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daud 1 enansteyaniluuasdoyanansioei (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 WUUAIUDT UNLT8URITUYD
(wuy &.1) Aldarnnistuiinteya
Tusguu Skynet inilu

1.2.2 Annexes

1.2.2.4 GMP Certificate

1.2.2.7 CPP-CFS Certificate MRS UTAR S uge

WD eCPP 30 loNansatuass
lugUwuudiannsednd lag
lugndudessusesaadulae
anuan

*q197508 WoNaITTENI 1905
W9I5847 Ue'8 9vaNoUNITO0N
luahagymeideussven

1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

1.3.1.1.1 Product aarnuuuLd u Artwork 7 51 8
Description wilouaanase wazliuuumnn
vunussy lunsdfiaaindiui
Frvadesndn 3 A151ad 2 19
fuserindudoianss waitlides
$usesdiasnusuazi uaan
gniannssusestannuInduly
AUNQ ALY
Aunseiingeansiizodibnmseing
i 3Glelunisuase) a1u750%8

I luauaainla*
1.3.1.2 Summary of Toyalagasuvednsiueinig
Product Characteristics LUU SPC M%?J Product Data

(5PC) Sheet (913)
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1.3.1.3 Package Leaflet

13131 Package | * Tunsdiivduendiluladwou

Leaflet - Thai | ¥ U Uae @runsaveld digital
labelling 1a Inglidpauuuliiu
HARSUI LazTEyUNRaINAII
“LnansnAueIN1ng” Ay
wa81as 0anue7 L8 eulaaty
Aulad o,
4NEINNVYNENTUUTEV 1T
onansdue (Ei)

13132 Package | - Lana1sAAVLNEMTUUAAINT
Leaflet - English | y1qgpsummdmanuusiadio SPC
- nasmAvedmsulsevy
atun w8angy (913)

- wenansduq (@i

13133 Package | - L@N@1TMAVNEMIUYAAINT
Leaflet - Other MINTUNNEMULUUTTE SPC
Language o o o w
- LBNENTNINUEIANIUUTE IV
(63)
~wenansiug @i
1.3.2 Mock-up Optional
1.3.3 Specimen gﬂdwmﬁmaﬁumtﬁau
(awrgeudn uavyauazeumiv)
1.3.4 Consultation with User testing (91l)
Target Patient Groups
1.3.5 Product Information Optional
already approved in the
Other States
1.3.5.1 Foreign
Regulatory Status (A15U589
nsudsfoyanistunsdeusilu
Uszlnasing o)
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 Optional
Experts
1.4.1 Quality Optional
1.4.2 Non - clinical Optional
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d product information)

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 Application

Optional

1.5.3 (Extended)
Data/Market Exclusivity

T ndudodufsuTeInITwaa
Yayaaniinsen nduiindeya
Tussuudannselinduan

1.5.4 Exceptional
Circumstances

Optional

1.5.5 Conditional

Marketing Authorization

ASUTOId MU SUB YR T B

AeTUNELUgURS UL

3

1.5.6 Additional Trade Opt]onal
Name Declarations
1.5.7 Co-marketed Optional

Medicines Declarations

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 Interchangeabili

ty Equivalence Evidence

1.7.1 BE Protocol

aNgIUUARIAUTBu iUy

1.7.2 BE study report

N1598NgV5VBINERNSA (Product

1.7.3 Comparative in vitro

dissolution/release studies

Interchangeability ~ Equivalence

evidence)

1.7.4 Comparative clinical
studies

(57uf 4lAsIn15A Nw1 39 8 BE,
including BE protocol)

