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Dapagliflozin @o mg film-coated tablet, o tablet (GPU)(¢oacrax-ddocna)
U
a1y NUTINISUTTIRUAMATWKERSMIET (Performance) AZIUY
n.inauinan il (Universal quality criteria) (25 Azuuu)

; AATFIUNTHAABIAIUNENINUSIABNISTA IUNITHEALY i
[Good Manufacturing Practices (GMP)]
1.1 Certificate of GMP 983 Active Pharmaceutical Ingredient (API) 5
duanFeddyleFunsiuses GMP-PIC/S lumnaiiieadesiu AP nsdflisyy
vanadaau Feauanamdngiuin AP Idsusygalinananmihsnusginendes °
duaniedrlesunisiuses WHO-GMP lumnaiiieatesiu APl nsdilaisey ,
VALY Apauanavang i AP nsusygnlindnanmienuisiinetes
HuandeddtlaTunisuses GMP InUssmadnEn Tumnaiiieadasiu API
nsdildszyminadaau desuanmanguii APl Insueygalindnannmizeausdy 1
Mgt
HndnmedAglasun1siuses GMP uas GMP nupeiglaiiiu 3 Wheu (sewinese 5
lususeq)
1.2 Certificate of GMP Finished Product
* NSHUUIUTIYRBINARY Certificate of GMP YBAALTILUIUTIYFIE * :
duamen (azguiiaussy) 1sumsiuses GMP-PIC/S Tumnaiieadeaiuen i 5
TeEea13UT0e 3 U (nSeliifuuaussy wailiuan GMP agfinsanlv 2.5 avuuw)
duanen (azfuiaussy) 1¥umsiuses GMP-PIC/S Tumneiieadeaiuen 1 5
S28a13U599 2 U (nSliifuusussy wiliiuans GMP agfiansanlv 1.5 Azuuw) :
HHAne (Wavfuuaussy) Isumsiuses GMP-PIC/S Tumneitieadeeiuen i |
seeenafused 1 U (nsdiliguuaussy wiliduans GMP agiia1sanlv 0.5 Azuuw) 1
duanen (wazduusussy) 16¥umsiuses GMP-PIC/S Tumnaiiiendasiuen uaz 5
GMP vun1gliiiu 3 iau (senineseluiuses)
NINTFIVINGAUALEARY (Active Pharmaceutical Ingredient

2 | Specification) wazanasgiundndnsiendnsazy (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5

TN ; :

$1384 USP, BP, Ph.Eur., Ph.Int., JP atuaias wazunlvlunsileussueuan 5
87984 USP, BP, Ph.Eur,, Ph.int., JP atulmindauseniaseysinsien 1nnin 3 U .
wazunlylungideussue
91983 USP, BP, Ph.Eur,, Ph.Int., JP avulmindiuszniasyysisnen unnnii 2 U
wazunlvlunsilousmsueud °
919849 USP, BP, Ph.Eur., Ph.int., JP aviulwinitlseniasyysinsien unnin 1 U 5

wazwnlvlungifeunisueuan




91984 USP, BP, Ph.Eur, Ph.int, JP athlmindwszmessyssnen uadalals
<l o ar oy ol ar ar A o ar
uilyhumalowiiue (srevnaliti 2 ¥ dunniuiidwhouangnssunis
s =t @ ‘J
2MTUAZEN asTulenans .5 Aviudulenansiauasian)

91989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition a1usmy
UsgniAseyinsen wasuilulunsifeusiueuda
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92984 In-house specification fidenAdesiu general chapters muitszylu
USP,BP, Ph.Eur., Ph.Int., JP adua1an, ICH Guidelines (Q6A) wazudlaly
nedoumsveual vsaiusaduuuy

