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Dapagliflozin @o mg film-coated tablet, @ tablet (GPU)(¢oaaaaaa-cdosng)
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a1au
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neusin1sUsEIiufaInIwHannume (Performance)

ASLUUY

n.mcuﬁqmmwﬁ"ﬂﬂ (Universal quality criteria) (25 AZwuW)
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a o ast = a
UNTFIUNTHANYIANUVIANINAINIDNITNA LUNITHEAYY
[Good Manufacturing Practices (GMP)]
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1.1 Certificate of GMP 984 Active Pharmaceutical Ingredient (API)

Vooe ar o ar ar at o e L ar '
Ardndedrdglaiunisiuses GMP-PIC/S Tumnaiieadeaiu APl nsdilisey
wnadalau fosuanadngiuin APl iuaugalirdnanmiiesnuigiiedes

v oa w 0w as ar o ol Voo '
drandendfglisunisiuses WHO-GMP lunmnaiifeateariu APl nsdilsiszy
wnadalau fosuanadngiuin APl lisueugalindnainmisnuigitierdes

dranfendfglesunisiuses GMP RnUszmagndn Tumneiieiveaiu AP

nsdlldsyymnadaau feuanamdngiuin APl lasusygnlvinananmineauss
= v

M09

Aranfenddglasunisiuses GMP way GMP nunenglaiiiu 3 oy (531191958

lususes)

1.2 Certificate of GMP Finished Product
* nsdluvaussysiaauans Certificate of GMP Yasanuiluyaussgiae *

Ardnen (wazduuaussy) 1dsun1ssuses GMP-PIC/S Tumneiiieadariven i
seoena1usoe 3 U (nsdlifiduuussy uiliuans GMP agfiansunlv 2.5 Asuuu)

dranen wavgudaussy) ldsunsiuses GMP-PIC/S lunmnainiendeaiven i
svpzna1iuses 2 U (nsaiiduueussy uilduans GMP agiinnsanly 1.5 Azsuuu)

v oa ' v a = o w ) =
Ananen (waghuuiussy) lafunsiuses GMP-PIC/S Tumneiieavasiven &
sygvnaniuses 17U (nsdilfuuaussy unliuwans GMP agiinnsanlv 0.5 Azuuw)

drdnen (wavguuaussy) lisunisiuses GMP-PIC/S luvanaiiisadoeiuen uas
GMP yupegliiiiu 3 1eu (serinseluiuses)

unsgINIngAUAEIEIALY (Active Pharmaceutical Ingredient
Specification) wavansgIukAnAusiBIdsagy (Finished Product
Specification)
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2.1 Active Pharmaceutical Ingredient Specification

Lo .t a "l ff\'

819849 USP, BP, Ph.Eur., Ph.Int., JP atua1an wazunlolungiteusnsuenuan

1984 USP, BP, Ph.Eur., Ph.int., JP atiulmind1szniAsyysisnen annnin 3 U
wazwilulunsbeuimiueun

1489 USP, BP, Ph.Eur., Ph.Int,, JP atulminituszmaszysisien anndn 2 U
wazunlalunzlouidue

$1393 USP, BP, Ph.Eur., Ph.Int., JP atiulyindnuszniaseysisien annnin 1 1
wazunlulunsidoumsueua




#1939 USP, BP, Ph.Eur., Ph.nt., JP atfulmindwseneszysingen usdelils
utlalungidousduen (szeznatliiiu 2 U duaniuiidwnanuanuenssuns
IMISIATET ad5uLDNans ©.5 DaTululenasauesInn)

914849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition adun1y

USEMIASEYAISIN KasUn Tunzideusinsueuan

s

LG NON

1934 In-house specification fi@enadasiu general chapters muftszylu
USP,BP, Ph.Eur., Ph.int., JP atfua1ae, ICH Guidelines (Q6A) wasuflulu
nefousdueud viioliueiduiuy

#1434 In-house specification fidenndesrfiu general chapters Aufiszylu
USP.BP, Ph.Eur., Ph.int., JP atulwindszme svyssien wannd 3 1, ICH
Guidelines (Q6A) uazunlylunzifousirFueuan

$1984 In-house specification iaaaAapany general chapters munszylu
USP.BP, Ph.Eur., Ph.int., JP atulmindwszmea syyssnen wanndt 2 3, ICH
Guidelines (Q6A) wazunlalunziloumueunaa

9 =Y . 5 = i al =

#1984 In-house specification Vi@eanavanu general chapters munseyly
USP.BP, Ph.Eur., Ph.int., JP atulmininlszme seysinsen uinndi | 1, ICH
Guidelines (Q6A) wazuhlulungiloumiueiuad

