ﬁ&ﬁﬂ

seasBganuinuzane uasrannasInsRasandadendsidus
28981 Empagliflozin tab eo mg
Tsswenunawsseiafegiuas Jwmdausduys

q
AR R

AMFB9AT581 Empaglifiozin eo me film coated tablet (GPU : eodade)

nANas dinee ee.ce v EEVEVIITAUEIMR) MaUTEnERLEASIINSRAINSB UV AR

Usene 8 ufl & unTIAN WAle@oe

ﬁé’nansﬁmsﬁmﬁmﬁmﬁan%’al,ﬁua

ﬂuwmimiﬁmmmuwLﬂua'i'lﬂWﬂﬁuanwm.,mmu‘uadm Empagliflozin @o meg film coated tablet

Kty Ima’hmamﬂmm'\ﬂ'lmam

aasdaliAialy

<o juuuy Wuendieafioufisy dmdusudssmu

b duszney Ty e Win Ussneumesien Empaglifiozin o mg

gm Murussy  usseluuneUnain destumnudy

&€ 2aM - seyfleyn drussnaushenddguasanunss Turde Fufueny taviinin way
wangidouiiuenl fadedmauuuusysioed
- VunUEUTIgENegessiatsyTormialomensddiuysenaunasun
ATAILSITREN Waaiindn Yufueglidaay

AgudAvIunatla

auaufnanadaveselundasiuni1snan (Certificate of analysis) 1uluniu Finished product
specification Wwa¢ drug substance specification filfvaTunzifaulifudinamunaznssunisems
wazen Inefleuesadosduienaisussnay

= e
Wauludug

auenmiesiuduunnmdnsionans wieuasanetiofesusasenanslasgiisnun muaziBuadsil

b.o wwnenInsldfueygmiunsdsuisueniodmielutsemdlng uasdung (declare) widsEn
o.0.0 WidyMstuzliowhiue Mo ne.a e 38 8.l uduwinsel)
®. @ls'lum‘uafuumwau nt.0 139 8.0 Y098 17EURTIAN WiouTEasuATaTaNTAUAN
ﬂmm‘W‘ua\‘iNaﬂﬂm*ﬂmuw‘uummau (finished product specification) Lta”‘aaﬂ'muﬁﬂmmw"um
QA (drug substance specification) nimmgism'}qnﬂ‘smaemmJaau?ﬂmwummmamuu
NAITNISVBLALY (8.€) UIW5aY finished product specification wag/%38 drug substance
specification lngvaudlvnsuiulsenmalssniasadidnnseding uazlifiu v U o Yuussna
UssmasaBiinvsedng

oo LENANTTUTBINATEIUNSHEAL
plo.a nsflewEnlulszmdlne fudndasdindedoiussansgunisndasmumdninueiuas
F8nsndlunisning PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngmuiagay
PIC/S participating authorities ¥3eflilenans3UsaaINTgUNTNERBIMUVENINUTILAE TSNS AR
TunandnenvesdninnuanenIsunsnmsuass nsenTesTug Semuatulnedanu

‘wa A p dfw(
ﬁ U'iﬁﬁ']un?'ﬂ!n'l‘l' ?N%ﬂ A754N17  flTa nTunN1s

(U Eiyge Muntaz) (wEdnng duiinuing) (unaaEmindET ousTig)




avde

-l -

2 ot = ar o 3 ool cf o n‘ ar J
seanRpduasialeufundninuwayIsnIsAlunsHanen PIC/S lumneeniliauewe aduaian
Qs a of a o
museumsasdeulnsiinansiusesdiciuiisemmlssninsiandiinnseiind
Ad g o v ] Y o a a M v ac o et

ool AsdifNgMIn RN TEIme dealueindnlnglssnuiilasusesmsgdsnnsfinly
n1SHENEY PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tas®uqu91u PIC/S
participating authorities aliuaganmusaunsasRasulaeiinanisSusosdeiudsenialssnn
Timdidnnsedind