91984 In-house specification fidanndasiu general chapters muniszylu
USP,BP, Ph.Eur., Ph.Int., JP aduluminiiusenie S¥YMSI81 11nndn 3 Y, ICH
Guidelines (Q6A) wazunlalunzidousisusuaa

| - = i o £y ar =
984 In-house specification idenAdaaiu general chapters mufiszylu

USP,BP, Ph.Eur,, Ph.int., JP atulwinitUsenia seyssien uannd 2 9, IcH

Guidelines (Q6A) wazunloulunzidoumsueinad

91984 In-house specification fidenAdoiu general chapters muiszyly
USP,BP, Ph.Eur., Ph.Int., JP avulminiivusznae $UMN5I81 Wnnan 1 Y, ICH
Guidelines (Q6A) wazunlalunsidoudnsueudn

81984 In-house specification ﬁaamﬂﬁadﬁu general chapters muﬁwq‘lu
USP,BP, Ph.Eur,, Ph.int., JP atulmind1uszma seysi1snen, ICH Guidelines
(Q6A) usidalailaudlalunsifousnsuen (szaznaliiiy 2 ¥ Yuaniui
A1NIUAZNIIUNTEIMNTUALYE assulenans 6.5 feuduenansiauesnan)

1 = . a o LY ar o
984 In-house specification ideAAABINU general chapters m’mmzq'lu
USP,BP, Ph.Eur., Ph.Int., JP atumiuyszne I¥YAN518, ICH Guidelines
(Q6A) wazunlulunzifoussusuds

2.2 Finished Product Specification

as a o

N i i

81983 USP, BP, Ph.Eur., Ph.Int,, JP avuange wasunlelunsifeusisueudn

971989 USP, BP, Ph.Eur., Ph.int., JP atulmindsgmeseyssen annndi 3 ¥
wazunlvlunzidousiduenudd

91983 USP, BP, Ph.Eur., Ph.int,, JP atulusiniaussnas $YM13I81 1NN 2 U
wazunlvluneidousidueuds

81389 USP, BP, Ph.Eur., Ph.int, JP atulmindszniassyssen snnndn 19
wazuAlolunzifouiisueuda

91989 USP, BP, Ph.Eur,, Phint, JP atulminiwlszniassyssien usdelaild
uilvlunesiboumsuen (seoznaliiu 2 § UUANTUNEINMUANMLATSUNIS
9IUATY AIsUBNATT 8.5 BeYuBulnasiauesIan)

971994 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17™ edition auuUnIU
Usgmassysisen wazuilulunsideusidueudn
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91984 In-house specification fidenndpafiu general chapters museyly
USP,BP, Ph.Eur., Ph.nt., JP 2ua1de, ICH Guidelines (Q6A) uazualaly
nzisumsueuwd wiaidusduuuy




971984 In-house specification fidenndasfiu general chapters aunseyly

| USP,BP, Ph.Eur,, Ph.int., JP adulmindlsgnia seyssien wnnnda 3 U, ICH

Guidelines (Q6A) wazunlolunzidoudiiSueuan

972984 In-house specification fidenndaariu general chapters aunseyly
USP,BP, Ph.Eur., Ph.int., JP atdulmindlszna seysisien innnda 2 T, ICH
Guidelines (Q6A) wagunlaulunsidoumsusuad
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N8 In-house specification N@dAAABINU general chapters m’mmziﬂ.u
USP,BP, Ph.Eur., Ph.int., JP atulmindnisemea seysiisien wannan 1 U, ICH
Guidelines (Q6A) wazunlulunsifsumsusuds

#1984 In-house specification fidenndaafu general chapters muﬁixu'[u
USP,BP, Ph.Eur., Ph.int., JP adulmindnusenia seysisnen, ICH Guidelines
(Q6A) ungalalaunlylunsitousiiuen (sregnatliiv 2 ¥ Juannyuii
dlnnuAuEnIsuNTEMITHALeT assulenans 6.5 Selubiuenaisiaussian)