1.7.5 Comparative
pharmacodynamics

studies

- lawzeady v wavenandsy
Anmunlivin BE

1.7.6 Other

1.8 Information relating to

Pharmacovigilance

1.8.1 Pharmacovigilance

System

Core RMP & Thai RMP

1.8.2 Risk-management

System

Core RMP & Thai RMP

F-D2-11 (03-24/05/67) Wi 4/23




S18aZLYANITATIVEDULDNES

Do
=)
c
=D

318N1LDNEIT

A1a5U1Y

HAN1IATIVEBUAYD Gy
: whly waztenansideseiu
v 1% ¥ o .
ATuaynyn L9t R
& Taidi a Taidi

daui 1 enansteyaniluuasdoyanansioei (Administrative data an

d product information)

from other regulatory

agency

1.8.3 SMP Protocol Optional
1.9 Information relating to Optional
Clinical Trials

1.10 Information relating Optional
to Pediatrics

1.R Responses to Optional
Questions

1.R.1 RESPONSE Optional
DESCRIPTION

1.A Additional Data

1.A.1 Assessment report Optional

Asel Abbreviated assessment

T3y Full assessment report

1.A.3 Information on Optional
Development Studies

1.A.4 COA from Institute

of Biological Product

1.A.5 Comparison Table Optional

- JayalUTeuiisuten - Yalde
seniselmiNved unzideuiu
grluna unisvidnsnwilsn
a o Ay vF ~

weanuiladunvieuluusyme
Insuaaslunivssdnsnanay
ANUanANY (comparison table

with exiting products)

1.A.6 Information of

Exportation

- niladoRndosenInaUsEinagAn
%35 ® Invoice 5 ® Proforma
Invoice 15 ® Letter of Credit
(nyeldsoon)

- wilidoussdeendmSudsann

1.A.7 Declaration from

applicant

ASUTDIBY 9 (O13) iy
ANTUTDINST UNLLTYUAITUEN
NIUYBINN9NSUTELIUBUUB 19D
ASVUNLLTEUINUUILUAINU
Auagiidunn Jauszarunis
auduulagpsrnisauntelan
[ %

WJuUnu

1.A.8 Template of optional
Database entering
1.A.99 Other optional
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dauil 2 LnasuanguuanItayaf UAMAINYB9E1 (Quality Document)

nauN A d135U8y

aouil B unazulngsaudugann
(Quality Overall Summary)

sgumusiadaiiszylily
Aouy C : Body of Data

paudi C Body of Data

S | dmgAudqedrfny (Drug
Substance)
S1 %’agafi’a‘lﬂ (General Information)

1.1 Fase1 (Nomenclature)
1.2 gnslassaing (Structure)

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

2) Schematic amino acid
sequence indicating
glycosylation sites or other
post-translational
modifications and relative
molecular mass as appropriate
13 Qmamﬂaﬁalﬂ (General
Properties)

1) Physicochemical
characteristics and other
relevant properties including
biological activity for biologics.

2) 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 n15Wan (Manufacture)

2.1 Yauaziaguan

T o
a

- SEUTWYOENEN 1169 Uszine

(Manufacturer) Iﬁﬂﬁuﬁ’m
- MNAvaNgENEn waneRangsy
fessvylinsunnanun vn
AaNIsu
S3 AnaNUR (Characterization)

3.1 MIATIIATIElATIEs
wazAnATRDUY
(Elucidation of Structure
and Other Characteristics)
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dauil 2 LnasuanguuanItayaf UAMAINYB9E1 (Quality Document)

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

- Compendial requirements or
appropriate information from
the manufacturer

- Details on primary,
secondary and higher-order
structure and information on
biological activity, purity and
immunochemical properties

(when relevant)

3.2 ansludeu (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

N13AUANAIEEARY (Contro

L of Drug Substance)

4.1 TornuauInIgIu
(Specification)

Specification :

Detailed specification, tests
and acceptance criteria for the
drug

substance should be
provided.

Reference ICH Guidelines NCE:
Q6A

MaV, MiV, G:

Compendia specifications are
adequate. Indicate clearly
whether the drug substance is
purchased based on
specification with a certificate
of analysis, or tested by
applicant.

