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Dapagliflozin 10 mg film-coated tablet

1.3981 Dapagliflozin 10 mg film-coated tablet

2. auauUAna Y
21 guuuy Juendandeuiidu (Film coated tablet) viinfuussmu
22 dwszneu w1 Wisuseneusieden dapagliflozin propanediol monohydrate f?j"aauu“aﬁ’u
dapagliflozin 10 mg
23 mwuvussy  ussyluussdeadndostuuas uasanutuls
25 aan -szyioen druvsznoumenddyuarenuuseiundnfuduoigiaviindn wasiay
nuifowiivenliognstnauuuussyiun
“vumMYurUsIEneliosresssylesmiatonianisidiuuseneunazuia
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3.AnuaNUANIamAila

wamﬁLﬂswﬁqmmmﬂu‘tﬂmm Finished product specification L&z Drug substance specification
AlammeidousodinuALENITINTEMIUATET NTENTNETITUAY

3.1 Finished product specification: Dapagliflozin 10 mg film-coated tablet

7o Test Items Specifications

1 | Identification Complied with finished product specification
2 | Assay 90.0-110.0% of the labeled amount

3 | Uniformity of dosage unit* Complied with finished product specification
4 | Impurities/degradation product - Any individual specified impurity: NMT 0.4%

- Any individual unspecified impurity: NMT 0.2%
- Total impurities: NMT 0.9%

5 | Disintegration Not more than 12 minutes

6 | Water Content (Karl Fisher) Not more than 5.4%

G T Y Y 3

Un.Usv A3asme) (negy.watiuyl Susing) (ngY.21NAT MNUTA)
GPU 851824 [V2602]



3.2 Drug substance specification: Dapagliflozin propanediol

D) Test Items Specifications

1 | Identification Complied with drug substance specification

2 | Assay 79.5 - 83.0% of the labeled amount

3 | Impurities/degradation product - Any individual specified impurity: NMT 0.15%

- Any individual unspecified impurity: NMT 0.10%
- Total impurities: NMT 0.3%

4 | Water content 3.2-40

LB
1. szyide Uniformity of dosage units Iiuuuienansuaniseazideananisnsaiiassimndlaudaliluly CoA
2. Drug substance specification s NTUAASIwHVEIHEN drug substance n3alulAT1eY drug substance
vosfuanendsagy atulnatiuvil fefimsassinsevinsunmiadediimun
3 nsdifeamadoundnisdiu (waive) nsassaeuiinsisidenemslaliiulantenasudngrudenailasy
ayiAnIY

4. Joulvdu 9
4.1 Lanmsmﬂéf%’uaqzym%uwmﬁauﬁw%’umLﬁaﬁi’mmduUszmeﬂmEJ wazdad (declare) unaanin

411 luddymstunsdewniue Me.2 ve.3 ve.d vie v2 udusinsd)

412 Tudmetunsdou ve.1/e.1 vewnfiauesa wieuswasBunfidenisaiuquamninues
nAnfausimuiitunzideu (finished product specification) uazdarfvunnaunmuesingiu
(Drug Substance specification) nsdifigsznitsmsiuasuudasudlufisiy szfesuuy
WnasN1svanilY (8.5) 1nia finished product specification waz/1%3® Drug Substance
specification

4.2 1BNANIFUTDWINTFIUNTHAN N

421 nsdifiesdnlusswelng guandosdidiunamaieniidesuseunasgrunisnanenny
WANINEIISNSTRIUNSKAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnenuasanu PIC/S participating authorities #30ill@N@133UTBININTHIUNTTHANLINY
MENNATLaL ISR LUNSNERUIUBIETNIUAMIEASTUANTEIMITUAYET NTENTN
a5 Farmuntulaedimiudenndesuarriniisuiundninaeiuazisnsiialunisudn
&1 PIC/S Tunmnaenfiauens atudganuseunisnsaadeulaeinanisiuseadieiud
Ussmadsznansiandianinsing

