1

MR
1.1

1.2

1.3

1.4

mEEFENKIE102%
Forxiga Film-coated Tablets 10mg

HElZE > 55 026476 5%
RHEENE S M
hRZ=HH#A 2024-04-10

BUMDKRE

Forxigazm O BRIETXEE - 2BMEEMNS mg dapagliflozinddapagliflozin propanediol
HE 1R 10 mg dapagliflozinfdapagliflozin propanediol -
Dapagliflozinf{E2 &1 & D-glucitol,1,5-anhydro-1- C-[4-chloro-3-[(4-
ethoxyphenyl)methyllphenyl]-,(15)-,compounded with (25)—1,2-propanedio|,
hydrate (1:1:1) HER Z_Et7E_’IC21H25C|O6°C3H802°H20 2F2£502.98 - BT

OCH,CH,

:_1111.

H,0
HO OH :

OH

AR 2 2

ForxigaO AREEZ U FEIEMR S « MEBHAER - BKILE - BB
(crospovidone) - —& bW - MIEAEREEE - ULSh - RIS NAEDEMR D « BOB
Bg - &t B2 fE - BA - M=esStH -

kil

FREAERE -

ZE RSN

Forxiga 5mgft @ =N ENEFEREE - —HZE "5, - 5—EHAA "1427, -

Forxiga 10mgit 2 =EBMEOLEENE - —EZE "10, - 5—EZB
1428, -

2.1

% HER A

o M#EZEF : ESEARMEDY - DIES _BRERFEMRARAR MEZES -

« FERIOMESH - AREFE _ARKRFECSAOMERER (CVD) ZE/0ME R
EFRIABAR - o EO0RIBERRER -

« RO BRR  REEUBERRm (CKD) #iEEsRbaER -

P.1



2.2 2B RR
BreBEER bR 1 EMBHBENRABAR - oIRESEEB#IKEEX (eGFR)
RBE - REEBE (ESKD) ~ ORIBERRA/OMEIETRIERE -

23 LRI
BROBBHEABAR  oiRELOEFET « ORIBERMOEIBEZ2HMENE
730

24  (FEHRH
« REFForxiga AR E—AEREEA - HosEiE NS m A B KRBINE 5 2 mkR
[REZERFEEIE (5.1.1)] -
« RE#F FAForxigalEAeGFRIER45 mL/min/1.73 m2a9 s — Bk FR % A B [ i
#ll - ForxigaBEREER#E - EIER FasEmY -
« REZEAForxigaFNaESBUERBRA - EUHERRRAERERENMO
HZES R IlEEAARE - Forxigafast AZHELRABBEBEY -

AR =

3.1 FEHEE

3.1.1 FtafERForxigasl

EREForxigaaBaI B A B INEE - ZRIKIRAFTRETHE [REE
BEIR (5.1.2)] -

HRMBEEAERRBA - BRERGBForxiga/a Bl BFHA MBS - HE
REBEMNAEFNENENR [REBMEIEEIA (5.1.2) REFAGEIESE
(6.56.7)] -

312 EFEHE
KRB 4#IKEIEER (eGFR) WEZTIER &R -

x1: Z@BEE

eGFR BETE
mL/min/1.73 m2
eGFR 458 & o SN EMAEEES - Forxigahy

EEErmERSEmEARO
A1k - TEM = Forxiga 5E5%
BRIRWAEA - BEHREE
SMMAEAESIRS - ME 0B E10
ERGXROMRIRK - *

o HRFIBEEMERENZZEIL
ARS8 XOMRIRI0Z
=

P.2



eGFR 25Z2/)\k45 e BROMRIKI10Z5: - *

eGFR/NJR25 o HTHILIERAREZERBS
& - AMmForxigaa & & -
eGFRERIEZE/NHR25
mL/min/1.73 m2695E A - O
FEFE LR {EeGFRTBE
ESKD - G\MEITF/ORIE
PRy b -

* REzf# AForxigatE BeGFRIER45 mL/min/1.73 m?B5E — B RBERBA
RYIM#EIZES] - ForxigaZRE/FRESI - EUCED N aJBERRL -
32 ®WEAN

KA -

4

=

o HForxigaBRERHRERE - MBHREMEMKE [REIFR/ARKE (8.2)]
LRAMEIEEIR
51 ZEHE/ IEFER
511 RiERBEEANEE DS

F—AIR 5 AU RS AR ATE AR ABForxigaZs SGLT2HHI B 12 - A LHIREE
DPENRY ; ER—EEREMEFUNERNER [REIFH/ FARKRE
(8.2)] - EE—HERFEB/ANLZREI SRR - HERLZREE - &%
SGLT2ANHIE AHAY s A E 38 £ it PSRV ERIENN - BARAIRKAForxiga
FHRE PSR MERS - ForxigafBRRE—EERERARGSE [REMH
PR (2.4)] -

EAForxigaaBEHAA - FHRBRENH MR FSHENR - EROEES
o EREEEREMKTE - HABRForxigatHRAREIE DS A 0JsERE
HEMIEEER250 mg/dLAVIENR - 2R EME D HN - BFMForxiga « I
A AR BN SREGEE YA - Bt PSR RO BEREL T RARS
= WK OARKIESY) -

AEEmEL (LHEF—ERKRBENAEA ) BMEEEREAER AR
DHENRIE (/NR250mg/dL) - MAKRBHERE TS - EREES
- HERNWER MERERKMRENH RIS -8 - SFEEL - B

it IR - 2 BERIRTFRZIE - EENRHT - FRMETISHNEERS .
RERMERE  SMREEER - BORERI - FiT - REERERR
BRERAE (BN —EUNERRFE - BRbE S sl BRiE o AERAmSE ) - FUBERBE
=8

ERtaERForxiganl - BEEBARLEPIERZELEHRKPEH
EEUREAMERNRERAE - RERSAAE -

BEMHER RS - BEUMFMARA - BERED3XAIERPEForxiga [R
BERME (10.2) REME 2R (11)] -

I

5|

E )

P.3




6

5.1.2

5.1.3

514

5.1.6

EWAECH S R ERKPSHOEMBERERR (ANEZEEREF
MEMRBERER)  BEREEENZEMMEPSRIWERFLER
Forxiga - EEMFIAEMA Forxiganl - EREREIRE PSS EREF SR -
M AN BRI P SERVER - WIHEMATEEMRZER - FliForxiga - I
VRIS KEE ) -

MEEAE
Forxigat ERMEARSERED - B oEESEMEM K MERSL AN BE BT =t A
T2  BELMEREEL - #FXSGLT2HIHEE ( ®=Forxiga ) AEMNE

CRBERBERARESMBIEE  BARMIEBHRREN - BIEREHN
BA (eGFRVIR60 mL/min/1.73 m2) ~ EEHASERERRE (loop

diuretics) BB A - BEMBER B EMERERTLELM - BHAE it
E—TER M - EERBERForxigad - S MA SR INEE - WER
Y40 B 14 15 4 55 0K I R A B SR FDRE HR R B THAE -

FRBE B M A B 2 B 35

ERSGLT2HHE ( B2f&Forxiga ) RUBA - BRERREWIRERKS - S
FREEMUMAERBE B K - MR EFRBRESL - ERASGLT2FIEaFES
IBINRESRCRAVELRR - AFE - AR A BRI KRB BERAVEDSFER -
B K EaE [REfER/ARKRE (8)] -
BRERMIRE R 70 R 2 HI B s 5 F £ BV E M #HE

EHRERNRER W EER ZEREME - ERRERABRERDWIE
ETIGTA - Forxigad BB B MAEREIR [REIFR/FARKRE (8.2)] -

It - EELEESForxigaft BN - DJREREERAREBHENRERIRERS
AMEER - DURME MR R -

ZFZEMRIEMAIER (FEMKERE )

SRR MHER (BEMKRE ) 2 EFREREHUER AW
BIEMER - FERSFIDAE - EEZSGLT2AIHIE ( &+&Forxiga ) Zi#
FRFWARN EHRER S - BEIBIEERIEUDERNERRM ; EXM
BEEMEARA - HhBEZMAORERER - SRFMERIET -
HWREXForxigaa BB LR EER I BRERE AR ERE - AN ERT
HERENSEABNRA - BRI HEERERILEMHIENR - WHIRSE -
BUBIUBENMRERET R - IEME - dETFINER - £/
Forxiga - Zt)EAIMIFRE - WRHEZNMBZEGZEX -

ForxigaZ B MEER BME K AREAR - BEERBERARENRBAESZRE
HIEAEERR [REIER/ARKRE (8.2)] - BEEMERFARE -

RIAGRRIE SR

6.1 &%

BETEE

P.4




6.2

WEEBMERBREERARRE  FAEBRTRENE_ME=_2HPEH

Forxiga °

w2 M ERForxigalERI AR - ABLAEE R EA ST RIRMESRENZEY)1HEEE
b - [RZ PR IEGIAE B RBSRORIBERESENR ZAEERER [RiRRTEE
IH] -

EEYERD  EHEEARRZE_ZHEHANE-_Z2HNBREEHE - KER
Edapagliflozinis - FIERAIEHEISEEBH R T2 TNELNEB/NEFRE

iR REHIENRESER10 mgiR KEIEM156F [RARER] -
BEEIRIEREEHDATC >7%M2 M - EXREXRRE ZEFERERANR6-10% ;
MHbATc >10%Mt - BIZEI S E20 2 25% W E =R - ARG EGFRERE
MIREEREREEAEE - EEBE—MIGR - RKERNERSD  BESAKERGRE
MRENTRGEREREAI D RIR2E4%F15220% -

i

e E R B BS AN/ S MR AR AE 52 B B

R hiERm S AR IS IS R BERBIEE - FRAE - BRMRE BER
DRGSRV PR - MEFRABIESIAEIB NN R EERLRERIE - S0la & BB AEARRE
BREERR -

HL AR E Y

F YR BN

WRELNE L ER (PND) 21 XEZIPND 90X B4 Fdapagliflozin 1 ~ 15 ~ 75
mg/kg/dayMEE - FIERISAEAMEERESIEN - BLMB/\ERERBERIEM -
HEAEEHSENRESZE10 Mgl KR EM151F (RBAUC) - ENFEYEHRERIR
BEom B/ ERRETERARERRNETERKIE -

E—IRENNERREMAT  BUHEARBREREREZMIAFE2IRER
dapagliflozin 1 ~ 15 ~ 8475 mg/kg/day 2 HIE - MAEBEEF=ANE 2B HAEEER
FBINULEE - fE3#RT75 mg/kg/dayHIE 7 BEAREBMR2T RRNEFRERIB LB/
BRRMW AR EEZEEMN (IRBAUC - BEEMLERdapagliflozin RE S 52
10 Mol REI SR ABRREENT1415EBMI37E ) - EEERTABNERESE[E
RZEYRES MRS REEAEEENE _2HRERHANE =258 -
EERIERT0 mgl REEM29ME ( IRIBAUC ) BRI NE SRS HREEBER
B o 7£1 mg/kg/day ( 10 mglE REIZ/19MF - IRIBAUC) - EERIEBEBEEEELR
REE - EAREMRFHRBIREEBENRD  RESRAEE—2HNEEL KIS
Tdapagliflozin - EAXE - dapagliflozinBlE53&75 mg/kg/day ( 10 mgia R &=
144115 - KIBAUC ) 5 - BIEMMARIET - tEMERY - KERZETSHEN
FTE (HABLNEBREENE ) EREERSHE - ERI|SMR150 mg/kg (BB
10 Mgl REIE8I234418 ) 5 - HEBRSMAR - RFEEZSE180 mg/kg/day
MEIEE (10 mglRREIERIT1914F - IRIBAUC) - RABRINEBESY -

ML,

mfEHEE
B E R RdapagliflozZinZ &2 HFA AT - BIESHIBEZNTE - SHE

A WHITER - Dapagliflozin&@ 2% ZIRFLAERZ TR [RABEER] - A8 - K@
MR EEBEEEE AR AEUEEERNNEAEEE - EBAES

P.5




6.4

6.5

6.6

6.7

WEFEAMNEMEFE2FHRERBENH  ERFBEBILREUEHEBEPHOAERERS

fehs -

ASERBHAFTERIEENREARRE - BEN L EERIALPEARZZEN
Forxiga °

AL SR B

DapagliflozinTt KEFL P HIRAVEL /M EREER0.49 - Barndapagliflozin A1 EAH 42
TEBEAIUT HEEXNSERMEFNS50% - BEREERdapagliflozinfy 4] & &
TNEMAABEEREBERR (BLNB/IERER) -

NG

B ARMEEForxigatE 185 L F RER AL EMTE -
EFEA

Z&ForxigafR B RIBF RS E -

2115 ForxigaFIR 58 B FR A o = MR I H R MR E 5 B IR ER AR TRV 2
o . 5936 fEAForxiga’aBmIm AR LB 1424\ (24%) FEEGSHEI L - 207 A
(3.5%)275m A £ - #EHIBINEE (eGFR) /K& - HEEH/NR65mEMO55 U LmAR
BARPL - 265 P EMForxiga/a MM ZEFIRIHA - HREEMEBARRERLE
Bl s [REZEIESIER (5.1.2) REIFH/ARRIE (8.2)] °

#EDAPA-CKD - DAPA-HFFDELIVEREL &R - Forxiga¥t F#e 655 A FM655% LA ERY
WA - HZZ2UREWNERL - ZEDAPA-CKD:ER - 43042 CKDmA S - B1818A
(42%) F#TE65m A £ - TEDAPA-HFER - 4744BHFrEFRA D - B2714A (57%)
FHE65H LU E - TEDELIVERER - 62632 /0 R 1B (LVEF >40%) /s Ath - B4759A
(76%) F#E6SELL L -