4.2 AWM TIATIER (Analytical
Procedures)

The analytical procedure used
for testing the drug substance
should be provided in

sufficient detail to enable

F-D2-11 (03-24/05/67) Wi 7/23
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reproducible testing by
another laboratory.
Reference ICH Guidelines:
NCE: QZA ; Biotech: Q6B
MaV, MiV, G:

Compendial requirement or
equivalent information from

the manufacturer

S4.3 NINTIIAOUAILYNFDY
YaivaATIEN (Validation of
Analytical Procedures)
Analytical validation
information, including
experimental data for

the analytical procedure used
for testing the drug substance
should be provided. Typical
validation characteristics to be
considered are  selectivity,
precision (repeatability,
intermediate  precision and
reproducibility), accuracy,

linearity, range, limit of
quantitation, limit of detection,
robustness, and system

suitability.

S5

A15NATFING19D
( Reference Standards or
Materials)

Reference ICH Guidelines:
NCE: Q6A; Biotech: Q6B

MaV, MiV, G:

Compendiial requirement or

equivalent information from

the manufacturer

Quality information of
Reference standard or material
used for testing of substance

should be provided.

S7

AUALENTIN (Stability)
- Literature data

- Stability Summary and
conclusion

- Post approval stability
protocol and stability
commitment

- Stability Data

F-D2-11 (03-24/05/67) Wi 8/23




318AZIDUANITATIVADULDNATS

Do
=)
c
=D

318N13LDNET

ANasu1e

snwazdendaunniasNfag

NAN1IATIAHBUAIVD Gy
uily uaztanansndasdy
: LNHLAY
Y v ¥
KSuaunn ERVVRNT
4 | lud Y laigl
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P

;) a

dayandndnueien (Drug Product)

P1

qmé’nwmzmumdquﬂixnau (Description of Composition)

syywihilues Composition
weiaz s

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
Composition

Name, quantity stated in
metric weight or measures,
function and quality standard

reference.

P2

MIWRUINEAN 1B (Pharmaceutical Development)

2.2 dulsznauvaanandasien
(Components of Drug
Product)

2.2.1 shendnfty (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.

2.2.2 shelaidadny
(Excipients)

Justification of the choice
of excipients listed in P1,
which may influence the drug

product performance

2.3 MINALINAR N uTien
dnSa3U (Formulation
Development)
2.3.1 AsiaIgasen
(Formulation Development)
2.3.2 USuauinendiiu

(Overages)

Justification of any

overage in the formulation(s)
described in P1

F-D2-11 (03-24/05/67) Wid 9/23
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2.3.3 AUANUANIINILATN

wagdan1n (Physicochemical

and Biological Properties)

Physicochemical and
Biological Properties
Parameters relevant to the
performance of the finished
product e.g. pH, dissolution.

2.4 NSWAIUINTZUIUNIINGR
(Manufacturing Process
Development)

- Selection and optimization
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¥UUUTIYAN
(Container Closure System)
Suitability of the container
closure system used for the
storage, transportation
(shipping) and use of the
finished product

2.6 Yayamuatiinen
(Biological Attributes)

2.7 ednAule
(Compatibility)
Compatibility of the finished
product with reconstitution

diluent(s) or dosage devices.

P3

n15Wan (Manufacture)

3.1 gnsiagun1IHan (Batch

formula)

3.2 NTLUIUNITNAALALNIT
AUA U (Manufacturing and

Process Control)

3.3 mseuaudunsuiiduge
Ingauazansiileseninens
w&® (Control of Critical Steps

and Intermediates)

3.4 msmmaaummgﬂﬁaa
YDINTLUIUNIHER (Process
Validation and/or

Evaluation)

F-D2-11 (03-24/05/67) Wil 10/23
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P4

nsauANfe1lilifedrAey (Control of Excipients)

4.1 TornunNINIgIu
(Specification)

- Specifications for excipients
- Compendial requirements or
appropriate information from

the manufacturer

4.2 MTIATIEA (Analytical
Procedures)

- Analytical procedures used
for testing excipients where
appropriate.

