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Finished product specification: Dasatinib ¢o mg tablet
®. ldentification Test ATV
lo. USunaudngndndgy ®0.0-090.0 % LA,
. Dissolution NLT &0%Q in eno min
@ Uniformity of dosage unit ATV

&. Impurities

Individual impurities NMT o.0%
Total impurities NMT o.0%
‘o, Microbial Limits PTIINY

Drug substance specification  : Dasatinib

@. Identification PIIINIY
. Assay &&.0 -@0l.0% dried basis
e Residual solvent HIIINU
& Heavy metals NMT oo ppm

Impurities/Degradants

- Any individual . NMT c.ea%

- Total | , | NMT o.c%
o, Water(KF) m.en-&. 0%
o. Particle size . ATIVNY

........... \QOA U5851UnTIUNIT (/\14"/ ATIHATT z;[?/h"‘j ASTUNIT

(weendy guinuay) (Wwamsinsuu fnulnsinenea) (Weufney Svs9)



LQQ;EJUL?JSUE

o. flauesinsioiduduunmaigionans nienareiodeusenonaslaedisiuersosBunded
o0 wnasnsldsueugwlusdsuhivsniiesmuineludsemalng uardundeclarelvidwan
®.6.6 "Luﬁwﬁ’zyﬂﬁ%umﬁauﬁﬁ’um (MELlb V8. V8.@) WaAnsd, v1indnluuszinalng
(e me.b),mﬁ%ﬁﬂLﬁalﬂumumwﬁq(wmeﬁa N8.en), BIUWININANUTENA (MU18D N8.@)

0.0.6 luAmatunz s no.e v3e 1.6 veserfiiaueal wionswasdunidenisaiuny
Qmmwmawﬁmﬁm%mmﬁ‘ﬁumLﬁau (finished product specification) m{ﬂaeujizwmmil,u?ﬂlaut,t,ﬂamf"ﬂm
WsfuagFosuuuonasviodiunindienisvoutl (6.¢) smdey finished product specification was/
%38 Drug substance specification lnguaunlafeuiulszniadsznnsaddnnseling wazldiiu o ¥ o Ju
Uszmalszmnsimdidnysaing

.5 LONENTTUTOWINTFIUNISHARE |

o.0.0 n3diinARgluUsTAlny franvedesdidunnmienddeiusesnsgrunsnine
WANINUTATN1SNARATALUN19HERE PIC/S (pharmaceutical Inspection Co-operation Scheme) Tnemiag ey
PIC/S participating authorities ‘vﬁaﬁLanmﬁmamwmgwumﬁwémmmwé’ﬂmmsﬁuazﬁ%’mﬁﬁlumswémm
VOIFEIUNIUANENTTUNITOINITHALY NTENTIAITITUEGY 6‘5&fﬁ’muméﬁuiﬂsﬁmmaamﬁaaLLazﬁ’mﬁwﬁ’U
wéninasinaIsnsiidlunnane PIC/S lunnagnfitausvie adudrganuseunisnirvaeulaednanis
Suseadiviulsznieuszninsndiannsedng

o.o.o n3fiilug1iuindUssme fuansodinidediuinmarenidodusomnnsgiunis
wAne NN e IS AAlun1HAae PIC/S (pharmaceutical Inspection Co-operation Scheme) lng
WIB9U PIC/S participating authorities aduatannusaunsnsaaeulasinanissusedisiulszniausznig
s1eBiinvselind vieogpaendn udusnsedl
i' o.on LBNETANLNINYDILTLAUDTIAN

o.m.0 HANITATIINATIERAMNINEERTusioduSagUresguan (Certification of analysis of
finished product) Tugjuitdafushogng

e.mlo WANIIATIVNATILNANNINTNgRULEIFIETEAny (Certification of analysis of drug
substance) AlflumsndnenfuiidadumedrsimeuanouasuanTngh

. $19E19EN
o.0 flaussinfosdiiiedniensgnation o wirwuisy Fadufunuwaniasdenldasudiunud
fvualuhdenmautiviluiiuluiuduauesen Tasegues1ves Lot fazfuiauesanazdoaionyiuain
Fuitndn lainnnd o U lutudssniausgmngiany
. FRshuMInagaumumenmaelulsmeug

w . )
................................. dseownsums O nssunns g{q"dﬂﬂ[ N3IUNT
(Wetendy grdiaung) (Wnamdinsuu Anmlnsinena) (Wedfno 3u59)



< MaUsEfuRnnmRIYTdwoy
<o oguessidweuses fonglisnnd o U duainiuiinge
<o pWnIIRTdwey azdesddiunnmasluiusesansnTiiagioiuiidmeuvosranuagiv
AnreiingRuvesinaningAuilindnuisuiiduen A
<. Tunsdlivinesvnisiimsgusedisenfidweuiiednsiodiaszviamaw wiies1an159gsi
wifsdedowoiiednien lnefuieasdosdenfisdnaminnuiiviissvnsdmssiinmsisasdudiuiievey
Arldiglunisnsatinsesinuaim Tunsdifinuieliduldameadnvasianis wiheswnisveasndvdly
SuRasanmsiauemendinanvesuenas/viefuanlunisely
<. faussia (ue) wsesuildsuniflenilndvanony vieilefinnsidenanmineysznislagieu
fvun Tnglaifiteulsy
c& frasdodmoulilsmoanely e u Fuinnniuilfamnuiuludide
<o émwa@uaaﬂﬁﬂ%aanLané’zyﬁg'}dauﬁmmwzéuqmiumzivialﬂﬁ
5.0 Hunemsifimsfiasandngssnandydvedsimeiuia
<ol wamsinwlili lnsdudunanislfanunnddlionasiindngududunanisunwndviod
$7897% ADR D819TULTY \
oo wulymdnsargluvuemionauzusigduamaliiAnaunainindounisendidug
nsenuiemsinwfie nediswaudymangfedostunislden
& 1nasduT
&.@ WAaN1IAN®1 long term stability maamﬁwmqmawwﬁ%umaﬁl,ﬂwl’iﬁ’uﬁ']ﬁmw
ANENTTUMTOWNTHALEY NTENTNATTUEY

o, MIUTEEIUAIUTEANTANAD51A (Price Performance) s18azidunnnutonalsuseniansiardianvsedng

.......... o USEEUNTIUNS JVZV‘/ NSNS ﬁ‘fm ASTUNIT

(weteridy gn3imung) (wsanasivsuu Aalnslnena) (Weufne 5us9)