91984 In-house specification figenndaariu general chapters munseyly
USP,BP, Ph.Eur,, Ph.Int., JP adupiuusenia seysingen, ICH Guidelines
(Q6A) wazunlylunsidvussueuan
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[Good Distribution Practice (GDP)]

Uy Inndn/Almiadien uasgSudaldiunisiuses GDP-PIC/S 9ndntine
AMYNIINNTOMITUALEN UALIINWUIENU third party (naeavialgguniu)

dSueynnndn/lmiedie uazdiudaldiunisiuses GDP-PIC/S 9 ndntine
AMZNTIUNTOMNTUALEN (naeaviaslgguviu)

Asveygandn/imiedsen 1dumsiuses GDP-PIC/S andninamununssunis
PIMTUAZEN

ey nndn/ Al miede way/viedsudnaldfunsiuses GDP-PIC/S a0
@UNNUAMZNTINNTOMSWAYE uaz GDP wuaenglitiu 3 (feu (sewinese
lususea) wisliwansinlasunsiuses GDP

. aneﬁqmmmams (Specific quality criteria) (70 AzLUL)

1

nilsdasusoInanisAAsIeH [Certificate of Analysis (CoA)]
(A1 Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

M391U Active Pharmaceutical Ingredient Specification AsUNNItaUD
Universal tests way Specific tests ¥19u89 Supplier Wag Manufacturer waziin1s
wanwalugUtayaidauiina (Quantitative data) u3e faiaw sniiu e

Physical description

10

M59NU Active Pharmaceutical Ingredient Specification ﬂ‘;‘mqnﬁ"rﬂ'a‘ﬂad
Universal tests wag Specific tests law1zsd Supplier 138 Manufacturer wavil
nsuansnaluzuTayaifauiunm (Quantitative data) w3e fiaw sniiu wade

Physical description

M9 Active Pharmaceutical Ingredient Specification ASUNNIITDUDA
Universal tests way Specific tests 114984 Supplier Wag Manufacturer WALN1S
uansnaluzuuuu“Conforms, Complies, Not detected, N/A”




m39ifu Active Pharmaceutical Ingredient Specification Asuvniideues

| Universal tests wag Specific tests lan1gva4 Supplier 938 Manufacturer sl
ﬂ’]'a‘LLEIGNNa'lu?rULLUU “Conforms, Complies, Not detected, N/A”

M33fU Active Pharmaceutical Ingredient Specification Asuyniivaians
Universal tests lan1g9a4 Supplier ¥38 Manufacturer waziinisuanssaluguwuu
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

n33fiu Finished Product Specification ASUNNIUBYBY Universal tests uay

Specific tests wasiinsuanmalugudoyaidesunm (Quantitative data) se

flav 8nlIu U0 Physical description

10

m59iU Finished Product Specification ATUNAMAY8Y4 Universal tests uag

Specific tests Ltﬁiﬁn'l'iu,ﬁmwa‘lugmmy“§ onforms, Complies, Not detected,
N/A"

1.3 Risk Assessment Report for Elemental impurities

10

il Risk Assessment Report for Elemental Impurities Wafs Y13 Active
Pharmaceutical Ingredient ia¢ Finished Product vsaluenlasuniseniiuniu
Yanmune ICH Guidelines (Q3D)

10

i Risk Assessment Report for Elemental Impurities wans lawig Finished

Product wasiinsnagay Heavy metals Tu Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemental Impurities Wama 1@w1e Finished
Product

1 Risk Assessment Report for Elemental Impurities Wans lawie Active
Pharmaceutical Ingredient uaziin1snadau Heavy metals u Finished Product

Hlangnsnadau Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

NM5ANEIAINASAT (Stability data)

15

{in15@nw1 Long term stability wag Accelerated stability #23 ASEAN
Guidelines AsunBEEIULRAIN (5 T) ﬁalfflulﬂm1uuﬁm's§1um§mﬁmm‘mﬁwﬁﬂgu
Audlalunsidouiueuds wasdinanisdnwn On-going stability Uneutlaguu
(Foaadauiaan 0 wa 6 e Wusghalen)

