o w

naninauainsUssiiuAUszavEn nas1An (Price Performance) nguandaiaiiunun
paclitaxel 300 mg/50 mL concentrate for solution for infusion
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1. mmsy‘l@mmwﬁl’ﬂﬂ (General quality criteria) 30
1.1 3195§IUNSHARIMAMANINASTIBNSTRLUANIHAREN (Good Manufacturing Practice, GMP) 10
1.2 esgutngiusiaend iy (Active Pharmaceutical Ingredient Specification) wazunsgunansausiendnsagy (Finished 10
Product Specification)
1.3 masgnilumafiuinvinasnszangenumrdninasiisnsimunisiiuin (Good Storage Practice, GSP) Wagnsza18eN 10
(Good Distribution Practice, GDP)
2. wnasinanNanIE (Specific quality criteria) 70
2.1 nilidosuToInanITIATIEY (Certificate of Analysis (CoA) 15
2.2 M3ANIAIUALI (Stability Data) 20
2.3 anuiiisniulunissheniuenduwuy (Therapeutic Equivalence) 7.5
2.4 Youslduesen 5
2.5 U53910491 (Package) 7.5
2.6 wan1sUszLliundndugiende 10
2.7 ypdmsunImsen (Non-PVC IV set 715 filter membrane w1 0.2 lunsou) 5
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Fuusmanil 2 anunmuazauautAnidusslsnidenissvns inausiAzIUY
1. mm%qzumwﬁ"ﬂﬂ (General quality criteria) 30
1.1 11955 1UMSHARIMAMENLNUTIENTAUNNIKARE(Good Manufacturing Practice, GMP) 10
1.1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) 5
I§5unn33uses GMP-PIC/S Tumnndiiiedesiu AP 5
- dsun13suses GMP-PIC/S ldszyumnadaiau 2
1§5unn95uses WHO-GMP Tumnafiiiendesiu APl 1
 1¢¥uns3uses GMP anUszimagidn Tunnaiiieideatu AP 1
- Ii5Un133uses WHO-GMP viewiisuwin ldszyuvanndaiau 0.5
: isun1siuses GMP anUsemerudn lissynuandaiau 0.5
: 1A5UN135U599 GMP way GMP usiviaengnawiuysenIngIALasiionanshanInis
?Jumasiamq 0
I#$un35UTe GMP waz GMP usviaaengreuiuuszmasauarlifionasuaninistureseegriolifivinguuansu

' ' ) laifiansan
NUADTY
: lildsunn35Us09 GMP-PIC/S %38 WHO-GMP %30 GMP anUseinaikan Taiwasaun
1.1.2 Certificate of GMP Finished Product 5
%unssuses GMP-PIC/S TumnsfiReadesiuen wasilszovinansuses 1 8l duantu
Useningnan 5
: 1A5Un133uUses GMP-PIC/S winuaengnawiulseningia Ly 3 weutuainiudszningai 0
- lsuUn133uUsee GMP-PIC/S wsiviaengnawiuysening1a v 3 weuluainiuuseningan laiwansann
- Bilasunssuses GMP-PIC/S Taiwasaun
1.2 1nmsgruingaudiendifgy (Active Pharmaceutical Ingredient Specification) uag 10
W55 1URANse1e1d1593U (Finished Product Specification)
1.2.1 Active Pharmaceutical Ingredient Specification 5
nstlasun1ssuseslusisnen Official Pharmacopoeia
: 19819 USP,BP,Ph.Eur, IP,JP adulmininuseniaseysinsen 5
: 919019 USP,BP,Ph.Eur. IP,JP atunudseniaseyssen 25

: 91909 USP,BP,Ph.Eur.,IP,JP atuiiininadumuusenAssyssen

laiNanseun




nslilasunisiuseslusisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification Haonndastu general chapters muﬁ‘iz‘lﬂu USP, BP, Ph.Eur., Ph. Int., JP atuluainin

