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Trastuzumab 440 mg powder for concentrate for solution for infusion
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€.l ANUNONATLANINANITANBIANNAIRILUENTIZLIY (Accelerated stability data)
Duszezia » Woudunulidosnin e qunisudn
&< nsalfugidesazaneviedonnsnold dosdinansfnuinnunsanmmdansazans
vsoeandlusivihazanesineg asuiuaenndestudoyatiseyluienansiiuen
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¢.e.a ndllildenduuuu (Original drugs) wieenitléuniseniulddesdinisfinuinig
FrauyaveeremaRINANIANETIALYA (Bioequivalence) lUSguLiigufiu
gIRULUUMNTENINIILaz WU UAlUNM ANy T rauyavesenandiyvesditdinau
ALIYNITUNITONMILATEINTENTNEASINEY viseidulUumudoinunaina
(USFDA,EMA,PMDA,WHO,TGA)
. F2981981
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fnefosdaiiogaenetietien o nheussiud Al fuduogueseliitiosnit ob iWouty
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AnnpiuasduifuRaveuaildarglunsnsainneinunin nsdifimuiielsiduly
FNUAMEN BULANIEMIYTIYNITVAINANE LITURITUINITIAUDTIAEIRINA1IVOILUNE
waz/vidofuanluniioly
. fueazdosuansenasmsiuasusilentlndvuneny vioileiiansidenaninge
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inauaUsEaNS N TWAas1A1 (Price Performance)

AZLUY Price

FAASUUUNINRUA ( Price ) : 100
fosazvas performance 20%

AZLLUU Performance

FAUATUUUNIUA (Performance) : wualu 100
. an%qmmwﬁfﬂﬂ (General qualijty criteria) 20
. INTIAMAINLANIE (Specific quality criteria) 60
I's wa o dgll ¢ a wva
A. inaugiRaaNUANBaUslavilsdan1sufuReu 20
fo8azva9 performance 80%

/MU
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WNeNNISUSSEUUSEENS AN (performance)

1. WNIFIUREATUT (AZUUULAL 80)
n. inauginaunIwNlU (General qualijty criteria) : AZLUULAY (ASUWUUAY 20 ATLUL)

AauUssaeil 1 iasgrulssnundn binsuuudangigadaine)

LAUINNITNINTUNE

Yindoday

AZLUULAY

(AZLUUAY)

1. 15991UREA AT UNITTUITDININTFIUNTHEALINUUANNAIIENTNA LUNSHENET NHFUNTITUTINNUNINTFIY

(mnlaieglutiaiainissuses i 40 avuuw)

GMP-PIC/s
- TsanugndningAudietd1Aty (Supplier) lsun1ssusewnuunsgiu GMP-PIC/s (mnlileg)
Tugaaiainissuses T 40 azuuw) >0
- Tsanududnndnsiaueiend g (Manufacturer) 1a5unisiusesnuanmsgu GMP-PIC/s 0

2. Tsenundaldiunsiusesnnsgunsuaneiaunaninaeidsn1snatunisudnen aldsunsiusesniuuinsgy

aglugiiainissuses W 25 azuuw)

WHO-GMP
- IsaugndningAudietd1Aty (Supplier) l9sun1ssusewnuuinsgiu WHO-GMP (mnlaled
Tugagaainissuses i 25 Azuuw) %
- Tsanududnndnsiueiend e (Manufacturer) 1a5unisiusesnuunasgiu WHO-GMP (minll 50

I v
UINLUUBINNUD 1 LLas 2

3. 1599URAAlH3UN155UTBININTFIUNITRANBIURANNANITNTNAUNITHEAET NHTUNITTUTDINUNINTFINDUY

Audedfiy (Supplier) lasunssusesmunnsgudus (mnlieglugiaam

- TssugnandngAusendAny
. . 20
n5¥uses I 10 Azuuw)
- Tssnududandnsiausiordnsagy (Manufacturer) ldsunsiusesnuunasgiudug nnlieg 20
Tugiaiainissuses W 10 azuuw)
FINALHUUAU AuUT59H 1 @ ATHUULAY 100