FIheEAZ=

HEAKE  DE  ZEZEENVSEAERALEAZRBE EE - B2 E®EEEND
BER2 A D - FEE R EAdapagliflozintEz-Elg - EAMREM G EPIH
Fdapagliflozint L= M MEY [REME 255 (11)] -

BINEER D

Forxiga®Z iXDAPA-CKDzt 52 #14304 2 1€ M B k% ( eGFR 25275 mL/min/1.73
m2 ) mAETTERAE - Forxigath &R DAPA-HFitER P %§1926%eGFR 30E60
mL/min/1.73 m2H9is AT - e it B FT B eGFR 78 - ForxigalZZ 14
FHENNZEMERN—R [RRER/ARKIE (8.2) MK EBER (123

12.4)] -

EMBHRE_HERFEETEBENEAZRA ( 9hl%meGFR 452 1E/1R60
mL/min/1.73 m2 [REGREERZR (12.1)] FleGFR 30E €560 mL/min/1.73 m?2 ) &
MBS IR G Forxiga - FEMERBEANBINEAZHHEAPERForxiga - HEo]
BEREEMEBRFSUBIEENERERS - F—IERAeGFR 302K/ 60
mL/min/1.73 m2pyRfgEt - B132mAERForxigaraERBERE ST - HPL R
EIZBREEBHT -

P.6




v

8

9 AeGFRIER 45 mL/min/1.73 m? BEC AL MEERN O MERBRETF - R

a% £ FForxigaZE 1T MR 5= 152 A PR

(2.4) -

£ DAPA-HF:l Bz [RER R ERE R (12.4)] P AeGFRERE AR 30 mL/min/1.73

mM2EEA - Hh1926 A (41%) eGFRIEF60 mL/min/1.73 m? - 719 A (15%) eGFR
1&5045 mL/min/1.73 m? - BBRRBINEERHFRA - LARBET EtmANZ M
BN AEIEER - eGFR 30 mL/min/1.73 m?{ EMHFEFRBA - BEREEE (R

RZHE 3.1)] -

EForxigafiE M Bl 2 MR T - RMAeGFRIER25 mL/min/1.73 m2U R iEZE

HEIEA -
REEH
=2 : BForxigaBlRKRE RN EIER

BRERFRERDWIEER (Insulin Secretagogues)

= B %818
bR IR &

EForxiga Bl REXUERER W EEE (B
=Bl R REREEY) ) AN - SIREEIENE
MiEmERE [REZLEEEIE (5.14)] -

TAAR FRARBOERERREHENRERIBEER
DRER - DREEMEN R -

$mEE

7S SGLT2 NI 358 BS 7 F RS - T BePR B IS £8
BEE -

NTAAR Forxigafta RN EIE S ENHAR - BEEE

ERAMBEERE -

FREEARERRS 14 2 &

B R SGLT2iHI B S e &R EERKREY - S
R RIERBRARERY -
AT A2 AR A SGLT 20U Bl A998 A LA PR #2183 B 160

BRI MAEIEHIRY T - BEREMITAE
A MM AR IBH -

T181,5-|KEE#EEE (1,5-anhydroglucitol,

1,5-AG) kg

B R

AR FASGLT 20 ARV m A LA, 5-AGHR BR 5
A fh MAEEHIRY 75 A Aol 5 -

AVAVE" A1, 5-AGHR R 075 BRI MM ARSI 75
A - BEAEM AR MR ESIER -
BIFR/ARKIE

P.7




8.1

8.2

BAERRIER/ARRE

THEEF R R T ARABOEMES
© REREHEANRESS [REERIESE (5.1.1)]
« MERRR [REBERIESE (5.1.2)]
. REMMEANSESX (REERIESE (5.1.3)]
. EREESENBERESVRENERERENENE [REERIEEE
(5.1.4)]
. BIEMREUAIES (BRELEE) (REE
. EBBMEAR (REERIESE (5.16))
R RAER

HRiERaBREERZARBER METH - BRAREZIINARRERAELRS—
RENRAG R EERERIER - MEEAS MR R FRPERRIINEER -
ForxigaB 55 _BUERAHEA ~ DRIBHEATIR MBS Fmm A P ETE R RFS -
ForxigaE SR AN EREFEE —BNEELZE2 M - EEEMBENERARK DS
(DKA) EERERERARHRED -

AREIR (5.1.5)]

h 88 BB PR iR R A RO G PR et B

12J8Forxiga 5mg#l10 mg#¥75< [ HE 2 # 09 & E B 21 SR i LRI A7 22
FINEBRB12IER 122248 E%_ Uit PR g 97e A 1S M 422 1 1Y) 2 TR 1) 4 BR
7% - ForxigatE 4B F1EE —JaE - E8IBMIFtForxigatk M & =R IME IS E
S EmEmetformin& 1% [REERIBRER (12.1)] -
FLEERNNM2338ZMARENRForxigaf FHIRERBR21E - RABESZRE
(N=1393) ~ Forxiga 5 mg (N=1145) - 5{Forxiga 10 mg (N=1193) X1 - 8h2
EERSSH - 2% KIRT55% ; 50%E5H ; 81%BEREA - 14% B0 E - 3%R/EAE
EBFEEA - EERE - FHERTIORBERRBOE - FHMAZATC (HbATC) &
8.3% - 21% EBEMERBIVNMEHZE - NRUEANEZRBINEEENRERIE -
8%Jm AP EZIE ( F19eGFR 86 mL/min/1.73m2) -
FIWRERAForxigaE RIARKIE - BEARNREBEEZRAEE - FHForxigatb#
RZEHEER - MBEREEZED2%FEAForxiga 5 mgskForxiga 10 mg/a &M
A o

R_3 R MEEFNRZBTRIRRARED - ERForxigaia BB ABH=2%HNFR KR
i3

FRRE m A %
12IH L BB ¥ R TR R
e Forxiga 5 mg Forxiga 10 mg
REIN=
RRERIN=1393 N=1145 N=1193
! 2 B K
TR 15 8.4 6.9
<

P.8




SR % 6.2 6.6 6.3

Rt 3.7 5.7 4.3

EFForxiga’aBERE A B =2% M A R R E(ZEHE - Forxiga 5 mg ~ Forxiga 10

mg) : B (3.2% ~ 3.1% ~ 4.2%) ~ BEFRIBNIF(1.7% ~ 2.9% ~ 3.8%) - BUFEREE
B8(0.3% ~ 2.8% ~ 2.7%) ~ [E/10M2.4% ~ 2.8% ~ 2.5%) ~ FiE(2.3% ~ 2.7% -
2.3%) ~ MAEEE(1.5% - 2.1% ~ 2.5%) ~ B#W(1.5% ~ 2.2% ~ 1.9%) ~ HERAE

(0.7% ~ 1.6% ~ 2.1%) ~ KEEEE(1.4% ~ 2.0% ~ 1.7%) -

* Eﬁﬁﬁﬁﬁiif%%@?ﬁ?ﬂ*? [RFE - 1BHERIRFRIIL - X SMEERBERER
FAL”GR SNZPRERIRER - INERIER - EESER - FEEIRER - #

MR R ~ SNEK - ETEMRBRGR - INEIRE - AEMEREX o (XN

R = 677 Forxiga 5 mg=581 - Forxiga 10 mg=598 )

‘u‘ ma%Lﬂ:K? [FE - #EmERIERIIL | RIS - BEIEK - KIBIRERK

CEEMRBERR C BREX C B =/AX - [REX - B - BISIRRE -

* 1%37][1}#)?% E%L[FKEEE CHOBERARIER AL - KR - ZAR - FREIEM

SEERHEAAEETHARRE  RRRERIERSL - B BEE% - #EEHE

%EFZ% RIAEMEIEX - EERTIRER - BHAEERR R - [RER - BN
: 1—:7&&&%5@’7&5* FIESRRRREIEK - (BMN  ZFE=716 - Forxiga 5

mg—564 » Forxiga 10 mg=595)

A T %b

g{

1318Forxiga 10 mg#15< M #g#E#IRY & 5 B 21 R T LRI 47 22

Forxiga 10mgth B E—IBER KRB EI A0S — BB FR fmym A MBI 6l 10 22 R £ BR i ST 470
BTN - EREREES13ELREINEIRMR - BF3EE—5EMR - 95/
MR ERRIMEAEMS - —EEmetforminfIGEHM TR - EE13BHFERD -
236032m AZ XA 1RForxiga 10 mg - FI9REBERE2218 - B2 IIFURS9%
A% KIRT55% - EXFEMIS8% RN | 84%BHEEA - 9% HRE - M3%HEALIFETE
BA - TEERER - BEREEREKREFEE - FEHbA1cA8.2% - 30% A EER/\ M
B - 88NMAERBINEEBREERE - 11%HBAFERIE ( F19eGFR 82
mL/min/1.73m?) -

mEEFE

ForxigaSI#E2E MR - JAEERMEABERIE - R4BREI12IBMI3IEHRE
BigRmm AN R Z BE SRR AE D RDECLAREE RS - MFEFAENFIER
& (BREKRK - BLES  2BHENE - EMENRS ) [REELNESEIR
(5.1.2)] °

R4 BREFEZEBERRAA - Forxigafi KRR PEMBEF B HEANFRRE

NRIEZBEHRARNAE | 13JELRBIHRT | DECLARER 5

FTRIAREE
L% | Forxiga | Forxiga | ZEI®| | Forxiga | ZRI&l | Forxiga
5mg 10mg 10 mg 10 mg

P.9



ManEBE | N=1393 | N=1145| N=1193 | N=2295 | N=2360 | N=8569 | N=8574
N (%) 5(0.4%) | 7 (0.6%) | 9 (0.8%) 17 27 207 (24| 213 (2.5
0.7%) | (1.1%) %) %)

RAFER n (%)

ERR n=55 n=40 n=31 n=267 | n=236 | n=934 | n=866
) pR ) 1(1.8%) 0 3(9.7%) |4 (1.5%) | 6 (2.5%) | 57 (6.1 57 (6.6
mA %) %)

hEE n=107 | n=107 n=89 n=268 | n=265 | n=658 | n=604
ThEE 2(1.9%) | 1(09%) | 1(1.1%) | 4(1.5%) | 5(1.9%) | 30 (4.6 | 35(5.8
ERESAN %) %)
eGFR >
30 A0 <
60
mL/min
/1.73

m?2

>65m&m | n=276 | n=216 | n=204 | n=711 n=665 | Nn=3950 | Nn=3948
A 1(0.4%) | 1(0.5%) | 3(1.5%) | 6 (0.8%) 11 121 117
(1.7%) (3.1%) (3.0%)

"MBEFCOIERK - BOEE  ZBUEEME - o 60 FRE -

EDAPA-HF& B2 - ForxigaiaBAERBARET70M (7.2%) BHR LB MEEAEN
S ZRBANBATAIB1533 (6.5%) BRERNEEAEZNSES - BREMNSE
RESHEForxigaiaBAB231M (1.0%) - ZREIHE3811(1.6%) - FiwmBEAZERE
FJHEKA - HeGFREE - BEMBEACSHRVEEAEELL - EDELIVEREER S -
ForX|ga/uf‘iHE’JF/\EPﬁ35ﬁi (1.1%) BREBBREMEEAENEY - ZRBIHEN
BARRAE31E (1.0%) BHLIRMIBELCHSH -
EDAPA-CKDalERS - BHLIRMBEAESHRForxigaiaEAF 12001 (5.6%) - &
REIHRIB84% (3.9%) - MBEMBEFNEZBEARSHBRNERMIRForxigaa
BAER160I (0.7%) - ZREIAERBE 1541 (0.7%)

& mwE

RSB RBRES B RRE AP ELENER [BREREREHBER121)]
ForxigaMi N ke R =48 (sulfonylurea) SiRERF - IR B RE [%'.ﬂf%%? )2
BEIR(5G14)] -

5 : 7E5E T U R A S 1S ¥R A R PR 95 o 5 16 I ¥ R I W 1 <
54 mg/dLZ & ¥k Y 5

LT/ B R Forxiga 5 mg Forxiga 10 mg

P.10




BE—jAE* (248) N=75 N=64 N=70
EE [n(%)] 0 0 0
[M#EE< 54 mg/dL 0 0 0

[n (%)]

i ANE Metformin* N=137 N=137 N=135
(2438)

EE [n (%)] 0 0 0
MiEE < 54 mg/dL 0 0 0

[n (%)]

LhpIINN N=146 N=145 N=151
Glimepiride* ( 24

)

EE [n (%)] 0 0 0
MiEE < 54 mg/dL 1(0.7) 3(2.1) 5(3.3)
[n (%)]

i ANE Metformin N=109 - N=109
B —3E

Sulfonylurea ( 24

A)

EE [n (%)] 0 - 0
[Mi#EfE < 54 mg/dL 3(2.8) - 7 (6.4)
[n (%)]

LhplINN N=139 N=141 N=140
Pioglitazone*

(2438 )

B [n (%)] 0 0 0
[M#EE < 54 mg/dL 0 1(0.7) 0

[n (%)]

Bt ANAS DPPAHNHIE N=226 - N=225
(2438)

EE [n (%)] 0 - 1(0.4)
MiEE < 54 mg/dL 1(0.4) - 1(0.4)
[n (%)]

P.11




LN ISES N=197 N=212 N=196
InsulinB ek EEth

OADs* (24i8)

5E [n(%)] 1(0.5) 2(0.9) 2(1.0)
M#%fE < 54 mg/dL 43 (21.8) 55(25.9) 45 (23.0)
[n (%)]

