package Leaflet

1.3.1.3.1 Package Leaflet - Thai “enansAAved Ul TE UL
*Tunsaifidusildans
anuneua wiseldlausmsmsenlag
Heansavely digital labelling
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daud 1 wenarsdeyaniluuazdayandnsiouei (Administrative data and product information)

Tngldspawuuluiundnsdm lnusey
vuRaINAILeNaIsAnuINw Ny
mumee3osneidenlosusiuled
Y.

Lonansdu 4 i)

1.3.1.3.2 Package Leaflet - English - Laﬂaqjﬁqﬁugqﬁqw%JUImaqﬂjwqq
ASUNNIMULUUFITD Summary of
Product Characteristics @1u15aua k%
digital labelling 16t
49Na1IANNUENEINTUUTEU YU AUU
MwSange (G13) aunseveld digital
labelling 16t

onansdu 4 (i)

1.3.1.3.3 Package Leaflet - Other Language Optional

- LENESANUEIENTUYAAINTNIG
MIWWNIRINLUUTITD Summary of
Product Characteristics (818)
‘onasiAusd@ iU (613)
Lonansdu 4 (i)

1.3.2 Mock-up Optional
1.3.3 Specimen sUaeeivetunzileu (anzedin
wAUHALAZETIU)
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1.3.4 Consultation with Target Patient Groups

Thai PIL User testing (91l)

1.3.5 Product Information already approved in the Other Optional
States
1.3.5.1 Foreign Regulatory Status (An$usasn1sudedoya
nstungiBuugiludsemenng 9)
1.3.5.2 Foreign Product Information
1.3.5.2.1 Data Similarities and Differences
1.3.5.3 Data Similarities and Differences
1.3.6 Braille Optional
1.4 Information about the Experts Optional
1.4.1 Quality Optional
1.4.2 Non-clinical Optional
1.4.3 Clinical Optional
1.5 Specific Requirements for Different Types of
Applications
1.5.1 Information for Bibliographical Applications Optional
1.5.2 Information for Generic, Hybrid or Bio-similar Optional

Application

1.5.3 (Extended) Data/Market Exclusivity

Lidndusieadumiusainisudedoya
avizunsen mnduiindeyaluszuy
diannsedndudn

1.5.4 Exceptional Circumstances

Optional
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daud 1 wenarsdeyaniluuazdayandnsiouei (Administrative data and product information)

1.5.5 Conditional Marketing Authorization

AsusesdmsudSus g nNBumveT

nzideudsuen
1.5.6 Additional Trade Name Declarations Optional
1.5.7 Co-marketed Medicines Declarations Optional

1.6 Environmental Risk Assessment

1.6.1 Non-GMO

Optional mandatory selection-

required by validation criteria

1.6.2 GMO

Optional mandatory selection-

required by validation criteria

1.7 Product Interchangeability Equivalence Evidence

Wwwzeasly e191ingadnenss

1.7.1 BE Protocol

1.7.2 BE study report

1.7.3 Comparative in vitro dissolution/release studies

1.7.4 Comparative clinical studies

1.7.5 Comparative pharmacodynamics studies

1.7.6 Other

vangIuLanIANLInsuiulunis

99N NBVBINANSRIN (Product

Interchangeability Equivalence
evidence) (sufalAsINISANYIITY

BE, including BE protocol)

1.8 Information relating to Pharmacovigilance

1.8.1 Pharmacovigilance System

9149049 1.8.2

1.8.2 Risk-management System

Core RMP & Thai RMP

F-D2-252 (00-03/05/2567) wiindi 6/29




318AZIDUANIIATIVADULDNATS

= v Ay
i'laaxLaamaunmawmamfﬂ%

dy A a a
HAZLDNAIINADIYULNULAU

NAN15ASIVEDUAVD
AN0uN S98N15LNE5 AN95U"Y
Yo % ¥ o
KSuaunn RN
Y 1aid by 1addl

daud 1 wenarsdeyaniluuazdayandnsiouei (Administrative data and product information)