Usena, ICH Guidelines

Usene ICH Guidelines (Q6A) wazudlulungidouiisueuan wse Wuenduuuy 5
 §1984 In-house specification idonndasfu general chapters mafiszylu USP, BP, Ph.Eur,, Ph. Int., JP atiilmini
Usznel ICH Guidelines (Q6A) ualidlaudlulunzifoudiuen 2.5
: 91994 In-house specification ﬁaaﬂﬂﬁaﬂﬁu general chapters muﬁ‘iz‘lﬂu USP, BP, Ph.Eur., Ph. Int., JP atuanal
Usznel ICH Guidelines (Q6A) wazunlalunzidausisueiuan 2.5
- 91994 In-house specification fiaonmdasiiv general chapters m’mﬁixﬂu USP, BP, Ph.Eur., Ph. Int., JP auaal
Usgnel ICH Guidelines (Q6A) ualadlaudlalunzifoudiuen 1
: 91984 In-house specification Haonndatu general chapters mufisyuly USP, BP, Ph.Eur., Ph. Int., JP atuLA1n7n

’ Tsinansan
avumuUTznA ICH Guidelines (Q6A)
1.2.2 Finished Product Specification 5
nstllasun1s3useslusisen (Official Pharmacopoeia)
: 1984 USP,BP,Ph.Eur.,IP,JP atillmiindnatumudsemeszysiinen uazuilunsinulunzideusisuew 5
: 91984 USP,BP,Ph.Eur.,IP,JP atiulmsindnatumudsemeassyiisen wikilaudlalungibeusiiuen 25
: §1989 USP,BP,Ph.Eur.,IP,JP_atiumudsznmaseusinsen waskilansinulunzideusiisveuwan 2.5
: §1983 USP,BP,Ph.Eur.,IP,JP atiusuuseneszysiisen wildldudlunswnulunsidousisugudy 0
: 971989 USP,BP,Ph.Eur, IP,JP aduinininatumuusemass usngen laivasan
nsaldlasunissusedlumsen (Non-Official Pharmacopoeia)
- 91984 In-house specification ﬁaamé’aaﬁu general chapters mmﬁiwi}ﬂu USP,BP,Ph.Eur.,JP, ICH Guidelines atu
Tmindnadunuusgmeassyise wassdlalunsidousisueuds wse WWusduuuuy 5
: 91984 In-house specification Haonndasty general chapters muﬁizui’ﬂu USP,BP,Ph.Eur.,JP, ICH Guidelines atu
Inindnatunuussmaseysinsen uwilildudlaluneideudisuen 25
#1984 In-house specification fidenadaaiu general chapters mmﬁizﬂ*’ﬂu USP,BP,Ph.Eur.,JP atiusiuusznaa, ICH
Guidelines uavuilalungioussueum 2.5
91484 In-house specification fidonndesiy general chapters mmﬁ’ix‘tﬂ,ﬂu USP,BP,Ph.Eur.,JP atuasusenia, ICH
Guidelines  ualdlaunlulunzifousiisuen 0
97994 In-house specification faonndneiu general chapters mmﬁizﬂ*’ﬂu USP,BP,Ph.Eur.,JP atutA1nInadusy Wi

SHTORETaY




1.3 wmspulumsiiuinwinasnszatsemundnnasionsiatunisiiusne

(Good Storage Practice, GSP) waznszan881 (Good Distribution Practice, GDP)

10

1.3.1 11m531U4N155U589 Good Storage Practice / Good Distribution Practice - GSP/GDP

10

Manufacturer

- 16150Un133U599 GSP %3e GDP 91ndntinauAnIsuNIToIMISUaEe Wag/Mae 3NUUIBU third party 3
- Wildisun1s3uses GSP waz GDP 0
2. \naueiRaunILaNI (Specific quality criteria) 70
2.1 nilsdesuseman1sIATIEN (Certificate of Analysis (CoA) 15
2.1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API) 5
: M3NU Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁ’rﬁa%d Universal tests Wag Specific tests U84

Supplier wag Manufacturer uagiinmsuaninaluzudeyaiiausunm (Quantitative data) W3edaiay enviu Wite Physical
description 5
: M3NU Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁ’rﬁa%d Universal tests Wag Specific tests U84

Supplier #38 Manufacturer wagiinsuanawalugudeyaidaUiuna (Quantitative data) visedilay eniiu ide Physical
description a
: M3NU Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁﬁaﬁuaq Universal tests Wag Specific tests lan1gva9

