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Qmé’nwmmaqu‘uaem
Carboplatin 450 mg concentration for solution for infusion

Carboplatin 150 mg concentration for solution for infusion

%EJEI'I Carboplatin 450 mg concentration for solution for infusion

Carboplatin 150 mg concentration for solution for infusion

AnsuliATly

1. sUuuu Huansazans Unaanide dmsudadiuasnidond

2. dulsenou Tu 1 Vial Usgnausae Carboplatin 450 mg uag 150 mg

3. AYULUTTY - U33glunTurUTIendaUsanite

4. aa1n- - syyienn daudsenoumendduaranuuss Yundn Tufueny auiindn

waziavnzdowinsuen Mg adaauunussysioum
- UUNIYULUTINE0E NTBEADISTYTRMITBTONINNTAT dIulsenauuay

YUINAILLIIVOIET LavTinde TuFueny Tidaau

3.auauUAMamaila

- Identification NI

- Assay 90.0 - 110.0 % LA

- pH 50-7.0

- Sterility Test ATIINIU

- Bacterial Endotoxins Not More Than 0.54 EU/ mg of Carboplatin
- Extracable volumn AT

- Foreign matter ATIVEU

/NANTITRTIA...
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mamimn%miwﬁ@mmwL‘fJuliJm:u finished product specification wae drug substance
specification 7i8198sa1nndsSuatuiieniu Jsldannzifeusedinauaaznssunsemsuas
61 NIENTHEINEY Teindusiuilisadetoaduatuiidisusimielminiunsgiunduiniy
Tasnsunils ANUTEAANTENTIATITUEY 309 FYYAITIYT W.A.2561 asfufl 6 Suneau 2561
(aeszmelusvAsngunwIui 12 quanius 2562) wagdszmaifisifia 509 szyisen @il 2)
W.A.2562 asiuil 3 nsngau 2562 (asszmalusivRaiununiudl 26 nsngiau 2562)
Usznaumie

1. frsrenveslsyindlne adudl 2 @udl 1 e 1 wazatuifiuda (Thai Pharmacopoeia I,
Volume |, Part 1 and Supplements) %ﬁ@ﬁmﬁmaﬂizm’sﬂa’]ﬁ’limqﬁu

2. isunsgrugtaulnging @aud 1 1@aud 2 @i 3 @il 4 wazatuidiandy (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. d1umsgiugragulnslng w.e. 2560 wazatuLuAY (Thai Herbal Pharmacopoeia
2017 and Supplements)

4. frsdumesuuruiavdulade aduiuiaded 5 wavaduiiuiy (The Fifth Edition of
The International Pharmacopoeia and Supplements)

5. frsmisuladevesanigewsnt adufinviadsil 39 (a.a. 2016) uazaduiiuiy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-
Fourth Edition and Supplements)

6. FrUsRwrhsulade atu a.e. 2016 wud 1-5 (British Pharmacopoeia 2016 Volume 1-5)

/7.9191...
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7. susirhsulale @nwmemans) aUu A 2016 British Pharmacopoeia (Veterinary) 2016)

8. igladounfiniade atufiuindsd 8 (a.e. 2014) wagatuifianiy (The Eight Edition
of The European Pharmacopoeia and Supplements)

9. grawhsunladevessemadu adufinsindsdl 17 uazatuifiudu (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

nsaliunngeisenlag (non-official pharmacopoeia) Yen s @ RinIwmAlla Aessenaunie
universal test Wa specific test audarvuanazanasgIwhllresmasgindmualilusse
ﬁ’lﬁ/i%’iJgiJLLmeﬁ'u‘] (general requirement for dosage form) vianuuuIU TRV The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH

Guideline)

Roulvdue

1. duenasmiuen nMwlinelas/mMsen1esingy FledufudnnuauenssunITemIsLaze

2. dnluddynistung Seusiuen (WU ve.2 15 8.3 1150 V8.4 1150 8.2 ududnsel)) nadldl
msasuwdasudly Twwudiwdmveudladsuwlasnndoususie