1.9 Information relating to Clinical Trials Optional
1.10 Information relating to Pediatrics Optional
1.R Responses to Questions Optional
1.R.1 RESPONSE DESCRIPTION Optional

1.A Additional Data

1.A.1 Assessment report from other regulatory agency Optional

A58 Abbreviated assessment Tk

Full assessment report

1.A.3 Information on Development Studies Optional

1.A.4 COA from Institute of Biological Product Naf“gmsqgﬁm%’ﬁmqngqg"j’ﬂ%uﬁqw%’u
uywdaNanItuTIINg

NN IAFRTATLINNE
*ANS0DUENANTIENINNNSRRTN
updedsnounIsoanludRyzidu
AU
*uugliinduiivguuind mivdnd
AOIARIHAILATIZAINANITUTY TR
NTUAINYIAERSNTLINS AoUaN
Tudny s dudosuansioustun
29"

1.A.5 Comparison Table Optional
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- oyanSeuiieuded

- fodoszminenlmivetunsSouiu
gnlungu
nsthdasnulsaieatiuilaa
nzidonludsemelnoudaidund
Uszandualazmnulasnde
(comparison table with exiting

products)

1.A.6 Information of Exportation - uﬁqﬁa@mg{gjgm’jqqﬁﬁgmméﬁq 138
Invoice %38 Proforma Invoice %38
Letter of Credit (nSeldsa8n)

~ ilsdeudstendmiudionn

1.A.7 Declaration from applicant ASUTRIBY 9 () WU ASUTDINTT

v
=% =

YuUNL UM SUENIUYTBININTT
Usedluuuudneds mstumsidouan
mhenuifuguasidune dq
Uszaunisaiiunulagesrniseunsiy
Tan 1Judy

1.A.8 Template of Database entering Optional

1.A.99 Other Optional
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= %
naud B unasulnesaudiuamnw
- aguuindanssylilunaun C

©19899 Module 2 eCTD-ICH

paudl C Body of Data

81994 Module 3 eCTD-ICH

S

WNQAUAE1E1ARY (Drug Substance)

S1

%’agaﬁ"ﬂﬂ (General Information)

1.1 Foe1 (Nomenclature)

1.2 gnslaseaina (Structure)

- Structural formula, including relative and absolute
stereochemistry, the molecular formula, and the relative
molecular mass.

- Schematic amino acid sequence indicating glycosylation sites or
other post-translational modifications and relative molecular
mass as appropriate

1.3 Qmamﬁaﬁavlﬂ (General Properties)

- Physicochemical characteristics and other relevant properties

including biological activity for biologics.
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HAZLDNAIINADIYULNULAU

duil 2 nawangIuLAnItayaR UAMNINYBIE (Quality Docum

-For each biological starting material used to obtain or extract
the active ingredient, include a summary of viral safety of the
material (if applicable)

S2

N13WAR (Manufacture)

2.1 YauazNogynin (Manufacturer)

s

4 voa A o P
- e¥einan fins Uszna seylvinsudiu
- niivanedndn vianefanssu dessyybinsunnaniuil vnfanssu

2.2 ANBBUNENTEUIUNTHANLAL TN TAIUANNITHER
Description of Manufacturing Process and Process Controls)
- The description of the Drug substance manufacturing process and
process control that represents the applicant's commitment for the
manufacture of the Drug substances

- Information on the manufacturing process, which typically starts
with a vial(s) of the cell bank, and includes cell culture, harvest(s),
purification and modification reaction, filling, storage and shipping
conditions. Flowchart of manufacturing process

- Description of batch identification system, Description of
inactivation or detoxification process, Description of purification
process Stabilization of active ingredient, reprocessing, Filling
procedure, in process control

2.3 msmuAingAu (Control of Materials)

- Starting materials, solvents, reagents, catalysts, and any other
materials used in the manufacture of the drugs substance
indicating where each material is used in the process

- Tests and acceptance criteria of these materials.

