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Doxorubicin hydrochloride 20 mg/10 ml concentration for solution for infusion
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wnaaUsEaNS N TwAas1A1 (Price Performance)

AZLLUY Price

FAUALUUUNINRUA ( Price ) : 100
fo8azva9 performance 20%

ALLUU Performance

SuAzHUUun (Performance) : wiady 100
. Lﬂmsr‘lﬂ]mmwﬁl"a‘lﬂ (General qualijty criteria) 30
. InaYIRMAINLANIE (Specific quality criteria) 50
A. inqusinuanAfiBaUssTavidientsufineu 20

fouazvas performance 80%
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WNeNNISUSSEUUSEENS AN (performance)

1. 305gIUREAAUT (AZUUULAY 80)

n. nasinuA 1wkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

Aauussasil 1 wnsgulssnunin Iinzuuudaiggadaiden (reuuuin 100 = intinazuuuesas 20)

WNEUIINITNAITUNE
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AZLUULAY

(AZLUUAY)

1. 15997UREA AT UNITTUTDININTFIUNTHEALINUUANNAIIIENTNA LUNSHENET NHFUNITTUTINNUNINTFIY

GMP-PIC/s
- TsanugndningAudiendiAny (Supplier) lsun1siuseswmnusunnsgiu GMP-PIC/s (mnlsleg)
lugraiainissuses T 40 azuuw) >0
- Tsanududandnsiaueiendnsagy (Manufacturer) 1aSunisiusesnuannsgu GMP-PIC/s 0

(mnldeglugiaainissuses T 40 avuuw)

2. T39UNAnlATUN155UTBWINTFIUNITHEALIANRANNAUIN ITNITNAUNITHEA NLATUNITFUTEIMUNINTIIY

aglugiiainissuses W 25 azuuw)

WHO-GMP
- TsaugndningAudiendiAy (Supplier) lasunisfuseswnuunnsgiu WHO-GMP (mnlaleg
Tugriainissuses T 25 azuuw) %
- Tssnugndandndaueiondniazy (Manufacturer) 19sunisiusesmunnsgu WHO-GMP (mnll 50
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3. 1599URAAlH3UN155UTBININTFIUNITRANBIURANNANITNTNAUNITHENET NHTUNITTUTDINUNINTFINDUY

- sanugndningAudietdrAny (Supplier) losunissusesmnuninsgiudus (mnldeglugiaam

¥ 20
n135us09 9 10 AzLUY )
- Tssnuganndnsinusiondusagl (Manufacturer) Id3unissusessusnnsgiudu (mnlieg
Tugaanainissuses T 10 Aziuw) 20
FIUAZULUUAY f;l"JLL‘lJiia\iﬁ 1 : ﬂ%LL‘L!‘L!Lﬁ&I 100
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. ansﬁ@mmwmww (Specific quality criteria) : AZLUULAYN (AZUUURY 70 AZLUL)

AauUs5099 2 waigataunwvsdaiusamanITIATIER

LN NITNANTUNEN AZLUULAY

Watatay (AZLUUAY)

4. wilsfousaananisAnsen [Certificate of Analysis (CoA)] didarinuamnasgrunseiuivunziteulifudineuy

AN ITUNTIBINTILLASYN

4.1 nanInswiaseiRunmeansusiednsagureaindn (Certificate of analysis of finished product)

o dauazinauitanvuaunsgIunsItulumzleulinu ey, asunnite waziinsuaniug -

TugudeyaiBeUsunm (Quantitative data) e fiaw eniiu Wide Physical description

o dauazinauivanvuansgIunsIiuTumzleulinu ey, asuynita wadnisuansaly -

gULL‘U‘U“Conforms, Complies, Not detected, N/A”

4.2 HANIATIVIATIBVIAUNININGAUTDIAILNEARY (Certificate of analysis of drug substance)

* sdauasinaEivanvununsgIuasIiuTumzteulinu e, asuynita waslinsuaniua 5

TugudeyaiBeUsunm (Quantitative data) w3 Mav eniiu Wide Physical description

* sdauazinaEivanvuansgIuasIiutumzteulinu e, asuynita walinsuansaly .