/20.bN0...
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. Lﬂmsﬁqmmwmww (Specific quality criteria) : ATWULLAN (AZLUUAY 60 AZLUL)

ALUI5899 2 NaNdIUAMAINNLERSUTDINANTITIATIEH

v q

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

4. wilsfosusaananisAnTen [Certificate of Analysis (CoA)] didarinuamnsgrunseiuivunziteulifudineuy

AN ITUNTIBINTILASYN

4.1 Han1InTIRIATIRIRuNNEARSuTiedNsa3UveNHEn (Certificate of analysis of finished product)

L shieunsinamidermunnmsgiunssiuiiunsdeul ity os. asunniade wasfimsuansia 5

TugudeyaiBeUsunm (Quantitative data) 3o fiaw eniiu Wide Physical description

L shieunsinamidermumnnsgunssiuiung Dol iy oe. asunniade wifinsuansaalu -

gULL‘U‘U“Conforms, Complies, Not detected, N/A”

4.2 HANIATIVIATIBVIAUNININGAUTDIAILNEARY (Certificate of analysis of drug substance)

[ shieunsinamidermunnmsgiunssiuiiunsdeul ity . asunniade wasdinmsuansa 5

lugudeyaiBeUsunm (Quantitative data) 3 Maw eniiu Wide Physical description

[ shieunsinaridermumnasgunssiuiungdeul ity ov. asunnviade wifinisuansualy .

'gULLUU“Conforms, Complies, Not detected, N/A”

FAUATHUUAU AUTTDIN 2 : AZHUULAY 100

/AUsT099 an...
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ALUT589Y 3 NANFIUAUAINNITANYIAIUAIAA

v q

LNATINITNITTAUNEN AZLUULAL

fintatay (AZHUUAY)

5. ﬁ’lL‘u’]LE)ﬂﬁ’liu,aﬂ\‘iNaﬂ’liﬁﬂ‘lﬁﬂ’l’mﬂx‘iﬁ’? (Stablllty data) 5'1‘“'31«! 3 i;uﬂ']i“aﬂﬁnll ASEAN guideline ﬁaami':lﬂmq%a\‘iﬂ’l
& P Y ¥ A o . . . =1 o~ °o w v ' P
VI?JUVIZLUEJu‘l’J ﬂaﬁllﬂ"lfﬂ"llluqﬂigquﬁqﬁmﬂqwuﬂlu shelf life speC|f|cat|on NINVUNSLUYUAITUEUIUBENT 2 U

A29NlaNEAISHENINISANYIAUASEN WU ULSINSaUsTeze2 ldtiaendn 6 Wau

5.1 dLUNATUAAINANITANEBIAUAIRITZEZ1T (Long term stability) ﬁﬂiumumqmﬁﬁmum
TAuuaann/nandua ** ASEAN guideline 2
5.2 @UUNBNATTUENINANITANYIAINAISIIUEN1IISS (Accelerated Stability data) ***
ASEAN guideline 2
5.3 duunenasuanman1sinenunsvasdald (in use stability data) iz fideld
naneas lngluenasiiuedesssyteyaiifentostumiunsuns el ifnsety 25
wansAnw (Eendalalaifu muttivse Ildpzuuudetiiiu) 1 junsmde
5.4 @ULUNBNANTHANINANTANYIAIUAIITEEE1I (On-going stability data) Uanam 91uiu 1 u
NTWEAR ** ASEAN guideline 2
FIAZUUUAY FuU55097 3 : AzUuULAY 100

/AwU55099 ...
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AauUs509% 4 NaNgatANaNavaNansiuIieT (Bioquivalence) w3aendaingadnenas (Biosimilars)

Y % a e v v 2 v &
AUYIAULUU (ﬂimlﬂu&nﬂ‘NLLU‘U 1ﬂﬂ3LLuutﬁ3~l‘Ua1J)

=M 19 v a
nsalldlvendunuy : wwizeal

(US FDA, EMA, PMDA, WHO, TGA) wagiananasidnaiigesiniia (ewizenad)

[nsedu 879 o8, Avualvdnwiiuiy vin o8, lulatvus Tlaeswuudaiidiy 100 ]

