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1. Foen Azilsartan medoxomil 40 mg + Chlorthalidone 12.5 mg tablet
2. gAY
2.1 gUuuy JusdiaadeuiiduyiaSulssnu
22 dndszneu Tu 1 Wauseneumedien Azilsartan medoxomil 40 mg ay
Chlorthalidone 12.5 mg
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3. AENUANIamMALlAYa4 Finished product
nansnadesziauamduluny finished product specification Bsléanneideuse
A1UNNUANENTINNTOIMITHATEN NTENTHAETITUEY

b Test items : Specifications
1 | Identification - Complied with finished product specification
2 | Assay - 90.0-110.0% of the labeled amount of Azilsartan medoxomil
- 90.0-110.0% of the labeled amount of Chlorthalidone
Content Uniformity | - Complied with finished product specification
Dissolution Test - Complied with finished product specification
Related substances |- Complied with finished product specification
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of finished product) Tugnjuiidadusaosng

4.3.2 HAN1IATIVIATIZVRMAMINgRUYBendAe (Certification of analysis of drug
substance) flldlumsnanenguiidadusetioieenaneuasndntngiu

433 Lena1svevnangududuauduiusseniniqunisudnvesingiuaasdiedAsy
(drug substance) 98 4.3.2 Auunswdsvesndndnmiendnsagy (finished product)
19 4.3.1

434 @an13Ane long term stability

- lunsdifunsdeugmannndt 2 U szdesdidiuuanwanisdng Long
Term Stability maaﬂﬁﬁaqmqmaqmﬁﬁummﬁauﬁ

- lunsdfunsfeusnantiesndt 2 U aedesdidiumanisinumeniuniives
enpuiEulunsdouennuans

TPLIRIY

4.4.1 flauesia Aesdwinegasmiegwdos 1 viheusiadug sadudununans
eazdualdasuiumuiidmusluindennaufludisi

MsuUszRunuAME oy

451 viidweuioaiongldlalitosndn 1 U 3 Weu tuanfudawey

ANINTINNTIVUAANSNYLAN ZULaZ 1888 DEAYDIEN

o
NTo....

P
NYo.....

(uawingaun waﬁizﬁl/
....................... -7

. BB v, Z/‘/ .......... Us¥s1UNISURTS
; (weiusnad misoerd) 3
AIUNTS BIUD e ettt e et ee e et e e e n e e e n e e ASTUNT
(wisyms JaSnanads)
....................................................... NFTUNTT ﬁﬂ%aé\/ﬂ‘ﬁuﬂ’ﬁ
(quma"g?\ Youna)
}
....................................................... AFIUNNT TSR TSSO ORPUOPRRURURRRRE v 1,2 1

(agniing dufesmi)
A

................................ AT BB S K e NFTUAN
(uganguil svigiieTann)

(uweinian] Aplssas)

...................................................... N35UN5 LRI TR U o BSOS OURPURRSUI ) 1+112 s
(uvamilami3s mddvanalne) (uneudismu Asgnmas)
e [
RSO iU N NITUATUABAUIUMT  ATB e SR NTTUMIRASEIBETIYNTT
(unamneunIy Lendug (unsangwnd Bunsduns )
........ Blert M nsmumswasgeiavn aq“ﬁa.......................").G..5.'..'.....A.........n‘ssumiuam"«fzhatamm‘i

(unaduenil fiuas ) (unaamBesan udisdnna)




4.5.2 vwnnaiidey whssdd i waelufusemanmeiATgRenuidmou

453 nifﬁﬁiiqwmmaumﬁqﬁﬁwmﬁdwﬁaaéwmﬁémauLﬁaz’iqmmﬁmswﬁqmmw
Iswenuauasiisdszrimivdedesaed e Inoflauasian (§ue) azdosdasn
WuBnmusauilsseuauasiisddansalinsgiunzdudsuinteualdielu
mMimadnsesiguam asdfnuiebiduluaunudnuazans lsmeuna
upsfiedveanudnsifuinsanmaauesaefnamussiauena (Efny) was/
vdeduanlundssiol

454 fiuasa (§v1e) zfesdudsusidenilndvuaey vieidlafinnsidonann
shevsemslan neudun laelifideuly

4.6, nasdy 9

4.6.1 Iuﬂﬁzﬁﬁlﬂﬁmé\’mwmw’fmﬁmamsﬁﬂwﬁqauyja (Bicequivalence) Wisuiuen
AUV ImEJﬂﬁﬁﬂméfaaLﬁulﬂmm@'ﬁaﬂ’ﬁﬁﬂwﬁaﬂizﬁw%maLLas%aamAaﬁum
mémﬁm&ﬁawammmuqmm ANUNIUANZNTIUAITOINITHALET NTENTIL
AN519uaY

