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Qmé’nﬁsmmaqu‘uaem

Irinotecan hydrochloride trihydrate 40 mg/2 mL concentrate for solution for infusion

Irinotecan hydrochloride trihydrate 100 mg/5 mL concentrate for solution for infusion

Fow1  Irinotecan hydrochloride trihydrate 40 mg/2 mL concentrate for solution for infusion

Irinotecan hydrochloride trihydrate 100 mg/5 mL concentrate for solution for infusion

AnsuliATly

1. sUuuu Husauss Unennidle dmsudadmaenden

2. dulsznou Tu 1 Vial Usznause Irinotecan hydrochloride trihydrate 40 mg Tu
d15avane 2 mL wag 100 mg luansazatey 5 mL

3. AYULUTTY - U33glunTurUTIendaUsAnite

4. Ra1n- - syyienn daulsenoumendiduarauus Yunda Judueny aaiindn

waztawngileusisuen Megrednauuuussysiue

- UUNIYULUTINE0ENTBYADISTYTREMITBTONINTAT dIulsenauuay

YIAAIIURTIVEIELT LavTinde TuFuene Lidaau

3.auauUAMamaila
3.1 Finished product
-Identification

[y

-JSuneusnendnAsy

_pH

-Bacterial endotoxins
-Sterility

-Particulate matter
-Volume in container

-Related substaces

@i%ﬁ]f}i’lumuﬁizﬂu finished product specification
@i%ﬁ]f}i’lum’mﬁizﬂu finished product specification
mmmumu‘ﬁ'szqiu finished product specification
@i%ﬁ]f}i’lum’mﬁizﬂu finished product specification
maﬁ]r;hum’mﬁizﬂu finished product specification
mmmumu‘ﬁ'szqiu finished product specification
@i%ﬁ]f}i’lum’mﬁizﬂu finished product specification

n3IarUANTsEylY finished product specification

3.2 Active...



3.2 Active Pharmaceutical ingredient

- Identification pvsumuiszyluf e iensds
- YSunasendneny pvsuRuiszylud e iensds
- Bacterial endotoxins ATIARIUALATEy LTI TIENe8
- Water pvsumuiiszylud e iensds

- Inorganic impurities
Residue o ignition ATIAIUNINTTEYLUAN 18191971984
Heavy metals M33AUA NN T2yl T817181989

- Related substances %38 organic impurities #53aRUAANTEYlUATIBTO9D

Namimaf\ﬁLﬂi’wﬁqmmmﬂuiﬂmu finished product specification ¢ drug substance
specification 191989 A& UaTUREINY FelaaanzilousodiniuamenIsunITeInITuaL
81 NIENTIESTUEY Matnduisuiildinsdeioaduatuiifisuwinvselniniuasgruundusinsu
lad13unils a1uUsEnIANTENTIEITITUEY 1309 TUMII81 WA.2561 AaiuR 6 Suinau 2561
(@eUsmAluTvfianunyiui 12 nUA1us 2562) uasUssmeaiiaiiy 3o seysisen @iui 2)
W..2562 a9Jui 3 NIngIAu 2562 (asusenAlusvRanyunwIiun 26 nsngIaAL 2562)

all 1 o . . ¥ o va a ¥ ¥

nsadiunNgsiselag (non-official pharmacopoeia) TarimunrneuTfAanatia fassenaunie
universal test Wag specific test anudoivuakaziInsgIuluvenIsimeiniualilusise
ﬁ’mﬁJUEULLUUEnﬂuF] (general requirement for dosage form) w‘%ammmaﬂﬁﬁﬁmm The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH
Guideline)
= =
Haulvdue
1. duenasmiuen nwinelas/mMsen1endingy NeouiudinIuANENIINNITEIMITLASEN
2. dnuludrAgnisTunzidousiisuen (WU 8.2 %39 918.3 %39 8.4 W39 8.2 WAILsNTal) NIl

nsilasukUasen by Trwuudunamvend luiuasuklasuinsauiunie

3. U0,
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3. ddveTungiduwinuen (Wuu ve.l w3 v.1) ndeuderimuninmsgiuremdndusietdisagy
waringAudlend@Asy (Drug product specification Wag Drug substance specification) N34
nzilould lngdesUsenausig