*%F‘ﬁﬂﬂ“ﬂ%%#?&’*i yEMIEERD  EESNTRRERIE FEINR (F=
73) EE - RN ABRBEKE -

" M#EfE < 54 mg/dL (3 mmol/L) AYME M#E S E & B ELE M K= MiEaR PR B RiE
BEESH-

*OAD = DR IMIEAE -

7EDECLAREG B [REGRELERE R (12.2)] - 85742 Forxiga/aBEAN B AP HES58A
(0.7%) ~ 8569 R L HEIANHBAPBEIA (1.0%) B LIREZEMBESH -
EDAPA-HF BT - Forxiga/aBA N Z BEHERBATZE4A (0.2%) BRLIRE
ERM#ESH - EDeliverid g - Forxiga/aBEARBAPRAOA (0.2%) - ZREIHEAY
BARATA (02%) BREREEEMBESG - EIFRRBBAD - MASESER
MAESHAER -

FEDAPA-CKD&LERS - Forxiga;aZARIBA P E 144 (0.7%) - LR HErIEAFR
5287 (1.3%) BRLBEEEMBESH - EIFRERBFHEAT - MASREERMES
G=NpEE

LB HE R

FEMEEH RS - EAForxigaa BN ERBERARERLE - E12IBHELR
B RBR ZAED - 0.9% AL BHEHRESEERME RS - fEHForxiga 5 mg&
#5.7% - £AForxiga 10 mg& R4.8% - R BEEF Az BRMAZ L RMEER - &£
FRZREAEER0% - FEFEAForxiga 10 mg/aEE#R0.2% - XMLEBEUEEBM
R (RR3) - REBENTERBERAELUZINRERERS - SHEB0R
k- BEEGHERARENBALCERELNEAESSENREE R ELERE
ERCR (ERZEE - Forxiga 5 mg ~ #Forxiga 10 mgaym A 72 AlIE10.0% »

23.1% ~ #125.0%t50.8% ~ 5.9% ~ #15.0% ) - ®EDECLARE: B [RERIRERE R
(12.2)] - S hlfEForxiga’aBEAP A < 0.1%MWHEARLZBEA P S < 0.1%89% A B
HIRBETIEREERR - ZEEERKAMERERHBEYRBA - fEForxigaia
BHEPH09%  ELREIAEPE<01% -

FEDAPA-HF:ER ™ - Forxiga/aBAE LB MR BEARSHBEBWES - ME
REIBBMAI - ForxigaaBABTN (0.3%) mMARLERERZARSHMERFH
AVBRZEY) - ML REIAHREE - ZEDELIVERE P - Forxiga’aBEAB 111 (<0.1%) mA
HIREERARIBEAREYN - MEREEIHERIE - ForxigaaBEHAT B3I (0.1%) 7w
ANEEERR R ARSHMERFEAHREY) - MEREIHERE -
EDAPA-CKDst B - ForxigaiaB#AHA3M (0.1%) WAL IREEBHRL Y BEARS
- ML REAAE - ForxigaaBAT B3 (0.1%) MAREER KR Z ARSBHM
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BNFREBREY M BEHERNE - EIFRKRRAT  BEERERZBEEAR
SHREREAHBEYNER -

BHRE

FRForxiga/aE L BB IE ( FIMNMEKE - EfP - B8 ) WXL - FEMEZEH
Wit  BERIRENERENEFARRENMEKEZHBBERN0.2%E AR m
AR ATO.3%EFAForxiga’aBERIE A - NRBEBERIE - 1F1EFEAForxiga ;
1R IRER AR B BRI R ANEAE R -

BB BRI /A BB P &5

#EDECLAREG e [REEMEIRSIR (5.1.1) RERAKRERER (12.2)] - 85747
Forxiga/a BAHRB A FHE27% ~ 8569 L R EIMHAYE A FHE12% B HIRE KB
B h5 (DKA) WS4 - SHEFEEsmREERRRE -

FEDAPA-HF& B2 - Forxigaa B AHRYIE A Bh A 3 #E PR A 48 3R L1 3R 1 Fr Jis Bl 8 o
% (DKA) 54 - ZRBIARLIRE KRB PSS HRBMEA - EDELIVEREER
& - Forxigaia B ARYB A P AU R FHEABRLIRERFEIHE PSNSH - 2/
ElIEARLIRE KRR PSS HRBREM -

EDAPA-CKDER S - Forxigaa BRAER HIRIE R ML PSS HRBHRES - ML E
EI AR AN Rm R A B IR R A P SESH -

SN BEEF_ L7 ReGFR T EE

FYAERSGLT2MIHIE ( &=Forxiga ) 5 - oJBEERUMBANBEET A _EF+ KeGFRH
b - ERERB WM - MBSHIEE KeGFRIVE(EBE REERBAEERMBENR -
ZERERE - MRBIEBENLIRE FEAT - BE—DTME - DBIRSMUEEERS
RolgEt [RERBIMEESIR (5.1.2)] - EMEMABRS BB PEBINEAS
BARGERS - BE2eGFRZME{CEFENSFERIZER - BRForxiga/a & H
HRINBINENE  SMMRBNESCoEEE—ENIER -

MEEEAE 0

£ 13 IR A0 MR 09 22 B # BRIF SR B op - EForxiga’a B AR ABERF9Mm
EEREESEVBERRHERIEN  TEFERE168 @ ERHEIEEFNT AT
=« 248 - MIEBFRERN TS EELREIHZ-0.33% - Forxiga 10 mg#=Z
2.30% - 252438 - MEEEE>55%MmAELREAEHE0.4% - Forxiga 10 mg
BEHAB1.3% -

8% 2 e & FHEEIAZ 1271

FE13EH R MEESIHNZ R BB BRI RNAZE D - 3HE [ Forxigaa B4 %Rm A B % FT
HABERALLE - EEERRERERNEE - E24BR 2R B AMNForxiga 10 mg#
AR IEE R B AR T 198 (E20.0%tE52.5% - LDLIEEIREE i B4R 1198 E2-1.0%
£52.9% - #EDECLARE: B2 [RER AR E R (12.2)] - Forxiga’aBE A kLR A m
AENFENBIREREEERK T/ 5120.4 mg/dLk-4.1 mg/dL - MLDLAEE &2
A AlE-2.5 mg/dLK-4.4 mg/dL -

P.13




8.3

BE

1% 25 fjx % B2 5 /)

E—IEffAForxiga 10 mg KexenatideZZEHIZ ( =B Emmetformin ) BIELER
b SAEABRNMEA (1.7%) MEEMKRMKEERNREER13 mEg/L - Forxigaz
Kexenatide ZERBABZBE—A (04%) | REZBMFESIE (5.1.1)] -

DAPA-HFFIDELIVER/MN R 185 58
Dapagliflozinit DAPA-HFAMIDELIVER L RIGHER T - mANERLEMERNEBRS
HMWZEMEN— -

DAPA-CKD12 14 & fid 7 5l B8

Dapagliflozinit DAPA-CKDI2 4 B limat iz - MARNEBERZEMHEREE RSN
ZEMER—2 -

ERERAR

fForxiga L& ERERKBBAPRIRBEMNARKRE - BELEETREARKR
BASIRAEE - RIABEEYFH A AR 2 T B REMNEREA G -
o HIEESH
- 2MEBIERE
o FRESRUMAERIE
o ZIEEBERIEIERD
s K

=B R
3K (

3 R4 )

fForxigabiR RFAET EHENS EHERERS -
HEZEYBE - I FHERTZSIEN - BB ANRKRREBRE - REWEBBREN
Erdapagliflozin -

10

IR

10.1

10.2

TEF%EE

A mE/NERIFNVIN-BEELEEESEH2 (SGLT2) - AT ARE/NERFRECK
o wE R EE N - Dapagliflozin@SGLT2/931%IE - Dapagliflozin& B0l
SGLT2RV B R EE BRI - RItEEDBREHKREIML -
Dapagliflozinth G KRB R P IE N RE D EM/)NE - HOgERE —L4EIRF
A 8FEARRE MO REREEE - REMAEENE NEZER B
O EEZE (remodelling) MEFRINBEEEBRNTE ;| RE#AIKNBERE - H#R
AEB/EBHIKOBIEMANER -

RN IR

—iR

HREFEIHENSE _LRRRER A% Fdapagliflozin® - BI=Z RSP EERIDTSIE
m(RE) - wE _BREKRREEAT - s Fdapagliflozin@X5 mgai10 mg#H12:8
BRE12ZBREBRRPEERILL70% - fEdapagliflozinBX20 mgiEI S =2
B AR ZEEERD - Sf&dapagliflozinS IR RBE EEOH BB REEM [R

P.14
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10.3

BAIER/FARRIE (8.2)] - TP EN10mgEIEdapagliflozintg - EfE R P EEREEHER
FEEFEIREASEAMES -

El1: #REZHBNE _EREKRKRZHE (T2DM) & - 24MGRBEEE ZIEEK
g dapagliflozin® E VAU E FECE AR (Fitted Line) ( FHEE )

-

EEEEE

Firwry Do

O = P
EosBHessanniz

Db it Cigrer g

AOT &0 o [Reerend Rl S Sty Sl
s & & (Beereed Vel by Sfgeh el TI0M
= il L o My Selieech
——  Fitwd Lo o Sabyct. weity T70M

IRy =R g

F-IEEEZABNMRET - SHEIESEdapagliflozin 150 mg ( EERABIZER
1518 ) AEBERAK LEERMNQTCEMER - IH5h - EREHET - 2"‘?%@%%
dapaghflozm 500 mg ( BZER&AEIZEM501E ) IMRERZ 2 QTCE MR L =
s/up .

AR ZEHE R

BUEM - REN EFNEE

E/NESAREBRNIT2EREMUMFEDP - dapagliflozinfEE OB S8 &S EF L EE - /&
ORI EHMM - 5 15 ~ 740 mg/kg/day - B : 2~ 10 ~ 120 mg/kg/day ; K
B O REI S #9505 - 2 - F110 mg/kg/day - RIEBAUCRE - £/ EMER
SHHHEARBEREESRI0 Mgz RESHNT72ME (#4 ) 1056 (MEHE) - R
BAUCRE  TABMNRSHENRBAEEETXRIOMgZREEMW 131 (M) M
1861 (HEM) -

DapagliflozinfEAmes¥ R E M A iR 221 - iR A RERZABIASOELTR
ERREERT100 ug/mLIEZB % - Dapaghfloszjt%Eﬁﬂﬂ%ﬂﬁﬁﬁ@iDNAﬂ%@E’ﬂ
MEd  EARRBEHSN2100BHRAEEN - FEREEZI RN

FEEM R P REIZI BB RESER T’EiﬁﬂdapagI|f|ozm¥3‘)\+ﬁiﬁﬁg%
MR -

Dapagliflozinft REEH 7 Al BB UM M AR KEZL SENER170813H
0981EHT - HAAEWEMSIMMARERE - £B8E) - IRHRBEBRERE -

ZME N2RMN

IR U

P.15



MAk% Fdapaglifiozint® - EEEMRE TN BE22/NRFAZEIRSMERE (Cphyy © TAEHSE
FHEA | CraMAUCERBRIE I8N ZEEFHIIEM - 455710 mgEI£%# - dapagliflozinfV#B% AR
FREOJHES78% - DapagliflozinEAS eI EFAR - BIEEC,,,3E50% » TERT AT/ -

BEAZEIEAMAELEE - AUCAE: - ARBELEZ(LBWRARE - dapagliflozint] =g sk FEE R
H -
7

Dapagliflozin¥I BN %ERELERS - BEUMINEAZHNRA - EREESERAE -

R

Dapagliflozinff# FZFEBUGT1A9 ; CYPEMTRBTEABRRREBRIRE - Dapagliflozin
WEZRE - EEESdapagliflozin 3-O-glucuronide - ERFEEMAH Y - Dapagliflozin
3-O-glucuronidef50 mg [4C]-dapagliflozinEl £6961% - 2 ABMBP T EHEY AR

AN o
7]

HERR

DapagliflozinfI48EE K B T BB BB RS HS - 4 T Em 2[19C-dapagliflozin 50 mg -
AT EMERIT5%F21% 7 BIRK B B FRANEE P - fE/RDP - [REZEYOHEHE/NFR2%EE -
TEP - N15%HELURBEYHEM - EROARForxiga 10 mg&|E1# - dapagliflozin®39 11
REIHFRE (ty,) K912.9/0\55 -

SR B
EEERS

B EE ( dapaglifiozin 20 mgER1RHTE ) - BIE - P - HELBEINERS (B
eGFRYIE ) WE T RIERERA - BETAETBH0E _MBRERALSR - H&@TH

dapagliflozin2 R E=7AIIEN%45% - 100% ~ F200% - HREMBRBEBIEE 1
ERBIEAR  RESBESERLNEE - EEVEAZTHNE_EARREREA - BReW

dapagliflozinE B REEAZEHHEERS24/N\KERBFERFLE - #AKE - PE - NEE
BINBEAZRE _BERRBERA - RERER24/NRK KRB EREIOE D RIEEBTNREIEE RS BN
FRImImE AN 1E42% ~ 80% ~ F190% -

AERMRZENHdapagliflozinREENFE - [RRZHE 3.1.2) EERAEIESFE

(5.1.2) ~ BIRGRERFIAE (6.7) MRAKAEER (12)] -

kg

I

FFIhEERE

EAREMTEMNEALAEZMNZHE (Child-Pugh2$8ARIBAR ) 4 Fdapagliflozin 10 mg 2
ElE£% - dapagliflozinfF19C 5, FIAUCH BILL R B ITR ¥ BB 2l = 2 HiE12%H136% « &
RRBELERBRA LIRS - EEEENIEAZRA ( Child-Pugh$8C4R ) -
dapagliflozinB 19 C 5 MAUCH BILL B R ULEC T 8R4 S E40%FN67% [REH G TR S
I8 (6.6)] -

