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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. aa1n- - svydenn danuszneufeddiyuaraunss Tundn Sudueny luiinge uas
wunzileusiniuen Tegrsdnauuuussgiu
- 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
Tadn3unils madsznIAnsenT9ansTuaY 1309 seyM1T181 WA 2561 asiudl 6 Sulmu 2561
(asUsenAlusivfinayunwIuil 12 auanius 2562) wazUsemadiandy (3es seysisen @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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wazingAuiiedAny (Drug product specification kag Drug substance specification) N34
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3.1.2 @i MuauInsgIuvesingaufiedAgy Tusisienldansdalunistunsite

q o

a Y o w

tamznsdifugfidornunuinsgruvesingiudendidey lasunisiuseslusisen

(official pharmacopoeia)
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flusznmiusemiemeagaiediinnuamznssunsemstazen Tiuuudnundveudly
WasuuwUasumdeususe Tnefuiiveudluddsundas laidu 2 U fufeiulsenadyviuaussen
mnfuiivewdluudeuntaiu 2 Yuudeiulszn Al ¥IULEuIIAl fvoudludsundasiuges
losumsendAandinnuamugnssunseImsiaze 1k’
4. d iAo 3uTouNnTEIUNTNERYIMLIVANN eI IBNSTIALUNINAREN (Good manufacturing

practice (GMP) luvanaiiiigatasiuingaumendfy uaze1iitaue (RUUaIganIusaunIsnTIvaey

lnedaaglutianiainisiuses) lnedessenausiy

a Y o

4.1 dumiiidedusesnnsgIunsHane I uvannueIs N sRunsHaR TngAuR ey
(Drug substance) 7lF¥UNT3UTDINIATEIL WHO-GMP videifisuivindusgaiios

4.2 dvnvidsiofusesnnsgIunsNanEmAMANN ISR UM SHARNER A st d 15 a3
(Drug Product) Al#3un1s3usesunnsgiu WHO/GMP videifisuminduetistios
4.2.1 fuarnansiaeiendnsagy (Manufacturer)
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5.1 NaN13RTIVIATITERNNNERSueiedNTagUvesHER (Certificate of analysis of finished

q

[~ LY ]

product) Tugngundadudieg
5.2 HaN1IATITRATIRRAUN N INgAUTBIFIEd1Aey (Certificate of analysis of drug substance

[y a

filunsndnesuiidadusodwisesbneuasdnin Tgiu
5.3 NaNsvs VAN B US A INANTUE eI 1TUNIHES YasIngRuveiiedAay (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U3U 3 SUNTWER InefeUTEnaUY
5.4.1 @LUNONATUAAINANITANYIAIINAIAT T282817 (Long term stability data) Aaenwag
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 nsdhdugriidesazarenioifeansieuld Fesdinanisfnwinnuasanimmdanisazane
vioideardludivhazanesineg asuduaenndesfudeyaiiseyluenarsifuensiuiy
Lideendn 3 sun1swan
5.4.5 nsaldldgrnuluu (Original drugs) ﬁamﬁlﬁé’umismﬁuiaiéfaaﬁﬂﬁﬁﬂmma%aamga
Y9387 AOILANINANITANYITIAUYA (Bioequivalence) WIg U UAUEIAULUY MIuvaNNIN
wazluIlUalun1sfnuiauyaveseandyvesdinnunnenIsunITemsiage nsEns
a3 wisadulumuderimunaina (USFDA,EMA,PMDAWHO,TGA)
6. $10819EN
fuiefosdsietnssegaies 1 miisussyiusidadusununansseas Benldasudiy

mummualuivenuaudamluiiwukasisunisuasdeiuiulude 5.1
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WneN1sUsEIUUSLENSATNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinunInall (General quality criteria) : ASHUULAN (AZWUUAY 30 ATHUL)

AauUs389% 1 wnsgrulseaundn insuuudaiigegadamden (reuumin 100 = untinazuuuiosas10)

LNEUINISNANTAUNEN ﬂZLL‘L!‘L!LﬁﬁJ

finvatias (AZLLUURAV)

1. 1599uKEAlATUNMITUTBININTIUNTHENYINUNANNANIENTNA LUNSHENET TILHZUNITTUTDINNUNINTFIY

GMP-PIC/s

[ a Y o w

- Issnugnandngiuimendidsy (Supplier) 1asunssusesmnuinsgIu GMP-PIC/s

q o

- Isanududnndnsiaueiendisagy (Manufacturer) 1a5unisiusesnuannsgu GMP-PIC/s

2. T5anunaaldsunsiuseswInsgIunIsHaneuREnInaaiIsN15NR lun1sHaneT AldTunsusesmunnsgy

WHO-GMP

[ a Y o w

- Issnugnandngiuimendidsy (Supplier) lasunssusesmuinsgiu WHO-GMP

q o

- Isanududnndnsiaueiedisag (Manufacturer) 195unisiusesnuuasgu WHO-GMP

3. T599URAAATUNITTUTDININTFIUNITHEALIAURANNAUINITNITNAUNITHEAYT NLATUNITFUTBINNAINTFILDU

=~ v
UBINLNUBINNUD 1 LLas 2

[ a Y o w

- Issnudnandngauiend ity (Supplier) lasumssusesmnuinasgiudue

q ]

