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Finished product specification: Vortioxetine eo mg tablet

®. Identification Test HTIU
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en. Uniformity of dosage unit NIV

<. Dissolution test NLT @o%(Q)lu mo min

&. Degradation products RTIVNIY

o. Water content,KF < @%wW/w

Drug substance specification Vortioxetine
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................................. UsEEIUNTINNNT N354N13 —m?i NIUNNT
(wesedy we3in) (W9ngal AU (Wean25734 Aniezynd)



Houlvduy

o. fiauenendasiudiunnmeatenans wiouaelisdesusesenaslnogfisuareasBundal
0.0 wnasmslFsueaynetunzouhiueiedminglussmelne uasdundectaroidsan

o.0.0 luddynMstunsfeuiiue (e ne.a no.e) wdusnsd, erindnlulsundlng
(et nelo)gnhiiitedunsudaussgmned ve.m), sndidhaindlssme (el o)

6.0 Tufvatung Souet 18.0 w30 8.6 v0InTiaueia niauseasideahdenismuau
ﬂmmw*uaﬂm%mﬁmmﬁmﬁuﬁﬁuszﬂ814 (finished product specification) W&z Drug substance specification nsil
osgwinmsdsuslauilufiuduasiosuuienasvisdiuinmeenisveudly (o.¢) uwieu finished
product specification Way/wis Drug substance specification Ingvaunlanauiulszniadszningin
Bfinnselind uwarliiAu b ¥ s Tuuszmedszmasimdidnnseiind

@0 1ANATTUTBINTFIUNINANEN

o.o.0 nsflitdnelulssmAlng fuanasdiosddiunnmienisdofuseunasgiunisnangniu
waNNMIRSNSHARTIFLUASHARYY PIC/S (pharmaceutical Inspection Co-operation Schere) Tneniageu
PIC/S participating authorities #3ofllonans3usosunATEIUMIHARLMLTENLNIY LA TS ARluN1THEREY
10IdINIUAMIENTINNTOMNTUALEN NTENTIES1TEY Tarmundulasfinuaenadouasiniiioudiy
nannasiuazIBnsflunisndnen PIC/S lunuinenfiiauswie atudiganiuseunisnsiaaeulneiinanis
fusealiviudszmalsemasandidnvseting

o.lo.lo n3dldueiidrnanUssna guindesdimiFeduunnmaentdedesusownsgiunis
NAREAENANNaIEAFluATINERE PIC/S (pharmaceutical Inspection Co-operation Scheme)
Ingwiiesnu PIC/S participating authorities atudiganiusounisnsivaeulaefinanissusasteiulssnin
UssmnsanBidinuseilind vsoangnaondn ufusinsel

o.5 1ONANIAAAMYBILTLFUOTIAN

e.m.e HANITATINUATIIRMA KGR TTedSasUvesindn (Certification of analysis of

finished product) Tuﬂﬁiuﬁﬁdtﬂuﬁdafjw

o ar

e.mlo HANTINTIVIATIERAUANTRgAUvEIFIEd@ ATy (Certification of analysis of drug

substance) fililumsnanenjuitdadumedraisvesidnuuasniningiu
b . Mgy
0.0 flauesafesdinogenedeiey o wiiussy FudusunuianisisazBenlinsudunud
FwusluhdenuaniBnlutviuluiutuauee Tasorguasenves Lot fivsBulauesmasdoaiiongifuann
fuiidn lalnnnin o U Tufudssmaussnangiana
m. soshunsnazeusumMenmaslulsmeuis

(Wesety WE@3Teu)

NIINAT




€ MsUszRuauAmYBIETideay
<o DIgvtidmeudas Tongliinnni e U tuainiuiindn
<o pWnuIfideey ssesdidnunnmdglufusomamsnnsdiesvieiuiidwovvasnanuagly
Anseinnfivvesinaningfuilindneniuiiduey
<o Tunsdiivingsivnnsvinmsduiednseniidwauiilodinsariinseinuain miagenisagsi
nilsdelowedietien Tnufuinasdosdiindnamdnnuiimbesvnsdmsslinsgiandudiuiaveu
Alddrelunisasisdisginaunin lunsdiinuieilddulununadneusieniy mbeswnisveanuansl
‘%JUWHJ’?iﬁu’lﬂ’h?Lﬂ’ua’i’]ﬂ’]mﬁ&ﬂﬁ’]’c’leﬂ@ﬂéJ,JSU’]ULLﬁS/ﬂ%@%ﬁdéﬁlUﬂ‘?ﬂﬁa‘lﬂ
.« fauasien () ssfesiudsundlenlndvuney wieideiAansdouanmsieysenislagrou
fun Taglsifidouly
<& fressdosduaulilsmennanely ee fu Tuinaniuiliamnusuludde
o sﬁmaﬁuaau’tﬁﬁ%&anLi‘aﬂﬁtgﬁmdauﬁf,ymwsé'uqﬂiuﬂﬁﬁﬁialﬂﬁ
&.0 Wumemsiifinisfasandneeanantydvedsmeuia
ol wanmsinwlid lnedudunanisléanunndgdldeuasiindngruiuduntsnsunnduied
578971 ADR DE9TUUTS
o  wulgmidnuuzguiuusvieneurusigduaueliiiannuaaiaedeunaeiidama
nsevusemsinwiiae Tnefissrudgmangifieadestunislden

& ONaENIaus)

) o

& HANSANW long term stability naenvegvee PTunzileulifuddnauausnisunis
DMNTUAYEN NILNTNEATITUAY

o. NNFUTEHUANUSEENSANHBI1A1 (Price Performance) 518aztdsanuonasusznmasiandianyseding

........................... nTSUMS S AR 1120
(Wesedy weisni) (W99 FAVTR) (Wna1I513Hl Aeviezyad)