FiR - 145 - Bl - IEEHEE BT E
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RIBEFESZEEN BT - Tl - MR - ik - 2B ¥ dapagliflozinlZEE B BRAK LB &/
S48, [ |IhE i 2

HZE
AR R ERAF ISR 2B

ZMREER

BEY 3 G EFERYEE I aTFiG

TERRIMAFF - dapagliflozinfldapagliflozin 3-O-glucuronide# A& HNHICYP 1A2 ~ 2C9 -
2C19 -~ 2D6 - Bi3A4 - 1 AFFECYP 1A2 - 2B6 ~ 5¢3A4 - Dapagliflozin@P-#E&H (P-gp)
FHEBEEAMWEXE - Mdapagliflozin 3-O-glucuronide2OAT3 B EIEERMNXE -
Dapagliflozingfdapagliflozin 3-O-glucuronide;8 BB E&EHHIHIP-gp ~ OCT2 - OAT1 ~ 5
OAT3EX®)EEEEH - #2~ - dapagliflozinfiP-gp - OCT2 + OAT15,OAT3 = & £ Ff -
AXOBER EHEE R -

Hith#@&##iDapagliflozinhy =&
FOoFB R RZEY ¥idapagliflozinZB) B E - EEEFAEdapagliflozinWEI£ -

#*®6 : fiREYEdapagliflozin2 B REEMFE

l]]

HRAZEY Dapagliflozin ¥idapagliflozinZ B REEMNFE
(#R%5% ) * (#R%5%)* ( #1E% [90% Cl] )
Crnax AuC'
MUNRARERE
1 Bk Be¢ I i 252
Metformin (1000 20 mg o o
mg)
Pioglitazone (45 50 mg o o
mg)
Sitagliptin (100 mg) 20 mg o o
Glimepiride (4 mg) 20 mg PN o
Voglibose ( 0.2 10 mg o PN
mg - BX3R )
H{thZE4)
Hydrochlorothiazide 50 mg o o
(25 mg)
Bumetanide (1mg) |10mg - 8XR1% - £ o o
77X

P.17



Valsartan (320 mg) 20 mg 1 12% o

[{ 3%, {20%]
Simvastatin (40 mg) 20 mg o o
MK
Rifampin ( 600 10 mg 1 7% 1 22%
mg - BR1R - 6 [122%, 1t 11%)] [127%, | 17%)]
)
TR B 0 2 SR B2
Mefenamic Acid ( & 10 mg 113% 151%
EEIE500 mg - Z#& [13%, 124%] [144%, 1 58%]
56/)\5250 mg - &
14 &l )

o =EEE (R HRMWALMFIOEER0S0E1.258EMN ) ; | 3 t =RIRHAEEEERL
F-dapagliflozintbE - S2E D RIZBRIERES (#5ikE - HWRNEE IO ERR0.80E SR
1.25) -

*EBHE - FRIFESARBA -

THRATERE ZEYAUC = AUC(INF) - 8R4 T2 E 8224 AUC = AUC(TAU) -
Dapagliflozin¥t Bt Z ¥y = &

F7#~dapagliflozint B AZEY L - Dapagliflozin#i ff AN EEERERE RS

WEE -

%7 : Dapagliflozinfifi @2 5 REBHTE

HAZEY Dapagliflozin HAREYEEEBEENTE
(%%3% ) > (%%% )~ ( #1E% [90% CI] )
Crnax AuC’
UTEARERE :
1 iz B I 7 282
Metformin (1000 20 mg o o
mg)
Pioglitazone (45 50 mg 1 7% o
mg) [125%, 115%)]
Sitagliptin (100 mg) 20 mg o o
Glimepiride (4 mg) 20 mg o 113%
[0%, 1 29%]

P.18
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H{thZEY)
Hydrochlorothiazide 50 mg o o
(25 mg)
Bumetanide (1mg) |[10mg - 8XR1% - & 113% 113%
77X [12%, 131%] [11%, 130%]
Valsartan (320 mg) 20 mg } 6% 1 5%
[124%, 1 16%)] [115%, 129%]
Simvastatin (40 mg) 20 mg © 119%
Digoxin (0.25 mq) BEEIE20 mg - o o
Z%10mg - X1
H7X
Warfarin (25 mg) BEHE20 mg - o o
Z%10mg - 8X1
R HTK

246 (i - WML ISEER0.8021.258 BN ) ; | =i 1 =[AR#AZEEEIRSA
% 1 ZYLER - SEDPIZBRERNES (5 - HIRMWELTISLEERR0SOHBRN

BRE - BRIFXARB -

"HR AT EREIE 2 EYAUC = AUC(INF) - HRATSEIE 229 AUC = AUC(TAU) -
Eﬂﬂr_ﬂit%v\,g +‘l’

121 RE TR RAA AR MIEZES

ForX|ga¥1§§_=2:’rEJT<FEI’JEff'ﬁf"ﬁﬁn’fﬂ}ﬁ'1'

ForxigaZ Wi FBIERE —A%E - Bmetformin - pioglitazone - T&fEK &=

#8 (glimepiride) » S|tag||pt|n(E‘E,.\\metformm) metforminfil—i&
sulfonylurea - SRS R ( AEEMOMRMEEELRE ) FH - B IEEMGREEEY)
(glipizide)tb#s - DIRFFAGLP-15282/2 34K ( exenatideZ BRI AL ) FMiAOR
metformin ° Forxigath BB P EENEAZTHE _BUEKRREHE A PETHR -
ForxigafE R E—aE M B metformin - glimepiride - pioglitazone - sitagliptin ~ 5§
EERMA  AHRALLR - E24 8RHbATCE RN IS EEE AT TBENN
= - EEEMA - Fik - &R - iR MERSRESIERH BMI) SFEHRE
HbATCRIE -

BE—aE
MHEBABRAEBNEFAES _HRERBEBASINIEZ BB B RBMRE - 514
ForxigaB —aBEMNZ 2 M ME -

E-IRE—AERMAP - BHS58BARAFBET AESE KRR RASN24E
B9 (NCT00528372) - fTE2EMBNIEE LT RIEEARE - 4852HbA1C 7%

P.19



<10%899m A K BEH 7

i (FPG) (R&R8) -

TR8: EE2BMEXRI/HE A P ForxigaE —

(LOCF*) ( T ERBAMEIR )

7> ZForxiga 5 mgskForxiga 10 mgBX1=R
LR ) B (QPM) RZE - LR -
24 - HERE

CHEER (QAM - X

Rm4A - EFForxiga 10 mg QAMIEEREZE W =HbA1cZERE M

ARLREEHRBMRES24BHNER

BUEH Forxiga 10 mg Forxiga 5 mg =R
N=70' N=64 N=75"

HbA1c (%)
B (¥191E) 8.0 7.8 7.8
WEZEE (RIE -0.9 -0.8 -0.2
@)
HZEEEE (KR 078 -0.5
EF9E") (-1.0,-0.4) (-0.8,-0.2)
(95% Cl)
ZZEIHbATC <7%H 50.8%" 44.2%" 31.6%
wWAB DL
DIEZERIE
FPG (mg/dL)
B (¥191E) 166.6 157.2 159.9
WEZREE (RIE -28.8 -24.1 -4.1
@)
BZREER (1R _24.7% -19.9
FFi9fE") (-35.7, -13.6) (-31.3,-8.5)
(95% Cl)

*LOCF : REREHRE ( HWEKRAEMAE ) BI#EEX -

T b T AT R

P WEKERENR/)NFSTEME -

5 *HE?&E"*FWJZME <0.0001 -

THRBLKEE

Bimetformin XR¥J¥A

affaE

e E R B E Y -

BERESNMELEAZRE aRE=ENERNMEEE -
R EBENERRTERBEE

12362 R EBRIERIAMES _EERBEHBEA ( HbA1c 27.5%H1<12% ) 211218

REA24BRE M ZEH IR -

(NCT00859898) EAmetforminfETE=E AL (XR) & H FIURA &

P.20
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EE—IERET - 638BR/AEI1EEABPEIREE S E3EAEAE : Forxiga 10 mg/l
metformin XR ( §#Z&X2000 mg ) - Forxiga 10 mgAlZ & Al « skmetformin XR
(BESRXR2000 mg ) MIZEHE - Metformin XREISEM =BT T - 500 mghyg
£5Em LA - PUEEESI2000 mg -

Forxiga 10 mgfillmetformin XRA & ff/aE AT —TEE —AELLE - HbATCRIFPGED
Bt LBENNE  BEBFERmetformin XREEE, - B#st EBENRERERE (R
FIME2 ) - Forxiga 10 mgE—/aEEEIRFEFAmetformintb® - W AT CE=E
HIFPGIXEM A st LREMNRRERK - EREHbATcCHE AL metformin XRE—&

9 : ForxigaBimetformin XR¥I1A S HiABAVE M BAREF 24BIER
(LOCF*)

BUEH Forxiga 10 mg Forxiga10 mg Metformin XR
+ Metformin XR
N=211" N=219" N=208"
HbA1c (%)
B (¥191E) 9.1 9.0 9.0
WEHREE (RIE -2.0 -1.5 -14
Fi91E")
EiForxigaZ=s (KR -0.58
FFi9fE") (-0.7,-0.3)
(95% Cl)
Eimetformin XRZ _058 0.0"
 ( RIEFE" ) (-0.8,-0.3) (-0.2,0.2)
(95% Cl)
ZEIHbATC <7%HY 46.6%" 31.7% 35.2%
WAB DL
MERERIE
FPG (mg/dL)
ER (F19E) 189.6 197.5 189.9
WEZEE (RIE -60.4 -46.4 -34.8
FiaE" )
EiForxigaZR (R ~13.9%
FFi9E") (-20.9, -7.0)
(95% Cl)
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Bmetformin XRZE _25 58 _116*

2 (REFHEY) (-32.6, -18.5) (-18.6, -4.6)

(95% ClI)

AR E (kg)

24 (Fi9E) 88.6 88.5 87.2
WEZEE (RE -33 -2.7 -14
Ti91E")

Bimetformin XRZE 208 _1.48

2 ( REFHEY) (-2.6, -1.3) (-2.0,-0.7)

(95% CI)

*LOCF : SRR EHZEE ( HIERIBAERKAT ) AIA -
"FrEBEAATB A ERESHEE M ERImEEEY -
PHESERENS/ )T TFSE -
§p1E <0.0001 -

T XL metformin XR -

# pfE <0.05 -

l

B2 : £—IEForxigaBimetformin XR¥IIA & HiaRAY24 B M Z Y MR KD -

HbA1c (%) BER Bt BARRVRIEFI9E1E

00

yd

HbA1c (%) Adjusted Mean Change from Baseline
0
7
7

N5
g e
w | ‘k\ A
ST Om...__‘_____“--'——-—-u_.‘_,____‘ L1
| O"_———__o <
\\ 52
< o L ] | n n -
o™
1
T I T T I T T T
0 4 8 12 16 20 24 24(LOCF)
Study Week

m—m—m  FORXIGA1D MG + METFORMIN
A—A—a  FORXIGA1D MG
@=0=0 METFORMIN
Left side graph Values for adusted mean changs from baseline based on a longtudinal repaated measures model,
inchading randomized subjects who complsted the shudy with both baseling and Wesk 24 HbATC values without rescue
Right side graph for Week 24 (LOCF) Values for adusted mean change from baseline and 95% Cis based on an ANCOWVA moded,
Inchading randomized subjects with a baseline and ot least one post baseline HbA1C betore rescus

EEIRMED 603%7/\&1

metformin XR ( §Z&&X2000 mg )

BE AR EREH D 231

+ Forxiga 5 mg/inZ &

A4 : Forxiga 5 mgil

~ @kmetformin XR



( Z3ESX2000 mg ) MZLZEHE - Metformin XREIEEM=1E R T - 500 mgayig

S5BM0 LA - PUKEERI2000 mg -

Forxiga 5 mgfiimetformin XRA & /a8 EEME—TEE — 8 EAFELLE - HDATCHIFPG

#AMmET ERERINE ; BEBERAmetformin XRELER -

(R*%10) -

AffEt LRERREEREK

#&10 : ForxigaBmetformin XREJMA S 8 BAVEEEY B IRMRER24BIER

(LOCF*)

BUZE

o>

Forxiga 5 mg
+ Metformin XR

N=194"

Forxiga5 mg

N=203"

Metformin XR

N=201"

HbA1c (%)

& (F19E)

9.2

9.1

9.1

H"EZE( (RIE
Fi91E*)

-2.1

-1.2

-14

BiForxigaZ=R (&R
EFHE")
(95% Cl)

-0.98
(-1.1,-0.6)

EAmetformin XR=E

£ (REFHEY)
(95% Cl)

-0.78
(-0.9, -0.5)

ZZIHbATC <7%HI
WABDLE
MEZERIE

52.4%]"

22.5%

34.6%

FPG (mg/dL)

2R (FE)

1934

190.8

196.7

REFEE (KT
i)

-61.0

-42.0

-33.6

BiForxigaZz=2 (&

EFE*)
(95% Cl)

-19.18
(-26.7, -11.4)

EAmetformin XRZE
£ (REFEE")
(95% Cl)

~27.5%
(-35.1, -19.8)

BEE (kg)