3. dAveTungiduwiniuen (wuu ve.l wie v.1) nSeudermuninasgiuvemdnsdudiedusogy

o v o

LLaz’mqaummmﬁiy (Drug product specification kag Drug substance specification) N

=

nzdeuld Inefaalsenaunie

3.1 IngAusiendfisy (Drug substance)

Y

3.1.1 dnuderivununsgiuvesingiviiendify NTuneleulifuddnauamenssunis
9IMTHhATY

a Y o w

3.1.2 duitenivuauinsgiuvesingaudiendidny tuimsenldansddunistunsiden

Ganiznsdduefideriuuniinsgiuvesingiuimendifey Lasunissuseslumsen

(official pharmacopoeia)

=
NI8...
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nsdlilegszwinwedsundacileisiinnegiuazdemununsgliaenadesiumsend
UsgN1ATUs0Insad131818 gased1lnuAnEnIINNITe M skaze MuuudiuiA1veuily
\WasuuwUasumSeususie Tnefuiivendludsundas luidu 2 U uisulszmadygsuauesian
mnfuiivewdluuBsunlaniu 2 YHudsTuUsznAdy viuauosial fvoudludsundasiuges
losumseydfandinnuamugnssunsemsiaze 1’

4. dumilidedusonnnsgrunsHAne W mMANNUTIEN SR LUN15HARY (Good manufacturing
practice (GMP) luvsnafiiAentasivuingiuiend dy warenilaue @iusgamuseumsnsaaey

lngdegluyieiainissuses) lnedessenaume

[ a [

4.1 @ miadesuTe NS FIUNITHANEIMUNENINAINIEN1SNALUNSRER TR AURAI81E@ Fgy

q o

(Drug substance) 71li5UN133UTEIRULINTEIW WHO-GMP vizariteuiindusgados

° v A v a [ caal A a a [ 3 °o <
4.2 AnEe TUTERNTTIUNMINENY 1 IUVANINMNIBNSNRIU N SHERNER S uaied 15y

(Drug Product) Ail#3un155useuInsgIu WHO/GMP wiawfisuinfuetnetio

4.2.1 guannansiaeiendnsagy (Manufacturer)

a ]

I a o ¢ . ANAy < v oA A 1w
4.2.2 fuusussuansost (Packaging) (amznsalfifnanendidaguiasiuusussqsdiouas oy i)

kY

5. ONAIAMAN YLV IIEUDTIAN

s a

5.1 NaN1IRTIVIATITRUNNNER S ueiedNTIgUVeHER (Certificate of analysis of finished

q

a1 Y 1

product) Tugnjundadudieg

5.2 HAN1IATIVIAATIBNAUAININGAUTBIFIENEATY (Certificate of analysis of drug substance

1Y

dlunmsnanerjundadudiegvivesdndneuazinaningau

o

5.3 NaNsvisevang MBS INANTUS eI 19TUNHES YavIngAUvRiIEdAny (drug substance)

o

{0 5.2 fiugunsndsvesmdniueie1dnsagy (finished product) 9o 5.1

5.4 {anNSAN®...
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5.4 nan13AN® stability 91W3U 3 JuNINER InefeUsenaune
5.4.1 @UUNDNATUAAINANIIANYIAIIUAIAT S282817 (Long term stability data) aaonwls
et fitunsdeulifudiinaunnenssnIso LAy TEN9as1 T
5.4.2 EUUNDNEITUAAINANITANBIAIILAIRIIUENTIZLSY (Accelerated stability data) WJu
seevlIan 6 Weudnwiukivesndn 3 Junindn
5.4.3 nsdlidusiidiosazarsvieiieanenevlt desilnanisfnuianuasanimmdanisazane
vioideardlusivhazanosneg asuiuaeandesiuteyaiszylulenarsiiuediuou
Lideendn 3 sun1swan
5.4.5 asalldleesuiuu (Original drugs) w‘%amﬁlﬁ%’umiaﬂL"iuiziéfaaﬁmiﬁﬂmma%aauga
UBIY1 ABILAAINANTANYITIaNYE (Bioequivalence) WIBUWEUAUEIRUKUY AIUVSNNEN
wasU UAlunsinwiauyavesenandauedtnuanenTTiNTo N TUaRE N TENTIETITUAY
vioilulumuderivunaina (USFDAEMA,PMDAWHO,TGA)
S PLEANTY
funediosdsinegniemienmaieegistios 1 mieussatamidadusununanseazidenals
Asuumuimnusluideueutimluiuasisunsudaieriuivlude 5.1
7. Myvsziunmunwefidaou
7.1 YuRuegeseniidweudouvdeliitdosndt 12 Weutuantudseu
7.2 swnneiidwou wdesdsdiunnmanglususemamsnsialinsyienuiidweuvesian
7.3 nsdiimhesvnmsvinsduiiednenfidweuiliodmsaiinginunin v s1unsg
wihmilsdofesvemioteen Tnefuiazdesdiiudnnusuuiimhenumsdmsalnges
wazfuffuinveualdaelunsnnaiesziaunm asdinuiebifulumunudnuusams
smhenemMsvearuAvBlisuinsannsauemedinavesie wayviernanlundiiely
7.4 fuipdzdeuandienarsnisiuildsusiiesilndvanety vieiiletinnisideuanin
feUsznsingdeuun Tngliddeuly
75 mnefidndadueunidu fedimeslifinedmunngamgiissminsvuduuunlingsuns

