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Trastuzumab 440 mg powder for concentrate for solution for infusion

Fow1 Trastuzumab 440 mg powder for concentrate for solution for infusion
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. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%

6
LNEWTN...



IneNN1sUsEIEUUSEENS A TNABS1A1 (Price performance)
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AauUs3aeil 1 Mnsgrulssnundn Iipsuuudanggadame

(AzWuUULAL 100 = Wminezuuusesas 10)

LNAUINNITNINTUNEN

AZLUULAL

yindagay

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITTUTDNINTFIUNTHENLINNUNANNANIENTNALUNSHENET TILHZUNITTUTDINNUNINTFIY

[ a Y o w

- Issnugnandngauimend ity (Supplier) 1asunssusesmnuinsgiu GMP-PIC/s

q o

- Isanududnndniaueisdisag (Manufacturer) 1aSunisiusesnuannsgu GMP-PIC/s

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- lssugnandngauiendifty (Supplier) lasunssusesmuunsgiu WHO-GMP

o

- Isanududnndnsiaueiendisag (Manufacturer) 1a5unisiusesnuunsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T599URAAATUNITTUTDINIATFIUNTHERLIAURANNAUIN ITNITNAUNITHEAYT ALATUNITFUTRINUNINTTIY

a o a o [

- lssnugudaingiuimendidey (Supplier) losun1ssusesmuunggIuaug

o

-lsuindandndueiendisazy (Manufacturer) 1asunssusasmuunnsgudue

FAUATHUUAYU AIMUTION 1 : AZHUULAY

AU 55099 2...
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AauUssadi 2 snasgrundndue Idazuvudanggadames (vuuuiy 100 = dntnazuuuiosay 20)

WNEUIINITNAITUNE

AZLUULAL

Yindoday

(AZLUUAY)

3. nsalldldenduuuu: Wue@seglusienistyd Orange book vasUsemaansgawsna (lusans
wanguinlundaduaiindauiainlssnududandndueisidniagy (Manufacturer) Weaiuiu

nanfueNNTmigegluanigelaing) e Green book vasuseindlny u3a Thai orange book

* gudugrdusuudaiilansuuuiiy

o 4

4. dayastiuayu Anw1ILAMNINYDINEA I

4.1 NSANANN U BIFURUY: T5189UNSANINIIAATNTNLEAIDIUSEANS NNk lunIg

S AR LINTATN NSNS NUTIB B YsUaLN ARSI

4.2 n5ai_lailgefunuy: 151891UNSANINNARNNNUIUBNDIUSE AN AMNUBIeN A UBNAURUY
P58 $199UNTANYINAFLNTNLEAIDIUTEANDN1NLAL/50ANUADAN 8YB98 LY IUAITSNEN AIRNUN
TunsasyensumenueiasrrualnauwmgTuly Tnedin1sAinemisadiniusasiisuinnuen

fuwuv (Gondeladents mnduinnin 1 wive Widendeniazwuuuiniign)

n) 38n1sAnwnduiuy Randomized controlled trial wagin1sARuWlLINTa1TN

MswnngNUYaiasyAuaALLnngUuly

2) 38n15AnwTuRUU Non-Randomized controlled trial kagiin1sANUWLLINTAITNIG

MswnngNUNeiaseAuannALLnngvuly

A) wnsAnwduluU Comparative study wuu Cohort study waginsANuNluINTens

N TNNENULY B sEAUANNALLN gLl

3) FemsAnwnduwuu Descriptive study wuu Case report or Case series (iﬂaﬂﬂuﬁ:\fﬂw)

LaLINSARUWILINTAITN NSNS NI BT EAUaLNALWNNEUU LU

9) WUy N.) 38 ¥.) 3D A.) 38 1.) NUINSANUNIUINTESTN I TWNNENULTBD

sypuaINAULNEYUl

SAUATHUUAY AILUTTON 2 : AZLUULAY

ULNUNAUNIN ..
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. ansﬁ@mm‘wquz (Specific quality criteria) : AZLUULAYN (AZUUURU 50 AZLUL)

AauUs3099 3 waigatamnmvisdasusamantsAiasent (nsallslyenduuuu)

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

1% anAnlnnlssnundnlinisfusesnasguMInanenamdninasIs AT unsHaneAld U
N135UT09RIUNINTFIU WHO-GMP, GMP-PIC/s wazdin1snagauenainiasufjifinis 3rd party et
$useaAsy I GLP wieviesUfiRn1siiinuanmsgiu ISO/IEC 17025 MunsnadeusIanmiagiuil
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation

Cooperation Mutual Recognition Arrangement and Signatories) 3o Wusnduuuy

’i']EJﬂ']’iVIﬂﬁE]UEJ']Lﬁﬂ

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 %38 Organic impurity

%.pH

9.Particular matter

FAUASUUUAY AUUTTR 3 : ATULUULAY

FkUs5097 4 ..
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A2UUTIR9M 4 KANGIUAMUNINATITANYIAIUAIAT

Y

WNELIINISNAITUNE

Yindoday

AZLUULAY

(AZHUUAY)

AUNBNAITUAAINANITANBIAIINAIGY (Stability data) 311U 3 FUNITHAAAIN ASEAN
guideline naonYI9818v0e1NTUNEITeUlY dosdiamuuinsgiuniunmuualy shelf life
specification ¥nTunziisud1iue1utesnit 2 U fodlonansuaninisanyInuAsan Ny

SansSausrereliteenii 6 ey

1. @NULONATUARINANIIANYIAIINAIARITEEZY17 (Long term stability) ﬁm‘um’mmqm

Al iuuaann/nan S

2. @UNENTUARINANTANYIANAIATUANTIZLSY (Accelerated Stability data)

3. duenansuanINan1sAneIANAIivazdald (In use stability data) lawzenmdald

5 v Y (=1 . 1Y a v dy
wanense (@1edbalididuy multiuse luifpsAnazuuudail )

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

1 SUMSHER

a o = <
FAUATHUUAU ALUTIDMN 4 : AZLUULAY

Aauls3a9i 5 waigatanuwinieslunmsineduenduiuy (nsalldlydenduuuu) (Gande 1 vwia 2+3)

1. dnenanskanNansANYIANANLATaIHARS ML (Biogquivalence) LagHANISANE
BE Julumudarvunaina (US FDA, EMA, PMDA, WHO, TGA) kagyinanunaeiainaiifasyin

Wi (rnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues
AMNTINNTEMNSHAZET kazoranadasilddeadudileuazyinlun1ie steady state two-way

Crossover in vivo

1.2 Bnsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues

& LY a
ANENIIINTRINILAYeT Uaviluenanalnsgunni (healthy volunteer)

2. Snvangunisadudsug1¥ring(interchangeability study: ICS) lanze1¥3ingNgue

TUsAu(Protein therapeutics)[6nil]

3. duuwansinduedringadiands (Biosimilars) wiednumangiuanuseuiisuiule

(Comparaility exercise; CE) Laqum%ﬁmq ﬂﬁjmaﬂiﬂiau (Protein therapeutics)

a o = <
FAIUALHUUAU ALLUTIDIMN 5 : AZLUULAY

ALU55999 6 ...




-11 -

A7UU5I899 6 518NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTNFUNTTULAZNTUTA

¢ a
LNEUINNITNATEUNY AZIULLAL
v Y " I~
Wveday (AZLUUAY)
MenslausAgEuMIRTAuAMINALEN TN TAdINTTIRAzAsUITR (uinezuuuiesas 10)
FIUATUUUAY AuUT5097 6 : AZUULAY
4 wad & ¢ a wa < a
A. InauaiAENUANBaUsElevAaN1TURUACIU : AZLUULAN (AZWUUAY 20 AZLUL)
ALU338I9 7 MBULUTIYNTUNFSAZUTIR U0
4 a <
LNEUINNITNAITEUNYD ASLUULAY
v Y o P~
vatioy (AzLUUAY)

o o & 1 ' o

1. fdnyIvuaaINIYULUTIITduREe s UsTIAMe e1ude daau livgaasn numen1snseunn

(W3suiisuusiasu3en Afiaaldiiu)

2. vsssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszydesn wie FonsAn daulssnoudendify AL Judueny

wargun1ngn Hegndnaunndia

4. 9 uddedl Imprint code vuwingn Fedenan1sust (Identification)

SAUATHUUAY AIMUTTON 7 : AZLUULAY

o = v & 1
ALUFID9IN 8 mmg’mlumiammma SNIIVUEY

1. flonansiiwansdanasgilunisdaive GSP

2. flenansfiwanadanasgiulunisvudeniia GOP

a o/ = <
FAUASHUUAU AILUTIDIMN 8 : AZLUULAY

Sk UI881UNITUNT

FIkUSTRIN 9 ...
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ALU5589 9 ANUAZAINTIUNISHARD

anusv‘imﬁﬁmﬁzu'lm

yindagay

AZLUULAY

(AZLUUAY)

1. Jwasnsnsusem e FAX W3

2. fidaamanisinge weldazaintunisine

FAUATHUUAU AUTI0T 9 : AZLUULAY

AUI5899 10 UsLINNI5VINES

1. lifiuseiRenvndslusautiniuun

2. fiUsyTRenvnaalusouUTEIuLN

3. UStw/gune Milieefnsieunneu

a o =] <
FAIUATHUUAU ALUTIIMN 10 : ATHUULAU
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