P.23




2R (F9E) 84.2 86.2 85.8

mEHEL (RIE -2.7 -2.6 -1.3
T9E")
Bimetformin XRZ= _1.48

£ (RIETF9E") (-2.0,-0.7)
(95% Cl)
*LOCF : S BEIRE ( HERURAERA] ) BIHE -

"M SRB AT SRR M ER R TRy -
PWESERIENE/)TFSEEE -

$ pfE <0.0001 -

TpfE <0.05 -

M ANEE metformin

ABAL546 2 MIEESIAE (HbATC 27%HM<10% ) K5 — BV REm A SMN—I824:8
ZHEIE R - FFEForxiga®imetformin& i AARVIERZ (NCT00528879) - ARFH
metformin£/0&8X1500 mgBIErVE A - TH2BESLZREIEAIRE - aBHBEA
BR 7 M E R AImetforminB € 29 - ¥ 2 E£Forxiga 5 mg ~ Forxiga 10 mg ~ B¢
LRI -

TERM MR metformingy;A% - Forxiga 10 mgE LR LLE - 243885 - HbA1cA]
FPGAE#MET FREZEHNUENAt FBEENRERE (RERT1ME3 ) - AR REM
metformin - £ Forxiga 5 mg#110 mgilmetforminB#t st E BZE R U ABERIEEAR
F9%1E - D Rl%&-4.5 mmHg#-5.3 mmHg ( MiER2&2p<0.05) -

=11 : ForxigaMt i metformin& FABRMZ R B H BN RESE24BNER
(LOCF*)

BUEH Forxiga 10 mg Forxiga5 mg LT
+ Metformin + Metformin + Metformin
N=135" N=137" N=137"

HbA1c (%)
23 (FH1E) 7.9 8.2 8.1
WEZEE (RLE -0.8 -0.7 -0.3
FE")
Bl R ER (KR 058 —048%
FFE) (-0.7, -0.3) (-0.6, -0.2)
(95% Cl)
ZFEEIHbATC <7%HY 40.6% 37.5%T 25.9%
mAB L

P.24



EZRERIE

FPG (mg/dL)

2R (F191E) 156.0 169.2 165.6

EE2APRE 15 -23.5 -21.5 ~60
£ ( RIEFET)

HZREER (R ~17.5% -15.5°
FEE? ) (-25.0,-10.0) (-22.9, -8.1)
(95% Cl)

EEVBREGE( 1658 _12.08 1.2
( RIEFEHME") (N=115) (N=121) (N=126)

A2 E (kg)

24 (F19E) 86.3 84.7 87.7

WEERE(E (RIE -29 -3.0 -0.9
Ti9ME")

BZREER (R -2.08 228

FEHEY) (-2.6, -1.3) (-2.8,-1.5)
(95% Cl)

* LOCF : IR BEEE ( WERFAERE ) AE -
"FrAER SR A GRS REE M ER1EEEEY -
P HESERENR/) TS EE -

S BB Z/E + metformin - pfE <0.0001 -

T A& R 2B + metformin - pfE<0.05 -

B3 : ZEForxigaBmetforminff Y24 B LB ¥ RAED - HbA1c (%) BERSRE1E
BEARNRIEFI9EE

P.25
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s—a—n  FPLACEBO + METFORMIN
A—a—a  FORXIGA + METFORMIN

Left side graph Values for adusted mean change from baseine based on a longiudinal repeated measures model,

inchuding randomized subjects who completed Short-Term Period with both bassine and Week 24 HbA1c values without rescue
Right side graph for Week 24 (LOCF) Valpes for adusied mean change from baselne and 95% Clit baged on an ANCOVA model,
inchuding randomized subjects with a baseline and ot least one post baseline HbAIC before rescus

M INAE metformini& 4 AYGlipizide ¥t BRI 55

£ — IR/ ERS 2B R glipizide ¥ IR IES MM TP - 428162 MAEHEHI A ERISE 5
WEEREEA (HbATC >6.5%H<10% ) #FEH D4 - FFihForxigatFmmetforminfIpf
e ER (NCT00660907) - BRAmetforminE X /1500 mgHI £ H97% A ST 248
BEELREIEARR®E - #WEEH D 2glipizidefAsidapagliflozin# ( BIZ 5 BlI&5 mgsk
25mg) - 18BRFASEIELUERIREMMEER (FPG <110 mg/dL, <6.1

mmol/L) X EHEAMZHWESHE ( EZglipizide 20 mg - Forxiga10mg ) -

% BRYMHELEmRAETIEL - BEREEE -

| SFEIE RS - 87%ERForxiga/aBIEABRARZRERAMAEIZE (10 mg) -
73%fEAglipizide’a BB A SHREEHAMERIZ (20 mg) - 528K (LOCF)
Forxiga#iglipizidetb®: - HbA1ciEEMRAIFI9REEAL - FHUEEIFSUE ( RE
12) - 5523885 (LOCF) - Forxiga/aBEA B Mat LBZEMNEEN Eﬁ?$i’]ﬂﬁ GEESY
ZF - glipizideHF 1982 E 180 - ForxigaAlmetformintB#d i glipizide/n
metformin - B# st LEEER (p<0.0001) WHEEBEEHRF9E/E - B-5.0 mmHg -

#=12 . —IEEMER BT ForxigafGlipizide Kt metforminfEs852i8
(LOCF*) BY%#E R

BUSH Forxiga Glipizide
+ Metformin + Metformin
N=400" N=401"
HbA1c (%)
B& (FHME) 7.7 7.7

P.26



IEER2E (RIEF9E -0.5 -0.5
")
Biglipizide + metformin 0.0
=R (REFHE") (-0.1,0.1)
(95% Cl)
BEE (kg)
2R (F191E) 88.4 87.6
EERE(E (RIEFHIE -3.2 1.4
+
)
Eiglipizide + metformin 477
AR (REFHE) (-5.1,-4.2)
(95% Cl)

* LOCF : REBEHRE ( WEKB AR ) piEx -
"SRR AT EREEREE M ER1EEEEY -
FEESERENS/) TS FIEME -
§ X glipizide + metformin -

T bfE <0.0001 -

B L th 471 5% BR i ZE Y B 0 & 158 5

BIIEHE IR ZEZEY M E AR

FEEIE2ABZREIE BT - BH5978 MBEH AENE _BRRERA

( HbA1c 27%M<10% ) #FEH D4 - s¥{aForxigaBiglimepiride ( —T&Etafifr R 1A%
¥ ) SHHERRIER (NCT00680745) -
fFEAglimepirideNEmAEZEEE D —FFRE—EE (4 mg) 2PDBBEANREA -
BR 7 glimepiride®X4 mgz9h - #EEHD :ZéFomga 5mg * Forxiga 10 mg * S Z&
E#H - JaEEAE o EEMmETEglimepirideBEI£ 22 mgsk0 mg ; A&FRS
glimepirideX| £

f—izt’:m]?]l]gI|mep|r|det|:Ex Forxiga 10 mg&iglimepiridefif s - f£55248 -
HbA1c - FPGHMIEE2/N\ISI1HE (PPG) B#ftst LEAEN KNS - Mifst LBRZENREREK
( R3&13) - Forxiga 5 mg&110 mgflglimepiridetB ¥ it % FT"*‘J?JDgllmepmde B
et EERENW BT ERK T2 (MEREE=2p<0.05) - 2512-2.8 mmHg
#1-3.8 mmHg -

EBiMetforminf]— B Ig G /R ZE LEZ Y I & H 8 &

#AH218F MIEIZEHIAE ( HbA1C 27%F1<10.5% ) K5 _ BB RFHRASI—1E248
ZREEBARE - s hForxiga@imetforminfl—TE &G R RBEY S 9
(NCT01392677) - WZEAIRAmetformin ( BN EEEIE ) >1351500 mgiz
EEENMNEHERERZBEYZEAMZHE (HWEAEZVERABEEN—F ) 2/08BHRE

P.27




A 8B L B A BB W B > EForxiga 10 mgAs ZREIA - 2418 8E AR
AFFiEEForxigaskmetforminfIEI £ ; 7 FFAMRERE R ZE YW = DITERLEM
fr% BAFHAS - fFRmetforminfl—iE &Rk R ZIRZEYRIMI N - Forxiga 10 mg
AERZREILLE - 524 BRHbATCRIFPGBEMET LHENNE - DIRMET LEE
E’J SERE (%13 ) - Forxiga 10 mg&metforminfl—i& &l fr ZIRZEY) Hf AR E
RZBE B metforminf] — @R B EMHFR - EFEBRBERT LEEDN

(p<0.05) W#BER L E AR F19%1E-3.8 mmHg -

Bl—f&ThiazolidinedioneZBZ M IS G4 Z

ABIA20Z MIEZESIAE (HbATC 27%H<10.5% ) MW _HiERARASIN—IE248
Z BRI - FEForxiga#iE Epioglitazone ( —f&Thiazolidinedionef&ZE4))
(TZD) ) Bt RrVIERZ (NCT00683878) - A Fpioglitazone®X45 mg ( 58 X30

mg - MRABERZE RIS mg ) BEEISH12BRREA - H2EEAREHKERD

A - B tMERpioglitazoneBIE9h - //J\\BDFormga 510 mgsi L RH - 5 HA
B A &F % ForxigaskpioglitazoneRVH| £

Forxiga 10 mg&#pioglitazonefit F/aHEN - BlZ R E Mpioglitazone’a AL - &
F24:BRHbATC ~ 2/\PPG - FPG - iZZIHbATC <7%MEALLBAIB#ET S BZERIL
= Mfat TBEENRERERK (B%&13) - Forxiga 10 mg&pioglitazoneft FIAEH R
LR H|EBpioglitazoneff A - B#tET CEZER (p<0.05) WA B EKF19%81E-4.5
mmHg -

EDPPAHIHIBIF IS )6 %

MILAS2Z AR BRE S - S EM AR EIBAHEH Fmetforminat DPPAHIHI A E R
MAEEEHIAERS _BRERERA ( EREE 2 ARFHDATC 27.0%H<10.0% ) 2M—1&
2ABL R BRI - FEForxigatisitagliptin ( —1&DPPAHNHIE ) Ak
metformin& H{EARVIER (NCT00984867) -

BRIEAREBE RS =metformin >E2X1500 mg) #/E - ERERNEEE S E
Forxiga 10 mg/lisitagliptin 100 mg&X 1R - stL & E Msitagliptin 100 mgE X1
R - HWHEIEMRA (sitagliptin i im B FEmetformin ) MEHE ( BB Asitagliptin
3 i AsitagliptinEimetformin ) Izt Forxiga 10 mgEB N LB E K BEIER - 37%
BAKRGHEARE - 32% BB FEAmetformin » 13%E & FFADPPAHIHIE - 18%FE M
DPP4HNHIEI Mmetformin - BT EARE A EFE#8EEForxiga ~ sitagliptin ~ Bimetforminfy
HIE -

EAZ T Msitagliptin ( B3k &FEmetformin ) #ALEER - Forxiga 10 mg&isitagliptin

( B Emetformin ) HfBR - TEE24BRFHbATCHIFPGE# T EBEMNE - MM
ST EREEMRERK (RR13) - BEREEERForxiga 10 mgilsitagliptindyy&
ABRE (HbA1cZBEIRIEFI9E1E-0.56% ; n=110) - BHAZEE Msitagliptintg
tE (n=111) ; BfE#EForxiga 10 mg/lsitagliptinfimetforminfim A E 5 R 2

( HbATcZBEIRIEF1921E-040 ; n=113) - BZRE fsitagliptinE2metformin
(n=113) 48LE -

BIREZMNE A%

P.28



E=IE2AEZ RS RMIR T - RH808& MIEHEHIAEMNE _ZUERERA
(HbA1c 27.5%%<10.5% ) etk DA - FFEForxigalE Rk ERAMNEE
(NCT00673231) - MAEMAREZIBERERE L2 /V8E - FIHHERPEX30
UESAREER - LIKIRARZ2EOMRMEMEEZE (OAD) - B#metformin - T2
MARRE - R MPERNEREREISMEMOAD (NEA ) MY - BEER Forxiga
5mg - Forxiga 10 mg » SXZEH - MARBAEEEROADDE - REMFEMER
ZREA - REABRESHASNARREREE - R/ EFILRERAEERER
RIR MR EOADEIE LIS - SaEERA AT AT IR EYHOADEIE -
EEEMRF - 50%EAETERRERARERE—AE - ZIN0%R 7T RERERERT
5 21E0AD - 5248 - B RERERERMA - BERZ2EOADIER - Forxiga
10 mgBlEAEB#Mt LEZENHDAICKE - FHIBRERBIER D - MAst LBEENE
BRE (RB%R13)  aEBBERARERAENKEANERREEZMOADEENEA
b - Forxiga¥¥HbA1cHIEREEL - Forxiga 10 mgEifEEZ AHEE N EH AR S
A - B#st EBEER (p<0.05) WHRBRFI91EEREE-3.0 mmHg -

EE24E - BLRHSIEERHALLE - Forxiga 5 mg ( AL B ZME-5.7 1U ) F110
mg ( BZREEE-6.2IU) BRI1REHT LBEZENFHOEBHEESREERE (Mg
HIE#82p<0.0001) - MEMForxiga 10 mgBEHat EBEERSEEAINAEA

(19.6%) B RELEER (11.0%) - HIEREZRESREE/D10% -

%13 : Forxigaf [ M &% ARV R BB IR 58552448 (LOCF*) RIAER

a1

BUEH

[%

Forxiga 10 mg Forxiga 5 mg ZRIE

IR R ZE A (Glimepiride)

EEaRREE N=151" N=142" N=145"

HbA1c (%)

2R (F19E)

8.1

8.1

8.2

WEZEE (RE
FiE)

-0.8

-0.6

-0.1

HRZREBER (K
ETgME")
(95% Cl)

-0.78
(-0.9, -0.5)

-0.58
(-0.7, -0.3)

ZZIHbATC <7%HI
mAB DL
VEZRERIE

31.7%3

30.3%3

13.0%

FPG (mg/dL)

2R (F19E)

1724

174.5

172.7

HEREE (RIE
FiE)

