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Doxorubicin hydrochloride 20 mg/10 ml concentration for solution for infusion

Fow1  Doxorubicin hydrochloride 20 mg/10 ml concentration for solution for infusion
AnsuliATly
1. suuuy Huasazanglavsiaanide dwsuveadvasaidons
2. dwlszneu  lu 1 vInussyUsEnaume &1 Doxorubicin hydrochloride 20 mg Tuansagane 10 mL
3 AWUPUTT) - UTSTUNYLBUTIendaUAaInie
4. aan- - spyfosn daudsznaufiediduaseiuuse Susdn Sufiueny wuiinan way
wunzideusinfuen Tegnsdnauuuussgiu
- VUATULUTIERE uTiosdeaTTyTesmIoTenan1si diulsnoulazuuia

AULIDIET LaUHER Judueny idaau

3.auauUAMamaila

Namim%ﬁLﬂﬁwﬁ@mﬂ’]mﬂulﬂmu finished product specification e drug substance
specification fig138sa1nundrsiTuatuieatu Jaldvanedeusodinauanenssunisensuay
61 N3EVTNASIIAgY Haiindusuiligndsenduatuiifisuminielminiunsgunduhiu
Tad3unils madszn1AnsEnT9ansTuay 1309 seyMTI81 WA 2561 asiudl 6 Suneu 2561
(asUsenAlusivfinayunwIuil 12 nuaius 2562) wazUsenadiandy (3ee seysmse @Uuf 2)
W.A.2562 asTuil 3 n3ngIAn 2562 (asUsemAlus1vRaun Uil 26 nsngiA 2562)

nstdlusngesenlag (non-offical pharmacopoeia) TenmunrasEutRManAta Fassenaunie
universal test Wa specific test pudafruakazanssTlureINTirseiiimunlilussen
ﬁ’m%’ugﬂmumﬁ?us] (general requirement for dosage form) ¥3amuwIU TR The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH
Guideline)
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3. dwdveTungiduwinuen (Wuu ve.l w3 v.1) ndenderimuninesgiuremdndusietdniagy

%

wazingAuiiedAny (Drug product specification kag Drug substance specification) N34

nedaul) lnefaaUusenaunie

3.1 IngAusiendfny (Drug substance)

Y

3.1.1 dwwdeivuaiasgiuvesingivmendidsy nTuneileulituddnauaugnssunig
2IMNTUATYT
3.1.2 dnunderimuanassiuvesingiusendidny luiseildgisddunistune oy
(tawznsahunifermunnnsgiuvesingiuiendidy ldfunisfusedumen
(official pharmacopoeia)
nsdiflegszninwedsundanuileifiinneiuazdeimununsgniliaennde siussen
flusznmiusemiemeagaiediinnuamznssunsemstazen Tiuuudnundveudly
WasuuwUasumdeususe Tnefuiiveudluddsundas laidu 2 U fufeiulsenadyviuaussen
mnfuiivewdluudeuntaiu 2 YuudeTulszn AT Y IULEUDTI AN Aeoudludsundasiuges
losumsendAandinnuamugnssunseImsiaze 1k’
4. duvifide3uTouNATEIUNTHERYIMIVANLNeIIBNSTIALUNTHEANEN (Good manufacturing

practice (GMP) luvanaiiiigatasiuingaumendfy uaze1iitaue (RUUaIganIusaunIsnTIvaey

Tnedseglurieiainissuses) lngdesdsznaume
4.1 dumiiidesusesnnsgIumsHanemuvanIN eI sRunSHAR TrgAUR e Ay
(Drug substance) Al#FUNIFUTIIUIATEIL WHO-GMP vizaiisuminduegnades
4.2 dvnvidsiefusesnnsgIunsHAREMAMANNUIIE NS TIR UM SHERNER ArusTend 1§ a5y
(Drug Product) Al#3un153useennsgiu WHO/GMP videifisuminduetisiios