- Control of source and starting materials of biological origin

- Source, history and generation of the cell substrate

- Cell banking system, characterisation and testing

- Viral safety evaluation
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2.4 msmuguiumeunIWanTiduazasistuns (Control of
Critical Steps and Intermediates)

- Critical steps: Tests and acceptance criteria, with justification
including quality specifications and experimental data, performed
at critical steps of the manufacturing process to ensure that the
process is controlled

- Intermediates: Specifications and analytical procedure, if any,
for intermediates isolated during the process

-Stability data supporting storage conditions

2.5 mimmﬁa‘ummgﬂﬁawaﬂﬂixmummawﬁami
Usziliuwa (Process Validation and/or Evaluation)

- for aseptic processing and sterilization

2.6 NMIWAIUINTZUIUAINER (Manufacturing Process
Development)

- Description and discussion of significant changes made to the
manufacturing process and/or manufacturing site of the Drug
substance used in producing non-clinical, clinical, scale-up, pilot
and if available, production scale batches

- The development history of the manufacturing process as
described in S 2.2.

S3

ANSMSIANEULIANE (Characterization)

3.1 Msuandlassadauardnunzianigau 9 (Elucidation of
Structure and Other Characteristics)

- Confirmation of structure based on e.g. synthetic route and
spectral analyses

- Compendial requirements or appropriate information from the

manufacturer
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- Details on primary, secondary and higher-order structure and
information on biological activity, purity and immunochemical
properties (when relevant)

3.2 Aaduideu (Impurities)

- Summary of impurities monitored or tested for during and after
manufacture of drug substance

- Compendial requirements or appropriate information from the
manufacturer

- Specify source, including as appropriate species of animal, type

of microorganism etc.

sS4

N13AUANINGAUAIEEATY (Control of Drug Substance)

4.1 Yomuuntaniy (Specification) uay
- Detailed specification, tests and acceptance criteria
- Compendial specification or appropriate information from the

manufacturer

4.2 M TIATIEA (Analytical Procedures)
- The analytical procedures used for testing of drug substance
- Compendial methods or appropriate information from the

manufacturer

ada

43 ﬂ']i@l’i?ﬁ)ﬁ@Uﬂ??Mgﬂéf@ﬂ‘U@ﬂ’Jﬁ?Lﬂiﬂ%ﬁ (Validation of
Analytical Procedures)

- Analytical validation information, including experimental data
for the analytical procedures used for testing the drug substance

- Non-compendial methods

4.4 MTUATILINMINERAUGATIU (Batch Analyses)
- Description of batches and results of the analysis to establish

the specification

4.5 M3TuIIMARavestarimuaanie (Justification of

Specification)

F-D2-252 (00-03/05/2567) wiindl 12/29




318AZIDUANIIATIVADULDNATS

Do
2
c
=2

318N13L2NET

ANasu1e

NAN15ASIVEDUAVD
Yo ¥ ¥
{Suaunn LRIUTN
by 1aisl by 1aid

a P ' ay
sneazideataunnsaaiidauily
LaLENESNAD B UNNLAY

duil 2 nawangIuLAnItayaR UAMNINYBIE (Quality Docum

ent)

S5

#1911M53 U3 EANNTZU (Reference Standard or
Materials)

- Information on the reference standards or reference materials
used for testing of the Drug substance

- Compendial reference standard

S6

5¥UUUAY8IN1TULUS5Y (Container Closure System)

- Descriptions of the container closure systems

S7

ANUALENTIN (Stability)

- Literature data

- Stability Summary and conclusion

- Post approval stability protocol and stability commitment
- Stability Data

nsiSsuiisuanauadneafeinuauanee
(FwTuedringaineaiia)

8.1 Andnway (Characterization)

8.2 Aludou (Impurities)

8.3 AUAIANIN (Stability)
- ANMENARU
- ANITLSY

8.4 wnansdu o (&)

wAnAM9ie1 (Drug Product)

P1

anwazeazdiuusznau (Description of Composition)
Description

- Dosage form and characteristics.

- Accompanying reconstitution diluent(s) if any

- Type of container and closure used for the dosage form and

reconstitution diluent(s), if applicable
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Composition
Name, quantity stated in metric weight or measures, function

and quality standard reference.