-28.5

-21.2

-2.0

P.29




BERBEEZR (K
EFEE")
(95% CI)

-26.5%
(-33.5, -19.5)

-19.3%
(-26.3,-12.2)

2/\B5PPGT (mg/dL)

Hig (P8R )

329.6

322.8

324.1

R (KE
Ti9E')

-60.6

-54.5

-11.5

BEMEZR (1
FFigE)
(95% Cl)

-49.18
(-64.1, -34.1)

-43.08
(-58.4, -27.5)

B85 (kg)

B (Fi9E)

80.6

81.0

80.9

REREL (RE
Tt

-2.3

-1.6

-0.7

B REER (5
ETigE*)
(95% Cl)

-1.58
(-2.2,-0.9)

-0.8%
(-1.5, -0.2)

EAMetformin & —#&Sulfonylureaff

BELARIREE

N=108'

N=108'

HbATc (%)

B (FE)

8.08

8.24

REREL (RE
TigE)

-0.86

0.17

BLRAEE (R

[EgE™)
(95% Cl)

~0.698
(-0.89, -0.49)

ZEZIHbATC <7%HY
mAB DL
MEZERIE

31.8%8

11.1%

FPG (mg/dL)

B (P8R )

167.4

180.3

P.30




WEZEE (RE
PI91E")

-34.2

-0.8

BEHEER (&
F¥iaE')
(95% Cl)

-33.5%
(-43.1,-23.8)

B2E (kg)

B (Fi9E)

88.57

90.07

WEREEE (KT
TiaME")

-2.65

-0.58

BZEEEE (KR
IEPi9ME")
(95% Cl)

-2.078
(-2.79, -1.35)

EAThiazolidinedione#if# A (Pioglitazone

)

EELARIREE

N=140P

N=141P

N=139P

HbA1c (%)

B (Fi9E)

8.4

8.4

8.3

R (KRE
Ti9E')

-1.0

-0.8

-04

RZRMEER (R
FFigE)
(95% Cl)

-0.63
(-0.8, -0.3)

-0.48
(-0.6,-0.2)

ZZIHbATc <7%8Y
mABDEE
MERERIE

38.8%P

32.5%P

22.4%

FPG (mg/dL)

B2 (FE)

164.9

168.3

160.7

RS (KRE
Ti9E')

-29.6

-24.9

-55

RZRMEER (R
IEPi9ME")
(95% Cl)

2418
(-32.2,-16.1)

-19.5%
(-27.5, -11.4)

2/7\EEPPGT (mg/dL)

P.31




Hie (FE)

308.0

284.8

293.6

R (KRE
o)

-67.5

-65.1

-14.1

Bl R ER (R
FFigE)
(95% Cl)

-53.3%
(-71.1, -35.6)

-51.08
(-68.7,-33.2)

B85 (kg)

B (Fi9E )

84.8

87.8

86.4

REREL (RE
Tt

-0.1

0.1

1.6

REREER (&
ETi5E")
(95% Cl)

-1.8%
(-2.6, -1.0)

-1.6%
(-2.3, -0.8)

EIDPPAHIFIRE (Sitaglipti

n) B EMetforminf B

BELARIREE

N=223"

N=224"

HbATc (%)

B (PR )

7.90

797

RERE(L (RE
TigfEt)

-0.45

0.04

BLRAEE (R

EF9E")
(95% Cl)

~0.488%
(-0.62, -0.34)

ZFIHbATC &
0. 7% BAE D
bt (RIEBDEL)

35.4%

16.6%

FPG (mg/dL)

B (F9E)

161.7

163.1

BB U RIS
b (REFE")

-24.1

3.8

BLRAEE (R

EF9E")
(95% Cl)

-27.98
(-34.5, -21.4)

P.32




B85 (kg)

B (Fi9E )

91.02

89.23

RS (RE
Tt

-2.14

-0.26

REREER (&
ETi5E")
(95% Cl)

~1.898
(-2.37, -1.40)

HERERANEHARZ 22BN R MERE

BEDARIREE

N=194'

N=211"

N=193"

HbA1c (%)

B (F9E)

8.6

8.6

8.5

REREL (RE
TigfEt)

-0.9

-0.8

-0.3

BLRAEE (R

EF9E")
(95% Cl)

-0.6%
(-0.7, -0.5)

-0.5%
(-0.7, -0.4)

FPG (mg/dL)

B (F9E)

173.7

NTA

170.0

R (KE
Ti9E')

-21.7

NTA

3.3

B RHER (K
FEi9E)
(95% Cl)

-25.08
(-34.3,-15.8)

NTA

B2 E (kg)

B (Fi9E)

94.6

93.2

94.2

WEEREE (RIE
Ti9E")

-1.7

-1.0

0.0

BERBER

EFigE*)
(95% Cl)

-1.78
(-2.2,-1.2)

-1.08
(-1.5, -0.5)

*LOCF : REREHRE ( HWEKBAEMA ) BIEA -
"ERENEVI RESEBWNENFIENERS BEAAERA -

P.33




PG ERENSNESFEERESHHNEE -

S HERZ T - pfE <0.0001 -

T 8%2/)\ K EERET5%E O REDEM SRR (OGTT) HKE -

R ERENS/ N\ EAFHEEREESESHE .
PHEHEEHEE LV ERImEEEY -

B ARm 22/ - pfE <0.05 -

ANT : RERHE - BHERMRIERF RS - ReEEHME FBEZNER -

#tFHExenatide EFEEIZ (E 23 MetforminBIfi Il & &

—IE28H - 5 - BNEYHRAR - B M4 MEEHIAE (HbA1c28.02
<12.0% ) W5 _BERERERAZEZmetformin/aE - tE#&Forxigaff Aexenatide
EEER (GLP- 12 ENE ) REEFERForxiga - BEFFHexenatideZERIEY -
TEBmetforminBIMi NI EE (NCT02229396) - A ImetforminBHBIEE /D&
1,500 mgll £ - E1BZREE ABEE# D HESForxiga 10 mgEX—X (QD) #
Flexenatide 2RI Z12 mgBE—R (QW) - Forxiga 10 mgEX—R = exenatide®
EmE2 mgEBE—=R -

FE28 N - BN EBEMAForxigad (-1.32%, p=0.001) FEEFEFHexenatidefZE
HIZYAE (-1.42%, p=0.012) - Forxigafif FexenatidefZ M BLAHAIHDAT PR EIRE 5T
LEERK (-1.77%) - HHERIREJERForxigaf (-44.72 mg/dL, p=0.006) FEEE
Flexenatide#EFEEIZY 48 (-40.53, p <0.001) - Forxigaff FlexenatideEEEI B A/
FPGREIRE# 5t LBEZF K (-57.35 mg/dL) -

EPEBNGEAZNE _BIERRBEAFER

BMEZEEH R R EForxigalR B _BigRmEPEBINEAZTHA -

W PR A R AR A 55 T BUBE R 9% B eGFR N 45 EE 5260 mL/min/1.73 m2H%%
ASIN—IE248 - €5 - ZRIBEIH BRI (NCT02413398) - fmARMEE P HEOR—
K1RForxiga 10mget Z R H - 552438 F - HEBERLREIA - ForxigatAEHbATCA
et FRENNE (RE14) -

<14 : ForxigaltE _BMERHBEBINELRE ( eGFR 45 Z & 60 mL/min/1.73
m? ) AR REISH B EES24BENER

Forxiga 10 mg LT
AAAE N=160 N=161
HbA1c (%)
R (F1918) 8.3 8.0
WEREE (REFHE -04 -0.1
*)
B EEEE (RIEFI 0.0%
B*)

P.34



12.2

(95% Cl) (-0.1,0.1)

*WEGERIENS/NFESFIEME | F24386 - ForxigatB RZL R AH S R155.6% K
6.8% ZHbATCEBER - IR IERE 217 (retrieved dropouts) - thpL2F 1L A%
ZRHERE24BRFPTERZEEI ZHbATCKETE -

TR ZEE - pE=0.008 -

FE_RERBRANONLELSE

Dapagliflozin¥ 0\ [N E B HRIFE (DECLARE, NCT01730534) 2 —IBZEZ 0\
WESLHESNRIVEARDRR  BAUBRUEMNNIRAS R8ER - ForkigalHiRRZE
REHHOMIEEROEE - FIARASRE_UERERA - 2B OLMEER
— B RSN O MEB RBE T ( BMEEe 255m s 26058 - UR—IER LRI
EEE  SEIBHREE) ARRIHEMESZABBREBEEEER ZIZE
BRE R AEUREARE 4B DESEESIRRARELZAE -
EFEHAI17160 WA T - B6974% (40.6%) BREZHOMEER - 101865
(59.4%) R L\MEER - EP8582& B DBt £Forxiga 10 mg#H - 85782 2B E
ZREA - WEHREAZEPAIE4.25F -
e BB IER P - %’\JESO%%E/\ A% BEANLIEFEBA - R13%BHBIMA - FI9F
k=64 - BRNB63%REBEM -
EEERERAENIES11.9%F - Hb22 A% ALRE|SE - Fi9eGFR%A85.2
mL/min/1.73 m? - E 7 4%#95% AeGFRIER60 mL/min/1.73 m?2 - FEERE -
23.5%MMABMERERIR (UACR230E<300mg/g) - 6.8%MEABEERE
MR (UACR >300 mg/g) - F19HbA1c%8.3% KR F19BMIE32.1 kg/m? - TEELRE -
10%8EABLRIBRESE -
REDBIFEA (98.1%) TEERIFE R — 12 ZTERMEZEY) - 82.0%89m AL
metforminya&E « 40 9% UEE R « 42. 7% UEREFRZ$E « 16.8%LADPPAHNHIE - &
44%LIGLP-1 2R EAE -
R#81. 3%E’Jf/\£zxﬂ]1§HQ%H%@WEFE@%U%UmJﬂZﬂ]lEHﬁlﬁﬁ%x S PR BRI R A -
75.0% U statingg - 61. 1%LMILH]1/J\7f}§/é‘r 55.5%LL 2 ERIK15EE (Aspirin) ~ 52.6%11
B-PEERTE - 34.9% L 55k T B EREET - 22.0% U thiazide ) FRE K 10.5% IR R R
A -
Coxtb Al E bR o AR AR E R 1. 3B e e s ER - HEO0MmERT ~ LR
2 (M) iR+ E (MACE) 28 & VIERNEMRLES] (HR) WAL - BERBE
A5 - g EEMIEEERMERNESEY - 1) ORIBERSVOMEI T - A
2) MACEZ#E & TVIE1E -
EmIEaEAS - EAMACER AR : f£dapagliflozindl - 8100w AFE$H5E2.30
HMACESH - EZEHAE - B100m AFPHE2464EMACESH - HERZEHA -
EddapagliflozinfBBERMACEE Fa 15 @ PR EEHIZ0.93 - 95% M E & ME (0.84, 1.03) -
Jtl:T.:.%aEF‘ﬁEI’JtBFU%1 03 HEFR 71 3WTELIEE ZADS HER -
ForxigaZE R EORIBERS/OMEL T 2 FEESNIERNREEXR L - BRLREA
(HR0.83[95% CI 0.73,0.95]) -
HaBEYREREERE# L EForxigafi 22l E - HERORIBERWRERBREE
AIBEME (HR 0.73 [95% CI1 0.61, 0.88]) - M/ MEIETWEREISHERENER (&
15~ B4 KES5) -
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15 : £DECLAREH BT - TERBRESAER MEE—FRZA

BUR

BEBHMBAS n (%)
RS (& | Forxiga 10 R BBl off
REEE RIS mg N=8578 (95% Cl)
@A ) N=8582
T EEyYEE
BB RS -
DMEFERTZ 417 (4.9) 496 (5.8) 0'83 9((;')73' 0.005
EaisE '
ODIMESET -
Ml ~ ERIM S 0.93 (0.84,
o e | 75669 803 (9.4) . 0.172
=
Ea s e
LEBEE | 21225) 286 (3.3) 0.73 (061, <0.001
0.88)
SIESET | 245 (2.9) 249 (2.9) 0'918 1“;‘)82' 0.830
DEE 393 (4.6) 441 (5.1) 0'819 é?‘)”' 0.080
BMEE | 23527) 231 (2.7) 1035354, 0.916
BRESTE 0.53 (0.43,
o 127 (1.5) 238 (2.8) i <0.0071
= E S T IsEh B —eEs
F&E%eGFR 0.54 (0.43,
T 120 (1.4) 221 (2.6) 0.67) <0.001
0.31(0.13,
H EX
ST 6 (<0.1) 19(02) 7o 0.013
BERUEC | 6(<0.1) 100.1) (”fgfa 0.324

N=BAAE - CI=EBEE « (V=08 - MI=OHEE -
S -
PEATERPEE—IRE MY -
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S 454 M eGFR T B> 40%ZeGFR <60 m L /min/1.73 m25&s2 « R (B> 90
K5 S - B8 MeGFR <15 m L /min/1.73 m2iE2 ) MISEMIET -

[El4 : EDECLAREG R P HE —REEORIGERE/OMEIE THIRRE

-3

1= Placebo
-r

Ll
[ .,.""‘
Forxiga
;?
§
-
|
E
£ 3
2
g
2
1
L1}
] L1 12 18 M4 1] 36 42 +H 54 i)
Monihs from Randomization
Patients ai risk
Forxiga: #3582 8517 15 nx 8224 HllG 770 it SH5 16246
Placebo: 5578 BAES BiN7 50 8127 . LIES THEL) T367 52 1573
. A - N OB i +
5 : ZDECLARE# B E— R L ORISRV
45
, Placebo
40 -
Ll
= L]
35 s
F i Forxiga
=
¥ -
& 2
|
. 20
g 15
Lo
05
(1%}
0 i 12 18 24 30 3y 42 45 5 il

Months from Randemir ation

Patients at risk
Forxiga: 8582 8500 8403 8315 8218 8101 T T4 5439 1626
Placebo: 8578 8482 83180 2256 8121 THR T4 7360 5358 1572

ForxigafA BN LR - HRERFEHeGFR N2 40%ME:2 - REAB R B E ML
CZEEEHMRERRE (HR0.53[95% C10.43,0.66]) (B6) - EmmAREE
BIgEAE - EEIRZIForxigatBRAENmBRZREIA - Forxigahy B EeGFRAN
UACRHFRfPEE—2 -
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6 : £DECLAREREE D - 55— REFEFRE M eGFRTFE= 40% AR B M1 E E 1436
TAYEE

3.54

, — = = Placebo
r
3.0 f
I
|
- 25 f
& I
= FJ__J
$ 204 et
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= # FORXIGA
z |5
.
[=
]
e 104
05
FORXIGA vs. Placebo
HR {95% Cl): 0.53 (0.43, 0.66)
0.0-L_: . y .