Suen lansivaeuneusuen Lot tuingadavadsimeuna

NAN13IFIIN...



a o 1 o

8. gurwdusenlvigdosnidndyynounandeyymin

A AR}

8.1 \usenisendignineanaindaydenlsameuna

¥
1% v o v A

8.2 Maan UL WAz A psmnnuiuNTInTes e laR TR IUlsUe NSNS UG

Y

waznan1sRsantmduraIUsIMau

ALLUY Performance

SAASUUUNWNA (Performance) : wialy 100
. ansz/‘lqmmwﬁa‘lﬂ (General qualijty criteria) 30
. anusz/iqmmwmwwz (Specific quality criteria) 50
I's wa a dgll ¢ a va
f. Lmusz/l@mamuwLaaﬂiﬂwumamsﬂgum'}u 20
fo8azva9 performance 80%

LR
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IneNN15UsEIUUSLENS A TNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

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

AauUs3a9il 1 Mnsgulssnundn Iipsuuudanggadame

(AzWuUULAL 100 = Wnminezuuusesas 10)

LNAUINNITNINTUNEN

yindagay

AZLUULAL

(AZLUUAY)

GMP-PIC/s

1. 1599uKEAlATUNITUTDNINTIUNTHENYINUNANNAIIENTNA LUNSHENET TILIZUNITTUTEINNUNINTFIY

[ a Y o w

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

q o

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

WHO-GMP

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

[ [

- Issugnanngauiend ity (Supplier) 1asunssusesmuunsgiu WHO-GMP

o

- Isanududnndnsiaueiendisag (Manufacturer) 1a5unisiusesnuunsgiu WHO-GMP

= P %
U UBNLKUDINNUD 1 ey 2

3. T5991URAAATUNITTUTBIMINTFIUNTTHEALIAURANNAIN ITNITNAUNTHENYT NLATUNITFUTRIMNNINTTIY

a o a Y o

- Issnugnandngauienddty (Supplier) lasunmssusesmnuuasgiudus

o

-lsaugndandndueiendisazy (Manufacturer) Tasunissusasmuunasgudue

FAUATHUUAYU AIMUTION 1 : AZHUULAY

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

WNEUIINITNAITUNE

AZLUULAL

(AZLUUAY)

3. nsdilildendunu: Wuendeeglusenisiy® Orange book vasUsumaaniganidn (Wiuans
wanguInduxdndaeiindnunainlsesnudninuandiusietdisagy (Manufacturer) WWeafufiy

nandugINMTmieegluanigawsng) wie Green book vasUsemAlng w3a Thai orange book

* gudugrdusuudaiilansuuuiiy

4. dayaatuayu AnwnIeAnNNYBINEAST M

4.1 NSANANNUN_BIFUUY: T51899UNSANYINIAATNTNLEAIDIUSLANS NNk lunIg

SN aRRUNILUINTANTN NSNS NI B Ys UL ALY

4.2 nsad_lailaenfunuy: 15189UnsANEININAALNNUIUBNDIUSEANS MU USIAULUY

'
=

P58 S189UNSANYINIARTNNLEAIDIUTEANT N NaL/MSoANUaBAN 8B N T IUN1TSNEN aIRRLN
TunsasyansumenuTeiasraualnauwnmgTuly Tnedin1sAinemiendindusasiiguinnuen