15

{in5fnw Long term stability uaz Accelerated stability #13 ASEAN
A . = T Ty,
Guidelines AsUMUDIGEIVURAIN (23 D) Fadulumuansgrunindueien
dusaguiudlelunsidowsisueuds uazlinan1sdnw On-going stability Uneud
Y v <l a = VW
UagUu (Feweaauiiial 0 uay 6 ey Wuesdiies)

12

insfAinwn Long term stability uas Accelerated stability #24 ASEAN
Guidelines asumuangeruuaan (2 B) Fudulununnsgundnsusiendiiagy
Auslulunzidousnsueudn wadinan1sAnen On-going stability Unautliaguu
(Foampasudivan 0 uas 6 Wau Wusgrules)

10

1in15Anw1 Long term stability wag Accelerated stability #24 ASEAN
Guidelines Asumuangetuuaan (5 1) adulunuunasgrusdniusiedisagy
Audlalunadousisueudn ualifinanisAnyn On-going stability Unewllaguu

10




imsfinw Long term stability uas Accelerated stability @93 ASEAN

| Guidelines Asumm@Ige ULRAIN (23 1) an‘ulUm'l.ummﬁ'mwamﬂmmﬂ
a’lL'si]‘s‘Umrﬂw'lumuaum'lﬁuml,l,a? unlaifinansAn On-going stability Uriou
Ulaquu

1imsfiny) Long term stability uaz Accelerated stability #14 ASEAN
Guidelines AIUANBIgEIUURAIN (2 29) mLUthmmmmmumamnmmmmmsﬂ
mﬁ‘lm‘lumwumﬁw'}ua? gilifinan1sAnyn On-going stability Unoudtagiy

§inM3AnY1 Long term stability waz Accelerated stability lailulumu ASEAN
Guidelines AsuMmBIgE LAl TuuRan (5 D) %qtﬂu'lﬂmmmmmuwammw
rdSaguiiudlulunsousueuda waslinanisine On- -going stability ¥
neouliagliu (Fomeaouiivna 0 wax 6 wWeou usgraios)

fim3finw Long term stability uaz Accelerated stabil lity Liulumn ASEAN
Guidelines AsumuDIGETIRMUATiULRAIN (23 ) mtﬂuiﬂmmmmmu
waom:usnmmw%ﬂwLLr'flw'lumLUﬂumsumua's wazilnan1sfiny) On-going
stability Uriowlilagiu (Foweasuiing 0 was 6 e Wusthation)

1im3@nw Long term stability ua Accelerated stability laulumu ASEAN
Guidelines AsURUBITITMuAlTuuRain (2 ) mMu‘lﬂmmu’msmuwamnmm
mmmsﬂmr‘a‘h{lw zilousiniueuan waslinanisdnwn On- -going stability U
naw{]muu (Fosadoudiian 0 uay 6 1oy {Wusenatios)

1insAnw Long term stability uag Accelerated stability #93 ASEAN
Guidelines LfJ'ul'dm'm;nmmumﬁmﬁmvﬁmﬁnﬁ%ﬂﬁLLf'fl*U'luw vilBuISuUsUaT ue

Linsumuengeuuaain wislifluanisinn On-going stabil lity Urioutilagiu

Msfnw Long term stability uag Accelerated stability lailuluna ASEAN
Guidelines Lﬂulﬂmmﬂm‘smumamnmma'm"n,‘sﬂ'sﬂml,r'fl‘u‘lumqum*sumum )

l,gﬁ;umumqmuuamn wislidfinansAnwi On- -going stability Uneuvagiu

n'ﬁﬁnsﬁqﬂuyaﬂmwawnmmq (Bioequivalence)