Supplier 939 Manufacturer LLﬁiﬁmiLLamma’Lugﬂqu "Conforms, Complies, Not detected, N/A" 3
: M39NU Active Pharmaceutical Ingredient Specification munnﬁﬁa‘uaq Universal tests e Specific tests U84

Supplier %30 Manufacturer uiiin1suansualuzukuu "Conforms, Complies, Not detected, N/A"ugisinsuansat

'g‘ULL“U“U "Conforms, Complies, Not detected, N/A" 2
: 391U Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁ"l‘ﬁa‘uaﬂ Universal test law1za3 Supplier %39

Manufacturer kagiinsuananaluzuiBausunm (Quantitative date) vi3esaian eniiu ade Physical description 1
»39U Active Pharmaceutical Ingredient Specification ﬂiunﬂﬁﬁa"ua\‘i Universal test 1aw1z9e9 Supplier #3e

Manufacturer LLaxﬁmiLLamNasLugﬂqu "Conforms,Complies,Not detected, N/A" 0
n39U Active Pharmaceutical Ingredient Specification U19adead Universal test 493 Supplier hag/13o lsifisan




2.1.2 Certificate of Analysis of Finished Product 5
: 9331V Finished Product Specification AsUNN#auas Universal tests uag Specific tests uaziinsuanwaluzudaya

\W9UTua (Quantitative data) #3esiaLay Bnkiu 9o Physical description 5
: 9331 Finished Product Specification Asunndeves Universal tests Uag Specific tests uaiinmsuanualuguwuy

"Conforms, Complies, Not detected ,N/A" q
: 331U Finished Product Specification Asunndaianty Universal tests uaziinsuaniualugudayaideaUsunm

(Quantitative data) ¥39@21a% BnLIU Wide Physical description 2.5
: 9397 Finished Product Specification asunndeves Universal tests usfinsuananaluguuuy "Conforms,

Complies, Not detected, N/A" 1.5
- 9391 Finished Product Specification U13ata%09 Universal tests Tsinasan
2.1.3 Risk Assessment Report for Elemental impurities 5
- 4l Risk Assessment Report for Elemental Impurities waAnaIe Active Pharmaceutical Ingredient wag Finished Product
vidaifuniildsunseniiumudeimunues ICH Guidelines (Q3D) 5
- 1l Risk Assessment Report for Elemental Impurities Lanaan1g Finished Product tagiin1smageu Heavy metals Tu

Active Pharmaceutical Ingredient 2.5
- 4l Risk Assessment Report for Elemental Impurities Laadlang Active Pharmaceutical Ingredient  wagiin1snagau

Heavy metals Tu Finished Product 2.5
- finsva@eu Heavy metals Tu Active Pharmaceutical Ingredient waz Finished Product 1
- 41 Risk Assessment Report for Elemental Impurities w@nsiawiy Finished Product waglaifinisvaaeu Heavy metals
lu Active Pharmaceutical Ingredient 0
- 1 Risk Assessment Report for Elemental Impurities Lanaang Active Pharmaceutical Ingredient  waglaifing

NAdaU Heavy metals Tu Finished Product 0
- 14i% Risk Assessment Report for Elemental Impurities Lag N15Mn@au Heavy metals W3 Active Pharmaceutical

Ingredient wag Finished Product 0
2.2 M3ANWIANNAIN (Stability Data) veswdndnmiendnsagy 20
2.2.1 M3AnwIANUAWITEELE Long term stability 713 ASEAN Stability Study guideline (gaungil 30 + 2 °c ABUETNE 5
75 + 5% RH)

In3fnw1 long term stability a3 ASEAN guideline Asumu@geuUaain ( 2 Yulv) 5
Fn3finwn long term stability liflulunu ASEAN guideline AsumuengeTuwRan ( 2 Yuly) 3
Jin13finw1 long term stability #13 ASEAN guideline ATURINBIYEIUURANN (tlownin 2 ) 1
Fn3finw long term stability lifulunu ASEAN guideline asumue1geuuaan (Yeenda 2 7)) 0.5
Ain13Anw long term stability liAsusueeen 0
2.2.2 MafnwAuAsiatugan1zLse (Accelerated stability) @13 ASEAN Stability Study guideline (qamqﬁ 40 £ 2 °c mm%u 5
Fu¥nS 75 + 5% RH)

