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ANANYUTIANIZUBIE
Dapagliflozin 10 mg film-coated tablet

1.3981 Dapagliflozin 10 mg film-coated tablet

2. AnusuUAna Y

21 guuuy Jueudaadouildu (Film coated tablet) ¥linsuusznu

22 dwlszneu  Useneusmedien Dapagliflozin 10 mg Tu 1 1in

23 awuzussy  usiyluusedaadndesiuuas uazauduld

2.5 aan “szyenn dutszneuferddyuaranuussiundnfuduoigianiingn wasiay
neiluisuen liogadaauuuussysioe

“UuMYurUTIEIeEeesdesssylesmiatentainisfidulssnounazvun

AR AT TuA U gl iTAlou

3.AnuaNUANIumAilA
3.1 Finished product specification:

4o Test Items Specifications

1 Identification Complied with finished product specification

2 Assay 90.0-110.0% of the labeled amount of Dapagliflozin
3 Uniformity of dosage unit* Complied with finished product specification

4 Impuirities (if test) Complied with finished product specification

5 Disintegration Not more than 12 minutes

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

3.2 Drug substance specification:

D) Test Items Specifications

1 | Identification Complied with drug substance specification

2 | Assay 79.5 - 83% of the labeled amount of Dapagliflozin
3 | Impurities (if test) Complied with finished product specification

4 | Water content 3.2-40

WM - *szyate Uniformity of dosage units Tiluulenasuanisigagidenna N1snsIviasg
windilsiudalilulu CoA

NIIUNT \/5‘// Mz(,ﬁ.ﬁ/ 3 @}ma/g

(Uw.USv ATAI1N09) (ney.watiuyl Susing) (ney.01nAT NNLA)
GPU 851824 [V2412]
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4. Joulvdy 9
4.1 wnasnsldsuougnniunsdouhiveniedminglusemealng wazduna (declare) unaawan
4.1.1 'Lué’nﬁzymﬁ”uwmﬁauﬁﬁ’um (V18.2 8.3 8.4 %30 62 UdsinIdl)
0.1.2  lufwetunsdou ve.1/e.1 vesnfiauesia wiouneasiunienisnunuaunmees
wAnoueTnu Tt unedeou (finished product specification) wagdaimuagunmvesingiu
(Drug Substance specification) nitﬁﬁast'mmimﬁ‘auuﬂaqLLf’ﬂmﬁuLau WHBIUY
WnatsmMsvauily (8.5) 1o finished product specification wag/v3e Drug Substance
specification
4.2 1ONA1TTUTRWINTFIUNTHENN
421  nsdfivwasluussmelng fudndesdiduunamaenidodusounmsgunisudasay
wENNQITISNSTRluMSHARE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
InenUI9U PIC/S participating authorities #308leNA133UTBIINTFIUNTNENLINY
MENNNeTLAL NS TIRLUNSHAREUBIFITINAUAAIENSTUNTOIMSUAYET NSENTI
a9 FamustulneiauanndoiuasiaieutundninasivasBmsiialunisuanen
PIC/S lumnaefiauers atudgamusesunsasiaasulneiinansiusesdisiudivsenne
Usgmasimdidninsingd
422 nsdiidugnthdhannmeusane guaadesiionansiuseannsgiunsnaneaundninast
FBnsfinlun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tag
W81 PIC/S Participating authorities ayua1aanuseumMInsIvaeulaeinan1siusesis
Fuilssmaussmasadidninsindvionasnorgnudusnsd
4.3 LoNANIAMNNYBILTLAUBTIAN
431  NAN1INTIVIAATIAAUNNNENTTIVEIIHER (Certification of analysis of finished product)
Tugnfuiidesnetng
432  wamienginunmingiuveasiendifty (Certification of analysis drug substance) 4
lunsuaneguiidadushesaiivesiuaneuasianingiu
4.33  enasvsenangiududuanuduiusseniniumnanvesingiuvesinenddny( Drug
substance) 0 4.3.2 fujun1sHAnUBINANSNTEUTIFU (finished product) ¥ 4.3.1
434 wan13@nN®" Long term stability ®3 ASEAN guideline on stability study of drug product
naemte Ut liTunzSoulifudinnuanenIsunNIoMSLaLEN NSENTIENSITAIEY
4.4 fogen
041  faueian fosdiegeatnatiey 1 miroussytas Fudusunuuansseanduald
asuthumuiirmusluideuautinluisumely 3 fundianauesian
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4.5 mMIusziugunmeidemey
451 wiidwevdedengldldlidesnii 1 U 6 Wewluaniudwey
452 wwnoefidaey wwdesdsdiunnmagluiusemanisnsniiezinuiiduey
453  nsdfimbensmaihmsguietneiidweuifiodmsviassiauniw mheswnsazv
wilvdofosvesiogn nsfuneasdosdeiudnmusuiuiivihesvmsdamsialieszviuay
SugiuiieveualdiefiAntadunsanalinssiquam asditwuienlidulumy
AudNvUzaNE Mhernsveanudvslifuinsannsiauemefinaves fusuay/
v3ofnanlunssioly
454  fueazdosudsugidenindvuneny viedeiiansidenanimiieusnisle q reu
fvuslaghifidouly
455 svuumafivuaziadweniiliunmsgunamdninnst GSP (Good Storage Practice) uas GDP
(Good Distribution Practice) Insuansianansusznou (Wuanaenansiilésunssusessuy)
4.6 LonAn3dY 9
061 nsdefauelilienduuuy (original drug) fesfinanisfinw bioequivalence ve3eNTllaue
TUsuisuiugsusuulngisnisfinwdeudulumundninaeivasuuiujiRlunsdnw
FrauyareealyvesdineuANYNIINNITEMTUALEY NTENTNANTITUGY
4.7 e (une) Buseslienidndygneursusmundal
071 nsdikansdumsniinnsieninnnsuinemaninsunnduievesufoinmsiiduinsgiu
ISO/IEC 17025 mamsnsianseilididulumusnnsgrudenimun
072  nsdindntasioviadgnFenifiviuaniesmanlasdinnueniznssunsemsuazen Tuts
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4.8 Wmhesrnsveanudvs bisufnsandndusieniivssiignionifuAulaedinnuangnssuns
ownsuazeluszeznm 1 Ineutubuienasiavesemmsiadondail
5.m3UszliuAUsEansnndesian (Price Performance)
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Dapagliflozin 10 mg film-coated tablet