P2

AINAILINIAFYNTSH (Pharmaceutical Development)

2.1 Teyan1sAnyuaziaun (Information on Development
Studies)

Data on the development studies conducted to establish that
the dosage form, formulation, manufacturing process, container
closure system, microbiological attributes and usage instruction
are appropriate for the purpose specified in the application.

2.2 @uusenauveandndusien (Components of Drug
Product)
® Active ingredient
- Justification of the compatibility of the active ingredient
with excipients listed in P1
- In case of combination products, justification of the
compatibility of active ingredients with each other.
® [Excipients
Justification of the choice of excipients listed in P1, which
may influence the drug product performance

2.3 wansaaidn5a3u (Finished Product)

® Formulation Development

A brief summary describing the development of the finished
product, (taking into consideration the proposed route of
administration and usage for NCE and Biologics)

® Overages
Justification of any overage in the formulation(s) described in
P1
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® Physicochemical and Biological Properties Parameters
relevant to the performance of the finished product e.g pH,

dissolution.

2.4 MINRUINTZVIUNTINGR (Manufacturing Process
Development)

- Selection and optimisation of the manufacturing process

- Differences between the manufacturing process (es) used to
produce pivotal clinical batches and the process described in
p.3.2,

if applicable

2.5 s¥uuUnveen1vurussy (Container Closure System)
Suitability of the container closure system used for the storage,
transportation (shipping) and use of the finished product

2.6 Anuantin199a¥3inen (Microbiological Attributes)/qwis
N9 (Biological Activity)

2.7 enudniulaveswansaa (Compatibility)
Compatibility of the finished product with reconstitution
diluent(s) or dosage devices.

P3

A15HEA (Manufacture)

3.1 %aLLazﬁa‘QQNam (Manufacturer)

- swieduan fina Ussne seyliiasudiu

- mniianedian desszylfasunnaniuil

- mﬂﬁwmaﬁﬁmiimmﬁmamﬁLﬁm%’am,t,aﬂ%@’mﬁm@mﬁu foeszylv
AU

3.2 gn3uIweTUNTSWAR (Batch formula)

33 ﬂi%‘U’JUﬂ'ﬁma(ﬂLLﬁSﬂ’lﬁﬂ’JUﬂNﬂi%‘U’JUﬂ?ﬁNam

(Manufacturing and Process Control)
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3.4 MImuAntunouUNIHAnTId1AY waransdsduns (Control

of Critical Steps and Intermediates )

35 ﬂ’]iﬁi?ﬁ]ﬁ@Uﬂ?’lﬂJQﬂﬁaﬂ%ﬁ]ﬂﬂi%‘u?uﬂ’]i LLag/‘Vi%E] 13
Usziluna (Process Validation and/or Evaluation)

- Description, documentation, and results of the validation
and/or evaluation studies for critical steps or critical assays used
in the manufacturing process.

- Viral safety information

Pa

N13AUANENTUTIUAS (Control of excipients)

4.1 fomuunianiy (Specification)
- Specifications for excipients
- Compendial requirements or appropriate information from the

manufacturer

4.2 M TIATIEN (Analytical Procedures)

- Analytical procedures used for testing excipients where
appropriate.

- Compendial requirements or appropriate information from the

manufacturer

4.3 msUpussTiuvasiudnnnuyueviodnd (Excipient of
Human or Animal Origin)

- Information regarding sources and or adventitious agents

- Compendial requirements or appropriate information from the

manufacturer

4.4 ansusaussiduansuilalug (Novel Excipients)
For excipient(s) used for the first time in a finished product or by

a new route of administration, full details of manufacture,
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characterization and controls, with cross reference to supporting
safety data (non-clinical or clinical)

P5

nMIAUANKAnSIIENSASU
(Control of Finished Product)

5.1 fdomuuntaniy (Specification)

5.2 38M5.AT1EN (Analytical Procedures)

5.3 NIATINAOUAINYNABIVBTITNTIATIEI (Validation of
Analytical Procedures)

- Information including experimental data, for the validation of
the analytical procedure used for testing the finished product
- Non-compendial method