913984 In-house specification fiaonndaiy general chapters m’m'?iizulu
USP,BP, Ph.Eur., Ph.Int., JP atuluindtusena syysinsien, ICH Guidelines
(Q6A) uadtlailgualalunsiboumiuen (szazailiiu 2 U Suaniud
ANauANZNISUANTEIMISIAZEN BITULBNENT 8.5 Aviudulenansiauesna)

1 = - " = v ar P
1434 In-house specification fidanAdasiu general chapters sufiszylu
USP,BP, Ph.Eur., Ph.Int., JP atumuysgna sysnsien, ICH Guidelines
(Q6A) wazutlalunzilousiiueuad

2.2 Finished Product Specification

e ar o

N1 N i i

$1984 USP, BP, Ph.Eur., Ph.Int., JP atug1an wazuilvlunsidoudsueua

#1484 USP, BP, Ph.Eur., Ph.Int., JP atulmindszmaseysiiaen innd1 3 U
wazulvlunzidoumdu

$1993 USP, BP, Ph.Eur., Ph.Int., JP atuluindilsznidssysinsen 1N 2 U
wazudlolunsideuisueua

%1454 USP, 8P, Ph.Eur., Ph.nt., JP atilminiwszmasyysisen annnd1 17
wazuAlvlunasifousiisug

%1439 USP, BP, Ph.Eur., Ph.nt., JP atfulmindszmasyysiiaen uddelile

-l o ar L= =l ar at d L] s
whlvlungdeussuen (seaznaliiiu 2 U duanniunaiuninuAuenssung
2IMISHATEN adsuLNans 8.5 Naiudulenansiaussinn)

81484 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.int., JP 17" edition auuml

Uszmaseysien wasuilalunsdoushiveudn

Var ar

NSULULASUNISSY lum1sn Non-official Pharmacopoeia

81384 In-house specification fi@anARBINU general chapters munseyly
USP,BP, Ph.Eur., Ph.Int., JP adud1an, ICH Guidelines (Q6A) wazuilalu
nelourifusudn vsaluauuuy
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8N In-house specification naanAavINUu general chapters mumzﬁl‘u
USP,BP, Ph.Eur., Ph.int., JP avulmindiusznia seusiisien wannd1 3 U, ICH
Guidelines (Q6A) wazunlulunzilusinsueuas

vooa : . = v ol

9984 In-house specification naanAaBINU general chapters mu‘m‘ssq’i‘u
USP,BP, Ph.Eur., Ph.Int., JP atulusindausenia seysinsien wannda 2 1, ICH
Guidelines (Q6A) wazunlulunsiloumiveud

v e . . o Y ) -l

984 In-house specification NdannaBINU general chapters mumzqiu
USP,BP, Ph.Eur., Ph.int., JP atulmindiusenia seysinsien wannda 1 1, ICH
Guidelines (Q6A) wazunlalungiioumiueuad

$1484 In-house specification fidanndasriu general chapters mufisyylu
USP,BP, Ph.Eur., Ph.Int., JP avuluiininusenia Ssqﬁ'ﬁ’]m, ICH Guidelines
(Q6A) uagslilguslalunsidoumsue (sveznaldiiu 2 ¥ duaniud
ATinuANENISUNITEMSLATEN asdulenans 8.5 Beiubuenarsiauaan)

1 - , = L ar o
$1984 In-house specification fiaonnanaiu general chapters mMuiseyly
USP,BP, Ph.Eur., Ph.Int., JP avupuysenia seysis18, ICH Guidelines
(Q6A) wazudlylunsidousiFueue

o ac a
UINTFIUNITNTTALEINUVANNASNITNTTNA UM INTZRLEN
[Good Distribution Practice (GDP)]

ASUaYYINKER/dmTaden wazgiudnalaiun1siuses GDP-PIC/S andineu
AMIZNTIUNITOMISWATEY WALIINMUIBAY third party (naeaviadlgguviu)

A5uaugnndn/divsedsen uaggsudnelaiunisiuses GDP-PIC/S ndtinau
AMYNTTUNTOIMSHALEN (Raanviadldguniu)

ASuayIANEn/AdmTade 1asun153uses GDP-PIC/S :Nd@INNUAMENIINNTS
2IMTUAEN

AUy KA/ ANMIadE uag/viagiudnlasunsiuses GDP-PIC/S 910
dinnuANNITUNITOMIWALEN wag GDP nuaengliliu 3 1hau (5eniese
Tususes) viokiuansilasunisiuses GDP

. aneﬁammwmwﬂz (Specific quality criteria) (70 AZuUY)

1

MIsF03UTRINANITAATIZY [Certificate of Analysis (CoA)]
(m1u Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

54U Active Pharmaceutical Ingredient Specification AsuUnNnItaues
Universal tests wag Specific tests #3984 Supplier Wa% Manufacturer wazding
wanmalugudoyaasunm (Quantitative data) wie fauav sniiu vide