'gULLUU“Conforms, Complies, Not detected, N/A”

FAUATHUUAU AUT5DM 2 : AZHUULAY 100
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LNEU9INISNATEUNEN ﬂSLL‘L!‘L!LﬁSJ

fintatay (AZHUUAY)

5. §UUNBNETUEAAINANITANYIANAIAT (Stability data) 317U 3 JUNITWARAIL ASEAN guideline naaAt2991gvDdEN
& o Yy ¥y A a o . . . £ P o w ] ' =
MUunzitouly deslidmuanasgiuaaiinmunaly shelf life specification vnunsidsudisuenuntdesndii 2 Y

A29NLNEAITHENINTITANYIAITUASHN WU LTINS BUsTeze2 litiaendn 6 Whau

5.1 dNULBNANTIARNINANTANYIANLAITITEEYET (Long term stability) fiasunuengeiiiinue
TAuunan/nansme *** ASEAN guideline 2>
5.2 @NULONATTULEAINANISANYIAUAIAIUENT1ITLS (Accelerated Stability data) ***
ASEAN guideline =
5.3 dnuenasuanwansAnsanuasivaseald (n use stability data) wizendield
naenss Ingluenansiivedesssydeyafifsntioatuauesinsdnliinsty 25
nansane Grerflalidu muttiuse Widnzuuudoiii)
5.4 @LULBNANTHAAINANITANYIANAWITEEZENT (On-going stability data) Usngn d1wau 1 Ju
A1SHER *** ASEAN guideline 2
FIAZUUUAY FIUU55097 3 : AzULULAY 100

/AwU55099 ...



- 60 —

Aaudssasil 4 naigatauauyavaINaniuaien (Bioquivalence) wiaendiingadnends (Biosimilars)

o % a ) % 1% 2 v X
Augnfuwuy (nsalldusndunuu laazuuunudatl)

nsad b ldefunuy ; mwizewall

(US FDA, EMA, PMDA, WHO, TGA) wagiananasidnaiigesiniia (ewizenad)

[nsaldu 817 a8, Muuslrdnwiady vin 8. Wlarvue Tildazwuudailifiy 100 ]

6. dnienansudnmansinwAuaNyavaskiniueien (Bioguivalence) uasnanisinen BE Wulumadarinuasina

6.1 BsfnwdeululununamivazuumeufuilunisfinuiauyaresenandyrenaenIsuniseInsuaze

o ag vy DXl o ]‘OO
LLazmmamiw%maﬂLﬂugﬂwuaw}ﬂumw steady state two-way crossover in vivo
6.2 BnsfnwdeudulumunasivazuumauiRlunsfnunTiauyavesenadyvennenIsunisemsasen -
wazidueraainsgunnd (healthy volunteer)
nsadldlgnduuuy : wwize1¥23ng nguenlusiu (Protein therapeutics)
7. dwmang1unis3n EMA %se US.FDA Susasindu Biosimilar 50
8. dnuuansinlue¥aingadiends (Biosimilars) wsadnuinangiuanulieudisuiuld -
(Comparability exercise; CE)
FIUATHUUAU AauUs509% 4 : Azuwdy | 100

o a a ¢ o o o ¥ a & ¥ v < o &
AUIIDIN 5 NaW?ﬂ’\luﬂ’J’]&IL‘VﬂWIEJ&Iiuﬂ']‘J‘JﬂH’]ﬂUEI'WIULLUU (nsadtldugInuLuy 1ﬂﬂ¥LLuum&l°Um.J)

M 19 v 5]
ﬂim‘lul"ljﬂ’]ﬁuLL‘UU D IRNITYIAN

9. Anuwidisnlunsinunuenduuuy (Therapeutic Equivalence)

9.1 1¢5un13U539Lu US.FDA. Orange Book / Purple book 40
9.2 195un133U50991N EMA 40
9.3 I#3unsussalusemandndasionandiymiffinnuvindedlunsidannfveduuy
Vo4 INNUAMENTIUNTOIMITHAZEN 20
nsadlylyanduuuy @ wwize1¥a3ng nguenlusiu (Protein therapeutics)
10. au3euiiisuiuld (Comparability exercise : CE) wsailuan¥ringaanends (Biosimilars)
10.1 1a5un15us39hu US.FDA. Purple Book a0
10.2 la3un1sSuseadu Biosimilar 70 EMA a0
103 l#3unstunsfounndrinaunnnssunisomsiare Tududringadonds 20
SMAZUYLAY FauUsTeedl 5 : AzuuULRY 100
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AuUs3aN 6 s1ensitaueadludydenvedlsiweiuia