- Tsugndandnduaied iy (Manufacturer) 1asunissusasmuunnsgudue

SAUATHUUAU AIMUTIDN 1 : AZHUULAY 100
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AauUssadi 2 snasgrundndue Iiazuvudanggadames (vuuuiu 220 = dntnazuuuiosay 20)

LTINS NAITNNY AZUUULAY
itatay (AZLUUAY)

4. n3ailailyenduuuu: Wuedseglusenisind Orange book vasUszmaAanigawing (lhudnq
wanguInduxdndaeiindnunainlsesnudninuandiusietdisagy (Manufacturer) WWeafuiy

nandugINMTImieegluanigawing) wie Green book vasUsemAlng w3a Thai orange book

* gudugrdusuudaiilansuuuiiy

5. dayaatiuayu AnwnIdeann nvaInansie

5.1 NSANANN I BIRURUY: T51899UNNSANYINIARTINTALAADIUSE AN AN URIA I UNTS N

APRUNLUINTASNNSENNENUL T DR DT AUAN AN LI LY

5.2 n5al_laildenfutuy: 151891UNSANYINIAATNNUIUBNDIUSEANTAINVDILAULIAULUU 138 S189UNISANWINIIAATIA
AanataUseansAnLas/vsanulasnd8vase Nl lun1ssNe asRRuNlLINTaNISNINISENNERULTa R asesuaLALLnEI LU

Tnedinsfnwinieadinusaaiisuinduenduuuu (Fendeladenila mndlunnnii 1 wide liidendeniliavuuuuniign)

n) 38n1s@nwnduluy Randomized controlled trial wagin1sARuWlLINTa1TN

MswnngNUYaiasyAuanAuLnngvuly

9) 38n15AnwTukUU Non-Randomized controlled trial hagiin1sANUWLLINTAITNIG

AsenngNiedosesvaunaunguly

A) omsAnwuduwuy Comparative study wuu Cohort study uaginsAfuilungens

NANSHINNGRULTR BT AUAN AW ST LY

1) FBn1sAnwlunuu Descriptive study wuu Case report or Case series (31891ufU8)

wazdnSANLINILINTENTNNSWINENULTB o se A UaNNANLWNE T UlU

) Weday n.) ¥se v.) 50 A.) 58 1) NhiinsARulusaNTINSWINENULTeie

seaugInANwIngIuly

a o =] <
FANATLUUAU AIUTIIMN 2 : ASLLUULAN

220

/Y ANUNAUAMN ...
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2. anbﬁqmmwquz (Specific quality criteria) : AZLUULAY (AZUUURY 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

\NAIINITNAITUEN ATLULLAY
Wtatoy (AZHUUAY)
6. e1BamAnlAel s UNARlFANTTUTE NI IUNTHARE INNMANIN I ARTUN SR ERT LT U
$U50IR11U1A 5518 WHO-GMP, GMP-PIC/s wagiin1snadaue1ainiasufjinnis 3rd party
Ali¥us0aNInIgIu GLP n3ovesUfuAn1sfin1un1nsgIu ISO/IEC 17025 #1un1snaaeuen
s vl uiiseuiuluseduaina ILAC MRA and Signatories (International Laboratory
Accrediation Cooperation Mutual Recognition Arrangement and Signatories) wse \Wusnduuuy
’i']EJﬂ']’iVIﬂﬁE]UEJ']Lﬁﬂ

N.Assay or potency

9.Identication

A.Uniformity of dosage units

d1.Dissolution

9.Related substance 38 Organic impurity

518NN ULIAN

N.Assay or potency

9.Identication

A.Uniformity of dosage units

d.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

%.Particular matter

SIMAZUYLAY FauUsTeedl 3 : AzuuULRY 100

/MU0 4.
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3 a

LEUNNTIIWATIEUIYN

AZLUULAL

(AZHUUAY)

Y '
v v a1 =

A09HLNANTHANINISANYIANUASENINLUULSINS BUSTae3litaanIn 6 LHau

7. §UNBNAITHANINANITANYIAUAIAT (Stability data) $9uIU 3 SUNISHEAAIY ASEAN guideline naan39971803eN

naunzifould desdarainuiasgiuniudininualy shelf life specification mndunzilsudisveiuidesndi 2 U

