11 11w 2 v
250/54 (nwu.)

AANwzIRNIEAsaUNsal 618 . 7 250/54 (Wu.)

vaeLavasgunsal 6505-XX-247-3735
YoRsunsal Avripiprazole Oral Solution
WUUU nav9g, V9
AMANBMZIANIE

1.1 daguszasalunislden 195hwlsednnm ngeinismealniinUndviini@e unduy
AuRnUNAYIal UGS waveIN1TBULATIDEITULS

1.2 auanwaglunianaiia
1.2.1 Usznaudwdiendifey Ae aripiprazole
122 TUPANNLIetET ainuslunisiamusasnss

1.3 aaudnwagluniseenuuy  usiih 145uUsenu

N13UIIqUALHUYD

2.1 91uss9lunvuglnain

2.2 RAMNUUABULUTIPBIITY Toansfamsen , vunaeause , Junde , Sunineny , w@auiindn

wunzideuisuen Legnedniau
2.3 WUUNTUTTYRALILINUTTY Admualumsdanusiazads
2.4 Fuviedesiianusiunaudauss drddwauinnnd 1 fiuvie svdeaduviauazvuiniie iy
Guesilaidiiuvio
Fatuadue
3.1 eflauedosivdngulisunistunandeusiveniiesimnelusunedlng vesnsznss
a5150ugy enviunsaldusiinammundusingu finsemsiansnsuguiuses
3.2 fosdiviiideTUTeamIn TN SHARALVANLNLAT LaEIEN1THARTR (GMP)
3.2.1 nsdidnludsendlne 1ssnududs doslinisdosusot GMP U0 TeNTHNa1TGY
Tumnesrilausue
3.2.2 n3flgniid1ndrslsune desdiniladeiuses GMP vealsanulkan nUsznagugs
3.2.3 n3dinenannsnyssmAkakUusIiulsamelng deslintidesuses GMP
ludie 3.2.1 uay 3.2.2
3.3 fnilidoiuseammyviianziveslssnulian (Certificate of Analysis ) n3afUBNTItaN

Ussnaumsinnsan wag/viefithdadleldsunisdde

3.4 Fosinldesusein1sn el et warlusanuvasdnvesasadiidusendfyesusom
HNAngn WasuTendnaningau

3.5 giaue doudusfivsimduinanriefunusmielaonse

3.6 YowheguitunUsEneumsiTsanasdeafunvusiusmg

3.7 ongvaselutudsouyes fatlionniiismualflunsdnmusiazads mnladldimuaey
yosely awdeaugindnunudliifu 1 Y lufudwes

3.8 fuedesiufiavounanidsunlunsdiflndvuneny Widuniidennslfnueniu e
HaUsElesurasrUae

/4. 35n1159529&0U...



911 2 Tu 2 vt
250/54 (nwu.)

4. /N13ATIAABY  MTIVADUANUAMGNWUTANIY WaHAIATwETlUTe 3.3, 3.4

ﬂmznisumimfaﬁ]aauqmé’nwmmaqu #U. @19 W. VB9 WU.

(39%9) W.2.9NBMU LAILUNDI NB.NINNU/UTLEIUNTIUNNT
(inga WReUNDY )

(Ae¥8) Wa.Mans ynsaw HO.NNW.NU./ATIUNNT
G

(a9%0) womds adnm Wuygiesi  weymnsUuRnig Ussd wu. 9ae519n13
[ <

(gfdvnn Wuyfesh ) sn.39.6/nTsumsviannuiagly

9

26 1.m.2554

Y o & wndon s
AosdnvazanzatulouliRlmly
AeYIlRA an.wu. Tnewtiade nan.wu.
7 1% 0446.13/71 a3 27 1.A.54




