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lnedaaglutianainisiuse) lnedesusenausmie

[ a [

4.1 dnumifidedusesunnIsunsnangmumdninaueiisn1salunsuanTngAudendidy
(Drug substance) 7il#¥UN55UT0INNLANATEIL WHO-GMP viFeifieuivindueetion

4.2 dnumiiedodusesnnsgIuMIHAnEIIAmMANINAEIIB N RTU N SHARNER AusiendTagy
(Drug Product) Al#3un153usesnnigiu WHO/GMP viaiisumindusdieios
4.2.1 guisndndamiendnsagy (Manufacturer)

£ 1 a [ 3 . Aa Y a o [ I | = a 1o
4.2.2 RUUSUTTQHARNNN (Packaging) (RN IUNKHERLNE NI 9 ULAEHIUSUTIIN 1T BIaE DY 1)

5.10d9...



5. Laﬂmi@mé’ﬂwmmaqmﬁLauaiwm

6 a

5.1 NaN1IRTIVIATITERNNNERSueiedNTIgUVesHER (Certificate of analysis of finished

q

A& o

product) Tugnjundadudieg

5.2 NaN1INTITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

nldlunisudnensundadufmegimesndneuazniningau

9

o

5.3 NANSVs VAN B USUAINANTUS eI TUNIHES VBTN AUYR LAY (drug substance)
1 5.2 fiugunisnanveandnineiend 593U (finished product) U8 5.1
5.4 Han13ANY stability 91U 3 JuNINER InefeUTEnaUY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S282817 (Long term stability data) aaonwls
awqmaaawﬁsﬁumLﬁwl”iﬁ’uﬁwﬁfﬂmuﬂmzﬂﬁiumsmmiLLazmﬂizmaqmmsmqm
5.4.2 FUUNINATUARINANTANYIAINUAIF 2 IUEN1IZL59 (Accelerated stability data) 1T
Jeevlan 6 Weudwiukivesndn 3 Juninde
5.4.3 nsdhueiideazarensedesnneuld Fosinanis@nemnuasanimmdinisazans
vioideandludivhazanesneg asuduaenndesiudoyaiisvyluenansifuensuiy
Lideendn 3 sun1swan
5.4.5 nsaldldennuluu (Original drugs) M’%’ejmﬁlé’%’umsaﬂﬁul:u'ﬁaaﬁmsﬁﬂmmﬁaamﬂa
Y8381 ABILAAINANIANYITIAUYA (Bioequivalence) WUTgULTEUAUEIRUKUY A1

vaninauuaziUf URlumsAinundauyavesenandauesidnnuangnIsunse v uase

NITNTNATITUGEY vsadulumuderviunanna (USFDA,EMA,PMDAWHO,TGA)

6. FIDE9EN

Aunedosduinegisenegnaton 1 miheussgdundadudmunusaniseandenlinsudiunud

Mvusluidenaautimludwulasiisunmsndnnediuiulude 5.1

7.015U58NU...



7. MsUsEuAun e idway
7.1 Tuduegvesenfidweuseundsliitesnit 12 weuluaniudwey
7.2 g WNNANENeU AesEtd NN MaElUTUTOIHANTINTINIATIRNEIFUNEMOUTDIENEN
7.3 NsAeTI9NITYINNTdURI0g 19 Td L aUNEn TITATIENAMAIN NIETITNITIL
Vivlsdesasefieg 19t IneKv N8R0 LN LIS WM TN TITIATIER
[ Yo a ' Y a L4 A ' [ [y
waslugSuraveuAldInelummsiessinanm nsinnuienlidulunueadnunsans

Y a

MIETIYNITVOANIUANS LI TUNIITUINITAUDTIAEIRING1IVRIRUY WAL/ NTBLKER

lupsesialy
7.4 gugazieauansena1snssuilisueilesnlndvuney viailainnisideuaningle

Usgmslagneunvun laglifigeuls
Ao & R Y A N ¢ a ! ) 1
7.5 wnedndadugiudidu dedivesluiiinoiaunugamilsenitsuudsuuininssunis

Suen lansivaeunausuen Lot tuihgadavedsingiuia
8. HueduseulvigyosnidndyyneunuadayyIviin
< ~ Y v A
8.1 JusemseiignineananUaydelsmeuia
8.2 mqamﬁ'umL%ﬁLmqma%é}’amﬂﬁuﬁumi%’m%ai’mawﬁmLﬁmﬁ’umuuiamaﬂimmm‘wm‘

wazHan s iaiduvesusemdu

7.015U58NU...