- Compendial requirements or
appropriate information from

the manufacturer

o

4.3 gheniilallddenddnyi
Inannuyudnsedn
(Excipient of Human or
Animal Origin)

- Information regarding sources
and or adventitious agents

- Compendial requirements or
appropriate information from

the manufacturer

P5

msAuAukAninIid153U (Control of Finished Product)

5.1 TornunuInIgIu

(Specification)

5.2 NMTIATIEN (Analytical

Procedures)

5.3 NINTIVAOUANINYNABY
Ya¥I5N19ILATIZA (Validation
of Analytical Procedures)

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

- Verification of compendial
method applicability -
precision & accuracy

5.4 MTUATILATUNITHEN
(Batch Analyses)

- Description and test results
of all relevant batches.

- Summary protocol of the

production and control

F-D2-11 (03-24/05/67) Wil 11/23
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5.5 @mé’ﬂwwmiﬂmﬁau
(Characterization of
Impurities)

- Compendial requirements or
appropriate information from

the manufacturer

5.6 LW}Naiumsﬁmum

YoM MUANINTFIY
(Justification of
Specification)

- Justification of the proposed
finished product

specification(s)

Pé6

aﬁmmgfmé’wﬁa (Reference Standards or Materials)

- Information on the reference
standards or reference
materials used for testing of
the finished product.

- Compendial requirements or
appropriate information from

the manufacturer

P7

33UUUT9A091 (Container Cl

osure 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

AMUASENTNYBINARA YN (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)

] Accelerate Study (6 ifiaw)
figaumgfl 40+20°C,7515%RH
[ Long term study (svgtaan
ogatiey 6 ifow) figuugdl
30+2°C. 75+5 %RH a814tiay

2 9u pilot batches (s1waziden

#14 ASEAN guideline on

F-D2-11 (03-24/05/67) Wil 12/23
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stability study of Drug
Product)
O condition 5"14”1 TAun
- Accelerate Study
AMNYI...... AUT.......
- Long term Study
UNYH......... AV
in-use stability study Ltu
Multi doses product, 81611, dry
syrup, dry suspension, sterile
powder for injection or
infusion
*n56dld Drug substancesyael
unasliiuudoya stability data
984 Drug product ﬁhﬁﬁﬁﬁmyn
Unaa*

P9 wé’ngﬁummﬁmgamm
nandmeien (Product
Interchangeability
Equivalence evidence)

Section C: Body of Data

wn

o w

MmgAuAe1d1Any (Drug Substance)

a o o 2 o .
ngAuAaed Ay duenedndagy e

L il

S1

%’aa&aﬁ"’a‘lﬂ (General Information)

1.1 Fas81 (Nomenclature)
1.2 gmslassadns (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 Qmﬁmﬂﬁﬁ?lﬂ (General
Properties)

- Physicochemical
characteristics and other
relevant properties including
biological activity for biologics.
-For each biological starting
material used to obtain or

extract the active ingredient,

F-D2-11 (03-24/05/67) Wil 13/23
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include a summary of viral
safety of the material (if
applicable)

S2

n15WaR (Manufacture)

2.1 YauazegHan

(Manufacturer)

- MeTorHAn NFe Useina
seylvinsudou
- MNAvAEEKER vaneRanTIy

fessyylinsunnanui
YNAINTU

q

S3

AuaUUR (Characterization)

3.1 MIATINATIZAATESNS
uazAnATRDUY
(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

- Details on primary,
secondary and higher-order
structure and information on
biological activity, purity and
immunochemical properties

(when relevant)

3.2 gnsuuieu (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

N13AUANAIEEARY (Contro

L of Drug Substance)

4.1 TornuauInIgIu

(Specification)

Specification:

Detailed specification, tests
and acceptance criteria for the
drug

NIALIUMRINARANBULATIA
WuUTRLANNUVAIHER

-WUU Specification 11 lned
W18 test, requirement,
method

F-D2-11 (03-24/05/67) Wil 14/23
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substance should be
provided.

Reference ICH Guidelines NCE:
Q6A

Biotech: Specify source,
including as appropriate
species of animal, type of
microorganism, etc.