- Verification of compendial method applicability -precision &

accuracy

5.4 MATIANINEAWsaLIUY (Batch Analyses)
- Description and test results of all relevant batches.
- Summary protocol of the production and control

5.5 N1IRTIENBAUELANIZURIENSIdoUY (Characterization of
Impurities)

- Compendial requirements or appropriate information from the
manufacturer

5.6 MIBUALMAHAYBITa U1y (Justification of
Specification)

- Justification of the proposed finished product specification(s)

P6

A1511A5FIUNIIEANNTZIU (Reference Standards or
Materials)

- Information on the reference standards or reference materials
used for testing of the finished product.
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- Compendial requirements or appropriate information from the

manufacturer

P7

5¥UUUAY8IN1TULUS5Y (Container Closure System)
Specification and control of primary and secondary packaging
material, type of packaging and the package size, details of
packaging inclusion (e.g. desiccant, etc)

P8

ANUALENTIN (Stability)

- Stability Summary and conclusion

- Commitment on post approval stability monitoring

- Stability report: data demonstrating that product is stable
through its proposed shelf life.

- Description of procedures to guarantee cold chain (where
applicable)

- In-use stability study LU Multi-doses product, &1@1, dry syrup,
dry suspension, sterile powder for injection or infusion

* minimum 3 batches

* ﬁaaﬁfﬁa;ﬂaaﬂmﬁaa 6 \au (real-time/real-temperature stability
studies)

PDF

Adosus
13_2556_Stability 6 n

P9

o \ o £ a o
Wang'luLLamm'mLmLﬁﬂmnu’LumsaEmqwsmawaﬂnm%

(Product Interchangeability Equivalence evidence)

91909 Module 1: %8 1.7

nsiSeuiisuauAdIenie (Comparability exercise)
spninendringadeateiuendringd1eds

dmiuedringadiends

9.1 NMIMIIRaNWaELaN1 (Characterization)

9.2 AauUAnIuAiinieam (Physicochemical properties)

9.3 qwéwm%umw (Biological activity)

= Y a do w
ABUN D aN&1591999Nd1AgY

ANNEX
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Al

Facilities and Equipment

- Diagram illustrating the manufacturing flow

- Information on other products manufactured in the same areas
- Product-contact equipment, and its use (dedicated or multi-
use)

- Information on preparation, cleaning, sterilisation, and storage
of specified equipment and materials

- Information on procedures and design features of the facility
(e.g., area classifications) to prevent contamination or cross

contamination.

Not appl

status @n

icable (91999 GMP
clearance @usugninge 5o GMP

PSULINAR LUUTEINA)

A2

Adventitious Agents Safety Evaluation

- A discussion on measures implemented to control endogenous
and adventitious agents in production should be included.

- A tabulated summary of the reduction factors for viral

clearance, should be provided.

Optional
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daun 3 narmanguansdayaninulasaievasen : Yeyanlilinanisinemnendin (Safety: Non-clinical document)

AaUN A d135U8y

poufl B nmsauvasdudayaitlilidayanisAnunitlailévily 81984 Module 2 eCTD-
uywd (Non-clinical Overall) ICH
1. inauailaeiialy (General Aspect) 519849 Module 2: 2.4
eCTD-ICH
2. Lﬁamuaxgmmu‘lﬂiaa%’w (Content and structural format) 81989 Module 2: 2.4
eCTD-ICH
moull C unagUvastayanisAnuitliildvinlusyuwdludnuazdr | $1989 Module 2: 2.6
UIFIYYLLASHATIIN eCTD-ICH
(Nonclinical Summary : Written and Tabulated)
Aouil D TeeunsAnuiilaildvinlusywd 81984 Module 4 eCTD-
(Nonclinical Study Report) ICH
TWsafnwemsenansiidesdudislugiionstunzfoudi3undaing Friagadrund
1. a13Usy (Table of Contents) Optional
2. ndyIngn (Pharmacology)

2.1 ndywarmansugugil (Primary Pharmacodynamics)