4.7 fauenan (fune) Buserlienidndyanouasutvua dail
4.7.1 nsdinansguesadiensiend  Taenaiveimansnisunndvietesjiinisnle
3 UINTFIU ISO/IEC 17025 man1snsaadinsnzvliiluluniuuiasgiudedivualu
Usznisdssningian ‘
4.7.2 nsdidndudevindgnidaniuiuaniemaelnediinnuassnssunisening
WAZEN Iuﬂiaqnawaaﬁzyzyj%%aﬁ)zsuw
4.7.3 nsdmullpmannwanedniusieniifiondmarolssansuauasaulaondose

Avhelasuen

AMENITUNIAIMUARNINYIRIWIT LA BAZIBATDNET

[~

.y T U~ SHRUOTUOSRRU UTEEMNTTUNNT
’ ar ‘
P (uneWusmed ni3ass) &
=
ATIUNS BB 1o eeeeeteereeeeenees e e e sttt et re et e s erens nIIUMS
(wesyvs ladnanady)
ATINANT 3N TOSUUUUOUUUTUUPTRUINS ¢ SR nIIUN1g
(unea335y Smanns) (maanﬁémiﬁw' Touan)
4 (\/‘/ 4 /
TN OO AU ATIUNTT BB e eereeeerie s g e ASIUNTS
s o a a & u .
(wawieyuun WWIW/W;)_/ (uneamniing fufasmg)
WD crreecee e cee e K2 S NITUNIT CANI IS oot VORISR S N3IUNT
(wweAnanf Anszys) angui] lawigiiaiaun)
CR YRR & ¥ SOOI N3IUANS NGO WY~ 3 tertf SRRSO NIIUNTS
(uvamiag 3 drdvanalne) WS AsanInas)
BTD. e e e NTTUNTTURBLAUTYNTS aa%aq( ................. ATTUNTUARETIENDUIUNIT
(uanneun Lendus) (wamgwmf Sunsdung )
] - Py P K ol
A Buod DA ASTUASUAR NN B0 ieenne UM AssuMswazdTiseeyns

(uneuendl fwand ) (uneanlieinn weiainna)




4.8 Ii\a‘wmmauﬂsﬁaﬁ‘uaamuﬁw%hji"uﬁ%ﬁmwﬁmﬁm%mﬁﬁﬂszi’ﬁgﬂﬁmLﬁuﬁu Tag
ddnauamznssuniseimiskarenluszezinen 1 U neutuusznialszniasian
Sdnnsoiing

ANENTIUNSIIVUAANANBAZIRN B TaBDEAUDIEN

i ATIUNTT

.................................................................... MEETHRE
(wmag"rg‘ﬂﬁ feonna)
Dot e NITUNTT
2, oy A fa o wu
(weTogun waﬂ‘m;u)g/ (undganfing fisfadn)
aso <. X D=ty RUUIRA YOOUORIUOUOT- e AR N3N
'NUU'\)
a
RCT TR NPT b - ef OO UR RO ROTORUURN ATIHATS
WeUdis AsanIwas)
BB S S EOTRR nIsUNTuAsETIBIaTIIMS
(unsamgwnd Bunsduns )
4 3 .,
B0 Y nIsuNSHaTEBIIYNIT

(weemPedan udleigna)




Empagliflozin 10 mg ar'fd;; ‘

1. Foen
2. ansaudAnaly
2.1 guiuy
2.2 gulsznau
2.3 NWUSUTTY
2.4 aan

plin5/mg film-coated tablet

P2

Empagliflozin 10 mg and linagliptin 5 mg film-coated tablet

Wugflaedeuiduviinsulssyiy

Tu 1 dinussnausmesien Empagliflozin 10 mg Ua Linagliptin 5 mg
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3. AuanUANIemALlAYaY Finished product

an1snTIadaTzinnn wduluny finished product specification Balfannziloune

AUNNUANTATINNTOINITUAZE NITNTINABIUEY

) Test items Specifications
Identification - Complied with finished product specification
Assay - 95.0-105.0% of the labeled amount of Empagliflozin

95.0-105.0% of the labeled amount of Linagliptin

3 | Uniformity of dosage units

Complied with finished product specification

4 | Disintegration Time

Complied with finished product specification

5 | Degradation product

Complied with finished product specification
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Sacabitril 49 mg
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