Reference ICH Guidelines: Q6B
MaV, MiV, G:

Compendia specifications are
adequate. Indlicate clearly
whether the drug substance is
purchased based on
specification with a certificate
of analysis, or tested by
applicant.

“WIED3UTRINITIATIZI (COA)
ﬁy’aéum;:imamﬁamﬁﬁfguawiimam
gndnsagy

L shenddy official lushsien
(PRl mMuANNATT LA
WBMTUATIBAA LU UATI8
Asguusiuszmeviolyaingi

4.2 T|/NTIAT1E9 (Analytical
Procedures)

The analytical procedure used
for testing the drug substance
should be provided in
sufficient detail to enable
reproducible testing by
another laboratory.

Reference ICH Guidelines:
NCE: QZA ; Biotech: Q6B

MaV, MiV, G:

Compendiial requirement or
equivalent information from

the manufacturer

L] nsalldhsimsnevimusingen
TALuUTEasBunTs IkATILAN
Fvonagau

L] nsalldldisimsnevinng
f151e1  TuuUTeazdun
WhaTEnnite

4.3 ﬂﬂiﬁli?%ﬁ@Uﬂ’l’]&lQﬂéf@ﬂ
Ya¥ivATIZN (Validation of
Analytical Procedures)
Analytical validation
information, including
experimental data for the
analytical procedure used for
testing the drug substance
should be provided. Typical
validation characteristics to be
considered are selectivity,
precision (repeatability,
intermediate precision and
reproducibility), accuracy,
linearity, range, limit of
quantitation, limit of
detection, robustness, and
system suitability.

L] nsalldldisimsnevinny
fin51e1 TS wazldennis
ATIVABUAIUYNABIVDITT
AIYRU ASEAN Guideline
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S5 | emnasgiudnds [ nselld primary ref. Std.
(Reference Standards or | _ |34y COA @4 primary ref. Std.
Materials) ey .

o ) [ nsells working standard
Quality information of ” n oo B
Reference standard or —ISL‘MLL‘LJUi’]EJaSLEJ‘EJmﬁﬂ’liLmEJM &
material used for testing of 5‘146]
substance should be - WU COA w89 primary ref.
provided. o v a
Reference ICH Guidelines: Std. fldSeuiiiey
NCE: Q6A; Biotech: Q6B - bWy COA %83 working ref.
MaV, MiV, G: standard
Compendiial requirement or
equivalent information from
the Manufacturer

S7 AUASANIW (Stability) [ wuuwa stability data 3 U
- Literature data Msuan Mseetetoy 2 Jun1s
- Stability Summary and o o v o w ,

) WA UITDINIDUATTUIDIVTEING
conclusion
- Post approval stability NYNAAN
protocol and stability [] doya retest date angwdn
commitment
N drug substance YBINIVULUTIY
- Stability Data - :
V!ﬂslluﬂ (container closure
system)
*NELHEN APl 9818498907
UuY stability data  Ynuas
Ban*
P | Yoyandnsiuaien (Drug Product)
P1 AudnwMzduUsENau (Description and Composition)

- wisgaridungUuuy
fnuaiven

- syymiiives Composition
WHazA?
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
Composition
Name, quantity stated in

metric weight or measures,
function and quality standard

reference.
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P2

MIRAUINAANMSIET (Pharmaceutical Development)

2.2 d1uUsyneuIeINan
g1 (Components of Drug
Product)

2.2.1 @au1d1Aaqy (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.

2.2.2 fheladdny
(Excipients)

Justification of the choice
of excipients listed in P1,
which may influence the drug

product performance

2.3 MINANARTUTIEN
dna3U (Formulation
Development)

2.3.1 NINAIUIENTEN

(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)

232 Usinauieniiiu
(Overages

Justification of any
overage in the formulation(s)
described in P1

2.3.3 AuaANUANIINIEAIN
wagdaniw (Physicochemical

and Biological Properties)

Physicochemical and
Biological Properties
Parameters relevant to the
performance of the finished

product e.g pH, dissolution.