6. dienansudnmansinwAuaNyavaskiniugien (Bioguivalence) uasnanisfinen BE Wulumadarinuasina

6.1 BsfnwdenlulununamivazuumeufuilunisfinuiauyavesenandyrenaenIsunisensuaze

. y 50
LLasmmamiﬂszmmL?Ju@ﬂaml,aswﬂum’;s steady state two-way crossover in vivo
6.2 BnsfnwdendulumunasivaziumauiRlunsfnunTiauyavesenadyveinnenIsunisemsasen .
U a 5
wazidueraainsguand (healthy volunteer)
v 9 v o W 1 d . .
ﬂim‘lual‘ljﬂ']ﬂuLLU‘U : LQW"I%‘EJ"I‘?!'J'WIQ ﬂquﬂﬂﬂmu (Protein therapeutlcs)
7.99U9% (Indication) wazn15981898Usd (Extrapolated indications) / (iazuuudalatonile)
7.1 899U (Indication and Extrapolated indication) Ad1tNMUANZNTIUNITOMITLAEI5UTEY VINAU USFDA, 20
W30 EMA $Us89 wazihiuen@ringdunuu wialuenTaringiuluy
7.2 §99UsT (Indication and Extrapolated indication) fid1inauANENTTUNITOIMITUAZEISUTES 0
whiue@aingauwuy ( USFDA, %ise EMA 83lisusaq)
7.3 §9UsT (Indication and Extrapolated indication) fid1in1uANENTTUNITOIMITUAZEISUTES 5
WesningFringaunuy
8.Real world/Switching (Iiazuuudaladonils)
8.1 dnsfnwnansanuiasnsulunnteusdntasunistungidou (Real world data ~-RWD in all indication
licensed ) uazdinsfinwanuvasasdeainnisadudulasuenane@ringiusuuluiduendaringadnends 80
vsRaRUduLUREUITENINg e1ingAaTeAae (Switching data)
8.2 fimsAnwuansnulasnduluunsdausdinlasun1stungiou (Real world data -RWD in all indication
licensed ) wazdinsfinwAnulasadeannnisaduduiuasuenanendaringiusuuluidue@ringrdienia 30
vseanuduAuIEnIN 183 IngAR18ARS (Switching data)
8.3 laifinsAnwnansnulasnisludeusdnlasunistungilou (Real world data-RWD) waz liifiasau
a =~ % = 10
duilauszninendringadiends (Switching data)
a o o 3
SAUASLUUAU AIUTTOM 4 : AZLUULAN 100

/55099 ...
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Aauus3a4il 5 waiganaMuindisulunsinenivenduwuy (nsalluenduwuu dazuuuindail)

nsad b ldefunuy ; mwizewall

9. AnuwidisnlunisSnuiuendunuy (Therapeutic Equivalence)

9.1 1¢§un15us39ku US.FDA. Orange Book / Purple book

40

9.2 195Un155U59931n EMA

40

9.3 lgsunsussglusiensndndasietansiglminfianuwindenlunisiidadnwivenduwuy

YDIANUNIUAULNITUNITONMITUAZ N

20

nsadldlgendunuy : wwizenda3ng nguenlusiu (Protein therpeutics)

10. wangatnsSeudisuiuld (Comparability exercise : CE) wiailuen@yinglndifes (Biosimilar)

10.1 I¥sunstunsideunndidnnuangnssumsomsuazen Tuluiiiagediends s
fiYeya comparability exercise (CE) fiugn?3ing@uiuu Usenaumie Non clinical studies :
PK/PD,Toxicology Wag clinical study: Safety & Efficacy & Immunogenicity i
equivalence trial lunguuszansifienumiloutusaslifivawe yniiga fazuenany
wnedle (Homogeneous and the most sensitive population) S3ufulasunisussgiu