Physical description

10

M33fU Active Pharmaceutical Ingredient Specification AsUNNITBYDY
Universal tests wag Specific tests laW1EY8Y ier Manufacturer wagil

nsuanenalujudayailisuianm (Quantitative data) 3D FLaY BN WU

Physical description

nsafiu Active Pharmaceutical Ingredient Specification AsUNNITBYBY

Universal tests wag Specific tests ¥13u84 Supplier ka® Manufacturer WALNIS

LLaﬂ&Na'LugULLUU“Conforms. Complies, Not detected, N/A”




n54fu Active Pharmaceutical Ingredient Specification asuyndayes

Universal tests way Specific tests 1@W12989 Supplier 938 Manufacturer wil
nsuanwaluguuuy“Conforms, Complies, Not detected, N/A”

m3affu Active Pharmaceutical Ingredient Specification Asunnadalany
Universal tests 11289 Supplier 138 Manufacturer wagiinsiananaluguuuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

n59fU Finished Product Specification AsUNARAYBYdA Universal tests waz

Specific tests waziinsudnnaluudoyaifni3unn (Quantitative data) 3o

fiav untiu Walo Physical description

10

»39NU Finished Product Specification ASUNNINTBUBY Universal tests way
Specific tests uniin1suaniualuguuuy“Conforms, Complies, Not detected,
II iA))

1.3 Risk Assessment Report for Elemental impurities

10

il Risk Assessment Report for Elemental Impurities g3 113 Active
Pharmaceutical Ingredient Wag Finished Product ysarugfilasuniseniunia
Yonmuaued ICH Guidelines (Q3D)

10

3 Risk Assessment Report for Elemental Impurities Wend lawiz Finished
Product waviln1snadayu Heavy metals 14 Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities Wed w1z Finished
Product

1 Risk Assessment Report for Elemental Impurities Weina @1y Active
Pharmaceutical Ingredient waziin1snaaau Heavy metals Tu Finished Product

HlanzN1svaaau Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

n1sAN¥IANUALA (Stability data)
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1in1sAnw Long term stability way Accelerated stability #14 ASEAN

Guidelines asumuageuuaain (5 1) Fufuluamunnsgrundndusietdnsag

Audlalunsadous¥ueuds waeilnanisAnen On-going stability Ureuttagiu
v = - [ ' v

(Foavmaauiial 0 uag 6 o [Wuaeauae)

15

{in1sAnw Long term stability way Accelerated stability #74 ASEAN

Guidelines ATUMUBNEBIVURATN (23 V) Fadulumunnsgrundnioueien

o o P - o w o - - H g -y =

a1L'silgﬂmk.ﬁlﬂummaumwmLLa'J wazsNan1sAn® On-going stability Unauu
u tJ < 1 v

JaqUu (Feemadauiitian 0 wae 6 Loy Wusenaties)
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1n15AnwI Long term stability uay Accelerated stability #94 ASEAN
Guidelines Asunuprgeuuaan 2 1) Faduluaunesgiunds dusieduiag
Fudlalunsdousm¥ueuds waeilnanisdne On-going stability Uneutvagiu
(Fowmnasuiinan 0 wae 6 ey Wusgraioe)

10

§inMs@Anw1 Long term stability uay Accelerated stability #13 ASEAN
Guidelines asunuorgeuuaan (5 B) Faduluamnnesgunds fasienduiog
fumlalunsadousdueuds wilifinansdnun On-going stability UnautlagUu

10




finsfinw Long term stability waz Accelerated stability #14 ASEAN
Guidelines ATUAMENEEUUAAMN (23 T) Fadulunamnmsgrunaniusie
dusaguinilulunafousiueud waliliuanisding On-going stability Uneu
UYtaquu

1in1sAnw Long term stability wag Accelerated stability #73 ASEAN
Guidelines ATUAMNDILYIVUAAIN 29 mLﬂu"LUmanﬁ'mmammm1mr:i1'su
Auslelunsidousndueudn ualifinanisdnyn On-going stability Ynouliaguu

finsAnwn Long term stability way Accelerated stability Livdulumn ASEAN
Guidelines ﬂsumuawmwn'mumhuuamn (59) mmulﬁmummmumamﬂmm
EJ"IfcﬂL‘i‘ﬂ‘iﬂﬂLLfﬂ‘lﬂuﬂuL‘UEJ'L&N’]‘iUEﬂLLa’J waziinanisAnyl On-going stability U
noutUaguu (mammaauwnm 0 uaz 6 oy Wustwiae)

fin1sAnw Long term stability wae Accelerated stability Livulumu ASEAN
Guidelines ﬂ's'umua1amwnwum11uuaa'1ﬂ (23 U) Fadulumannnsgu
mamnmmmawmﬁﬂmﬁl‘u’luw Luaumsuamm uasiinanisAnyn On-going
stability Ureutiaguu (¥ommasuiiaa 0 uaz 6 \ou Wusewley)