10

f1w9unsfiny Bioequivalence Hulunu ASEAN Guidelines (atui 2) Faus
1 1.0.2561 Wusiuly w3e fisreaunsdne Dissolution Tugrmu BCS class 7
165U biowaiver m1u ASEAN Guidelines dsdiniunnignssumsamsuasely
M3sfusena wazlulumu US.FDA Guidance 3o EMA Guidelines a1an wso
Wugiuuuy

10

fis189un13finy Bioequivalence 1¥ulUny US FDA Guidance w38 EMA
Guidelines &1an wavinamsnadeumuvinAsumandsnssy (Pharmaceutical
equivalence) wans

fisrwaumsfinw Bioequivalence Lulunu ASEAN Guidelines (@Uufl 1) daus
6 1.A.2552-31 5..2560 FadninnuangnssuNToIswazenlin1sTuse e

] -t _ 2 [ ar « - =
UTBNUNSANY Bioequivalence 1Wulumu naninassinazwunufuRlunsdnw
Faanyaveseranly wa. 2563 uazdineuanznssunsesuagerling
JUTBING

fisrwaunsfinw Bioequivalence Lailiulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WiifiNaN1sa@aUAILWINTIBIMLNdYN TS
(Pharmaceutical equivalence) wans




fisreaunisine Bicequivalence laiiuluniu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazhifinan1svnagauanuiieunandynssy
(Pharmaceutical equivalence) wana

laifisneeunsfinyl Bioequivalence

anuwinisulun1sSnenueaduLuy (Therapeutic Equivalence)

1¢3un15u599u US.FDA. Orange Book wazl@ifumssusesan EMA uazeng
anuglunisiuses viiaiueduuuy

1§¥un13us39lu US.FDA. Orange Book wial@ifunsiusesann EMA uavdsng
anuzlunsiuses

IFsumsussylumemsuaniusisaiynindauviiierlunmsiidasnmiu
SR LLUUTBIENTNLANENTTUNTDIMNSHAZE) Lagfansaniuzlunisiuses

laifinan153us83 Therapeutic Equivalence

UssAnel 2810 uaz enarsiinugdmiuyssyvu
(Package, Labeling & Patient information leaflet )

10

5.1 Ussqﬁmﬁ'ﬁguu‘m (Primary Packaging) LLaws'sqﬁm-ﬁ*ﬁ"u'lu (Secondary
Packaging)

ussfusiidnuuensinudiszylu Finished Product Specification laiu
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazusITUUURNIEMINY (Individual Package)

ussyumiianuaeassmuiiszalu Finished Product Specification usiliilaussy
wuuawIznuae (Individual Package)

5.2 aan (Labeling) u@md unit dose

U3t iF01 AuUse Tununey JuMsHEn uanslumnmingYes

Ussuat flawizlioen ANLse wandlunnmiseuesen

w6 el @ ' a ' '
U559t T80 A muse Tunuaeny junsuan liwandlunnmisevesen

5.3 land1saanuetdaansulsyentu (Patient information leaflet : PIL)

N[O |~ W W

= oo o ar o v 1 =Y o ar
HBNATNNUENENITUUITV1TUY “ﬂJJ‘lJ'ﬂ%aﬂiUﬁ'}uN'lyﬂ’]'iWi]"IﬁﬂJ'l‘U’éN?l'ﬂJﬂﬂU
ﬂﬂJxﬂ'ﬁ‘iiJﬂ']'iﬂ’]ﬁW'ﬁLLaSEﬂL'oflh

laliienansifugndmnsulsyunsu vseliionaisinuetdmivusz sy usieralai
AUNITRRISUIVDIEUNINUANLNTTUNITDINTHATE

0

a.naueidaasududainielulszna (Thailand Government encourage criteria) (5 AZIUY)

1
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1a3untsvunzidsulunausidaasuguainielulssne

ussyegludguinnssuing w Fuuszmauszmasiadidavseiind wie
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