2.4 NIWAUINTZUIUNIINGR
(Manufacturing Process

Development)
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- Selection and optimization
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¥UUUTIYAN
(Container Closure System)
Suitability of the container
closure system used for the
storage, transportation
(shipping) and use of the
finished product

2.6 Yayarmuyadiinen
(Biological Attributes)

2.7 anudniula
(Compatibility)
Compatibility of the finished
product with reconstitution

diluent(s) or dosage devices.

P3

N1SWER (Manufacture)

3.1 gnsiagun1IHan (Batch
formula)

lagdavindunisisgnsee
1 28 LavgnIAeIunNINan
Batch Size (38U).....cccoovnrrrvennnn.

3.2 NTLUIUNITNAALALNNT
AUA U (Manufacturing and

Process Control)

3.3 n1smuAulunuilduge
IngaLaza s lasEninenis
& (Control of Critical Steps

and Intermediates)

3.4 ﬂ'ﬁ@li?ﬁ]ﬁ@Uﬂ”A'ﬁJQﬂéfaﬂ
YDINTLUIUNTINEGR (Process
Validation and/or

Evaluation)

L] Option 1

- WU Process validation
protocol L&y

- WUU Process validation report
on 3 consecutive successfully
validated production batches
[] option 2 tan1zeniindaly
Usyine

- WUUASUSRINISE ulenans
MIVADUIDNIINAR
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- Process validation protocol
ey Process validation report
1 pilot batch

L] Option 3 Retrospective
report

Waildniu

L nsdl Sterile product A9
LUULBNEI3N1T validate sterile
(Protocol/Report)

Ol Terminally steriled
validation

L] Aseptically processed

validation
P4 mim‘uQuﬁammﬂﬂiﬁ’w'\ﬁﬁﬁ'@ (Control of Excipients)
4.1 dorfmumunsgiu - WUWU Specification of
(Specification) excipients vosHaneENSa3Y

- Specifications for excipients v a
, A - Uy COA UBIHNAR
- Compendial requirements or v

.« e Y a o I3
appropriate information from excipients LLaWﬂWanmLWEU

the manufacturer

4.2 FMIA5E9 (Analytical
Procedures) 1gazidanis
AnTzinniite

- Analytical procedures used
for testing excipients where
appropriate.

- Compendial requirements or
appropriate information from

the manufacturer

4.3 sheniilallamendini Wuu Cert. of TSE %38 Cert. of
Ihnannuywdusedn BSE

(Excipient of Human or
Animal Origin)

- Information regarding sources
and or adventitious agents

- Compendial requirements or
appropriate information from

the manufacturer

P5 msnuAukdainsienduzazy (Control of Finished Product)
5.1 darmuninasgiu - WU specification laediive
(Specification)

test, requirement, method
L shendady official Tushsn
g1 (FRulTomMMuANINTIIULAY
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IMTIATIEAALUIAUAISIEN
Adguusiusemavielminiy)
Cghenddaylal official Tu
115181

<

5.2 NMTILATIER (Analytical
Procedures)

L] nsalldhsimsnevimusingen
LWUTEaBunTs AT AN
MvoNAgaU

O nsalladldisiasneinnusingm
21 TLUUTI9a188n 0 AT IEN
VN0

5.3 NINTIVADUANINYNABY
a¥15n193LAT1Z4 (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

Ulnsalldisimsngvinnusingen
T verification
Cnsallald353msnesinnusingm
1 TluuTI9asidenns
ATIVABUAIUYNABIVDITT
AIZYRU ASEAN Guideline

5.4 MIUATIATUNITHER
(Batch Analyses)

- Description and test results
of all relevant batches.