422 nsdidugnidrannielseme fuandedienansiusewnsgiunsndneimiumaninas
JamsTialuniswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 10y
w1 PIC/S Participating authorities atuagamuseunsnsiadeulneiinanisiusesds
JuiiusznmauszmasiadidninsindusenasnengInudusnsdl
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4.3 LNANIARA YR TLAUDTIAN
431  HANIINTITIATIWVAMNINHARNSUNVBENER (Certification of analysis of finished
product) lusnuitdssegng
432  wamsieTERaunwIngRuvesiedifty (Certification of analysis drug substance) Ly
lunsuaneguiidndumegeieosudneuasfraningiu
433 lenassenangiubuduanuduiusseningunsuanvesingiuveiienddny( Drug
substance) 40 4.3.2 Augun1srAnveIndndamidnsa3y (finished product) ¥ 4.3.1
434 wan13AN® Long term stability m1u ASEAN guideline on stability study of drug product
naontegvesTidtunandoulifudinnuauznssumsemsuase nsEns
GRLRPDIGK!
4.4 f9EgNeN
0.41 faueian desdiiodnenetiedes 1 mhoussyioe Jaufunuuaniseandonls
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wilidesosvesogn Insfusassosdiiudnmudnauiimiesvnsdmsiviassivey
Judsuinseualdtreiifedadunsenaiinneiguam asdimuielidulum
AMANWLIANE WihesyNsTeanuans Wuinnsanmsiauesimendina1ives e
waz/m3efuanlunaroly
454  fretdesudsundlenindvuneny vioidaiinnsdenanmseusznisle  nou
fuuslaglifidouly
455 szuumsfiuuazindseniiliunasgriumundninast GSP (Good Storage Practice) uay GDP
(Good Distribution Practice) Tnsuansonansusznau (Wuanaenansitlésunisiuses
IEUV)
4.6 leNaNdU
461 nsdlenauslildensiuluy (original drug) Fesiinan1sdnun bioequivalence yasenilaue
s USsuisufuadunuulegismsdnwdeadulumumdninasiuaswnyujialu
MsFneTauyaresenalyued tinNUANENTTUNITEMITUALEN NTENTNETITUET
4.7 ghauesian (§ue) Bugenlenidndayannouasurimuadal
4.7.1 ns:ﬁwamsdumsaﬁmswzﬁmﬁﬁmnsﬁwmmam%msLmeéﬁaﬁaaUﬁi‘]’amsﬁlﬁmmgw
ISO/IEC 17025 namsasavdaseildidulumumnnsgruderivun
472  nsdinAndusioviaigndonifudunnismanlnedinnuauenssunse Az
Tuthe navesdyanasdeszuy

NIINAT \/f,/) i S/L(( @ng

(UW.U3H AIAT1INDN) (Ney.Watiuvt BuAnA) (ngy.01NAT ANULA)
GPU 851824 [V2602]



473 nsdwudgmemuamanuansusiiensdmwasroUsyansuauazanuuaensoserihelesu
&N
4.8 whensveanudvdisuRnsundniusionifuss IgnSonfuAulasdinaunnenssunis
pwnsuazelusveziam 1 neutubuenmsiauesnmnisindonsail
5.115UsziluAUsEENSNAWHB51A1 (Price Performance)
TeazdunuantonasmsnuTUsEusE v oAk

HIUNTITTUTDIAIZNTTUNTANANYUIANIZVDIYN
Dapagliflozin 10 mg film-coated tablet

“mmj ol ) , \m%w( : 6mw§

(UW. U3 A1) (ney. WU duding) (ney.21nAS AUEA)
GPU 851824 [V2602]



wnauaUseiliulsEansnneasnan (Price Performance)

Dapaghftoz.n 10 mg film-coated tablet
muﬂwanua.,mwunﬁ..uw o

Aauusnan YwinAzuuu
1.59P77aue 40
2. 1 MSFIUVBIAUAVIBUING 55
3.N15USNITUAINTITVE 5
Savanun 100

o ] TR
fauUsuani 2: 41NTFINVDIRUAMTOUINIS

v
o

1.1 Mssusesnmnmaadndng (@ 1 Tu 5 azuuuiiy 100)

FuU5999 UminAziuY
LaNesgIuUNdnsio 60
2. msgruiesluRng 20
3.¢1mauu”ﬁ*7‘iLgaﬂss‘[mjﬁdamsﬂﬁu”ﬁmu 20
U 100
1. mwdisaw 1 mmsmgwamm (ﬂuuuumu 200)