ALLLUY Performance

sauAzRUURaLA (Performance) : wuailu 100
n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30
. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%

L.
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinun Il (General qualijty criteria) : ATHULLAN(AZLULAY 30 AZWLL)

AauUssaeil 1snasgulssnunanlinsuuudaingigadaine

(AzWUULAL 100 = Wminezwuusasaz10)

LNAUINNITNINTUNEN

yindagay

AZLUULAL

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

- Issnugnandngauimendidsy (Supplienldsun1ssusesmuunnsgiu GMP-PIC/s

- Tsanududnndnsiaueisd ey (Manufacturenliizun1ssusesmuninsgiu GMP-PIC/s

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- Tssugnandngaudenddty (Supplienldsun1ssusosmuunsgiu WHO-GMP

o

-Tsanududandnsiaueied gy (Manufacturenlisun1ssusesmuuinsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

a o a Y o

- Tssnugnandngauiendidty (Supplienldsun1ssusesmuansgiuaug

o

-lsauindandndueiendisazy (Manufacturen)lisunssusesmnuunsgIudug

FAUATHUUAYU AIMUTION 1 : AZHUULAY

AUITOIN 2...
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AauUs3099 2uasgrunanie Dinsuuudaiigegadadea(zuuniiu 100 = Wminazuuuaay 20)

NATINTISNATYT ﬂ%LLUNLﬁ&I

Yindadoy (AzLUUAY)

1. nsdilaildenduuuu: [Wuendseglumenisenandiylmiiififnuinieslunstidadnundueduwuy adud 1
atullagtu vesdilinet drdnnuanenssunisemsuaren NseENTIEIs154EY (THAI Orange book)*dniduen

FULUUTDR LA A MUULAY

2. \JueFeeglulydsedendniaaieildsunisiuses (Approved medicinal list) voupsetelsimeuia
nauantuLwneans wisUseinalve (UHosNet)

*gdugsunuutetlinswuui

3. nsallaildenduwuu: Wuendeglusienisdayd Orange book vesUszinaansgawsni (Wkanwdngiuinu
wansnueifinannInlssuikanndadusiedniag (Manufacturer) Weniufiundndusinndmiieegly

ansgawI3nn) w3e Green book vasszwalverdndusduuuudeiliayuuii

o <

4. dayaatiuayu AnY1ILAMNTNYBINEA LI

3 v =

4.1 NTUNANN I FIAULUY: T51891UNSANYINIARDNTALAAINIUTLANS ANV BLUNITI Y AIRTAUN

' '
oA A

TunsansnansenmdnuTetoseauauAungIuly

4.2 nsad_lailagdunuy: 15189UNSAENYININARENNUIUBNIUSEANS ANV ULIAULUU Y58 189U
ASANYINAANNTLEAIDIUTEANTNINAL/M3pANUAAN BRI N TUNTS N ASARLWILINTAITNINITENNE
fueiasyavamnauwnngiull taedinisAineniepdinsusaaisuwinnuendunuy (dendabatenils nd

wnnd 1 vide Widendenilazuuuuinian)

T
a1

AMASnsEneLTuRUY Randomized controlled trial waziin1sANUTILINTAITNINTUNNENULTD R

sepuaINAULNEYULU

2)35n15Anwduluy Non-Randomized controlled trial waziin1sARLlLINTAITNINITUNNER

oA A ) =4
UNYDNDILAUANIAULNN EJSUUIU

ASMsAnwduwuy Comparative study wuu Cohort study wagiinsAiusiluansansnisnisunng

A A Y =4
V]u’]lejE]ﬂaigﬂUaﬁJ']ﬂﬁJLLWWEJ‘?JUI‘U

9BMsAnwTuUU Descriptive study Wuu Case report or Case series (31831uUe) waziinig

FRUNTLINTAISNINSWINENULY B asEAUaNNALLNNSTULY

ALY n.) 30 U.) Y59 A.) 138 4.) NUTNTARLWIUINTAITN NSNS NUWTIT BT LAUALAL

wnngduly

a o =] <
FANATLUUAU AILUTIIMN 2 : ASLUULAN

ULNUNAUNTIN...
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Q. ansﬁqmmwmww (Specific quality criteria) : ATLULLAN(ATLUUAY 50 AZLUL)

AauUs3aei 3naigatnnnnutlsdeiusawmanisiasen (nsallaildenduuuu)

WNEUIINITNAITUNE

#indogay

AZLUULAY

(AZLUUAY)

1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135U58NULINTFIU WHO-GMP, GMP-PIC/s wazdin1snagaug1ainviesufjuminas 3rd party7ilé
fuseansy I GLP wieviesUfiRn1siiimuanmsgiu ISO/IEC 17025 Munsnadeusnanmiagaiuil
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation

Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy

578N 5NAFRULIN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Dissolution

9.Related substance 38 Organic impurity

319NTNAFDULIAN

N.Assay or potency

9.ldentication

A.Uniformity of dosage units

4.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

9.Particular matter

SAUATHUUAY AILUTTDIN 3 : AZLUULAY

ALU55099 4 ..
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A2UUTT099 4HANEIUAMNINNITANEIAIIUAIHD