fin1sAnw Long term stability was Accelerated stability lul,ﬂylﬂﬂlu ASEAN
Guidelines ﬂiumumumwmwuﬂhuuamﬂ (2 D) Fadulumuannsgruningdine
ena1Lii13ﬂ°m,t,r'ﬂ°u'[uml,uﬂum‘s‘umum waziinanisAny On-going stability Ry
nouliaguu (Fownapuiinan 0 uag 6 \ieu Wuetavioy)

fin1sAnw Long term stability was Accelerated stability #14 ASEAN
Guidelines Lﬂuiﬂmmmmﬁmwamﬂmma1a'u,5a‘sﬂmﬁ'leu'l.uwvwaumwmLLa'; Lol
Lipsumuengeiuuaain Wiskillnansdn On-going stability Unouttagiu

fin1sAnw Long term stability wag Accelerated stability Liuluau ASEAN
Guidelines LUulﬂmummmuwamnmmma%s%ﬂwuﬁ‘lﬂw Weumsueuan us
Lipsumuengeuuaain wislifluan1sdny On-going stability Uneutlagiu

msAnsTauyavewaniueien (Bioequivalence)
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fi57891un1s5ANY" Bioequivalence Wulumna ASEAN Guidelines (atudl 2) mau,m
1 31.A.2561 Wuauly vi3e f57897un15ANEN Dissolution Tugmu BCS class i
115U biowaiver Ay ASEAN Guidelines FadTnauAMENSSHNTOMNSHAZE
mMssusasa wasiulumiu US.FDA Guidance w3o EMA Guicelines a1an e
Wugsuuuy
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fis1saunsAnw Bioequivalence Wulumu US.FDA Guidance %130 EMA
Guidelines adn LasiinamsnadauAIINTisI N dN ISy (Pharmaceutical

equivalence) wand

fisneaunsAny Bioequivalence Wulumu ASEAN Guidelines (adudi 1) Fau
6 31.m.2552-31 5.A.2560 mmummﬂmuﬂs‘sumsmm‘sua“m'lwm'iimawa

fis1e91unsAnen Bioequivalence Wulunu wdnnauTkazuuU URlunsANY
Faauyavaagnandley v 2543 wardNUANAIINIDMITUAY zelWnNs
JusBIHa

fisneaunnsAinen Bioequivalence Liulunnu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wiiinansaaeuAinisumsndun sy
(Pharmaceutical equivalence) Ueany




fis1eaunnsAnw Bioequivalence Laifiulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlaifinansvaasuamnuwinifiimandnssy
(Pharmaceutical equivalence) Wana

laflsre9unnsfAny Bioequivalence

anaidiealunisinenfugafuuuy (Therapeutic Equivalence)

1¢¥un1sus3qlu US.FDA. Orange Book wazlaiun1siuseain EMA wazdens
anuglunsiuses winlugiuuuy

1#$unsussalu US.FDA. Orange Book %38lasun13iusasann EMA wazding
anuzlunsiuses

Tsunsussyluse mswansusieransiylnindauwinieslumsidninwny
duLULTBETnLANENSIINTEMSWaTET wazdinsaniuzlun1iiuTes

laifiman15¥uses Therapeutic Equivalence

ussyfaust aann uaz enasifivedmiuysssvy
(Package, Labellng & Patient information leaflet )
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5.1 Uisanmmuwsn (Primary Packaging) ua U‘s‘iﬁ;nmmu'tu (Secondary
Packaging)

‘uswnmmuanwm”mamum“ﬁlu Finished Product Specification Toun
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil WALUTIIUUUIRNIMIIE (Individual Package)

ussefueiiidnuazasmuiiszylu Finished Product Specification walilaussy
wuulawigniag (Individual Package)

5.2 aa1n (Labeling) ua@m unit dose

UsITue 7881 MMUse ununeny Jumsuin wanaluynyiieuessn

U‘S'S’\mﬂl‘ﬂ Hlaniy ‘ﬁ@fﬂ AL LLﬁﬂ-ﬂu‘r’!ﬂ‘Mﬂ’JU‘USQUW

VERRTARL fii0e1 ANULSY TUruADIE JUNISHED Tadwanslunnymiieuee,

5 3 |gnansinfuetdmiuussenvu (Patient information leaflet : PIL)

N o= W W

Sonansifugidmsuyuseenu ﬁﬁ%’agaﬂsur'huw'mmﬁmmwmﬁqﬁmm
AENSTUNISEIMNSUASEIED

Liflienansiiusndmsuusesnou waailonansrnfuendmsuuseansu uadll
MU RN UNUBIENTINITUANIENTTUNITDIMNTUASE
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a.nusdaasuauainieludse

wiet (Thailand Government encourage criteria) (5 AZLUU)
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