(UW.U3H AAT1aNDN) (nEy WA SUANA) (ngy.o1nAT auLd)
GPU 851824 [v2412]



ineuaiuseiliuyseanSnweas1an (Price Performance)
Dapagliflozin 10 mg film-coated tablet
_Aaudmanuazu
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Auusuan UminAzuuy
1 iikaue 40
2 punmiazA AR Iusslovisonesums 55
3.115U3N1SUAINSUY 5
saviavsn 100
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LANATFIUNER 60
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3 AruauURTlUs levtidemsu Ry 20

3 100
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1.6uU550497 1: (ATUWUULAY 200)

1.1 msSusosnanmvesndnduet (@ 1 Tu 5 Azkuudu 100)

(n) Lﬂum%"aaq'luﬂ’zy%iwamsammw'uaa WHO List of Prequalified Medicinal Products

(v) Wueniiegludnlseteniiniugienunmuazinan (Green Book)
Tngnsumenmansnisunnd tau 1 - Jaglu

(n) \Jueniegludgdsievendniurienunmuasinin (Orange Book)/EMA

(1) WHuendeeglulylsetendndueiennlasunsiuses (Approved Medicinal List) lng
w3otnelsmeuanguan tuwnndaansuialsenelne

(¥ undedinanmadinmesinsiunlidesnin 3 funuandahdemsnsaiinseideai
Yeuniwideiszylu Green Book atuangafiusingemsendeaniayfeafuvienushied
seylupnandRlseunaUsEmeAlasian1Tinsesiliengliiiu 5 Iduantuildsums
SusomamsTiasziieTulssmalsemasmadidansednd aselinsigilaevieos fURn1sde
Tlgiosufuinisvegnaneuasioaujuans muunsgiu ISO/IEC 17025 1INWUIBY
accreditation body fivauiuluszduaina vielngdninauinasgruiesfuinis
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1.2 Yoyaaiuayu AnwnITenmunnndn i 100
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1.2.1 NSENARAUNEFULUY TS189UNSANYINNARTNALEAINIUTEEANTNINUDS 100
gIIUNITSIYY AIFNUWLUINTAITN M SUNNEN UL
1.2.2 nsallildenduwuy J51eunisanemieadiniusuenisuss@ansnmeeseniuen 100

1Y) o P aa a P a a ¥ ) aa
FULUUNIDINEUMIAN NP ATNALAADIUTEANS AU ALY luN155 N aainUW LY
M5ANSNNNSUNVENULTaDe (Fandaladauniis induinnan 1 Wdeliidenteninzuuu

mﬂﬁqm)

(n) 3amsnw iy Randomized controlled trial uaziimsiifuwlunsansmenmsunngiundedie 100
(%) 8nsAnwdiu NON-Randomized controlled trial wazfimsiuilumnsarsmanisuwdfindetio 90
(A3EnsAnwiiu Comparative studies wuu cohort studies wazdinIsARUWlLINTANTININSUNNET 70
ydefie

(1) 3Bnsfnwlu descriptive studies Wuucase report or case series (31891EU28) wazdnsanuily 60

2N5ANSNUMSEANGNULTB D

(3) dontalatenile 40
(1) msfinwdu q MRerteatuauUaenfovessuay/miermaenfoveaditlssue
o v -~ -~ M M 1 oa aa fal 1 A a

(2) dete (n) 38 (¥) 30 (A) s (1) Nl TnsARuWlLNTANINNSUWENUN Bl

1.2.3 gnuzse nsehduen Biosimilar fpaiinissusedludousldinenutuenduuuy 100

o a a
2.67uU55997 2 UATFIURRIUAURNTT (AZUUULAY 100)

2.1 WU JURNINNIUNTTIUTRIANLAINNTAMNNINTFIU ISO/IEC 17025 AMUMITVIAGDY 100
nandaueiniaueen lusiensegeumuauaudanamadanivug

Finished product specification #ifvualilufadnuaglusemsiasiugie s

(n) Assay or potency 40

(v) dwdovaapudu 4 Mmde Avualiazuuuswiwiniy 60 mnaTansuNITe 60
fneiitelavidaniamuniualilu FPS Wnaudnaiuann 60 Asuuu tawiln
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2.2 mnlilesuses MU fuRn1siHIuATSUTEIRNNEINTAMUNIATEIY ISO/IEC 17025 60
NNSUIMEIAANSNITUNNEY LFanTe (1) %38 (2)

(1) Ivlddouaninisvesusesnnuansaial JURN5unsgIu ISO/IEC 17025 910
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asemuAuanUAMIamAila 3 lotlneesu fudnis ISO/IEC 17025 Alallugndn el
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(n) Assay or potency 24

(1) dndevaaeuduqiinde dmuslvziuusiu 36 mnesavasuyavhde due 36
witeladenismuiirinualalu Finished product specification #naanmna
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