2n13Anw1 Accelerated stability #13 ASEAN guideline 5
finsAnwn Accelerated stability laluluanu ASEAN guideline 3
laifinsfinwn Accelerated stability 0




2.2.3 M3fnwmuAisreze1IUaan (On-going stability) 5

An1sAnw1 on-going stability YreulUagdu egaties 1 Juniswdn (Fowmadauiiaan 0 uay 6 Wou Wueehies) 5

Jin13@nw on-going stability 1ﬁﬁxqﬂﬁmmaau 961900 1 JUNIHEN (Fowadeuiivaa 0 uae 6 Wou Wusgaties) 2

Ain1sAnw1 on-going stability TileUneutUaqiu (ailgnnaauivgn 0 uaz 6 wou ) 0

Jaifinnsfiner on-going stability 0

2.2.4 m3fnwAIAsvasald (n-use stability) nsililueniideauniedensrould viensdenfiannsaldldvaends 5

naadnld

Sinnsnueunsiuasdald (n-use stability) ndimsaranensen way/Mieideanseideamstnneuld egnetos 1 Juniaude 5

Lafimsfnwanuasivaslald (In-use stability) wi3slifilenansuaninanisane, 0

2.3 anuiiisniulunisshuniuendunuy (Therapeutic Equivalence) 7.5
HIAULUY 7.5
19¥un15ussglu US.FDA. Orange book uaw/v3e 19sun15susesnin EMA wazdsnsaauglunissuses 75
Assumsussglunemsndndusiorandylmidfimuyindelumsiininuniveduuureshinnuaugnssunseims

wazen wavfansanuglunissuses 3

aifin135U599 Therapeutic equivalent %38 Bioequivalent 0

2.4 Fouslguasen 5

dousldvaseniisuneifunuy 5

doudldvesetounitedunuy 1

2.5 U5394i0u9 aan wagtenansiiuendmsulseyvu (Package, Labeling & Patient information leaflet) 75
251 m'iﬂa\‘iﬁum‘iﬁmLL@ﬂﬂJ@ﬂUii@ﬁm%‘%ﬂLLiﬂ (Primary Packaging) fiduien 75
:L“T;Jumia;ﬁm%&ﬂaﬂﬁumimmmﬂﬁlﬁ%’umﬁmaa LU cytosafe®,Onco-tain®, OncoShield” 1Hufy 75
1Huvsrafariftnstestunsanuandenmsiumnedenatain vietandug Alildunisiuses 1

1Huussginsinlifinislostunisanuan 0

2.6 nan1sUszLliundnduniende 10
2.6.1 msussdunnfasiodnidnuasuarUTinasgniowmueainsuazdnaannstudeuresdutantaoslu 10
NAR SN

-AziuuNansUsEilundaigionda lsmeuiariuasuns 11nnin 80 AzuuL 10
ALLUUNANSUTEIUNAR U918 TsaneunarsuASENs Uaenin 80 AXLUU 0

2.7 ypdmFuuImsen (Non-PVC IV set il filter membrane wu1n 0.2 luaseu) 5




= o

2.7.1 nsldifiuiaZen Infusion pump veslsinenuakazuImselaludnsuiiigndes

ruandfiidu Non PVC IV set il in-line filter vwalaiiiu 0.22 luasew wagriunmsussliuirawnsaldiuede Infusion

FJIUATLUU

pump suaﬂiqwmmaLLazmmiaU%mimlﬁluﬁmwL%ﬁigﬂﬁaq 5
FinaantAdu Non PVC IV set #ifl in-line fitter vunalaiiAu 0.22 lunsou aunsaldfuiaied Infusion pump veslsmeruiald
wiilsiansnsaudmsenlalusnssfignsos 0
Finaand@idu Non PVC IV set il in-line fitter vunalsitAu 0.22 lunsou liaunsoldiuieios
Infusion pump adlssweuIale 0
laifinauantmdu Non PVC IV set 5l in-line filter vualsitiu 0.22 lunseu 0
100




