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ANANHULIANIZVBLEN
Cytarabine 2 g/20 mL solution for injection/infusion, 20 mL vial

1. Foen Cytarabine 2 /20 mL solution for injection/infusion, 20 mL vial

2. AsudAN LY

2.1 jUuwy Wuansazansla Usemnide dwmiude

2.2 dwlsenau Usenaumesien Cytarabine 2 gm Tu 1 vial

2.3 MYULUTT Uﬁ'q'lunwusu'mm'ﬁmuiﬂﬂ%qnu%amﬁuwmsgﬂu Us5qy 1 vial/1 naes
2.4 aa1n - syydonn dulsnausendfuarauusyundniuduegavinan

waztawnzdoumhivenliogadnauuuusging
) v L 4 A = A L I
- yunwuzUTIYenet ey tosvIatevnamsmadulssnauLay
d - a x 1 as
PNAMUUSIVDILNAYTNERTUduD YL TBE YA

3. puanUAnumata

3.1 Finished product specification: Cytarabine injection (BP 2016)

5 Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 95.0-105.0% of the labeled amount of cytarabine
3 | pH 70-9.5
4 | Related substances Meet the requirements
5 | Bacterial endotoxins | Meet the requirements
6 | Sterility Meet the requirements
7 | Particulate matter - Size > 10 um: NMT 6,000 particles/container
- Size > 25 um: NMT 600 particles/container
8 | Volume in container | Meet the requirements

3.2 Drug substance specification: Cytarabine (BP 2016)

) Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 99.0 - 100.5% of the labeled amount of cytarabine on the

dried substance

3 | Specific optical rotation | +154° to +160°

4 | Related substances Meet the requirements

n3IIUNT
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5 | Loss on drying NMT 1.0%

6 | Sulfated ash

NMT 0.5%

o -
4. Seulvdy 9

ar dv o _ a J o '
4.1 wnannslsueyyntunsdeuiiveniedmielulsemelne uazdiuns (declare)

R GNAGL

4.1.1

Tuddgymstunsousiiue (ne.2 ne.3 e.4 3o 82 uausnsl)

° & =l - Y
412 lumvstunzlou ne. 1/EJ1 Y991 MAUDTIAN WiBNTWaBAITEN1TAIUAN

ﬂmn1w11mwamnmmmuwuumuau (finished product spemf‘cahon) way
Forivunnunmueingiu (drug substance specification) nmwagnmw
mswdsuwlausludiudu szdasuuuienaisnisveuile (8.5) awiay finished
product specification war/vm3e Drug Substance specification

4.2 LONATUTBANATFIUMWENET

4.2.1

422

nsdifewanluuszmelneg drandolidnuininaroniiideiusouwnsgIunIinas
UV NN IS NNSARIUNSHEREA PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Taenuaenu PIC/S part|C|pat|ng authorities w3aiiionans
i‘Uiaqmmiﬁﬁumwammmwananmavaﬁm‘mﬁiumwamm‘uma’mnqm
AMENTINNITDIMITNATEN nsuwsaamﬁ'ﬁmq-u Farvuatulaeiinuaenndos
u.a:mmmﬂunwananmamﬁmwm‘umwamm PIC/S 'lwmﬂa'maua’u’lﬂ
aﬁ’ﬁﬁwqmmmaumssmﬂaauTﬂsJﬁwami%'Uimﬁﬁuﬁﬂ'izmﬂﬂismﬂ'swma"l,én
Instind

nstmdugmindhendsUseme drudadesfiienansiusemnasgumMIkang I
nanNeASNsARluNSKARYT PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Tnevua891U PIC/S Participating authorities ﬁuumaﬂmu
seumsnsvaeulnsiinansfusesdeiuivsenasenansadidninsindvse
nasnongBnuausAngdl

