= ot ot 4 =Y s = v
TYALLDYARAMANYULLANIY LATUSNINUTINITNIITUAALEDNTBLEUD
Y898 Linagliptin & mg + Empagliflozin @o mg tab
I‘NwmmaLfil"m*ssmaﬁugu.!ﬁﬁ Jeninusnduys

e e

AUABINTTEN Empagliflozin @o mg and Linagliptin & mg film coated tablet (GPU : @cemnene)
B, TIAINEN HINag & e UM (haufUImEadudaanied) auussnmanmenssuNTRALITEULEN
Wi Usenie o Jufl mo Bevnan w.a. oo

wanInginIsRasaNAniandaLaus

RNTUNTIANANE NLauaﬂmmmaﬂwmvmwummm Empagliflozin @o mg and Linagliptin

& mg film coated tablet kuwiifu Tneldmdninasisian

AnssuAvalY

o JUWUU Dusudandouiidy dwsuiudsen

<l @ulszneu  1u a wa Yszneusaesien Empaglifiozin eo mg uay Linagliptin & mg

o MYupUTsy  ussqluusstnaiv desfuaiady

<< aan - spyfeun dauvsenaudendiyuazaiuuse Yurdn i’ué‘;umq BuTIHER WA
wunzilousihfugnliegedauuuussgiug
- vumwuzusTethaloefassyyiesmiatenienisindiulssnaunasaung
ANUUSIYRIEN LaTinGn '3’u§ua'1ql"3"ﬁ’mw

AudNTANIunATn

Aauautintunainvessnlundasiunisudn (Certificate of analysis) 1ulumy Finished product
X 7 2 5 vy X P Yo o w

specification wa¥ drug substance specification MilavetunsilesulinudTnauanLnIsUN1ITaIMS

uazen lngglauesiamdesiulenatsuszneu

P E
woulvdug

mLa‘uaswmmaaaummmwmmanms wsaummauaﬁuaimmLaﬂmﬂmanmmmfﬂ 5wavLaaﬂmu
0.® Laﬂmin’lﬂm‘suaummum”LuaumivmLwamwmﬂuﬂsﬂmﬁlwa wazdund (declare) Wiasuan

ol

0.6.6 'Lumﬂmms‘uummaumium (V8o neL.en ‘V]EJ & Y99 8o UdumAnsel)

v.0lo lumastunzidoy ne.o w30 8.0 Vo TiauDIIAY wsamwavmawwammwﬂu
ﬂmﬂwwmamammmmuwummau (finished product specification) LLavmaﬂ'mumﬂmmwwaa
QAU (drug substance specification) ﬂmwamvmwmiLUaaumJa&LLﬁlmwmmm}vmmLLuu
BNA1TNNTVBUALY (8.¢) umFay finished product specification hag/%38 drug substance
specification lngvaufilunouiulsznirussninsiadidnnsefing uarlaifin o U o Suuszne
Uszmasandidnnsetind

LONATSUTRININTFIUNTHAR YT

olo.e NsRENARUUTEINALNY B Nwammaawuqaa'ﬁ‘u'immmsmumwam&mmwaﬂmmwmv
Brsialuniswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tngnue97u
PIC/S participating authorities mamanmﬁmmmmg'mmsr«zammmwananmamﬁmsm
lunsndnevesdiinnuanenssunisemsuazen NIENTNEADIINEY Fartmuntulasiinng

.. ‘2 Gt UTETIUNTIUANS ﬁ@'ﬁaﬂiiuﬂ’l‘i ﬁd%ﬂwﬂiinﬂ’ﬁ

(wsam g viunag) (weamUaIng fuAnusng) (UENAMIETIR SUETIeY)



g =

aonpdasuavinisnfundninasitas i3 msfialumsnane PIC/S lumnaeillauswe atuang
paseumsnsraeulneiinamsiusesiiviuiivszmaussmnsedidnvsaiing
lolo n3diiiusnindnandsssma dealusindnlnelssnuiiliuseannsguisnisialu
AMSWARE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagvua831u PIC/S
participating authorities atug1anniuseuntsanvaeulaeiinanisiusestieiulsenalsenin
mdiannseind

