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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

AauUAnaly
I 4 & o v 1 A o

1. guiuy WUHILAS USIARINLER dNSURALINRReRLaDAAN

2. dulsznou Tu 1 Vial Usgnause Irinotecan hydrochloride trihydrate 40 mg Tu
a1sazany 2 mL wag 100 mg luansazans 5 mL

3. AYULUTTY - U55RLUNTULUTIREIAAUTIARINAE

4. Ra1n- - S¥yTeen drulsenaumendfyuazanuuss Junde Judueny g

waztawngileusisuen Megrednauuuussysiue

- UUNIYULUTINE0ENTBYADISTYTREMITBTONINTAT dIulsenauuay

YIAAIIURTIVEIELT LavTinde TuFuene Lidaau

3.auanUAMamaila
3.1 Finished product
-Identification

[y

-JSuneusnendnAsy

_pH

-Bacterial endotoxins
-Sterility

-Particulate matter
-Volume in container

-Related substaces

maﬁ]r;humuﬁizqiu 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
mwm’wummﬁ'szﬂu finished product specification
mafﬂﬁhummﬁizﬂu finished product specification

n3IarUANTsEyl 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 M37AUANNSEyY UM T817181984

- Related substances %38 organic impurities #153aNUANNTEYLUATIBNO9D

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 ¥ ¥

nstdiumNgsiselag (non-official pharmacopoeia) TerimunraeiTAnamAatia fassenaunie
universal test Wag specific test audoivuakazInsgIUluvenIsieseiniualilusise
dmiusuiuueniiue (general requirement for dosage form) ¥5enuLuIUURYS The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH
Guideline)
= =
Haulvdue
1. duenasmiuen nwinelas/mMsen1endingy NeouiudinIuANENIINNITEIMITLASEN
2. dnuludragnistunzidousinsuen (WUU V8.2 ¥30 8.3 %50 18,4 %39 8.2 WaduanTl) NIl

nsilasunUasnty Trwuudunmvenaluiuasuklasuinsauiunie

/3870,
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3. dAveTungiduwinuen (Wuu ve.l w3 v.1) ndeuderimuninasgiuremdndusietdusagy
waringAudlend@Asy (Drug product specification Wag Drug substance specification) N34
nzilould lngdesUsenausig

3.1 IngAusiendfny (Drug substance)

5%

3.1.1 dwndaivuauinsgiuvesingiuiendify ungileulifudinnuamgnssunis

9IMNIUALEN
3.1.2 dwundanvuauinsgiuvesingiudiendifgy Tusisieildonsdalunistunsiieo

(tawznsahunifermunnnsgiuvesingiuiendidy ldfunisfusedumen
(official pharmacopoeia)
nsdifiegszninwedsundacuileisiinngiuazdeimunuinsgliaenadesiumsen
flusznmiusemsemeagadediininuanznsunseImsuazet luuudundweudle
WasuuwUasumdeususe Tnefuiiveudluddsundas laidu 2 U fufeiulsenadyviuaussen
mnfuiivewdluudeuntaiu 2 Yuudeiulszn Al ¥IULEuIIAl fvoudludsundasiuges
losumseudAandinnuamenITunITeIMILaTE L
4. duvifide3uTouNATEIUNTHERYIMIVANNeIIBNSTIALUNTHEANEN (Good manufacturing

practice (GMP) luvanaiiiigatasiuingaumendfy uaze1iitaue (RUUaIganIusaunIsnTIvaey

lnedaaglutianiainisiuses) lnedessenausiy

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

2UNU)

U

/5.8na4...