3.1 IngAusiendfny (Drug substance)

Y

3.1.1 dwwdeivuaiasgiuvesingivmendidsy nTuneileulituddnauaugnssunig

9IMNIUALEN
3.1.2 dwundanvuauinsgiuvesingiudiendifgy Tusisieildonsdalunistunsiieo

(tawznsahdunifermuninnsgruvesingiuiendify 1dunssusedusisen
(official pharmacopoeia)
nsdlilegszninwedsundauileisiinnegiuazdemunuinsgliaenadesiumsen
flusznmiusemiemeagaiediinnuamznssunsemstazen Tiuuudnundveudly
WasuuwUasumdeususe Tnefuiiveudluddsundas laidu 2 U fufeiulsenadyviuaussen
mnfuiivewdluudeuntaiu 2 Yuudeiulszn Al ¥IULEuIIAl Avoudluw douudaciugos
losumsendAandinnuamugnssunseImsiaze 1k’
4. duvifide3uTouNATEIUNTHERYIMIVANLNeIIBNSTIALUNTHEANEN (Good manufacturing

practice (GMP) luvanaiiiigatasiuingaumendfy uaze1iitaue (RUUaIganIusaunIsnTIvaey

Tnedseglurieiainissuses) lngdesdsznaume

4.1 AunliEesuTeINTFIUNITNENEIMUNANNMINIBNINALUNTHER TNgRUAIENE ALY
(Drug substance) 7lf5UN155UTBINLLINTEIW WHO-GMP miseisuinluetisilos
° v A o a [ cac ‘:l' a a o (3 °o &
4.2 dumiideiusewnnsgunsHang N nnaEIsNsNRluN sHERKERSasedSasy
(Drug Product) fil@sun1s5usesnnsgiu WHO/GMP wiawfisuindustiedes
4.2.1 fuannansiaeiendniagy (Manufacturer)
4.2.2 {uUiussquansiae (Packaging) (awznsalfiguanendnsaguuaziuuaussgsinsdonasi

2UNU)
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5. Laﬂmi@mé’ﬂwmmaqmﬁLauaiwm

6 a

5.1 NaN13RTIVIATITERNNNERSueiedNTIgUVesHER (Certificate of analysis of finished

q
[~ LY ]

product) Tugngundadudieg
5.2 HaN1IATITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

nldlunisudnensundadufmegimesndneuazininingau

9

1Y

5.3 LNANSVs VAN B USUAINANTUE eI 1TUNIHER VBTN AUYR LAY (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U 3 JuNINER InefeIUTEnaUMY
5.4.1 @UUNDNANTUAAINANIIANYIAIIUAIAT S282817 (Long term stability data) aaonwls
o1gvesiTunzSeul A ud N uANE N TINTDIMNIUAT N SENTNES T UEY
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdilusidesazaneuieonnould desdinansfnuiauasaninudsnisazans
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umsaﬂﬁul:u'ﬁaaﬁmsﬁﬂmmﬁaamﬂa
Y9IY7 AOILANINANITANYITIAUYA (Bioequivalence) WIg U uAUEIRTULUY A1UMaNNIN
wazkuufUAlun1sfnudiauyaveserandyresdidinaunny NTTINTEIMITHALET NTENTI
#5156 vsedulumudervunaina (USFDA,EMA,PMDAWHO,TGA)
6. $10819EN
funediosdsinegnaenegistion 1 mhoussytamidadusununanseazdenldnsudy

munmualuinvenuautaniluiarulasisunsndafediuivlude 5.1
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7.1 Yuiuegveseidsuousouvdelsitosnd 12 Woutvantudsou
7.2 swnneiidwey azdesddiunnmwagluiusemanngniinzienuiidaeureiuan
7.3 nsdifivihessnsviinsduinegseidweuiiledingiaiinsginmunim mihes1wn1sey
yhnilsdeseseiotwen Inefueazdosdeiudnmudunuiivihenemsdmvinssilas
JugFuiaveusldielunmsnmaliesgigunm nsdiinuebidulumuandnuusiane
smhessnsveanuavslisuinsannsausaediinamvesiue way/smiedudsluaduialy
7.4 faneazdeaansenarsnsiuilasusiloslndnuney visiiloiinnsidouaninsie