0 6 12 18 24 30 % 42 48 54 80
Months from Randomization

Patients at risk

FORXIGA: 8582 8523 8422 B338 8242 8127 BOOA 7522 5464 1635

Placebo: B5T8 B504 B415 B3 8183 BO31 Te25 7403 5382 1588

BRIESIEENTEES | FHEMeGFRT M2 40%EeGFR <60 m L/min/1.73 m%5
2 REIBR (B> 00K BRI E - F#EMeGFR <15 mL/min/1.73 m? &2
HBRMIET

Cl: E8&R - HR : ERLEHA -

HERRIEAERRBA - Forxigad R ZREIA - IR ESETEEEAK
(UACR>30mg/g) I8 (HR 0.79 [95% C1 0.72, 0.87]) - FEERIEEERER KN
A - ForxigafH RN ZRHA - IR EHZENEEREARK (UACR>300mg/q)
(HR0.54 [95% C10.45, 0.65]) - E/CRIBEEHEHRKRMAA - ForxigafBHERZH
El# - EREEAREARNKERE (HR 1.82[95% Cl 1.51, 2.20]) -

(=REd=) A

Dapagliflozin¥i 12 14 &5 i jo o8 A B B il 45 SR AN/ O B 58 T R FE MBI 5 (DAPA-CKD,
NCT03036150) #—IBZEZ /O EREES L REFRBIOEE - HEMAREUERERE
(CKD) ( eGFRAM25Z75 mL/min/1.73 m?) MAE AR ( BREEENEEFLLE
(UACR) 771220025000mg/g ) ImABBEZEELE - El2hEREBHRAMS
£ 7 MEWMmEE(CEEHIEIE (ACE) sy M E WA= 2 FEETE (ARB) - SIE: B8 HE
REARRACREEM A REEMRREZSEMERR - BREBEXIMETHEM
kAN AR EE B RE M BEAERE M B 38 (ANCA-associated vasculitis) HEA R ERI6EBEE
MpsEt - EHSREREEENREA -

SR EREAAMUETIForkiga B OB EHeGFRTE250% - BEERAE
75(ESKD) ( ®&BISEEeGFR<15 mL/min/1.73 m? « BItAE BB A B Bk
')  LOIENBERMIETC 2ESNIEENEER -
#aET43042 m ATk D EC EForxiga 10mg/ASi 2 REIA - WiBHRE A ZEP AR
28.5M@1 -
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SERGEETIERS625  67% 5B - EPRBEES3%AAA - A% BBAHIES
ZEFA - 34%BTHMA 5% BN FELTH -
FEELERE - F19eGFRA43 mL/min/1.73 m? - 44%55 AeGFR 130245

mL/min/1.73 m? - 15%£49% AeGFRIEA30 mL/min/1.73 m2 « i ZIUACR%
949mg/g - TEREH DS - 68% R ABRSE '*Eﬁér CKDHERMWREEBIEREE
& (58%) - RIIM4/SMBHBERE (16%) KIgABHEE: (6%) -

EEBRE - 97%Mm AESACEISARBAE - 7(%44%5’]?/\&%%1]]14VF&%%%?E\
&« 65%ME A ES statinfazE )85 -

Forxiga ol PR B 4 eGFR M P&>50%  BAEEKRHAB fm (ESKD) ~ O\ ME S B F 430
TZEEEEHIEENEEER (HR0.61 [95% C10.51,0.72]; p<0.0001) - ForX|ga2H$l]
ZRHANSHHRRESNERMERMA  IRERAEFEREERE - ABEYUR
IR E eGFR N E250%  BIEEKREIE % (ESKD) E/B\M%%EZB&@ - T ER
hEVHEBRMIETES (K16 E7) -

Forxigath o] BR800\ M EFE T30/ R IBERT (HR 0.71 [95% Cl 0.55, 0.92],

p=0.0089) M#RIET (HR 0.69 [95% CI 0.53, 0.88], p=0.0035) ZE S I51EAIEE

=+

16 : EDAPA-CKDiE P - TERSAERNEE—HBERARERSAERZER
MR

BREEMNRAY (SBHRE
%)
BNEE (Y Forxiga 10 Z R L LG 51 piEt
RE RIS mg N=2152 (95% CI)
) N=2152
%4EeGFRT
B£>50% - K
3 I k= 197 (4.6) 312 (7.5) 0'63 7(2')51' <0.0001"
S B E IR '
zEaiEE
FEEARIEE DR E— 152
:tZ:':
£eGFR | 11506 201 (4.8) 0.53 (042 <0.0001
TB&>50% 0.67)
REAE % 109 (2.5) 161 (3.8) 0.64 (050, 0.0004*
0.82)
&M eGFR
<15 0.67 (0.51,
mL/min/1.73 84 (1.9) 120 (2.8) 0.88) 0.0045
m2
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EHERFL 0.66 (0.48,
d 68 (1.5) 99 (2.2) o0) 0.0080
EEERE
“ 3(0.1) 8(0.2)
HMETET 65 (1.4) 80 (1.7) 0‘811 1(2')58' 0.2029
B ST 2 (0.0) 6 (0.1)
¥ @ eGFRT
B250% - 18 0.56 (0.45, )
oo e | 14233 243 (5.8) i <0.0001
ST
IVMESET 5L 0.71 (0.55,
100 2.2 138 3.0 0.0089
DB (2.2) (3.0) 0.92)
DRI 37 (0.8) 71(1.6) 0.51(0.34, 0.0007
0.76)
0.69 (0.53, )
i 101 2.2 146 3.1
ST 01(2.2) 6(3.1) 088) 0.0035

N=mAAE - CI=EE&EMH -

* REABR I E 2 B 5 B eGFR<15 mL/min/1.73 m? - BEtA18 BT A B BHiS
fa -

Tei2pE - BE—52MpEEAE EM (nominal) -

af | ECoxEREAIEA N ITERBESHNRRE - SHRERR/EBEHME100B A FE
EEHRREEANE -

BRMSETSHRPOPUERFASTEL I E/ROERIEA -

EBl7 : F—RBEFTEESNER « FEMeGFRTE250% - REAB B0 M E = EH
MIETRYESE ( DAPA-CKDELER )
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- FORXIGA vs. Placebo
24 HR (95% CI): 0.61 (0.51, 0.72) P-value: <0.0001
U {

0 4 B 12 16 20 24 28 32 36

Months from randomization
Patients at risk

FORMIGA: 2152 2001 1855 1898 1841 1701 1288 B 309 31
Placebo: 2152 1993 1936 1858 179N 1664 1232 774 270 24

il

BRI A (Patient at risk) 2i5tE L RIRIAEEABOBAL - ESHEZER30
X - BEREEpHE -

HR - CIAp{E &5 3 Cox A R L B, -

HR=AMRLEA - CI=EBER - eGFR=B4IKBIEE « ESKD=RHE - CV=/D

B vs=HHR -

FEESNEENERTMBFHTE N EREUBHEEREABIESE _BER
& - CKDMIBKEA ~ s - £IE MR - ik - UACRFIeGFR -
DAPA-CKD# A TG mtEEI P18 HA - E%‘TTL?HB»‘ZE’J‘TE’T BhgmmA - ForxigaR
DI EROMESHEEN— BBk E e R #8505 ( BIDECLARER &R ) HIER
RS i}%ForXIgaE%ﬂ,ﬁH&Eﬁ,ﬁﬂ'fxf Bl Rm AT OBEEN 2 & -

VRIS

IDE 5 RRFEORIE (LVEF <40%)

DapagliflozinE2F& /L RIBAR 4R (Dapagliflozin And Prevention of Adverse

outcomes in Heart Failure, DAPA-HF, NCT03036124) 22— I8 B )\ HEtdk &

REIE RS - AEIIForxiga®i i L RIE ( NYHARBRE _EMU4R ) E/b\é%}‘ﬁ
DEBRE (EOEFESE (LVEF) 40% U T ) WEAR - 28 0BEL0MEIETHN

DRIBERERE -

EATA4 RS - B2373 2k P ECEForxiga 10mg# - 23718/ 2L REIA -

WBHHEAZEPNE18ER - :RER EIYFIRE665% - TT%HEM - 7T0%EB A -
5% AR AIEFEBA - 24% BT A -

EEGE - 68%BEABNYHAE 4 - 32%EFE =4 - 1%HFHEAR ; LVEFHUEE
32% - TEMAKBEH DR - 42%8mABE _BiERKERSE - SBREI3%EEA MK
EHbA1C >6.585% _AViERR -

EERE - 94%m AR R ME WA ZE(CRHNHIE (ACE) - ME WA= ISP ER
H| (ARB) i ME WA ZE e ARG ( ARNI - B2fEsacubitril/valsartan
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11%) -
152 R AR

ForxigaP&fE /O MESET »
(HR 0.74 [95% C1 0.65, 0.85]; p<0.0001) -
B IE - ForxigafBMZ R B AN SHHREENMEREAE - UK RIAESERE
B8A - 8B&8C) -

EE(R17-

96%75 13 FA B-FEL & -
L - 26%BEATE
M%EEMY@%E%éﬁ s T BB AR RN B R
FEEARIEE N T EE S S R

- 71 %ET%JEHEFM/J MRERZER

®17 . EDAPA-HF&iah - TEESNER"

Al (MRA) - 93% 5

BRES* 2 BHR@I T %

BEEHMNREAR (SEH3LE
)
BUEH (8 Forxiga 10 Z R [ B EG £51 pfE*
R IR mg N=2371 (95% Cl)
RS ) N=2373
DRIER -
VMBI T
0.74 (0.65,
LEBESH | 386(116) | 502(156) . éS) <0.0001
B2iEaE '
=
IVMESET 5L
75 (0.
DB ERR 382 (11.4) 495 (15.3) 0 g é2)65’ <0.0001
ESIEE '
T IEEPHNE 2
DM 227 (6.5) 273 (7.9) 0.82(0.69, 0.0294
0.98)
NG
70 (0.
HLEIBES 237 (7.1) 326 (10.1) 0.70 (.59, <0.0001
o 0.83)
ThE
DS IEE 0.70 (0.59,
" 231 (6.9) 318 (9.8) 083) <0.0001
DEIBE 043 (0.20,
e 10 (0.3) 23(0.7) 0.90) 0.0213
4EEET- 276 (7.9) 329 (9.5) 0'803 9(3')71' 0.0217

N=mAAZ - CI=EB&EMH -

E0MAE -

TempE - BE—IEERATTHWpEEEE LK (nominal) -

it . ECoxARRIEAIEA N ITERBESHNRRE - E—18RNERBESHE - BB
BERERBESHNERRE - BAEEAESNERNEHRE - SHHREX
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Patients with event (%)

FORXIGA vs. Placebo

HR {95% Cl): 0.74 {0.65, 0.85)

P-value: <0.0001

0_._|_ T

Patients at risk
FORXIGA: 2373

Placebo: 2371 2258

it DRIBESMERE

2305 2221
2163

/%"QL:

9 12 15 18 21
Months from randomization

2147
2075

2002
1917

1560
1478

1146 612
1096 583

- FETRER - ARERBEIRL (NE

DNRIBBRICETIAR ( %@iﬂﬂUDDHE%Uﬁ’U“ BRI ) -

BRERE A (Patient at risk) a1 ZEAEIF A
Cl=Z8&ME -

HR=EFREEAY -

[El8B : 4L MEFETHINE
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Patients with event (%)

16

14

12

10

FORXIGA vs. Placebo

HR (95% ClI): 0.82 (0.69, 0.98) P-value: 0.0294

T T T T T T T T T

0 3 6 9 12 15 18 21 24
Months from randomization

Patients at risk
FORXIGA: 2373 2339 2293 2248 2127 1664 1242 671 232

Placebo: 2371 2330 2279 2230 2091 1636 1218 664 234

BRERIAA (Patient at risk) Z2faEZRBRGBRKERRAIVBAR -
HR=[EFLEA - CI=EE &R -

El8C : F—RB/LELRIBEFRAIFE

184
16 —r — — Placebo
=L
J
14+ -
- -~ FORXIGA
£ q2-
% 10+
g &
oo
47 ,
FORXIGA vs. Placebo
2_
HR (95% Cl): 0.70 (0.59, 0.83) P-value: <0.0001
0_ 1 1 | I | || | | 1
0 3 ] 9 12 15 18 21 24
Patients at risk Months from randomlzation