(n) Lﬂuaﬁaag'luﬂ'mu%ﬂamsmqmmw*uaq WHO List of Prequalified Medicinal Products

9) Wueieglulyisedendadusieinunmuasnin (Green Book)
Tnensuiveemansmsuwnng wau 1 - Jagou

(A) 1udeuwuunIoeioglutiydetonandnsienunnuasinin (US Orange
Book/EMA)

(9) \Jusndsegludndseendniusieldisunsiuses (Approved Medicinal List) lag
wwiavrelsameruanguan iuunvemaniwisUsemealng

(9) Wudeiinansivdessiensnnuliesnii 3 junimasdevindemsnsivdinsizideds
touniwhietisyylu Green Book aﬁuéwamﬁuiﬁﬂgswamsm%amﬁmLﬁmﬁ’uﬁamuﬁfm’faﬁ
szylunuandFnlsmeuiaUssmakasnansiaszilengliiiu 5 TuanTuilisums
HusesmamsIATEEuUsTMAUsEMeTBLEANTetind amaleneilaeiesfiAnsds
lildviesujiRnsvesinaneuaziosufuRnns muumsgiu ISO/IEC 17025 91nmuleu
accreditation body fizausulusefuana wielnsdinnunmsguiesdiiinas
NSUANYIPNANTNTUNNY  NTENTNETITUGY

NIINNTT \/f/}

(UW.US A3as1veg) (nEy. WUV SUANA) (ney.0NAe3 INLd)

GPU 851824 [V2602]




1.2 Yoyaatuayy AnwidenunnEnfu
(Feontaladends mndiunnnin 1 vdelvidentenilavuuunnniign)

1.2.1 ASEINARAUYNIAULUY T51897UNSANINIIAALNALENIDIUTEANTATNUDS

100
gl lumssne asinulusasmansuwnefiundede
1.2.2 nsailadlgenduuuy fssaunmsinymeadiniivsuendeUsyaniamesseniuen 100
LU BUMS ANy IMeRatnTinansdeUseaniamueseildlunssne asdRuly
Msasunsumeiideie (Fondelatenils winflunnnin 1 wadeliidendedifiazuuy
mnﬁqm)
() 33msAnwdu Randomized controlled trial wardimsaiuilunsansyansuwndiindede 100
(%) 33013/ LPu NON-Randomized controlled trial uasdimsimuWlunsasmenmsunngiindedio 90
(@35nsAnwlu Comparative studies Wuu cohort studies wazdinsARuWluNsasNIsnSUNNE 70
yndete
(1) 33nnsfnuu descriptive studies Wuucase report or case series (3189MugU) wazdinsAiumly 60
Nsasvemsuwgiidede
(1) Fendelatenil 40
(1) msfnwdu q TiReadestuaulaenfuveseuaz/vioruUaenfuvesilasuen
(2) vhdade (n) vi3e (v) vide (A) w3 (1) Al dnsiifuilunsarsmensumdiinidete
1.2.3 g1uzide nsahduen Biosimilar feaiinissusesludevsldifiuanuivesuiuy 100
2.fuUs309i 2: umsguesUfURns (AzuuLAY 100)
o viatetoy e | Azuny |dwiin
2.1 ﬁaaﬂ.ﬁﬁ’ams*?ichums%’usaqmmmmsamummgwu ISO/IEC 17025 $UNISVAGDU 100
anfsTiEues lusemvaseumunuauiiviaeiaiirue
Finished product specification Airnualilugadnuaslusonsndusiendioss
(n) Assay or potency 40
(%) drudovedeudu q fivde muusliazuuusintuwiiiu 60 mnesasasuynite 60
fanatelaadenidemudirwualilu FPS sinaudaduann 60 Azuwuu Lawin
T (nafiew 2 Fundy) Tesedsmslinzuuudofivdeuseuiu
2.2 mnlilldsuses FosUfiRnsirunsusesnNEInsaRAIATEIY ISO/IEC 17025 60
PMNNTUINEFERSNSUNNE LHenTe (1) w30 (2)
(1) fivfedouansnsvesusesrnuainsaiauRnisuinsgiu ISO/IEC 17025 310
nsuANEImansnTuIme desdinmaaeunandusieniiauesalusensvedaey nsIaey
asamuauandiviavaiia 3 lotlagesd§URnas ISO/IEC 17025 lalgudn doil
AFINNIT
, I \/f/, ................... 2o e &\W{ ..................... 3..@ WWé .............
(U U3 AE31NDN) (ney. WUV Bunf) (ney.01AP3 AULR)