- Summary protocol of the

production and control

5.5 Qmﬁﬂwmzmsﬂmﬁau
(Characterization of
Impurities)

- Compendial requirements or
appropriate information from

the manufacturer

5.6 WRKATUN1IANUA

YoM mMUANINTIIY
(Justification of
Specification)

- Justification of the proposed
finished product

specification(s)

Pé6

mimmgﬂué'wﬁa (Reference Standards or Materials)
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- Information on the reference | [_] nsaild primary ref. Std.
standards or reference

-y COA w3 primary ref. Std.

materials used for testing of -
L nselld working standard

the finished product.
- Compendial requirements or | -y COA U84 primary ref.
appropriate information from | ¢4 ﬁi%L‘LJ%EJULﬁEJU

the manufacturer .
-bUU COA 283 working ref.
standard

L] nsdll4353mswinnega
e Twdsansunsguily
WAZLRYAWYIIUINIFIY

P7 ixUUﬂiiﬁ;ﬁ’msﬁ (Container Closure System)

wansylln S1wasdunvesiEn | Luy specification ey COA

USRS VBINYULUTTYINVEN 9V
W3DU diagram v a v v a
S NHAAUITTANUN LASHNARN

Specification and control of Y. e v
primary and secondary NARNUT
packaging material, type of
packaging and the package
size, details of packaging
inclusion (e.g. desiccant, etc)

P8 AMUAIENTNVBINAAN TN (Stability)
- Stability Summary and - UUNIANYIADILAAN TN

conclusion

(Stability Protocol)

- Commitment on post - = ,
-nsdNaNsAnEIANUAsEN Wl

approval stability monitoring
- Stability report: data ASUANLDIEEN ABILLUATUTEY

demonstrating that product is | ¢ an5FENWIAIUAIRNIN (Post-

stable through its proposed .
sh s prop approval stability protocol and

shelf life.

 Description of procedures to | Stability commitment)

guarantee cold chain (where - aéﬂmaﬂﬁiaﬂwﬁﬂQWMﬂﬁaﬂﬁw

applicable) (Stability summary and
conclusion)

asUoignslithnm vioongnis
4939 wiaunaan1zn1siusnw
g UNANTVIAFOU

- Yoy aninuAEdnIn (Stability
data) $18UHANIANYIAIUAS
77881 (Stability) VAIWIAUTTY
fvotunsdeou

- Condition MU ey
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[ Accelerated study (6 Liaw)
Agaungil 40+2° C, 755 %RH

L] Longterm study (5z8213an
othatien 6 iev) flgamadl 30+2°
C, 755 %RH 9819tiaE 2 JUN"S
HaM LAy 3 5UNITHARF 19U
critical dosage forms (s18azLden
7113 ASEAN guideline on Stability
Study of Drug Product)

[ Condition 3w I

a

- Accelerated study ﬁqmﬁgu
............. ANTY

a

- Long-term studyﬁqmugm
................. mm%u

D ﬂ'iﬂjEﬂEULLUUGUENma’Jﬁ
ﬂi']ﬂﬁ]']ﬂl,%ﬁ] LLa%iﬂUi’lﬁﬁl’mL%@

g 1metered dose inhalation,
nasal aerosol 11 LLuuﬁagaﬁgﬂ
upright e invert stability data
forms (318azd8nR 13 ASEAN
guideline on Stability Study of
Drug Product)

[ in-use stability study
Multi-doses product, 81611, dry
syrup, dry suspension, sterile
powder for injection or infusion
- n3alld Drug Substances nany
wiaslviiuuteya stability data
993 drug product IEmIAMN
UVias Unasag 2 3u pilot batches

P9 wé’nﬁ’mmwam&aﬂlmNamﬁmsﬁﬂ’l (Product Interchangeability

Equivalence evidence)

lunsaindesfneauya
dun

P AX a <
- enduwuuidung Doy
aSauwsnludsemalnendsd
W.A. 2534
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- ransfyidsdunanisinw
%aaumva (Bioequivalence
study data) leiun 81 AZT,
grAunLingniay,
81 sustained release oy
p19ue munAvsznely
NENET
-39 In Vitro-In Vivo
Correlation (IVIVC dnsugn
Sustained release)
NUBNR
o OO HSUBUR/HTUNBUSIUNT
( )
YU
ajunan1snsdaulenans (fusuidwiiin)
Su
[] uffle
G O EPPEMIGRLT
( )
Jui
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