4 a [
LNEUNNTINITIEUIYN ASLLUULAUN
v Y " I~
VRLRERE (AzLUUAY)
11. Men1sieuseglutydevedsmeiuia
11.1 yemsiiausegludnydsonisevesaadunifavianiegudd 100
11.2 Semsiiausegluda@sonisevedsmeruaduludsiansunisummd, lsmenunasunnlg 50
WIBlsAUTHULINE (FohuulonNasnangIuUsEnau)
FIUATHUUAU AIUT5097 6 : AZHULAY 100
d wad & ¢ a wva < a
A. InausiAENUANEaUslavlAaN1SUUANIU : ASULUULAY (AZWUUAY 10 ATLUL)
A58 7 MBULUTIYNTUNFSUAZUTIR U0
4 a <
LAEUNNTINITTUYN ASLLUULAU
v Y o P~
Wvatioy (AzLUUAV)
12. fadnusuuaaINABULUTSTIduEe Az UTIRANT 81udne datau livgaaen nurentsnszunn 40
(WSBuiluusas U Aigaldis)
13. ussyiunidesiunasng miseges ( nsalililveiidaetiosiuuadldnzuvuiudail ) 40
14. pudinussqegluunsiinanszydon vi3a Fon1sdn drulsznoudendifey anuusien Juiusig 10
wazsun1swan Lagrsdaunndia ( §1lulvenda lansuuuiudad )
15. gdindl Imprint code vuidingn Fsdresianisusd ( S1luldenda Igasuumiudai ) 10
FIUATUUUAU AIUT5097 7 : AZHULLAY 100
Aaulssasil 8 wasgrulumsdaiuwaznisuuds
'3 a <
LABUNANTIWITITUYN ASLLUULAU
v Y Q
RLRERE) (AzLUUAY)
16. ilenasiiuansdaunasgiulunisifiuinuen Good Storage Practice (GSP) 50
17. filenansiiuansdaunasgiulunisnszaneeiia Good Distribution Practice (GDP) 50
FINATUUUAU AIUUTTDN 8 : AZUULAN 100
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INAUAIN1TRITITUEN AZLUULAL
Wintatoy (AZLUUAY)
18. fdaemensanfauazsaniin
18.1 ﬁ%a—umaqa LLazsﬁ'aaﬂaLﬁaamﬁiaﬁLquimﬂmsa 25
18.2 fdo-umiana LLazsia;gaLﬁ'aamaﬂizmmmﬂszﬂlﬁqﬁw figeen 25
18.3 fie-unana uazteyaiiledneuszanununsaudeymamnine 25
18.4 fie-unana uazteyaiiledaeuszanununsduiuuasueslnduuneny 25
SAUASLUUAU gl‘?l,l,‘ljiia\iﬁ 9: ﬂ&LuuLa&l 100
fauUssasdl 10 UsziRde
Lﬂm‘ﬁﬂ']'iﬁﬂ']'im']ﬁl'l ﬂSLLu‘ULﬁ&I
Wdotos (AZLUUAY)
19. Uszinide
19.1 lifitlymevinds luseuiiiusn vieduuisn/fue Aliinednsounou 50
19.2 liifusy BnsSenfveau Tnedrihaurmenssunmsensuazen Tuseuliiniuan 50
SAUAZLUUAU ﬁ'ﬁLLUﬁia\iﬁ 10 : ﬂSLLu‘L!LgiﬁJ 100
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UszniAaanUuuziSauriannd
1599 Uten1asia1fadoxorubicin hydrochloride mo mg/ao mL concentrate for solution for

infusion, @o mL vial 147U soo vial A2835UszAMTIABIENNSETNG (e-bidding)

anntunziEausisan® SenuszasdazUseniasiaiadoxorubicin hydrochloride o mg/
o mb concentrate for solution for infusion, o mL vial 91U eoo vial A1875UsENIATIAT
Sdnnseind (e-bidding) siAnateeaTute tumsussmasnnted Wukusheay ®,bEe,w00.00
v (rilsduanaauiviiunilaiuansiosumdng enuents fell

doxorubicin hydrochloride bo mg/@o mL concentrate for solution for infusion, @o mL vial

(GPU) (dorasaas - boloalow) 91U @oo vial
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