Y

WNELIINISNAITUNE

Yindoday

AZLUULAY

(AZHUUAY)

AUNBNAITUARINANITANBIAIINAIY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny

SanSausrereliteenia 6 ey

1. dLULENATUAAINANITANYIAIINAIFITEEZE1 (Long term stability) ﬁmumum‘qmﬁ

A livuaann/ndn s

2. EUUNDNEITUAANINANIANIIAINAIRIIUAN1IZLSS (Accelerated Stability data)

3. duenansuanINan1sAnwIANAIivazidald (In use stability data) lawzenmdald

5 v Y 1@ . 52 a v dy
waease (@1edbalididy multiuse lufpsAnAzuuudail )

4. @LUBNANTHARINANITANYIALAIITEEZE1 (On-going stability data) Udngm 1w

1 SUMSHER

a Y = <
FAUATHUUAU ALUTIDMN 4 : AZLUULAY

AauUssaei SHaigatauwiniienlunisshuiverdunuy (nsallailvenduuwuy) (Fende 1 w3e 2+3)

1. dnenansLanINansANYIANANLATaIHARS ML (Bioquivalence) LagHANITANE
BE Julumudarinunaina (US FDA, EMA, PMDA, WHO, TGA) wasvinmnunaaiainandasvin

Wi (Wnnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiitunsfinvidiauyareseiaiyues
AMNIINNTEMNSHAZET kazoranadasiilddeadudiiouazyiilun1ie steady state two-way

Crossover in vivo

1.2 Bnsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues

& LY a
ANENIIINTRIMNILAYeT Uaviluenanalnsgunni (healthy volunteer)

2. Sunvangunisadudsug1¥ring(interchangeability study: ICS) lanze1¥3ingNgue

TUsAu(Protein therapeutics)[6nil]

° ] 8 o v = L. A o ) = e~ Y 4
3. E?ﬂL‘lﬂLLﬁ@ﬂ’J’]LUuEﬂGU’DWQﬂaWEJﬂaQ (Biosimilars) maa’u,u’maﬂg’]uﬂ’nmﬂiaum&mﬂulm

(Comparaility exercise; CE) lawzenving nguelusiu (Protein therapeutics)

a o =] <
FAUATLUUAU AIUTIIIMN 5 : ASLUULAN

FIkUSTOIN 6 ...
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A2UU59897 6 SIIMSNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTNFUNTTULAZNTUTA

-4 a
LNBNNITNINTUNYN AZLUULAY
v Y 1 o Q
119080y (AZLLUUAUY)
MenslausAguMIRTIAuAMINALEN TN TAdINTTIRAzMIUITR (uinezuuuiesas 10)
SAUATHUUAU AILUTTDIN 6 : AZLUULAY
I's wa a dgll ¢ a wa < a
A. naTiauaNUANBaUslevlnan U URIIY | AZLUAN(ATIUUAY 20 AZWLL)
ALU338IN 7A1YULUTTINFUNEBILALUTIYAN
'3 a <
LNBNNITNINTUNYN ASLLUULAY
v Y 1 o =~
119080Y (AZLLUUAU)

o [ & 1 ' o

1. fdnyIvuaaINNBULUTIITIdUREE s UIIIMe e1ude daau livgaaen numen1snseunn

(W3suiisuusiazu3en Afaalahu)

2. usssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszyles wie FonsAn diulsenaudiendify AL udueny

wargun1ndn Hegdnaunndia

4. 9uddedl Imprint code vuwingn Fsdreman1sust (Identification)

SAUATHUUAY AIMUTION 7 : AZLUULAY

o = v & 1
ALUFIDIN 83J'11§I§§']1J1‘1Jﬂ']’i%ﬂtﬂULLﬁ SNIIVUEY

1. flonansiiwansianasglunisdaive GSP

2. flenansfiwanadanasgiulunisvudeniia GOP

a o = <
FAUATLUUAU AILUTIDM 8 : ATLUULAU

FkUs509N 9 ...
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ALUS59N 9ANUALAINTIUNISANRD

anusv‘imﬁﬁmﬁzu'lm

yindagay

AZLUULAY

(AZLUUAY)

1. Jwasnsnsusem e FAX W3

2. fidaamanisinge weldazaintunisine

FAUATHUUAU AUTI0T 9 : AZLUULAY

AU55897 10USIRNISUINES

1. lifiuseiRenvndslusautiniuun

2. fiUsyTRenvnaalusouUTEIuLN

3. UStw/gune Milieefnsieunneu

a o =] <
FAIUATHUUAU ALUTIIMN 10 : ATHUULAU
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