FORXIGA: 2373 2306 2223 2153 2007 1563 1147 613 210

Placebo: 2371 2264 2168 2 2082 1924 1483 1101 596 212

BRI A (Patient at risk) 215 EZ B RGRERARIBAZ -
HR=[ELEA - CI=EE&EH -
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ForxigalfE 7 O RIBME IS4 ( HRAESR ) RAOMEIL ALY - Forxigad B
22 REIAE B BB BIR567HERI742¢4 (HR 0.75 [95% Cl 0.65, 0.88];
p=0.0002) -
FEEANIEENERES THI—B  O2EAUEE _RERFENOSIEREA
(E9) -

B9 : TER/SXNER (LMBEFTHORIEEH ) BUZFH5H ( DAPA-HFH
®)

sy HA (% G FEROGA Pacats HA @Y
e e
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A MAEH ZBBUERETISH - AL FREVFRME ERECA -

n/N# SBESHNRAEAR/FHEZAHABAL -

NT-proBNP=N-terminal pro b-type natriuretic peptide + HF=/LR18 - MRA=1&4)
MEERZRBENL - ECG=/NLEE - eGFR=B#IKXBRE=X -

it FEEIRAEFE ( EAEREN ) WEY - BPr9S%ERE B I ARIFLLERR
HMASTE - s BARBRERZMAEMEFRHEBERFHNTE - ARBERE
BHEBNEEMEEM -

ELZEHH SR (LVEF) >40%H0R G

arfidapagliflozin At Z 5 B 2 RIEE Z O RIBE AREE (DELIVER,
NCT03619213) - 2—IREH - 20 - B - 85 - KREIHREER - FLUE
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M Forxiga¥yi/ORIE ( NYHAD$EE _ 2 UAR ) HF#=2405% - LVEF >40% - WL HA
B LEREBORBAR  S260RELOEXT - ORBERIORIBESE
AR -

£62632 /AT - B3131&BEH DA EForxiga 10 mg# + 3132&2 D ELEEIA -
B N ZEPAIRI28ME R - EMA654E (10%) WIS ORIBHBA ( ERBE
DRIBERIE S LR EIORANERBHE A ) - SlBREAFIOFRR/T25 - 56%7%
St T1%REA - 3%BRFEAIFHFEBA - 20%H[EMA -

TEERE - 75%HRARBNYHAE 4 - 24% R =M - 0.3% AR ; LVEFRMIE
£54% ; 34%RIBALVEFR<49% - 36%RVE ALVEFA50-59% - 30%A9B ALVEFZ
260% ° HHEPAS%HHEABTE _BRERFBHEE -

EERE - 77%008 A ERME WA RE(EEAFIE (ACE) - MEWMRRZISHEH
(ARB) S ME W HE = ZEe P MIAREHIHIE (ARNI) &% - 83% L AHB-FREE - 43%1EH
MMM RBRZERENE (MRA) - 98%fE BRI KEAE -
Forxigal#B Y LULDMEET ~ ORBERNORIBESHMBERETEESIEENRE
%R (HR0.82[95% C10.73, 0.92]; p=0.0008) - FEE SN IEEN =IRIEEFEZHIZIR
HEWEBEM - ForxigatiNZ B EHENSHHAERHERR - WRHERIBS
BIRITEE (K18 - E10AFI10B) -

#®18 : EDELIVEREEE D - EEEANER - ARIEE*ZEN

BEEHMNREAR (SEH3LE
)

BUEH (8 Forxiga 10 2 R &l Bz EE 51 pfE*
R EE Y ES mg N=3132 (95% Cl)
”) N=3131
DB -
VMBI T
DEIBESH 512 (7.8) 610 (9.6) 0'802 9(2')73 ' 0.0008
B2iEaXE )
=
EEIEEPHNE B2

D MEFET 231 (33) 261 (3.8) O‘Sfég‘)m’ 0.1678

DRIBER 0.79 (0.69,
N e 368 (5.6) 455 (7.2) 0.0007
o 0.91)
ThE

DR 0.77 (0.67,
- 329 (5.0) 418 (6.5) 089 0.0004
D= 0.76 (0.55,

B 60 (0.9) 78 (1.1) ke 0.1159
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=BAANE - CI=EB&EMH -

Ve pME - BE—EEMpEREE LM (nominal) - LMEFETELEFEREEEEN
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RHEMEBI100BAFRESHNZHE AL -
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—
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FORXIGA vs. Placebo
HR (%5% CI): G.52{0.73, 0.92) P-valae: 0.0008
0= T T T T T T T T T T T
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Months from randomization
Pansernits an sk
FORXIGA. 3131 3040 2949 2685 2807 2716 2401 2147 1982 L1a03 1151 BO1 389
Placeba: 313z 3007 2696 2799 2710 2iE 2318 2080 1923 1554 1140 772 EHE

i ORIBESMBNERAERS - IFRCE - KHEBHN (NESZE ) @ MBY
DRIBBICETAE ( EAEMORAM KBRS ) -

BRERIEA (Patient at risk) e EZPRERGBRERRB A -

HR=RERELER] - CI=EHEMH -

El10B : F—RBVELRIBEFRAIFE ( DELIVEREE )

)
1

FORXIGA

Patients with event %)
-

FORXIGA vy Placebo

HR (954 CIp 0,77 (0AT, 0.80) P wabise: 0004

T T L) L] T L] L] T
& 9 i3 15 18 bed 24 . 4] 33 3

Months from randomizason

Panents &
FORXIGA nn 306 2060 20040 3R 73 2437 74 2008 1638 1197 Bl4 06
Placeba LA s 2016 2825 2738 3638 218 2111 1955 1570 1161 T85 1)

BRI A (Patient at risk) 25 EZ B RGRBRARIBAZ -
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Forxigal# & 7 ORIBEH ( BERMEZNORIBERORIBEE S E
THIABEL - Forxiga’

CI=E8&MH -

SEANZT

R4

[95% CI 0.67, 0.89]; p=0.0003) -

FTERGINBRERES FHT B SRR ARE - AeliEs 1

ARRS (eGFR) ~ LVEF (<49% -

NYHAZ #&

Al (E11)

E11
nﬁ)

Chi

racicristics

B IN8E

HR (95% C1)

The composite of the primary endpoint
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Jverall
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< median (72.0)

= meflan
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Europe and Sasxli Arabla
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NYILA class
i}

I
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11 oe TV
EF (%)
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50-59

NT-proBXNF {pgiml)

L

< median (1011.9)

= median

Subacutc’
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No

T2DM at enrollment*
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Atrial fibrillation ar flutter at
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No
Ml kgim’y
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< 30
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SBP al randomivation (mmlig)

anedizn (128.0)
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as ns | R
FORXIGA Beter

Plhcebo Better

50-59% -

i
FORXIGA Phcebo
(N=¥131) (N=3133)
1231 6103132
HISE M 16H
265/1586 H1528
NTNTET WT1T48
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X4 612225
2181 1978
97630 10654
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9607 103619
26111404 Wa1511
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181817 1987732
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1741133 A1
131931 17050
17¥1555 ME1578
YIW15T6 40215353
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4192803 A0772R06
201401 N5
HITW e
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51803 IIW1EL4
TVITM W17
23671395 E1392
U516 1551554
2231615 1BA5T
1508 3001560
2321563 Ho1=2

260%) - Fi -

) O I ESE

HSHBE D I R8154F1057#% (HR 0.77

Ui PR I
Bl

 TEESAER (LIEXRTHORIEEH ) B ZFE 2 ( DELIVEREH

HR(35% C1)

082(0.73,002)

042 {0.69, 0.97)
041 {069, 0.9

082 (0.71, 0.96)
041 {067, 0.97)

0:79 (0168, 0.90)
108 (0,58, 201)
091 {068, 1.21)
083 (0,48, 145

089 (067, 1.13)
083 (070, 0.5
075 (057, 1.00
073057, L.OT)

081 {070, 0.94)
080 (0 65, 0.98)

08T (072, 1.04)
0.79 {065, 0.97)
078 (0:62, 0.9

084 (0068, 1.02)
079 {065, 0.92)

(078 (060, 1.0%)
082 (072, 0.94)

083 (0,70, 0.97)
081 (0.65, 0.94)

Q81 (068, 0.97)
042 (0.70, 0.9%)

089(0.75, 1.04)
074 (0.63, 0.5%)

081 (0,69, 0.94)
084 {0.70, 106

043 {79, 1.1
0.71 (060, 0.55)

TEE MR A TS BN SRR RRE 30K A IEZ D B
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Ui PR ImIRSE « RO RGE B
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HHEBWOBERE

MR EE

1581 - SBP=UL##[ER
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TEETF -

EREGEMT ) FUBRM - BPrI95% S8 E B I AR LB R

5 -

P.48

BMAGTE - dpefARMRERZREEMA FRESERF/Y

soan

Ea—

ARBERE



13

14

LDRBSHEZLRBERKORIBERME -

DAPA-HFFIDELIVERGLERAVFH A AE R BVKR - Forxiga®f L MIEET ~ ODRIBERSE=
DRIBZEGNIRENENEACLVEFERZ—2H (E12) -

E12 : RELVEFZEE/SHER (LMEFXTMORIEEH ) FEEMR ( DAPA-
HFFIDELIVERGES )

Study HR (9% C1) FORXIGA Placebo HR (95% Cl)
LVEF (%) Category n/N# n'N#
DAPA-HF
2-32 {median) —— 2201230 W 235 0.7000.5%, 0.84)
33400 —_—— 164/1143 1991132 0.81 (0.65, 0.99)
DELIVER
41%.49 —l— 2071067 2291049 087 (0,72, 1.04)
50-59 —— 17471133 2111123 0,79 (0,65, 0.97)
G088 —_— 131931 1700560 0.78 (0.62, 0.98)
T T T 1
0.5 L] I L.25 2
FORXIGA Betier Placcho Belicer

* DAPA-HF: 5291 &% ALVEF >40 - DELIVER B2 H942 %% ALVEF<40 -
FEDAPA-HF& &g + LVEFRI5%HN95% B N u# 7 Bl 45204040 - fEDELIVERGEER S -
LVEFEI5%H95% B DI 72 Bl 427070 - DRIBSHEZORBERKORIBEES

TEE

DR R
131 8%
2R x AR IRERE -
132 %18
5 LR -
133 R
REER30°CLLT -
55 A F A
141 HABEEEERN

mEERZE

SHHAAEAForxigat] BE AR AR ER - BRIl RIBREEAEAR E A8 B
AB [REZBREIEEIE (5.1.2)] - SHWARKIEZEMELERER - ERIES
ARES °

[l ek

SHERARARE PSS —EREBREMNIETN - BEEKRBERA - BRHEE
e F AR AR - FEEAForxigai IR PSEREHRESL - FETBALR
HIRFESERE P SHVEN - BIEMELARAS - FIRREE (W0RITE ) - 5
B RSAVERE ( BREBO - BN - BB - HE - FRE ) - 5ERAFH
Forxigall i 8 [REREERFEIAE (5.1.1)] »
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ERE W KRB

HHBACRE R EBRENLIRBRR - REMPULIRERRERNER - REEMFIL
REBEEREREUIMEZS [REEFKIESIE (5.1.3)]

EREPIRIEMAER (FEWRIERE )

maAmA - BAERERERAERForxigals HIRE R R EAHIEK (HEMTIE
H) BREA - ZEBA - IRTERVELZEB B LIRKRRBNERE - BAER
BB R B R38° C B~ E - BURIME [FEREZENEEFIER (5.1.5)]
RMEEREERSE (HlmiMeizEsR )

SR ATEERERERERERR - REMPRREERERERRNERAE
A - IEEMPUAREIR - DIRORME [REREMESSEIE (5.1.6)]
SHEEREERS (HIMEEEEX )

SR AS MO pEREREER R (HINBHENNBECLR ) - LEHEARE
ROEA - IR MIBIRRMNBIREI SR ( BIANEE R BEALRE ) EEARFERA
Bt - IFEMUaRER - LRORME [REZEMESSEIE (5.1.6)] ¢

BRI E

SHAEAForxigaAREBHNE (NEMPZ - BEREFNMEMKE ) RS - B
HmAUEBERECU IS BHREHME M KEROERNER - A REERE - B2
AR RD B ER T BBET -

"z

SHEZERAERForxiga’a B In RRITIRERERR - BB AGR2AETERE - B
EIBABEAL [REARGEERSIR (6.1)] -

R

B AHF B A ZZEAForxiga [RFAIGEHEEEIRE (6.2)] °

ERERE

R EERES - BRAForxigalm AR RBERAHSEGM -

S5 1B AR B

HiRR—HEY)  ZRRARRERE - FRRRKEED M—HEIRERRE - AR
BAREE - BRREERERHA N —HZEY - 2R ARKBE2Z2RAMEAForxiga -

Hith
1BETHER : 2024F4H

HARMEFOE

fEEEEKIE5=5 (Forxiga Film-coated Tablets 5 mq) FEfEEE 75502647557
B EEIIE 10252 (Forxiga Film-coated Tablets 10 mg) B 75502647655
ZUEMR - AstraZeneca Pharmaceuticals LP

SUEMMALE : 4601 Highway 62 East, Mount Vernon, Indiana 47620, USA

D EIEER : AstraZeneca UK Limited

%)

it
ot

El

SEMHTRENRRNHERAT
it EAEHAZEBERE 207552118
Bk ¢ (02) 23782390

_+

ot
ot

s
2
BIEERALE ;- Silk Road Business Park, Macclesfield, Cheshire, SK10 2NA, UK
A
A
]

3
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ForxigaZsAstraZeneca group of companies Z zX i & 1%

SILK ROAD BUSINESS PARK,MACCLESFIELD,CHESHIRE,SK10

ASTRAZENECA UK LIMITED INA

AstraZeneca Pharmaceuticals LP 4601 HIGHWAY 62 EAST, MOUNT VERNON, INDIANA
47620 USA

i
ot

SEUHFHENERNBERAE &BitmAZEICEE 207552112
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