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 @LULONATUAAINANITANYIAIINAIAT T282817 (Long term stability data) maenwag
o1gvasTunz Seul A Ud TN AN N TTUN TN UAY N SN TINES ST
5.4.2 FUUNINATUARINANTANYIAINNAIFIlLANTITLISY (Accelerated stability data) 1T
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdhdugriidesazaenioifeansieuld Fesdinan1s@nwinuasan mmdanisazane
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) ﬁamﬁlﬁé’umssmﬁuiai(ﬁaqﬁﬂﬁﬁﬂwwmﬂ%mmga
YDIY7 AOILANINANITANYITIAUYA (Bioequivalence) WIgUWEUAUEIRTULUY A1UMSNNQIN
wazluIlURlun1sfnuiiauyaveseandyvesd1dinauangnITunITeIMITaZeY NTENTN
a3 wisadulumuderimunaina (USFDA,EMA,PMDAWHO,TGA)
6. $10819EN
funediosdeinenaenogistion 1 misussytasisaduiunnaniseazidenldasuiu

muinmualuinvenuautaniluirulasisunsndafediuivlute 5.1

/7.A715U580 ...



7. Mavsziunmunwefidaou
7.1 Yuiuegveseidsuousouvdelsitosnd 12 Woutvantudsou
7.2 swnneiidwey azdesddiunnmwagluiusemanngniinzienuiidaeureiuan
7.3 nsdifivihessnsviinsduinegseidweuiiledingiaiinsginmunim mihes1wn1sey
yhnilsdeseweiosien Insfusazfesdinfiudnaudnnuiiviienumsdmnainneitas
JugFuiaveusldaelunmsnnalinngiguam nsdiinuielidulumunadnvaziany
smhessnsveanuavslisuinsannsausaediinamvesiue way/smiedudsluaduialy
7.4 faneazdeaansenarsnsiuilasusiloslndnuney visiiloiinnsidouaninsie

Usznmslagneunvun laglidiouly
7.5 winefidndnlueuiiu sesmeslulwesmiunuanmngiseninavuaauulingsuns

1 [

Suen lansivaeunausuen Lot tuihgadavedsingiuia

o |

8. JungBugaulvigesniindayannounuadayanin

8.1 Wusensenfigndneenandaydenlsmeuia

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

a Y < a v A
wagnani1siasanladuvesusenau

8.3 TudAusyvesidwaumastiounit 12 weu Huaniuduweu
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AZLLUY Performance

SAUATHUUNIUA (Performance) : huawdu

100

n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30

. ansﬁ@mmwmww (Specific quality criteria) 50

A. inausinuanTAniBauseTviientsufineu 20
fo8azva9 performance 80%

/AU,
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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
- Issnugnandngiuimendidsy (Supplier) 1asunssusesmnuinsgIu GMP-PIC/s 50
- Isanududnndnsiaueiendisagy (Manufacturer) 1a5unisiusesnuannsgu GMP-PIC/s 50

2. T5anunaaldsunsiuseswInsgIunIsHaneuREnInaaiIsN15NR lun1sHaneT AldTunsusesmunnsgy

WHO-GMP
- Issnugnandngiuimendidsy (Supplier) lasunssusesmuinsgiu WHO-GMP 30
- Isanududnndnsiaueiedisag (Manufacturer) 195unisiusesnuuasgu WHO-GMP 30

3. T5997URAA1ATUNITTUTBININTFIUNTTHEALIAURANNAUIN ITNITNAUNITHENYT NLATUNITFUTRIMNNINTTIY

- = %
U UINLNUDINYD 1 LAy 2

- Issnudnandngauiend ity (Supplier) lasumssusesmnuinasgiudue 20
- Tsugndandnduaied iy (Manufacturer) 1asunissusasmuunnsgudue 20
FINATUUUAY AIuUT5097 1 @ AZWUAY 100

/MU0 2...
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AauUssaai 2 snasgrundndue Iazuvudanggadames (vuuuiy 100 = untnazuuuiosay 20)