4.2.1 fuarnansiaeiendnsagy (Manufacturer)
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5.1 NaN13RTIVIATITERNNNERSueiedNTagUvesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 NaN1IATITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

nldlunisndnensundadufmegmmesndneuazininingau

q

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 91U3U 3 SUNTWER InefeUTEnaUY
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 nsdilugidesazaevieiionneuld Fesdinanisfnsiauasaninudsnisazais
voideandludivhazanesneg asuduaeandesiuteyaiiszylulenarsifuenduou
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) M’%’ejmﬁlé’%’umssmﬁuiai(ﬁaqﬁﬂﬁﬁﬂwwmﬂ%mmga
Y9IY7 AOILANINANITANYITIAUYA (Bioequivalence) WIg U uAUEIRTULUY A1UMaNNIN
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6. $10819EN
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ALLUY Performance

SAUATHUUNIUA (Performance) : huawdu

100
n. inauginaunInilU (General qualijty criteria)
. naiRnINLaNIE (Specific quality criteria)
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WneNN1sUsEIUUSEENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

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

AauUs389% 1 wnsgrulseaundn insuuudaiigegadamden (reuumin 100 = untinazuuuiosas10)

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

- lssnugnandngiuimendifty (Supplier) lasunmssusesmnuinnsgiudue

q o

- Tsugndandndueie1d ey (Manufacturer) 1asunissusasmuannsgudue

FAUATHUUAYU AIMUTION 1 : AZLUULAY 100

FaUsT09N 2...
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AauUssaai 2 snasgrundndue Iiasuvudangegadames (vuuuiy 100 = dntnazuuuiosay 20)

WNEUIINITNAITUNE

AZLUULAL

(AZLUUAY)

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

nandugINMTmieegluanigawing) vie Green book vasUsemAlng w3a Thai orange book

* gudugrdusuudaiilansuuuiiy

o 4

4. dayaatiuayu Anw1ILAMNNYBINEAS I

4.1 NSANANNUN_BIFUUY: T51899UNSANYINIAATNTLEAIDIUSEANS NNk lunIg

SN ARRUWILINTANTN NSNS NI B EsUaIN AL eI UL

4.2 n5ai_lailgefunuy: 15189UNSANININAANNNUIUBNDIUSEANS AN YR UBIAURUY

a' 3

P58 S189UNSANYINIAADNTNLEAIDIUSEANS N NwaL/MSaAuUasn N 8B glunN1SSNYN fafRun
TunsasyansumenuLetasravanauwnmgTuly Tnedin1sAnemiendindusasiisuinnuen

fuwuv (Gondeladents mnduinnin 1 ive Wdendeninzuuuniniign)

n) 38n1s@nwnduluu Randomized controlled trial wagin1sARuWlLINTa1TN

MIwnngNUNYaiasyAvanALLnngvuly

9) 38n15AnwTuwUU Non-Randomized controlled trial hagiin1sANUWLLINTAITNIG

MswnngNUYaiasyAuaALLnngvuly

A) wnsAnwduLuU Comparative study Wuu Cohort study waginsAnNuNluINTens

NI TNNENULY B sEAUANNALLN gLl

3) FensAnwndunuu Descriptive study WuU Case report or Case series (iﬂaﬂﬂuﬁ:\fﬂw)

wazdnSANLINTILINTENTNNSWINENULTB o se A UaNNANLWNE T UlU

9) WUe8ay N.) 38 ¥.) 3D A.) U8 1.) NUINSANUNIUINTESTN I TWNNINULTBD

syfuaINAULNEYUl

SAUATHUUAY AILUTION 2 : AZLUULAY

220

ULNUNAUNIN ..