7.1 dunienansuanInan1sAnyIANAIRITEEre1 (Long term stability) AsUAN®EEN

PMvuabivdRan/Kans e

7.2 EUUNBNAITUERINANITANYIANAIIUENIZLS (Accelerated Stability data)

7.3 duenalsianinan1sanwianuasiiazllald (In use stability data) l@wize19iln

Tdnaenss (@redlaliidu multiuse TildpziwunTatiii )

7.4 @MUBNANTHANINANTANYIAHAIITEEEE1I (On-going stability data) Uanan

U 1 JUNIHER

FAUATHUUAU AUT50T 4 : AZLUULAY

100

Aauussasii 5 waigauanuwinfieslunisinuivenduuuy (nsdilueduuuy Idasuuumadall)

o
=1

M 19 v S
n5m1u°l%jmmtmu D RNISYILAN

(US FDA, EMA, PMDA, WHO, TGA) uagynansnasiannaisosiniiy (lanwizeeil)

8. duuenasuanINaN1SANYIATNALYavRIHANTe (Bioguivalence) uagnan1sfinw BE Wilumudefmuaaina

8.1 BnsfnwdeslulumunasivaziuimaujiRlunmsinunauyaveseadyveannznssuns

gsuaren wazoraasinsfilifosdudUasuaiinlun1ie steady state two-way crossover in vivo

amskaze wazlueanadasquaind (healthy volunteer)

8.2 BnsfnwdenlulumunaivazuumaujuRlunsfinuiauyavesenandyvennenssunis

nsadlydldanduuuy : wwize1¥a3ng nguenlusiu (Protein therapeutics)

9. dnumangiunisaduilisue1¥aing(nterchangeability study: ICS) nsallaildendunuy :

WwngenTingnauelusiu (Protein therapeutics) [6n4]

10. dnuwansinlue@ringaaends Biosimilars) visedumanguaruSeuisuiuld

(Comparaility exercise; CE) nsailsiladenduuuy LQW’]:EJ’I%’J%IQ ﬂfjmmi‘diﬁu (Protein therapeutics)

FAUALHUUAU AuUTT9N 5 : AZLUULAY 100

/AwUS5099 6 ...
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LWNAUNNITNINTUNE

AZLUULAY

yindagay

(AZHUUAY)

11.5978M15NAUBIALHIUNTAANTUIANAMIINAMENTIUNSIFUNTTURAZNSUIUR (hntdnavuuudeay 10)

FAUALUUUAY AUUTTRN 6 : ATUUULAY 100

L4 wad & ¢ a wa < a
f. Lﬂmmﬂmau‘um‘wLaaﬂiﬂwumamiﬂg‘umm D ASLUULAN (ASLUUAU 20 ASLLUL)

o o (4

AUUIIBNN 7 NBULUTTINAUAHYIATUTIVA U]

LNEUIINITNAITUNE

v 1

Yindoday

AZLUULAY

(AZHUUAY)

o ¢ 1 | o

12. fI8NYIVURAINNTULUITTINEURA WAz UTI I 81uie Taau lavigrasn usian1snszwin

(W3suiisuusiazu3en Afaaldhu)

¥
=1

13. ussyiaidosiunaang wihedes (nsdiitldlyenfidosveniuuasdldnzuuududail )

14. sudaussgeglusnsiiaanszylos wie Jen1sd dwusznoufedifty Auwse Tudueny

. a vy o < Y v < v 2 v X
wazsunsHan Legedaaunnide ( dlildenda ldrsuuuandail )

2 = . < = ] X, v < P s v X
15. gudnd Imprmt code UULHAYN FI98RBNITUY ( ﬂ']l&ls[;ﬁuﬂqlilﬂ ‘Lﬂﬂzuuutﬁﬂsﬂau )

a o a <
FAUATLUUAU AIUTIDM 7 : ASLLUULAN

30

fauUssasil 8 wnsgrulunisdaiunaznisvuds

1. flonansfiuansdaasgiulunisdaiven GSP

2. fienansfnanatiannsgulunisvudse g GDP

SAUATHUUAYU AILUTTOIN 8 : AZLUULAY

100

/AU 55099 9 ...




-11 -

ALU5589% 9 ANUAZAINTIUNISAARD

Lﬂm‘ﬁm%’ﬂmﬁmm ﬂzLLuuL?i&I
dotos (AZUUUAY)
18. fomnshaneiiazanuazsIag
SAUAZLUUAU ﬁ’?LLU‘SiB\‘]‘ﬁ 9: ﬂ%LLuutaﬁJ 5
fauUssasii 10 Useianisvinds
1. LifusyiRenvndslusoudiikuan
2. filsgiRenunddluseuiiium
3. Wisw/ine filsinedasounrion
SAUASHUUAU ﬁ?tLUi'ﬁaﬂﬁ 10 : ﬂzlLuuLaﬁJ 5




	4.2 ประกาศประกวดราคา
	2.2 ราคากลาง
	2.4 spec ( อัพเดท Performance )