. (BNANTANNNYBILTIAUDSIAN
b.a.e NAN1SASIIATIZRAUAMNERSusie1duS93Uv0NER (certificate of analysis of
finished product) Iums:uﬁdavﬂuﬁ'mth
L. NANTINTIVIATIEVANAIMNINYAUVBIFI81d1ADY (certificate of analysis of drug
substance) llunswans1fuiidadusothaiaesidneuazinaningi
5. LONAIUTOUANFIUBUTUANMNAUTUSSEMINFUMIHERYasingRUTaIedAYY (drug
substance) 98 b.m.o fujunsranvemdnsdiusiendniagu (finished product)
.. WANITANE Long term stability maaﬂﬁqqmqwmmﬁﬁumLﬁau"t"iﬁuﬁwﬁ’nmu
ANIENTTUNITOMITUALET NTENTHABITUGY NTdiTunziTousuinndt b T uag/viowna
nsAnw Accelerated stability nsditungifougntiosnii o

b.¢ fetuen flauesian (§ane) desdehetverathales @ mheussatus daduiumuuans
eazidunlfnsuiunuiiimusluide auautivily 4y

.& MsUssiunuameniidsoy
b.&.e erfidwauiosdiongldlflitesnin o U tuaniudsey
o.&lo eWNuInTiduey srsesdsduunnmigluiusemamnnslinngieniuiidaey
o.&n NIETMhsIMahmsduisgnfidwouiiiedmsaiinnginunm miessnsay
vhmiadedoswemaetne Ineflauesia (o) asfesdwiiudnnuduimherensdmg
Ainswiuanfuffuinveuaildsreiifesdedunsasalinnmsiguam nsdiinuieliduly
muANENUEIaNE Mheynsveanudnihifuinnsaunmsiavenmendnanvesiaussan
(Fune) waz/viodndslunfuily
o.&.¢ flauenan () asfesfudsusudenilndvunety wiadeiinnisdeuanindae
Uszmslag reufvuslaelififeuly

5.5 fiauasie (une) BuseslFenidndynnouasuivun il
so.e N3fiNaNITduNTIITATIEsien lnensuinermansnisunnduiedesfoansals
UMM ISO/IEC ewlobe Han1snsIadiasistliilulymumasgrudeimualulssnausenin
s1ABidnvseling
oo ﬂ'iﬁimi’mswmsﬁaagﬂﬂ’uﬁ’mmwms%’m%as’*mawﬁﬂLﬁmﬁ’uﬁ lairasdunisindety
sefudanin vidomsdatosiuseduin wagunnil o viensindelaensensisansisnay
o.o.m n3dindAnAusiowdadgndeniuiuaniemainlnedinnuamenssunsemsuazen
Tutisnamesdygasdonsane
bo.& ﬂ'sn‘.‘muﬁmﬁmqmnnwmﬂwﬁmﬁ’msﬁmﬁﬁm%e{amam’aﬂwﬁw%maLLazmmUaaﬂﬁ’aﬁaQ’ﬂfm
ldisuen

U om”

SR ;..;..'.i.......................U‘i:',ﬁ'luﬂ'ﬁun'l'i L2 OO 1 b+ 1121 b1 ﬁd%a...............W....................ﬂﬁ!.lﬂ'li

(unadsyyT unay) (usaUang Audniusing) (Wranimsssn sudsa)



-en -

b.5.¢ NIleUAREENIINUYTEIlTIne A
! a M v a a v ¢ da wa a 4 W
0.0 eI TYeanudvslifuRnsuwdadneienivsy Tigniseniivaulaedninau
AMENITINMIOMITHAsElUTEEEN o Uneuiuussnimszninsiadiannseiing

o
BIUD oo e Uses1UnNssunIg

G ki ATSUNNS

P
A9%9 o ATSUNTT

(WENHNTSIR TUTTNIY)