fuwu (Gondeladents mnduinnit 1 wive Wdendeniazuuuniniign)

n) 38n1s@nwnduiuy Randomized controlled trial wagin1sARuWlLINTa1TN

MswnngNUaiasyAuaALLnngvuly

9) 38n15AnwTuRUU Non-Randomized controlled trial kagiin1sANUWLLINTAITNIG

MswnngNUYaiaseAvanAuLnnguuly

A) wnsAneduLuU Comparative study wuu Cohort study waginsANuNlUINTENS

NANSHNNENULTRRRTEAUAN AL UL LY

1) FBn1sAnwlunuu Descriptive study wuu Case report or Case series (31831ufU28)

wazdnSANLITILINTENTNINSWINENULTa o se A UaLNANLWNE T UlU

9) WUeay N.) 38 ¥.) 3D A.) 38 1.) NUINSAINUNIUINTETN 9 TWNNINULTBD

seaugInANwIngYuly

a o = <
FAUATLUUAU AIBUTIDM 2 : ASLLUULAU

ULNUNAUNIN ..
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. ansﬁ@mmwquz (Specific quality criteria) : AZLUULAYN (AZUUURU 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

WNEUIINITNAITUNE

#indogay

AZLUULAY

(AZLUUAY)

1% ananlnnlssnundnlinisfusesnasgumInanenamdninasiisAmunsuaneildu
N135UT09ANUNINTFIU WHO-GMP, GMP-PIC/s wazdin1snagauenainiasufifinis 3rd party et
$useuAsy I GLP wieviesUfiRn1siiimuanmsgiu ISO/IEC 17025 Munsnadeusnanmiagiuil
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

AU55099 4 ...
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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

Aauls3a9i 5 waigatanuwinieslunmsineduenduiuy (nsalldldenduuuu) (Gande 1 vwie 2+3)

lddwmsulssnneniiszydndasin BE aiuusznid a.e.

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

Wi (Wnnzeall)

1.1 Bsfnwdeadulumuinaeivazuuimajiilunsfinvidauyareseiaiyues
AMYNTIUNITOMNSHAZET warvenanadnsiilifenludUisuasyillunnie steady state two-way

Crossover in vivo

1.2 BnstnwdeadulumuinasivazuwimsjiRlunsfineidauyavessiaiyves

& LY a
ANENIIINTRIMNILAYeT Uaviluenanalnsgunni (healthy volunteer)

a o

2. dnviangrunsaduildsug1¥ring(interchangeability study: ICS) lanze¥ringngsen

P

TUsfu(Protein therapeutics)[§1il]

3. duuwansindusdringadnends (Biosimilars) wiednumdngiuanuseuiisuiuls

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

FINALUUUAY AUUTTBH 5 : AZUUULAY

ALU55099 6 ...
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A7UU5I89 6 5I8NFNEUBLATHIUNITHINTUIAMNINIINAMLNTTUNTINFUNTTULAZNTUTA

¢ a
LNEUNNITNANTUNYN ATLLULAY
v Y 1 Q
Wavatay (ASLUUAU)
MenslausAgEuMIRNTIALAMINALEN TN TAdINTTIRAzMsUITR (uinezuuuiesas 10)
FIUALUUUAY AUUTTR 6 : ATULUULAY
4 wa a é‘; ¢ a wa < a
A. InauIiRENUANBaUs e lAaNITURUATIU : AZULUULAY (AZWUUAY 20 AZLUL)
A58 7 AMBULUTTYNTURFSUAZUTIRN U
¢ a
LNEUNNITNANTUNYN ATLUULAY
o/ 174 [l =
Wavatay (AZHUUA)

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)

a o i <
FAUATHUUAU ALUTIDMN 7 : AZLUULAY

Aaulssasil 8 uasgrulumsiaiuuaznsuuEs

1. flonansfiuansdaasgiulunisdaiven GSP

2. fienansfnanatiannsgulunisvudse g GDP

SAUATHUUAY AILUTTDIN 8 : AZLUULAY

AU55999 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

AU55897 10 UseaRn1591a8e

1. lifiuseiRenvndslusautiniuun

2. fiUsyTRenvnaalusouUTEIuLN

3. UStw/gune Milieefnsieunneu

a o =] <
FAIUATHUUAU ALUTIIMN 10 : ATHUULAU
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