GPU 851824 [V2602]




Finished product specification Ainmual3luaudnuurlusienis 811985u9110339

Mdelaidendamufinmualilu Finished product specification vinaanau
dnduann 18 wewiladu (madeu2 dumis) lnedsnsivaziuuteinioUssuiuniy

(n) Assay or potency 24
(1) drudenadevdunfinde fvualirzuuusiy 36 Mmnasaasunnde dwia 36
witelawdenilsmuiiriuunlalu Finished product specification #naenmial
dndhunnn 36 wwdatu (nafles 2 sunds) TasndonsTiasuuudorivge
Ussanaunu
(2) flawzniideuaninmsveiusesnnuaninsn e fuRn1simusnnsgu ISO/IEC 17025 30
Pnnsingmansnsunne Inglifinmeasundndusiniauesialusienisvaaoy
AsvaeURSINAETAVIIATla 3 Lot TnewasujuRims ISO/IEC 17025 lalldinan il
Finished product specification firmualiluaadnuazlusenmsnysusionings
(n) Assay or potency 12
(1) dudevnaeudu q Mivde fvuslirzuuusiy 18 winasrvasunniade d1we 18

a

TR (AZLUULAY 100)

o = wad & '
3. fiauUs5099 3: AnauUANaUslevisanisU
T T

1.2a1nU559%081 Lot NO. Judueny vn 4 i

ATUUY 20

60
2.Imprint code vudinen 20
3 awnsasaudanneelagliduamunine 20

v . e i
Aaudsnanin

gUuu S5

R130191NENASTUTUINUS W Souay
nsuanidsunysusiomuneny 100
3.1 uaniaulddusiuou Taglifidermundevlals q lunmsuanasy 100
3.2 wanwdsulglimni 50% wiefideulvlunisuaniuden 50
NIINNIT
I i 3
1\/// ................... S e e S, B I rsesan
UW.U3 F3a31ame) (gl Susng) (ney.01AAT INULE)

GPU 851824 [V2602]




HUU UN.obd

ANSI9LENS9NUIUUSLUUN LASUIRETS AT SI8asBeAAT LYY
-] g L2 l:lq 1 1
A15AAYDININNI LUeunadasg

. ¥alasen1s UsenIans1A1¥esn Dapagliflozin eo mg film-coated tablet lngisusemasiadidnnsedng
(e-bidding)

. MEUEIYeelATINTs  Lsane1u1agnssil ngunuadunITY

. NRUIUUTEIUNLASUINESTS
& pae,oxc.0o UM (Furmaiunniauauviudatuniedeamduduinsiu)

o o v a [ A’E
. FIUNNTRUATIATINAN(TIAT1DNBY) B4 UV @9 LU IEU b&ow

71U o000 tablet
$9R1/%28 CE.RE UM
Wuky 0&,p0&,600.00 UM (EURUABUMALALTNNUNTISDErAFUUIMNNIL)

. UNEINNYBITIAINGIN(31AE1989)
UsENIARYNIIUNISHAINISTULEILMITIR 1599 MUUATIANNENNYT 2U0UAITIIRNUUNET o NUBIBU beo

a v y o wo Yy a
s i'lGJ‘UEJW"I‘VI‘U'WIE\!ﬂ'lWlJﬂiﬂﬁ”Iﬂaq\i(i']ﬂ”la'NaQ) nnAau

b.e UNgANANEl Sadu1nsalsml Uses1uNITUNTg
plo UNEgYIIUN EAlnIng NSNS
b UNAMDINAT AULA NS

aa%a..................% ................ UsE5IUNIINNTT

(wngaudnuel Sadensalin)

m%a ....................... ,a'\/ ................ A3FIUNTT E’N‘Ua .......................... N3NNI
(Wealgduyl @alnIng) (W9ENDNEE MIULE)