Usgnslagneuninun tnglufiouls
7.5 minefidndnlueudiiu feslimeslulwesmiunuanm)iseninvuauuLvingsuns

1 [

Suen lansivaeunausuen Lot tuihgadavedsingiuia

o |

8. JungBugaulvigesniindayannounuadayanin

A

8.1 Wusensenfigndneenandaydenlsmeuia

8.2 mqamﬁ'umL%ﬁLmqma%é}’amﬂﬁuﬁumi%’m%ai’mawﬁmLﬁmﬁ’umuuiamaﬂimmm‘wm‘

a Y < a v A
wagani1siasanladuvesusenau

AZUU...



ALLUY Performance

SAUATHUUNIUA (Performance) : huawdu

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. nasinuA NIkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

AauUs3099 1 wnsgrulseenundn insuuudaiigegadade (reuumin 100 = untinazuuuiosaz10)

LNEUINISNANTAUNEN ﬂZLL‘L!‘L!LﬁﬁJ

finvatias (AZLLUURAV)

1. 1599uKEAlATUNMITUTBININTIUNTHENYINUNANNANIENTNA LUNSHENET TILHZUNITTUTDINNUNINTFIY

GMP-PIC/s

a o Y

- lssnugrdaingauimiendday (Supplier) 195un1ssuseanuuInggIu GMP-PIC/s

- Isanududnndnsiaueiendisagy (Manufacturer) 1a5unisiusesnuannsgu GMP-PIC/s

2. T5anunaaldsunsiuseswInsgIunIsHaneuREnInaaiIsN15NR lun1sHaneT AldTunsusesmunnsgy

WHO-GMP

[ a Y o w

- lssnugnandngiuimendidsy (Supplier) lasunssusesmuinsgiu WHO-GMP

q o

- Isanududnndnsiaueiedisag (Manufacturer) 195unisiusesnuuasgu WHO-GMP

3. T5997URAA1ATUNITTUTBININTFIUNTTHEALIAURANNAUIN ITNITNAUNITHENYT NLATUNITFUTRIMNNINTTIY

- = %
U UINLNUDINYD 1 LAy 2

[ a Y o w

- Issnugnandngauimendidsy (Supplier) lasumssusesmnuinnsgiudue

q o

- Tsugndandndueie1d ey (Manufacturer) 1asunissusasmuannsgudue

FAUATHUUAYU AIMUTION 1 : AZLUULAY 100

AUITOIN 2...
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AauUssaai 2 snasgrundndue Iiasuvudangegadames (vuuuiy 100 = dntnazuuuiosay 20)

WNELIINISNAITUNE

AZLUULAL

(AZLUUAY)

3. nadilalgenduuuu: Wuedseglusenisind Orange book vasUszmaAanigawint (lhudnq
wanguInduxdndaeiindnunainlsesnudninuandiusietdisagy (Manufacturer) WWeafuiy

nandugiNMTmieegluanigawing) wie Green book vasUsemeAlng #3e Thai oranre book

* gudugrdusuudaiilansuuuiiy

o '3

4. dayaatiuayu Anw1ILAMNITNYDINEAS I

4.1 NSANANNUN_BIFUUY: T51899UNSANYINIAATNTLEAIDIUSEANS NNk lunIg

SN AR LINTANTNNNISENNE NI B Ys UL ALWIE YUY

4.2 n5ai_lailgefunuy: 15189UNSANININAANNNUIUBNDIUSEANS AN YR UBIAURUY
P58 S189UNSANYINIAALNTLEAIDIUTEANS N MwaL/MSaruUan 88N iglun1ssnY ad
ARUNLUINTASNIINSHNENUL TR RS AUaNANWIngTULU TaedinnsAnwinispdtinSusesiisuwin