4 a <
LNANNITINANTUNEN AZLLUULA
o8 (AZLUUAY)
iU Y o
3. nadilalgenduuuy: Wuedseglusenisind Orange book vasUszmaAanigawint (lhudnq
wanguInduxdndaeiindnunainlsesnudninuandiusietdisagy (Manufacturer) WWeafuiy
a o y ° ' I o a 20
nanfIINImineagluanigaing) w3a Green book vasUszwAlng #3a Thai oranre book
% Zor S v v =
377LU1JE/7I§77JL£UU‘Z/QUZ¢)FI&’UUU!W&/
4. dayaatuayu AnwnIeAMNINYBINEAST M
4.1 NSANANN U BIFUUY: T5189UNSANINIRATNTLEAIDIUSEANS NNk lunIg
o A a cal 1 A A o =1 100
S A9RNLITLINTENSMIINSWINENUL T asEAUANN AN WIS TULU
4.2 n5ai_lailgefunuy: 151891UNSANININARNNNUIUBNIUSE AN AN VBN UBNAURUY
P58 S189UNSANYINIAALNTLEAIDIUTEANS N MwaL/MSaruUan 88N iglun1ssnY ad
ARUNLUINTESNaNSENENUL TR s AuaNANwngTUlY TaedinnsAnwinieadtinSuseaiisuwin
flugnduwuy (Hendeladentls mndluinndt 1 ide Wdendeniazwuuniniign)
n) 38n1s@nwnduluu Randomized controlled trial wagin1sARuWlLINTa1TN 100
MIwnngNUNYaiasyAvanALLnngvuly
9) 38n15AnwTuwUU Non-Randomized controlled trial hagiin1sANUWLLINTAITNIG %
MIwnngNUNeiaseAvannAuLnnguuly
f) onsAnwduLuU Comparative study wuu Cohort study wagiinnsanamly 0
R ] X 7
M5 NSHINENUNTB T aEAUALNANLN gL
aa = I . o o
9) W/NsANYILUULUU Descriptive study wuu Case report or Case series (5181974
v a aa sbl sal 1 oA A Y] X 1 60
HU18) LazHNITANUNLUIITAITN NN TUNNENU LD OO TZAUANANLWNEVULY
) Y0y N.) Y30 2.) 18 A.) W38 1) NUINSANUWILITAITNIINITUNNET .
{ A 1 O
UnFedeseavaunauwnmgIuly
a Y dl <
FAUAZHUUAYU ALUTTIIN 2 : AZLUULAYU 220

/U ANUTALNIN ...
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. ansﬁ@mmwquz (Specific quality criteria) : AZLUULAYN (AZUUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

INUTINTITRIITAUEN AZUUULAL
Wtatoy (AZHUUAY)
1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135UT09ANUNINTFIU WHO-GMP, GMP-PIC/s wazdin1snagauenainiasufifinis 3rd party et
$UsPRNATIU GLP nieviosu JuRnsfiinuumsgu ISO/IEC 17025 Munsviaaeus1aInwiag i 100
gousulusgduanna ILAC MRA and Signatories (International Laboratory Accrediation
Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy
'i']fJﬂ']'iVlﬂﬁE]‘UEJ']Lﬁﬂ
A.Assay or potency 40
9.ldentication 15
A.Uniformity of dosage units 15
4.Dissolution 15
9.Related substance 38 Organic impurity 15
'i']EJﬂ']'i‘Vlﬂﬁa‘UEJ']aﬂ
A.Assay or potency 40
.ldentication 10
A.Uniformity of dosage units 8
4.Bacterial endotoxin 8
9.Sterility 8
2.Related substance %@ Organic impurity 10
%.pH 8
4.Particular matter 8
SIAZUUUAY AIUU55097 3 : AzUUULAY 100

/AU 55099 4 ..
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AAUUTTR9N 4 KANGIUAUNINATITANYIAIINAIAT

Y

'3 a <@
LABUNNTIININIEUTIYN AZLLUULAA
L4 1 =
WUatioy (AZLUUA)
AUNBNAITUARINANITANBIAIINAIGY (Stability data) 3117U 3 FUNITHAAAIN ASEAN
guideline naonYI9018v0e1NTUNEITeUlY dosdiAmuuinsgiuniunmuualy shelf life 100
specification ¥nTunziisudiueutesnit 2 U fodilonasuaninisanyInuAIan Ny
sansouszezenalitesnit 6 hou
1. @UeNATUAAINANITANYIAINAIAITEEZ812 (Long term stability) ﬁm‘um’mmqm 05
il ivuaain/wansu
2. FUUNBNENTUAAINANIANEIAINAIRIIUAN1IZLSS (Accelerated Stability data) 25
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