USFDA,Purple Book #30 EMA Susesindu Biosimilar

100

10.2 lssunmstunsideuaindinnuanznssunsonsuazen Mdudringadienda Sl
Uaya comparability exercise (CE) fugn¥3ingaunuy Usgnausie Non clinical studies :
PK/PD,Toxicology Wag clinical study: Safety & Efficacy & Immunogenicity %1

equivalence trial Tunguuszmnsifianumdeuiuiayluiiome Aazvanaaiuuane19ld

(Homogeneous sensitive population) sauful@sun1sussglu USFDA,Purple Book #3e

FMA Susasindu Biosimilar

60

10.3 leisumstungidouaindrinauruznssunmsemsuazen Tuduiiingadiends safunns

19%un1sussglu USFDA, Purple Book e EMA $usasindu Biosimilar

20

10.4 lisunstunzideuandrinnuanznssunisemsuaren Mudutingadiends

10

a o/ N <
FAIUASHUUAU ALUTIDMN 5 : AZLUULAY

100

/AwU55999 ...
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A2uU350499 6 Trensiaueaglulydenvedlsmeruia

¢ <
LNANINITNANTUNEN ASLLUULAUN
v Y =
VRLRERE) (AzIUUAY)
11. Mensisuseglutydervesdsmeuia
11.1 emsiiausegluda@sonisevesaadunsifavisniegudd 50
11.2 emsiiausegluda@sonisevedsmeraduludsiansunisummg, lsmenunasnnlg 50
WIBlsAUTHULINE (FohuulonNasnangIuUsEnau)
FIUATHUUAU AIUT5097 6 : AZUULAY 100
A. inaeinuaulRNBaUs levinan SURURMIY : AZLUUAN (AZWUUAY 20 AZWLL)
ALU338IN 7 MBULUTIYNTUNFSUAZUTIR U
¢ a <
LNEUNNTINITTEUTYT ASHUULAU
v Y P~
VRLRERE) (AzLUUAV)
12. frdnwsuuannruzUsIduRaEuazUTIAne 51udte dau livgaasn nudenisnszumn 40
(WSBuiluusas U Aigaldis)
13. ussyfausitosiunasng wiseges ( nsalililveriidasdosiuuasldnzuumiudor ) 40
14. pudinussqegluunsiinanszydon vi3a Fon1sdn drulsznoudendifey Anuusien Juiusig 10
wazun1suan Megrsdaunnidia ( d1lulvenda lanzuuuiudad )
< . < s ' =1 PN < v & o g
15. sdladl Imprint code uwlingn Fedresansusd ( d1lulvendn lansuvuaudal ) 10
FIUATHUUAU AIU55997 7 : AzUULLAY 100
Aaulssasil 8 wasgrulumsdaiunaznisuuds
'3 a <
LABUNANTIWITITUYN ASLLUULAU
o Y ] a
wvpLoY (AZLUUAY)
16. fienasiuansdaunsgulunaiuinenen Good Storage Practice (GSP) 50
17. fienansiuansdaunnsgulunisnszanseniid Good Distribution Practice (GDP) 50
SAWAUUUAY ALUTIDMN 8 : ﬂgLLu‘ULﬁ&I 100

/AU ...
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fLU5589% 9 AUALAINTIUNISAARD

¢ a <
LNEUNNTINITTEUTYT ASBUULAU
U4 1 Py 2
PRTDIRE] (AzLUUAY)
a a 1 <
18. fidaanen1sAnsanazIInLsa
18.1 fife-unana uazteyaiilefndefunilagnss 25
18.2 fie-unana uazdeyaiilefaseyUszanununsaudadsenn 25
18.3 fife-unana uazteyaiilefndeuszaununsdudalymamnineg, 25
18.4 fie-unana uazdeyaiiledaseuszanununsduiuvasueilnduuneny 25
FIUALUUUAY AIUUTIN 9 : ATLULLAN 100
Aauls5899 10 Usednide
4 a <
LAEUNNTINITIUYN ASLLUULAU
L ] a
RLRERE) (AZLUUAY)
19. Uszifde
19.1 Lifitlymevinds luseuiiusn vieduuisn/fue Aliinednsounou 50
19.2 lifiusgIAnsiFenifuendu Tasdhaunuznssunisemnsuazen Tuseuiiiiuan 50
FINATUUUAY FIuUT50971 10 : AZUUULAN 100
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