-8-

. ansﬁ@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
$UsPNATIU GLP nieviosu JuRnsfiinuumsgu ISO/IEC 17025 Munsvinaeus1aInwiig i 100
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

ALU55099 4 ..
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LNEUINNITNINTUNEN

Yindoday

AZLUULAL

(AZHUUAY)

AUNBNAITUAAINANITANBIAIINAIGY (Stability data) 9117U 3 FUNITHAAAIN ASEAN
guideline naan¥e1gveseNTUNglould dosdidniuuinsgruniuiininualy shelf life
specification ynTungilsumsueutesnii 2 U AesdilonansuaninisanyInuAIanInLuy

Wanseuszezeilitioenin 6 ey

1. dUeNaNsuaRINaN1TANYIAINNALITEEEE1I (Long term stability) iAsUAIIBEY)

Arnualiuuaann/nan s

2. @ ULENENSUAAINANITANYIALAIAIlUENTIZLSY (Accelerated Stability data)

3. duenansuanINan1sAneIANAIivzdaly (In use stability data) lawzenmdald

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

4. @LUBNANTHARINANITANYIANAITEEZE1 (On-going stability data) Udngm 1w

1 SUMSHER

FAUATHUUAY AILUTTDIN 4 : AZLUULAY

100

Aauls3aei 5 waigatanuwinieslunmsinwduenduiuy (nsalldlydenduuuu) (Gende 1 vwia 2+3)

1. dnenansuannansAnyIANaNyaTasHansiueien Bioquivalence) hagHANIANE
BE Wulumudarivusaina (US FDA, EMA, PMDA, WHO, TGA) wasvinmnunaaiainandasvin

Wi (Wnnzeall)

1.1 BnsfnwdeadulumunaeivasuuimsujuRlunsfinuidauyavesenandoues
AMNIINNTEMNSHAZET kazoranadasiilddeadudUleuazyiilun1ie steady state two-way

Crossover in vivo

1.2 BnsdnwdeadulumunasivazuwimaljiRlunsfinudauyaveserandyves

& LY a
ANENIIINTRINILAYeT Uaviluenanalnsgunni (healthy volunteer)

2. Snvangunisadudsue1¥ring(interchangeability study: ICS) lanze1¥3ingNgue

P

TUsfu(Protein therapeutics)[§1il]

3. duuwansindusdringadnends (Biosimilars) wiadnumdngiuanuseuiisuiuls

(Comparaility exercise; CE) La‘wwm%ﬁmq ﬂﬁjmaﬂﬂiau (Protein therapeutics)

a o =] <
FAUATLUUAU AIUTIIIMN 5 : ASLUULAY

200

ALU55999 6 ...
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A2UU598491 6 F18NTTNEUBLALNIUATITNIITUIAUNINIINAMLATTUNMSINFVNTIULAENSUIUR

LNA9INITRANTAUNEN ﬂZLL‘L!‘L!LﬁﬁJ

Wadatay (AZLUUAY)

FIEMINAUBLAYNIUNITRATAAUAINIINANENTTUNMTNEINTTULENTUTR (U miinazuuuseeay 10)

FIUALUUUAY AUUTTR 6 : ATULUULAY 100

4 wao & ¢ a wa < a
f. Lﬂzuq/lﬂzuml‘uwLaaﬂiﬂ&l‘vumamsﬂgumm D ASLUULAN (ASLUUAU 20 ASLLUL)

v (4

AUUITBNN 7 NBULUTTINFUAHYIUATUTIVA U]

LNA9INITRANTAUNEN ﬂ%LL‘L!‘L!LaﬂJ

Watatay (AZHUUAY)

o [ & 1 ' o

1. fdnyIvuRaINIYULUTIITIdUREELasUIIIMY e1ude datau livigaaen numenisnseunn

(W3suiisuusiazu3en Afaaldhu)

2. vsssiuandesiunamne wiedes (anzeidesdeosiuue)

3. gnudinussgeglunnsiinainszylesn wie FonsAn daulsenaudiendify AL udueny

wazqumswan Liagedaaunnidn

2 . < U | 1 - .
4. gdadl Imprint code UULINGN FI8RDANTUNY (Identification)

SAUATHUUAU AIMUTTOIN 7 : AZLUULAY 30

fauUssasil 8 wnsgrulunisdaiunaznisvuds

1. flonansfiuansdaasgiulunisdaiven GSP

2. fienansfnanatiannsgulunisvudse g GDP

SAUATHUUAY AILUTTDIN 8 : AZLUULAY 100

FIkUs09N 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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