=
4.3 NaANIRMATNYBN gINLEUBDINAN

A33UNT3

43.1

432

433

HaN1INTINIATIBIRN MNAN TusiuagHan (Certification of analysis of
finished product) ugnguitdsiaeting
Nan"mLﬂ“i"lymmmmmnﬂwaammﬁmm (Certification of analysis drug
substance) ﬁ"lﬂumiwamﬂﬁu‘nmuJumaa'1awwaanwammuakuawmqmu
Lanm‘smawang"muuaummauwuﬁiumﬂﬁumiwamammqmwaammﬁﬂmy
(Drug substance) @ 4.3.2 fugunisndnvessdndusidniagy (finished
product) ¥8 4.3.1
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4.3.4 wan13ANW Long term stability @1y ASEAN guideline on stability study of
drug product maeatasenguesilitunadeulifudinnunnenssunis
DIMNSUATET NTENTNAISITUEY
4.4 1981981
441 fauesia sesdwiiegeenadindes 1 wmaus‘sfqnmm Faudusumuans
TmauLaamlmmumumwmwuﬂluwwaﬂmauumm‘lﬂmomumalu 3 4y
PAIANLAUDTIA
4.5 m‘sﬂisﬁ’uﬂmmwmﬁﬁmau
45.1 mwmuavmaaumﬂ‘l*ﬁ‘lﬁluuaam'] 1 U 6 Woutuanudeu
4.5.2 mﬂmmmamau sefosdsdiunnmaislufusemanisasniinneieniuiids
uou
4.5.3 nsmwmEJ'mm'ﬁmmsaumaﬂNmmmaumaﬁqmﬂmmﬁvmmmw TaVeld
$1UNTALYIMINED3D908FEN Tmaumam.,maqaammuanmummuwuw
SIBNTAWMTIVIATIBULAY uJuwi‘urqmiaUﬂ'1'l,'uﬁnewn,nmwaa'tunﬁmsw1Lﬂmm
A nsanuhelidulunmunudneusiamy whes19nsveanuansl
FURNTUINSLEUDTIALIFING IV mnmmdwsawnam’lumma‘lﬂ
4.5.4 QmmzmamLﬂaﬂuml.uaaﬂnawummq wzamamﬂmitﬁanamwmaﬂszms
1a 9 fousmunlaglifiouly
455 sruumsifivuazdndeniildumsgrumumdninesst GSP (Good Storage
Practice) wag GDP (Good Distribution Practice) lnsuansenansuseneu (K
LanaeNAS TS UNTTUTOITTUY)
4.6 flauasA (§u1e) suganliondndayniounsurmuadall
4.6.1 ﬂs:uwaﬂﬁaumfamm3’1.,vtmuaﬂﬂnsmwEJﬁmamﬂﬁLqumwaaUgummwlm
WMSFIY ISO/IEC 17025 namsnsraineliduluaunasgiuteivun
162 nidmandusivdaignidonifuiuaniesainlasdinnunagnssunisemns
u,azm'tmi'mnm*uaaﬁ'mzm%%awma
4.6.3 ﬂ‘m‘iwuﬂmmqmmwmnwﬁmﬁmﬁﬁm%dwaﬁiaﬂisﬁ‘wﬁwauasmmﬂaamﬁ'ﬂaﬁa
wwﬁlmum
4.7 wmas'\'um's*uaamuawﬁ“lmuwmimmar;'mnmEJmuﬂﬁvamqnwamnumuiﬂaﬂmmm
AMENITUNTOIMNSHATENlUTEEEIaN 1 YrouTuiuenasiauemmmsdatoniall
5. n1sUsziuAUsEansnInesasna (Price Performance)
s'lsastﬁaﬂu,amLana'\‘imumm«ﬁﬂﬁsLﬁuﬂisﬁw‘ﬁn1wsﬁasnmﬁuuum

HUNTTTUSDIAMENSTUNTAMANYUIANIZUD Y
Cytarabine 2 g/20 mL solution for injection/infusion, 20 mL vial
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5.inueUsudiuUseansnwaasian (Price Performance)
Cytarablne 2 g/20 mL solution for injection/infusion, 20 mL vial

muﬂwan UMUNAZLUY
1.‘5'\mﬁmua 40
2 prunmuazaniaAnidulsslenidenasoms 55
3.M15UINIVAINITVIY 5
Saavan 100

AuU504 UminAzuuY
1S UHENS 91 60
207955 UVRIUHURNTS 20
3 aruandAniseusHleviiomsuf iRy 20
U 100

1muﬂssam 1: 3 7 (AZLUULAY 200)

1.1 n'l'i'm'saqﬂmmw'ﬂmwamnmm @ 1 Tu 5 AzUUWAN 100) 100 60

(n) Lﬂummaq'{wfwﬂﬂm‘smﬂmmmm WHO List of Prequalified Medicinal Products
(2) \Duenileglutiydsedondnsusiegunimuazguin (Green Book)
Tnensuinenemansnisuwnd au 1 - Jaguy

(A) Hueflegludydsedendniusinanmuaiuin (Orange Book)/EMA

q) Lfluuﬁqag'luﬂ'm%'ﬁu’n‘awémﬁmﬁmﬁ’lﬁ%’ums*‘s’mm(Approved Medicinal List) lne
\n3ernelsameunanguaniuunmdman swisemelng

C) L'fl'uu'1ﬁqﬁuﬁm%ﬁLﬂiﬁvﬁu’ﬁi’lmulﬂﬁaﬂm"l 3 q'um'sNé‘mﬁqﬁﬁam?mﬂﬁmﬁvﬁﬁm‘hj
Yauniwhdefiseylu Green Book auumawﬂs'mg'ﬂam'sm'uamummmnwsamummaw
's.:q'luﬂmauumﬁ‘[ﬂwmmaU'ssmﬂLLavnanﬁ"am*s'lmumq‘lmnu 5 Yuandudilefunis
SusomamTiTsiRTusEMAUsEmasBidanseling anelnneilasvissUfiRnsds
LilevisufiRinisvesirinenuasiosjURins mumnasgiu ISO/EC 17025 NIy
accreditation body figeuulusziuana vislaedninamunasguisaljisnas
NFUINGIPNEARTNITUNNEG  ATENTNANEITUGY
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