flugnduwuy (Hendeladentls mndluinndt 1 ide Wdendeniazwuuniniign)

n) 38n1s@nwnduluu Randomized controlled trial wagin1sARuWlLINTa1TN

MIwnngNUNYaiasyAvanALLnngvuly

9) 38n15AnwTuwUU Non-Randomized controlled trial hagiin1sANUWLLINTAITNIG

MswnngNUYaiasyAuaALLnngvuly

f) onsAnwduluy Comparative study Wuu Cohort study wagiinnsanamly

M5 MNSHINENUNTBT aSEAUANNANLN gL

aa = I . . H
9) W/NsANYILUULUU Descriptive study wuu Case report or Case series (5181974

HUa8) waelimsfifiuilunsasmensunndnundeiiossivanauunmgyuly

2) Wleday n.) ¥se U.) 50 A.) 58 1) NhITNTARLNILINTANTN TN NEN

oA A o =4
UINYDNDILAUANIAULLNN EJSUUIU

SAUATHUUAYU AILUTIDW 2 : AZLUULAY

140

ULNUNAUNIN ..
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. Lﬂmsﬁ@mm‘wquz (Specific quality criteria) : AZLUULAN (AZLUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135UT09ANUNINTFIU WHO-GMP, GMP-PIC/s wazdin1snagauenainiasufifinis 3rd party et
$useansy I GLP wieviesUfiRn1siiinuanmsgiu ISO/IEC 17025 MunsnaaeusIanmiaguil
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 100

AU55099 4 ...



-10 -

AAUUTTR9N 4 KANGIUAUNINATITANYIAIINAIAT

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. @NULONATUARINANIIANYIAIINAIAITEEZY17 (Long term stability) ﬁm‘um’mmqm

Arnualiuuaann/nan 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

75

Aauls3a9i 5 waigatanuwinieslunmsineduenduiuy (nsalldldenduuuu) (Gande 1 vwie 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

200

FIkUSTOIN 6 ...
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A9UU53899 6 518NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTNFUNTTULAZNTUTA

LNEUIINITNAITUNE

AZLUULAY

Yindoday

(AZLUUAY)

FIEMINAUBAYNIUNITRATUAUAINIINANENTTUNMTNEINTTULRENTUTR (U miinazuuuseeay 10)

FIUALUUUAY AUUTTO 6 : ATULUULAY

100

4 wad & ¢ a wa < a
A. InaTiAuaNUANBaUsElevlRanITURURIIY : AZLUWLAN (AZUUUAY 20 AZLUL)

v o/ '3

AUUIIBNN 7 NBULUTTINAUARYILATUTIVA U]

Lﬂm%ﬂﬂiﬂﬁ]’ﬁm’]‘c’ﬂ

Yindoday

AZLUULAY

(AZHUUAY)

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

20

o = v & 1
AAUIID9N 8 QJ"IGﬁE"IUIUﬂ']’iQﬂLﬂULLﬁ SNIIVUEY

1. flonansiiwansianasglunisdaive GSP

2. flenansfiwanadanasgiulunisvudeniia GOP

a o = <
FAUATLUUAU AILUTIDM 8 : ATLUULAU

100

AU55999 9 ...
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ALU5589% 9 ANUAZAINTIUNISAARD

-4 =Y <
LASUNATINITNIEUIYN ASLLUULAA
v Yy ' " 2
P RLLERE] (AZLLUUAU)
1. Jwasnsnsusem e FAX W3
2. fidaamanisinge weldazaintunisine
a o/ t:l' <
SAUASHUUAU ALUITIIN 9 : AZLUULEY 5
fauUs58499 10 UseInn15u1nse
1. laiflUseRevndslusoudfinnumn
2. fiuseRenvmdslusouTfinumn
3. Wisw/ine filsinedasounrion
FAUALHUUAU AUTTRMN 10 : AZLUULAY 5
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