2.2 \ndynarmansyfegil (Secondary Pharmacodynamics)

2.3 wdinernnulasnsiy (Safety Pharmacology)

2.4 gunshseveselusundunarans (Pharmacodynamics
Drug Interactions)

3 WndvaauA1Eans (Pharmacokinetics)

3.1 M39ATY (Absorption)
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3.2 N13n5¥31881 (Distribution)

3.3 nswasunlasen (Metabolism)

3.4 M3MIReT (Excretion)

4 WeInen (Toxicology)

4.1 puduiiviiinainnislienasaien (Single dose toxicity)

4.2 aadufivfiinannisTiendn 4 (Repeat dose toxicity)

4.3 Msneuzi3e (Carcinogenicity)

4.3.1 msanw1lusyeye™ (Long term studies)
4.3.2 nsdnulusvezdurseluszesuiunans
(Short or medium term studies)

4.3.3 n3finw1duq (Other studies)

4.4 anuduiivsenisduiuguazimuinisveinseu

(Reproductive and developmental toxicity)

4.4.1 pnuannsatunsauiuguasimuinisvesieaulussesusn
(Fertility and early embryonic development)

4.4.2 Wimun1svesenusle-fisaulunssd

(Embryo-fetal development)

4.4.3 Waunsvesiigewieunaensendsnaonsau aiiives
§iu (Prenatal and postnatal development)

4.4.4 msfnwlugndainlasuen uay/vise nsumsussliuiisiy
(Studies in which the offspring are dosed and/or further

evaluated)

4.5 munuane? (Local tolerance)
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na1suangIuuanstayanuUaendsvase : dayanlilynanisAnernieadiin (Safety: Non-clinical document)

4.6 MsANIRYINEBU 9 (Other toxicity studies, if available)

4.6.1 NM13n0QAAUNU (Antigenicity)

Y

4.6.2 Wwsoszuuiauiu (Immunotoxicity)

q

4.6.3 N13@ne1 (Dependence)

4.6.4 wunualadi (Metabolites)

4.6.5 @3198Uu (Impurities)

4.6.6 5 9 (Other)

**5**

asiSeuliisuanunaneniany
*dusus1iringaaienfe**

91909 Modulel: 1.7

5.1 Lndwarans (Pharmacodynamic)

5.2 Lndvaaurans (Pharmacokinetics)

5.3 WwIne (Toxicology)

v

a ay o P
Aauy E n1snseaugiinuny (Immunogenicity)

(FwTuerBringadnenda)

MU F 1ana135891989NdAgy

91999 Module 4 eCTD-

ICH
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81 : dayan1sAnemneadiin (Safety & Efficacy document)

AU B NTWSIUAIUARLN

91989 Module 2: 2.5

(A miuenvringusedndu) eCTD-ICH
1L | wowalunsiauadnsdiue
(Product Development Rationale)
2. AMTINVITINFUNTTU
(Overview of Biopharmaceutics)
3. AMFVBANEYINYMAATN
(Overview of Clinical Pharmacology)
4. amsnmuUszansnmlunisine
(Overview of Efficacy)
5. MusauuauUasniy (Overall of Safety)
6. | umasusuussleviiildtuiuanudes
(Benefits and Risks Conclusions)
aoufl B nmsautayanisinwUTeuiiisunisadiin **gmTuetaing
(Comparability Clinical Study Overall) AdBARe**

219949 Module 1: 1.7

MNTILYOTNNFINTTH

(Overview of Biopharmaceutics)

ANTINVDLNFVINGIN9AETN

(Overview of Clinical Pharmacology)
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duil 4 aasuanguuanstayanuUaanfeuasUsEanSnvasen : deyan1sAnwmneadiin (Safety & Efficacy document)
3. AnsamuUszansanlunisshwn
(Overview of Efficacy)
a. MusamiuaLUasnsie (Overview of Safety)

naudi C undguneadiln (Clinical Summary)

eCTD-ICH

91999 Module 2: 2.7

unaguvasmsfinemsdundunssauazisiansinineides
(Summary of Biopharmaceutical Studies and Associated
Analytical Method)