P
2. LBNEITAUAINTDIRINLEUDTIAN

bae HANIINTITIRSIERguAMRAnTndeduSagUredwdn (certificate of analysis of
finished product) Tugfuiidgndused

bl HAN1IATIVTIATIERAMA N TRGAVVDITIB1d1A Ty (certificate of analysis of drug
substance) AHluniswanenfuidadumetneimesineuashdninghu

.o lOnATMIBangwBuduauduiusssuitsumninvesingfivenaierddyy (drug
substance) 99 .o fusunsudnvosdniausiendniazy (finished product)

S NAN15ANYT Long term stability Aasnda9e g yessniizunsifioulitudiiney
ANENITUNITOIMITULALEN NIENTHASI Y n3ditunsifaueminndt b T waz/vdena
ms@ny Accelerated stability ns@ifunsideneniosnin o ¥

b.a fpgNen

s

oo JEAUD5IAT (§18) fosdeiiagensgnisy o videussiud Jadufununans
= v o o v W e o
swazdunlinsudtunuanmualuiite aueudinly e
g w ' el e '
o.&lb AMYNTININTT WiufmetNevesiiaues e lilnelufulnlidonsdle

a =
L. mi‘LJ'ssnuﬂmmwmwamau

d i 1 =f v 1 = L L2 1
».&.0 t7dwsusRlionglilnlifosndt o U tuainiudwey
4::’ 3 ) o J at L= < ] d I
».€lo PWNNANEMDY Fvfnsdidiuunnmineluiusemanisnsliaseisguiduey
A 1 o ] s 1 A 1 ‘!l ] = L4 1
».&a nIdifmheynsinsduiieduefidunuiiodmsalinsgiannm mieun1see
vmilsdafewesitete Inediauaiian ({ue) ssdasdwniudnaudiuiuiivihesnsdmsn
o ¢ @& vy a vy o w o ¢ < of ' '
Anseiuasiugiuliaveudldieifeataduninsindmseviamnm nsdifivuinelahduly
AUANANBAIANIE WS WNMITeanUANS LITFUR1TINEEUeTIAEIRINEAITEEEUeTIAN
(Hwe) uaz/viofraniuniinoly
2 2 L) < < % I P = 3

b.&& Jlauesni (§ure) wdssiudsuenliesnlndvuneiy wialaifiansideranindig

1 o 1 d
Usznisles naumvualagliiideule

b fiuesan e) Buenlisndndyy neuasuimviun fuil

bo.a NIAINANITFIATINIA IR InensuinermiansnisunndvienesufiBnasiils
UM IFIU ISO/IEC awvolo #an15esavnswviliidulumunnasgrudefmunlulssniausznin
sABidnvseiing

b.5.b n3ivEsIAN e pRud Yy iadeseeiaieatul lidsdunsindedu
sefuiontn videmsdatiosiussduion waguamit » ienssadelnensensisenssagy

o.5.m nstnAnAurerinignifenfuiunniemannlasdinnuamznssunisewisuasen
Tuthwawesdymetetsas

Uy o/

4 shd
..... UsEs1UATIUNIS Ao ATTUATT ?N%E) ATTHNNTG

(ueEmAiyT Nunaz) (unannans fufiniusing) (uNaminiseA sudsnd)



- m -
= o ‘;’A 1] ] b= =3 s 1 LI
v.o.@ nedinulgmaunnnnudadusieniewdmareyssdvinauazaulasndosagiae
fildsuen
o.o.¢ NTdlelsinganainUydoilsaweuia

! = n' igs o o ar < R = o 4
.o vigIMsveanudnslifuRnsadaiasieniiivss gnienifiuiulaedninau
AMENTIIMIBMITUAsEUTEBEIM @ Uneufulssnielsemanmdilinuselind

2

BB e emsetereemeereeeeseeesnmscemseaeee UJ3851UNTINANT
2

BT eeeeereeeeeeeeeereeen e eseraessesesseessseees nIIUNTS

AUD. v, ﬂ{*‘( .......................... ASSUNS
(W9ENANTETIR sUTT9)