1.1 anudunnuazn g (Background and Overview)

1.2 UnasuvewansAnyusagn1sAne (Summary of Results of
Individual Studies)

1.3 maSouifisunaginseinaven1sinuiaig 9 (Comparison
and Analyses of Results Across Studies)

A1ANUIN 1 (Appendix 1)

unasUvaImsinenduinennendtn

(Summary of Clinical Pharmacology Studies)

2.1 anudusnuagnnsiy (Background and Overview)

2.2 unaguvesHanIsAnwILAaEN 1SRN (Summary of Results of
Individual Studies)

2.3 MsSeufisulayiinsesinarein1sAnweang « (Comparison

and Analyses of Results Across Studies)

2.4 nsAnwITiLABAY 9 (Special Studies)

A1ANUIN 2 (Appendix 2)
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duil 4 aasuanguuanstayanuUaanfeuasUsEanSnvasen : deyan1sAnwmneadiin (Safety & Efficacy document)
3 unasuAIUUITEENSAITWNIeARTN
(Summary of Clinical Efficacy)
3.1 anudusnuaznminvesUszansamnneaadin (Background
and Overview
3.2 UnajUIRIHANIANYILAAZN15ANYY (Summary of Results of
Individual Studies)
3.3 MaUSBuifisunaziasIziiNareInsANEIANg 9 (Comparison
and Analyses of Results Across Studies
3.4 mylenzideyanediniduiusivrwineiuugd (Analysis
of Clinical Information Relevant to Dosing Recommendations)
3.5 musioliloasUszAvonauay/vie AUNURRYI (Persistence
of Efficacy and/or Tolerance Effects)
MMARWIN 3 (Appendix 3)
4, unaguanulanienieadtn (Summary of Clinical Safety)
4.1 mslesuen (Exposure to the Drug)
4.2 wan1sailsifiaUszasdsing 9 (Adverse Events)
4.3 MsUseiliunaneratinannviosd§UAnis (Clinical Laboratory
Evaluations)
4.4 Fye T, BNNUIINNITNTIATNNY, WazUodunndu q 9
WnefumINUasndie (Vital Signs, Physical Findings, and Other
Observations Related to Safety)
4.5 anuvaendelunguiivay wavluaniunisalfivay (Safety in
Special Groups and Situations)
4.6 Toyandan1nn1sTmuUIeen (Post-marketing Data)
5 UNAUEaTBILAazN1sANE (Synopses of Individual studies)
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181 : YoyansAnwmeadiin (Safety & Efficacy document)

faudl E 51897un15AnwIMIeAaln
(Clinical study reports)

81994 Module 5 eCTD-
ICH

= Yy Ay o o o
ABUN F n1snszaufiAunY (Immunogenicity)

= o a v ¢
Falulumuesgruanizvesudndoi

**gmTuetaing
AANBARI**
919049 Module 1: 1.7

o

AAUN G LaNAN919BMAARY

81994 Module 5 eCTD-
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MULFEIAIUYT (Pharmacovigilan

ce and Risk Management Plan)

AaUN A d135U8y

= @ '
ABUN B LAUNITIANITAIULELS

(Risk Management Plan)

1.

Safety specification

1.1 Non-Clinical

1.2 Clinical

- Limitations of the human safety database

- Populations not studied in the pre-authorisation phase
- Post authorisation experience

- Adverse events/Adverse reactions

- Identified and potential interactions with other medicinal
products, food and other substance

- Epidemiology of the indication(s) and important adverse
events

- Pharmacological class effects

- Additional requirements

- Summary-Ongoing safety concerns

Pharmacovigilance plan

- Routine pharmacovigilance practices

- Summary of safety concern and planned pharmacovigilance
actions

- Detailed action plan for specific safety concerns

- Overview of study protocols for the pharmacovigilance plan

- Summary of outstanding actions, including milestones

Evaluation of the need for risk minimization activities

- Potential for medication errors
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q Risk Minimization Plan
5 Summary of the Risk Management Plan
6 Contact person details
RUYLA
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